ITEPEJIIK

Jonatok 3

A0 Haka3y MiHicTrepcTBa 0X0pOoHH

3n0poB’s Ykpainu «IIpo aep:xaBHy
peecTpauiio (mepepeecrpaniio) JikapcbKux
3ac00iB (MeIUYHUX IMYHOOi0JIOrTYHMX

npenapariB) Ta BHeceHHs 3MiH /10

peecTpauiiiHux MatepiaaiB»
Bia 29 simnns 2023 poky Ne 1380

3ACOBIB YKPAIHHA

JIKAPCBKHUX 3ACOBIB MEANYHUX IMYHOBIOJIOTTYHUX ITPEITAPATIB), IIO10 AKUX BYJIM BHECEHI
3MIHU 10 PEECTPALIMHUX MATEPIAJIB, IKI BHOCSATBCS 1O JEPXKABHOI'O PEECTPY JIKAPCBKUX

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpauitina npouyedypa Ymosu Peknam Homep

n/ JNikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupo6HuUKa eidnycky yeaHHs1* | peecmpayiliHo2o

n 3acoby ynakoeka) noceid4yeHHs

1. L-TUPOKCUH- Tabnetku no 50 mkr; AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHs1 3MiH O peecTpaUiiHMX maTepianis: 3a He UA/2551/01/02
DPAPMAK® no 10 TabneTtok y "dapmak” 3MiHu | Tuny - 3miHK Wwopno 6e3nekn/ePeKTUBHOCTI peuenmom | nidnsiecae

6nictepi; no 5
6nictepis y navui

Ta dhapmakoHarnsagy. 3miHa y KopoTKin
XapaKTepucTu1Li NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLii AN MeguyHoro
3aCTOCYBaHHS Ha MiACTaBi perynspHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHs
nikapcbkoro 3acoby B nicnsapeecTpauinHui nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 AOCHiAXKEHb,
npoBeAeHNX BiANoBIgHO A0 NnaHy negiatpudHnx
pocnimkeHrs (PIP) (3miHy y3rogkeHo 3
KOMMETEHTHNM YNOBHOBAXXEHUM OpraHoMm) - 3miHu
BHeCeHO A0 IHCTpyKUii Ans MeanyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainis
"B3aemogisi 3 iHW1MK nikapcbkummn 3acobamu Ta
iHWIi BKMAW B3aemogin", "OcobnmeocTi
3acTocyBaHHs" BiANOBIAHO A0 pekomeHaaLii
PRAC EMA.

TepmiH BBeQEHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEepAKEHHST; 3MiHu | Tuny - 3miHM Wwoao
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsagy (iHwi
3MiHM) - 3MiHK BHeceHo A0 IHCTpyKLUii ans
MEeOMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby oo
po3ainy "OcobnuBocTi 3acTocyBaHHA" BigNoOBIigHO
o pekomeHaadii PRAC EMA. TepmiH BBeAeHHS
3MiH NPOTArom 6 MicsLIB NiCNsA 3aTBEPXKEHHS;
3minHn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI
Ta cbapmakoHarnsgy (iHwi 3miHu) - 3MiHU BHECEHO
0o [HCTpyKUiT NS MegUYHOro 3acToCyBaHHsI
nikapcbkoro 3acoby o posginy "lMNobivHi peakuii”
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LLIOA0 HeobXigHOCTI NOBiAOMMEHb NPo NobiYHi
peakuii. TepmiH BBEAEHHS 3MiH NpoTArom 6
MicsUiB MicNsa 3aTBEPAXEHHS

L-TUPOKCUH-
DAPMAK®

Tabnetku no 100
Mkr; no 10 TabneTok
y GnicTepi; no 5
6nictepiB y nayui

AT
"®apmak”

Ykpaina

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis:
3MiHu | Tuny - 3miHn Wwopo 6e3nekn/edekTMBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepu1cTuui nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT ANS MEeANYHOro
3acTOCyBaHHs Ha MiAcTaBi perynsipHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbKoro
3acoby, abo gocnimkeHb 3 6e3nekn 3aCcTOCyBaHHS
nikapcbkoro 3acoby B nicnspeecTpauiiHui nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 4OCHiAXEHb,
npoBeAeHVX BiANOBIAHO A0 MnaHy neaiaTpudHmnX
pocnigpkeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHNM YNOBHOBaXEHUM OpraHoMm) - 3miHu
BHECEHO A0 |HCTPYKUii ANS MeanyHoro
3acToCyBaHHs Nikapcbkoro 3acoby Ao po3sginis
"B3aemogis 3 iHWnMK nikapcbkummn 3acobamu Ta
iHWi BMAwn B3aemogin”, "OcobnmeocTi
3acTocyBaHHS" BigNoBiAHO 40 pekoMmeHaauii
PRAC EMA.

TepmiH BBeOEHHA 3MiH NPOTAroM 6 micauiB nicns
3aTBepAKEHHSI; 3MiHM | Tuny - 3MiHM Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHu) - 3MiHM BHeceHo A0 [HCTpykKuii ons
ME[IMYHOrO 3aCTOCYBaHHs NikapcbKoro 3acoby Ao
po3giny "OcobnuBocTi 3acTocyBaHHsA" BiANOBIQHO
no pekomeHgauii PRAC EMA. TepmiH BBEAEHHSI
3MiH NpOTArom 6 MicsAUiB NicNs 3aTBEPIKEHHS;
3MmiHu | TUNy - 3miHun Wwopo 6e3nekn/edeKTUBHOCTI
Ta cbapmakoHarnagy (iHwi 3miHu) - 3MiHN BHECEHO
00 [HCTPYKUiT ANA MeANUYHOro 3aCToCyBaHHS
nikapcbkoro 3acoby ao posginy "lMo6iyHi peakuii™
LLl0oA0 HeobxiAHOCTI NoBiAOMMNEHb MPO NOGIYHI
peakuii. TepMiH BBEAEHHS 3MiH NpOTArom 6
MicsiLiB Micns 3aTBEpPOXKEHHS

3a
peuenmom

He
nionsieae

UA/2551/01/03

L-TUPOKCUH-
DAPMAK®

TabneTku no 25 Mkr;
no 10 TabneTok y
6nicTtepi; no 5
onicTepiB y nayui

AT
"®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edheKTUBHOCTI
Ta cpapmakoHarnsgy. 3miHa y KopoTkin
XapakTepucTuLi nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKLUii ANns Mean4Horo
3aCTOCyBaHHsI Ha MiACTaBi perynsipHo
OHOBJTHOBAHOrO 3BiTy 3 6e3nekun Nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neku 3acToCyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpaLiiiuin nepioa,
abo sk pe3ynbTaT OUiHKM 3BiTYy 3 AOCHiAXKEHb,
npoBeAeHWX BiANoBigHO 40 NnaHy negiatpuyHux
pocnimxeHs (PIP) (3miHy y3rogxeHo 3

3a
peuenmom

He
nidnsizae

UA/2551/01/01
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KOMMETEHTHUM YTNOBHOBaXX€HUM OpraHom) - 3MiHu
BHECEHO A0 |HCTPYKLUiT ANs MeanyHoro
3acTOCyBaHHs NikapcbKkoro 3acoby Ao po3gainis
"B3aemogisi 3 iHWnMK nikapcbkummn 3acobamu Ta
iHWi BMAau B3aemogint", "OcobnusocTi
3acTocyBaHHs" BignoBiaHO OO pekomeHaalji
PRAC EMA.

TepmiH BBeQEHHS 3MiH NPOTAroM 6 micaui nicns
3aTBepAKEHHST; 3MiHu | TNy - 3MiHW Woao
6e3nekn/ecbekTUBHOCTI Ta hapmakoHarnsgy (iHwi
3MiHu) - 3MiHM BHeceHo Ao [HCTpykuii Ans
MeOMYHOro 3acToCyBaHHS Nikapcbkoro 3acoby oo
po3ainy "OcobnuBocTi 3acTocyBaHHA" BignoBigHO
no pekomeHgauii PRAC EMA. TepmiH BBEAEHHSI
3MiH NPOTAroM 6 MicALiB NiCNs 3aTBEPOXKEHHS;
3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta cbapmakoHarnagy (iHwi 3miHn) - 3MiHN BHECEHO
00 IHCTpyKUIT ANa MeanyHoro 3acTocyBaHHs
nikapcbkoro 3acoby o po3aainy "Mo6ivni peakuii”
LLl0A0 HeobXiAHOCTI NOBiAOMMNEHb MPO NOGIYHI
peakuii. TepMmiH BBe4EHHS 3MiH NpoTsirom 6
MicsUiB Nicnsa 3aTBEPAXEHHSA

ABUKITAB®

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto no 875
mr/125 mr: no 5
TabneTok y 6nictepi,
no 2 6nictepu B
navui 3 KapToHy

Abpun
dopmynen
H3 lNBT. JlTA.

IHAinA

AypobiHgo Papma
Nimitea HOHiIT XII

IHaisa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MinHn | TMNy - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta cpapmakoHarnsgy. 3miHa y KopoTkin
XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
3acTOCyBaHHs1 Ha MiACcTaBi perynsipHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHs
nikapcbkoro 3acoby B nicnsipeecTpauiiiuin nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 AOCHiAXKEHb,
npoBeAeHNX BiANoBIgHO A0 NnaHy negiatpudHnx
pocnimxeHb (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHNM YNOBHOBAXXEHUM OpraHom) 3MiHn
BHECeHi A0 iHCTPYKLUii Ans Mean4Horo
3acTOCyBaHHs1 Nikapcbkoro 3acoby y po3ainu
"B3aemogisi 3 iHW1MK nikapcbkummn 3acobamu Ta
iHWIi BKMAW B3aemogin", "OcobnmeocTi
3actocyBaHHs", "MobiyHi peakuii” BignosigHo oo
OHOBMeEHOI iHdopMaLlii 3 6e3neku gilyoi
pPEYOBUHU
BBeaeHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
3aTBEpPKEHHSI

3a
peuerimom

He
nidnsicae

UA/11903/01/01

ABUKINAB®

TabneTku, BKPUTI
nniBKOBOO
ob6onoHkoto no 500
Mmr/125 mr: no 5
TabneTok y 6nictepi,

Abpun
dopmynen
H3 MBT. JlTA.

IHAis

AypobiHgo ®apma
Nimiten KOHIT XII

IHaisa

BHECEHHS1 3MiH 40 peecTpauiHMX maTepianis:
3MmiHu | TUNy - 3miHK Wwopo 6e3nekn/edekTUBHOCTI
Ta hapmakoHarnsay. 3miHa y KOpoTkil
XapakTepucTuL NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLUIii ANs MeguyHoro

3a
peuerimom

He
nidnsizae

UA/11903/01/02
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no 4 Gnictepu B
navui 3 KapToHy

3acToCyBaHHS Ha MigcTasi perynspHo
OHOBIOBAHOIO 3BiTYy 3 6e3neky NikapcbKoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B nicnapeecTpauiiHui nepiog,
abo sik pe3ynbTaT OLUiHKM 3BITY 3 AOCHIAKEHD,
npoBeAeHnX BigNOBIAHO A0 NnaHy neaiaTpuyHmnX
pocnigpkerb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHNM YNOBHOBAXXEHUM OpraHoM) 3MiHu
BHECEHI [0 iHCTPYKLIi Ans MeguyHoro
3acToCyBaHHS NikapcbKoro 3acoby y po3ginu
"B3aemogis 3 iHWK1MM nikapcbkruMu 3acobamu Ta
iHWIi BMAW B3aemogin", "OcobnmeocTi
3acTocyBaHHs", "lMobivHi peakuii" BignosigHo Ao
OHOBIIEHOI iHchopmalii 3 6esnekn aitoyoi
PEYOBUHU
BBegeHHs 3MiH NpoTArom 6-Tn MicauiB nicns
3aTBEPAKEHHSI

AJANTON®

kancynu no 300 wmr;
no 10 kancyny
6nictepi; no 2
Gnictepu B
KapTOHHIN navui

AT
"OnaviHdpap
"

JartBia

AT "OnanHdapm"

JartBia

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3MiHu | TMNY - AgMiHicTpaTuBHI 3MiHW. 3MiHa
Ha3su AP| abo [OMOMIXKHOI PEYOBUHM -
3miHa Ha3en A®| mebikap/mebicar/Mebicarum Ha
Temrikonypun/temgicoluril/Temgicolurilum
Biabynacs 3rigHo pekomeHaadii INN, vol.35, No.3,
2021 y BignoBiQHOCTI 3i 3MiHaMu B KpaiHi
BMPOGHMKa. 3MiHM BHeceHo Ao IHCTpyKLii Ans
MeOMYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby oo
po3giny "Cknag" (3aTBepaxeHo:
mebikap/mebicarum; 3anponoHoBaHo:
Temrikonypin/temgicolurilum), sik HAaCnNigoK, 3MiHM
BHeceHo A0 po3aginy "lMNpotunokasaHHsa" IHCTpyKUii
ONst MEAMYHOrO 3aCTOCYBaHHS NMikapcbKoro
3acoby, Ta, ik Hacnigok, 3MiHN BHECEHO [0 TEKCTY
MapKyBaHHs1 yNakoBKM Mikapcbkoro 3acoby. 3MiHn
| Tuny - AamiHictpaTuBHi 3miHn. 3MmiHa kogy ATX
3MiHM BHeCeHO [0 IHCTpyKLUii Ana meguyHoro
3acTocyBaHHs nikapcbkoro 3acoby Ao po3giny
"®papmakoTepanesTuyHa rpyna. Kog ATX". lo
3aTBepAKEHHSA peKOMeHAyETbCA IHCTPYKLUiA Ang
ME[IMYHOrO 3aCTOCYBaHHS NikapcbKoro 3acoby i3
kogom ATX, sikuii Bignosigae MixkHapogHOMY
knacugikatopy BOO3
(http://www.whocc.no/atc_ddd_index/):
3aTBepakeHo — NO6BX, 3anponoHoBaHo —
NO6BX21.
3MmiHu Il Tuny - 3MiHn Wwopao 6e3neku/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y npaBoBoMy cTaTyci
nikapcbkoro 3acoby (yci iHLWi 3MiHM NpaBoBOro
ctartycy) 3MiH1 BHeCEHO A0 IHCTpyKUii Ans
ME[IMYHOrO 3aCTOCYBaHHs Nikapcbkoro 3acoby Ao

3a
peuerimom

He
nidnsicae

UA/2785/02/01
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po3ainy "Kateropisi Bignycky" (3atBepgkeHo: bes
pevenTa.; 3anponoHoBaHo: 3a peLenTom.)
BiAMNOBIQHO OO MaTepianiB peecTpaLiiHoro 4OCLE.
3Mminn Il Tuny - 3MiHK Wwopao 6eanekn/edheKTUBHOCTI
Ta dhapmakoHarnsaay. 3MiHW y KOpOTKil
XapaKTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHs Ta iHCTPYKUii ANS Meau4Horo
3aCTOCYBaHHS y 3B’A3KY i3 HOBMMUW AaHUMW 3
AKOCTi, AOKMIHIYHUMM, KMiHIYHUMW JaHUMK Ta
OaHnMu 3 papmakoHarnsgy - 3mMiHu BHeceHo 4o
IHCTpYKUiT ANst MEANYHOrO 3aCTOCYBaHHSA
nikapcbkoro 3acoby Ao posginis "®apmMakonoriyHi
BnactumeocTi", "lNoka3aHHa" (pegaroBaHoO TEKCT 6e3
aKTUYHOI 3MiHN 3aTBEPAXXEHMNX MOKa3aHb),
"OcobnueocTi 3acTocyBaHHs", "Cnocit
3acTocyBaHHA Ta gosn”, "lMepenosysaHHsa",
"MobiuHi peakuii” BiaNOBIAHO 4O MaTepianis
peecTpaLifiHOro AOChE, a TAaKOX BHECEHO
penakuinHi NpaBKkM 40 TEKCTY MapKyBaHHSA
YMaKoBKM NikapcbKoro 3acoby.

3a

He

UA/2785/01/01

AJANTON®

Tabnetku no 500 wr,
no 10 TabneTtok y
6nictepi; no 2
6nictepu B navui

AT
"OnaviHdpap
"

JartBia

AT "OnanHdapm"

JartBia

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MinHn | TUny - AgMmiHicTpaTuBHI 3miHW. 3MiHa kogy
ATX 3MiHV BHECEHO [0 IHCTPYKUiT ANS MeanYHoro

3aCTOCYyBaHHSA fikapcbKoro 3acoby Ao po3ainy

"®papmakoTepanesTuyHa rpyna. Kog ATX". flo

3aTBepAKEHHSA peKOMeHAyETbCA IHCTPYKLUiA Ang
MeAMYHOro 3acToCyBaHHS NikapCcbkoro 3acoby i3
kogom ATX, sikuii Bignosigae MixkHapogHOMY
knacugikatopy BOO3
(http://www.whocc.no/atc_ddd_index/):
3aTBepakeHo — NO6BX, 3anponoHoBaHo —
NO6BX213miHu | Tuny - AgmiHicTpaTUBHI 3MiHW.
3miHa Ha3Bu AD| abo AOMOMIXKHOI pe4OBUHM -
3miHa Ha3su AP| mebikap/mebicar/Mebicarum Ha
Temrikonypun/temgicoluril/Temgicolurilum
Binbynacs 3rigHo pekomeHaadii INN, vol.35, No.3,
2021 y BignoBigHOCTI 3i 3MiHaMW, 3aTBEPIXKEHUMMU
B KpaiHi BUpOGHMKa. 3MiHM BHeCeHo A0 IHCTpyKuii
AN MeAUYHOro 3acTOCYBaHHS NikapcbKoro 3acoby
0o po3aginy "Cknag" (3aTBepaxeHo:
mebikap/mebicarum; 3anponoHoBaHo:

Temrikonypin/temgicolurilum), sik Hacnigok, 3miHK

BHeceHo Ao po3giny "lMNpotunokasaHHsa" IHCTpyKuii
ONst MEAUYHOrO 3aCTOCYBaHHS fikapCbKoro
3acoby, Ta, Sk HacniAoK, 3MiHM BHECEHO A0 TEKCTY

MapKyBaHHS1 YNakoBKu Nikapcbkoro 3acoby.
3minHn Il Tuny - 3MiHKn Wwopao 6eanekn/epeKTUBHOCTI

Ta chapmakoHarnsgy. 3miHa y npaBoBoMy cTaTyci

nikapcbkoro 3acoby (yci iHWi 3MiHM NpaBoBOro

peuerimom

nidnsicae
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ctatycy) 3MiHM BHeceHo [0 IHCTpykuii ans
MELMYHOrO 3aCTOCYBaHHS NikapCbKoro 3acoby Ao
po3giny "Kateropisi Bignycky" (3atBepmkeHo: bes
peLenTa.; 3anponoHoBaHo: 3a peLenTom.)
BiAMNOBIAHO A0 MaTepianis peecTpaLiiHoro 4ockLe
3minn Il Tuny - 3MiHK Wwopao 6eanekn/edpeKTUBHOCTI
Ta hapmakoHarnsgy. 3MiHu y KOpoTkin
XapaKTepucTuui nikapcbkoro 3acoby, TekcTi
MapKyBaHHs! Ta iHCTPYKUii ANS Meau4Horo
3aCTOCYBaHHS! y 3B’A3KY i3 HOBUMMW AaHVUMU 3
SIKOCTi, AOKNIHIYHUMWN, KMiHIYHUMK JaHUMK Ta
OaHnmMu 3 dpapmakoHarnsgy - 3MiHu BHeceHo 4o
IHCTPYKLUIii 4NS MeQUYHOro 3acToCyBaHHS
nikapcbKkoro 3acoby Ao posginis "®apmMakonorivHi
BnactmeocTi", "lNoka3aHHa" (pegaroBaHo TEKCT 6e3
haKTUYHOI 3MiHWN 3aTBEPAKEHNX NOKa3aHb),
"OcobnumBocTi 3acTocyBaHHs", "Cnocib
3acTocyBaHHA Ta nosn”, "lMepenosysaHHs",
"Mo6ivHi peakuii" BignoBigHO 4O MaTepianis
peeCTpaLiiHOro 4OChE, a TAaKOX BHECEHO
penakuinHi NpaBKkM 40 TEKCTY MapKyBaHHSA
yNakKoBKM NikapcbKoro 3acoby.

AOEHOMA-
FPAH

rpaHymm, no 10 ry
neHani abo y
hNaKkoHi 3 KPULLIKOIO;
no 1 neHany abo
dnakoHy B nayui 3
KapToHY

MpAT
"HauioHanb
Ha
[omeonaTtuy
Ha Cninka"

YkpaiHa

MpAT "HauioHanbHa
[omeonaTnyHa
Cninka"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHuM | Tuny - 3MiHu 3 akocTi. ASl. BupobHuuTBO.
3miHa BUpOOHMKa BMXigHOrO/MPOMiXKHOIO
NpoAayKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
BMpoGHMYOoMy npoueci A®I, abo 3miHa BUpoGHUMKa
(Bkntoyvatoun, Ae HeobxigHo, MicLie MpoBeAeHHSs
KOHTponto skocTi) ADI (3a BiacyTHOCTI
cepTudikaTa BignoBigHOCTi EBpoONEchKin
dapmakonei y 3aTBepakeHoMy Aocke)(iHLi 3MiHK)
- 3miHa apgpecu Micusa NpoBafKeHHS AiANbHOCTI 3
BMPOOHMLTBa roMeonaTUYHNX po3BeaeHb
(Calcium fluoratum 200 CH), wo € nikapcbkumu
cybcTaHuissMu (BUrOTOBIIEHUMMN B yMOBAX anTeku)
y BUpoGHMLTBI rpaHyn J13, y 38’3ky 3 nepeisgom
AnTekn «HauioHanbHa romeonaTuyHa cninka»
Ne1; 3minn | Tuny - 3miHn 3 akocti. AdI.
Bupo6HuuTBO. 3MiHa BUpOoGHUKa
BWXiQHOro/NPOMiKHOrO NPOAYKTY/peareHTy, Lo
BMKOPVCTOBYIOTBCS Y BUpOBHUYoMy npotieci AdI,
abo 3miHa BMpobHUKa (BkMoYakuu, e HeobxigHo,
MicLie NpoBeeHHs KOHTporto sikocTi) AdI (3a
BiJCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeicbkint hapmakonei y 3aTBepakeHoMy
nocbe)(iHWwi 3miHW) - 3MiHa agpecu micus
NPOBaXXEHHS OiSANbHOCTI 3 BUPOOHULITBA
romeonaTtuyHux posseaeHb (Thuja 1000 CH), wo e
nikapCcbKMMW cybCTaHLisiMM (BUTOTOBMEHUMU B

6e3
peuenma

UA/8296/01/01
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[TponoBkeHHs AoaaTKa 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

yMOBax anteku) y BUpoOGHUUTBI rpaHyn 113, y
3B’A3Ky 3 nepeizagomM Antekn «HauioHanbHa
romeonatuyHa cninka» Ne1; 3mitu | Tuny - 3miHu 3
skocTi. A®l. BupobHuLTBO. 3MiHa BUPOGHWMKa
BVXiAHOro/MPOMIDKHOTO MPOAYKTY/peareHTy, Lo
BUKOPUCTOBYHOTLCS Y BUPOGHMYOMY npoueci AP,
abo 3miHa BUpoBOHMKa (BKMoYaoun, e HeobxigHo,
MicLe NpoBeAeHHs KOHTponto aKkocTi) AdI (3a
BiACYTHOCTI cepTudikaTa BignoBigHOCTI
€BponeickKii hapMakonei y 3aTBepaKeHoMy
Aocbe)(iHwWi 3miHn) - 3MiHa agpecu micua
npoBafXeHHs AisinbHOCTI 3 BUPOBHMLTBA
romeonaTuU4HmNx poseeaeHb (Sabal serrulatum 50
CH), wo € nikapcbkmmn cybeTaHuismm
(BMroTOBMEHMMM B YMOBAX anTeku) y BUPOOHULTBI
rpaHyn 13, y 38’A3ky 3 nepeizgoM AnTeku
«HauioHanbHa romeonatuyHa cninka» Ne1; 3minn |
Tmny - 3MiHm 3 sikocTi. A®l. BupobHuuTeo. 3miHa
BUPOGHMKA BUXIOHOrO/MPOMIDKHOIO
NpoAayKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
BUpobHM4oMy npoueci A®I, abo amiHa BUpoGHMKa
(Bkntovaroum, ae HeobxigHo, MicLe NpoBeaeHHs
KOHTponto skocTi) ADI (3a BiaCyTHOCTI
cepTudgikaTa BignoBigHOCTi €Bponeiichbkii
dapmakonei y 3aTBepaKeHoMy Aocke)(iHLi 3MiHN)
- 3miHa apgpecu Micusa NpoBafKeHHS [iANbHOCTI 3
BMPOGHMLUTBa roMeonaTnyHux po3seaeHs (Conium
1000 CH), wo € nikapcbknumu cybcTaHuisgsmm
(BUroTOBMEHMMY B yMOBaX anTeku) y BUPOOHMLITBI
rpanHyn 13, y 38’a3ky 3 nepeizgom AnTteku
«HauioHanbHa romeonatmyHa cninkay» Ne1; 3MiHu |
Tmny - 3MiHn 3 gxkocTi. A®l. BupobHuuteo. 3miHa
BUPOGHMKa BUXiOHOTO/MPOMiXKHOIO
npoayKTy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y
BMpOGHMYOMy npoueci A®I, abo 3miHa BUpobHUKa
(BKntoyarouu, oe HeobxigHo, MicLie NpoBeaeHHS
KOHTponto sikocTi) ADI (3a BigcyTHOCTI
cepTudikaTa BignoBigHOCTi €BponechbKii
dapmakonei y 3aTBepaKeHOMy A0Cbe)(iHLi 3MiHN)
- 3miHa agpecu Micus NpoBaKeHHS OisnbHOCTI 3
BMPOBHMLTBA rOMeonaTUYHNX Po3BeAEHb
(Pulsatilla 1000 CH), wo € nikapcbkumm
cybcTaHuUisiMu (BUrOTOBMEHUMM B YyMOBaX anTeku)
y BUpoOHMLTBI rpaHyn J13, y 3B’a3ky 3 nepeisgom
AnTtekn «HauioHanbHa romeonartuyHa crinka» Ne1

AEPTAN®

NOPOLLOK Ans
oparnbHOi CycneHsii
no 100 mr; 20
NakeTiB 3 NOPOLIKOM

BAT
"l'epeoH
PixTep"

YropwuHa

BAT "TeneoH
PixTep", YropwuHa
(Bunyck cepii);
IHgycTpiac

YropuuHa/
Icnanis

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3MiHu | Tuny - 3miHu wopno 6esnekn/ePeKTUBHOCTI
Ta chapmakoHarnsgy (iHwi 3miHu). 3mMiHM BHeCeHo

B iHCTPYKLUIil0 AN Megn4HOro 3acTOCyBaHHS

3a
peuenmom

He
nionsieae

UA/13910/02/01
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[TponoBkeHHs AoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
Y KapTOHHIN dapmaceyTikac nikapcbkoro 3acoby oo po3giny "3actocyBaHHs y
ynakoBLi Anwmipan, C.A., nepiog BariTHocTi abo rogyBaHHs rpyaat”
Icnanis BiMNoBIgHO 4O OHOBMEHOI iHhopmaLii Wwoao
(BMPOGHMLITBO 6e3nekn 3acTocyBaHHS Ail040i PEYOBWMHM 3rigHO 3
HeposdacoBaHoi pekomeHpauieto PRAC. TepmiH BBEAEHHS 3MiH -
NPOAYKLiT, NepBUHHA NpoTArom 6 MicsLiB nicns 3aTBepaKeHHS
ynakoBKa, BTOPUHHa
ynakoBka)
10. | AIPTEK aepos3onb Ang 'meHmapk IHAis meHmapk IHgis BHECEHHS 3MiH 0O peecTpauinHnX maTepianis: 3a He UA/13756/01/01
iHransuin dapmacbloT dapmacbioTukana 3MiHu | Tuny - 3miHK Wwopno 6e3nekn/ePeKTUBHOCTI peuenmom | nidnsieae
Ao3oBaHun, 25/250 nkans JTa. Iira. Ta dhapmakoHarnsaay. 3MiHW y KOpOTKil
MKr/go3y, no 120 XapaKkTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
003 B antoMiHieBomy MapKyBaHHS Ta iHCTPYKLii AN MeguyHoro
KOHTEVIHepi 3 3aCTOCYBaHHS reHepUYHUX/TiIBpMaHMX/6ionoaidHMX
[03yH4nM nikapcbkux 3acobiB nicns BHECEHHsI Tiei camoi
KnanaHom i 3MiHM Ha pedepeHTHMI NpenaparT (3MiHa He
PO3MUIIIOIOYO0 notpebye HagaHHA XXOAHUX HOBMX JOAATKOBUX
Hacagkoto 3 [aHuX) - 3MiHM BHECeHi [0 iHCTpYKUii ans
3aXUCHUM MELMYHOro 3aCTOCYBaHHs NikapcbKoro 3acoby y
koBnaykom; no 1 posginu "®apmakoTtepanesTuyHa rpyna. Kog ATX"
KOHTENHEpPY B (wopno Haszewm), "TNokasaHHsA", "B3aemogis 3 iHWmMK
KapTOHHiI kopooLi nikapcbkumuy 3acobamu Ta iHWi BUAK B3aemogin",
"OcobnusocTi 3acTocyBaHHA", "3acTocyBaHHS y
nepiog BariTHocTi abo rogyBaHHs rpyaaro”,
"3paTHiCTb BNNUBATK Ha LWBMAKICTb peakwii npu
KepyBaHHi aBTOTpaHCNOPTOM abo iHWnMK
mMexaHiamamu", "Cnoci6 3acTocyBaHHs Ta o3m",
"MobiuHi peakuii" 3rigHo 3 iHpopMmalLieto Wwoao
MeAMNYHOro 3aCTOCyBaHHs pedpepeHTHOro
nikapcbkoro 3acoby (CEPETUO™ EBOXANEP™,
aepo3onb Ans iHransauin, gososanui, 25/250
MKr/go3y). BBeaeHHst 3MiH npoTarom 6-Tv micsauis
nicns 3aTBEpAXKEHHS!
11. | AIPTEK aepo3ornb Ans "menmapk IHais "meHmapk IHais BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis: 3a He UA/13755/01/01
iHransyin dapmacbloT dapmacbioTukana 3MiHu | Tuny - 3miHn wopno 6esnekn/edPeKTUBHOCTI peuenmom nidnseae
po3oBaHui, 25/125 vkana Jlta. ITa. Ta chapmakoHarnsgy. 3mMiHu y KOpoTKili

Mkr/go3sy, no 120
403 B anioMiHieBoMy
KOHTelHepi 3
[03YH04MM
KrnanaHom i
PO3NWINOKYOI0
Hacapkoto 3
3aXVCHUM
KOBMa4koMm; no 1
KOHTeNHepy B
KapTOHHiIl kopobuyi

XapakTepuCTUL NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT ANS MEeANYHOro
3aCTOCYBaHHsI reHepUYHUX/ribpruaHMX/6ionoaibHmX
nikapcbkux 3acobiB nicnsi BHECEHHs! Tiei camoi
3MiHWN Ha pedepeHTHWIN Npenapart (3MiHa He
notpebye HafaHHS )XOAHUX HOBUX AOAATKOBUX
AaHux) - 3MiHW BHECEHI 0 HCTpYKLUii Anst
MeOMYHOro 3aCTOCyBaHHSA NikapcbKoro 3acoby y
po3ginu "®apmakoTepaneBTuyHa rpyna. Kog ATX"
(wopo Hasew), "MokasaHHs", "B3aemogist 3 iHWnMK
nikapcbkumn 3acobamu Ta iHWi BUAM B3aemogin”,
"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHs y
nepiof BariTHocTi abo rogyBaHHs rpyaat”,
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[TponoBkeHHs AoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
"3aaTHICTb BNMBATM Ha LUBUAKICTb peakuii npu
KepyBaHHi aBTOTpaHcnopToM abo iHWMMK
mMexaHiamamu”, "Cnocib 3actocyBaHHs Ta go3un",
"MoGiyHi peakwii" 3rigHo 3 iHhopmaLieto Wwoao
MeON4YHOro 3acToCcyBaHHS pedepeHTHOro
nikapcbkoro 3acoby (CEPETMO™ EBOXANEP™,
aepo3onb A4ns iHransauin, go3osanui, 25/125
MKr/go3y). BBeaeHHsi 3MiH npoTsaroM 6-Tv micsuis
nicns 3aTBepAKEHHs!
12. | AIPTEK aepos3onb Ang 'meHmapk IHAis meHmapk IHgis BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3a He UA/13754/01/01
iHransauin dapmacbioT dapmacbtoTrkan3 3MiHu | Tuny - 3MiHn Wwopao 6e3nekn/edekTMBHOCTI peuenmom | niidnseae
nosoBaHui, 25/50 vkans Jita. ITa. Ta hapmakoHarnsgy. 3MiHu y KOpoTkii
MKr/go3y, no 120 XapaKTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
003 B antomiHieBomy MapKyBaHHS Ta iHCTPYKLUii Ans MeguyHoro
KOHTENHepi 3 3acToCyBaHHS reHepUYHNX/ribpuaHmx/GionogibHmx
[03yH4nM nikapcbkux 3acobiB nicns BHECEHHsI Tiei camoi
KnanaHom i 3MiHM Ha pedbepeHTHUI npenaparT (3MiHa He
PO3MUIOHYOD notpebye HagaHHS XOOHUX HOBUX OOAATKOBUX
Hacagkoto 3 [aHux) - 3MiHK BHeCEeHi o iHCTpYKUii ans
3aXUCHUM MeOMYHOro 3aCTOCyBaHHSA NikapcbKoro 3acoby y
KoBnaykom; no 1 po3ginu "®apmakoTepaneBTuyHa rpyna. Kog ATX"
KOHTENHEpPY B (wopno Hasewm), "TNokasaHHs", "B3aemogis 3 iHWmMK
KapTOHHIN kopobLi nikapcbknumun 3acobamu Ta iHWi BuaM B3aemogin”,
"OcobnueocTi 3acTocyBaHHs", "3acTocyBaHHS y
nepiop BariTHocTi abo rogyBaHHs rpyaato”,
"3[aTHiCTb BMNMBATK Ha LWBMAKICTE peakuii npu
KepyBaHHi aBToTpaHcnopToM abo iHWMMK
MexaHiamamu", "Cnoci6 3acTocyBaHHs Ta 031",
"Mo6iyHi peakuii" 3rigHoO 3 iHopmaLlieto Wwoao
MeAMYHOro 3aCTOCyBaHHsi pepepeHTHOro
nikapcbkoro 3acoby (CEPETUO™ EBOXANEP™,
aeposonb Ans iHransauii, no3osaHui, 25/250
MKr/go3y). BBegeHHst 3MiH npoTsrom 6-Tu micsuis
nicns 3aTBEpAXKEHHS!
13. | AKHETIH® kancynu no 16 wmr; Anpan- Xopgaris C.M.B. TexHonopxi Benbrisa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/10316/01/02
no 10 kancyn y ["aneHcbkuin CA 3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI peuenmom | nidnsizae
6nictepi; no 3 IlabopaTopi Ta cdpapmakoHarnsgy. 3miHa y KopoTkin
onictepn y nao.nao.

KapTOHHI kopobui

XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
3aCTOCyBaHHsI Ha MiACTaBi perynsipHo
OHOBJTHOBAHOrO 3BiTy 3 6e3nekun Nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHS
nikapcbkoro 3acoby B nicnspeecTpaLiiHnii nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTy 3 AOCHIAXKEHb,
nNpoBeAeHNX BiANoBigHO A0 NnaHy negiatpudHnx
pocnimxeHs (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHNM YTNOBHOBAXXEHUM OpraHoMm) - 3miHu
BHECEHO [0 iHCTPYKLii AN MegnyHoro
3acTocyBaHHs nikapcbkoro 3acoby y posginu:
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[TponoBkeHHs AoaaTKa 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

"OcobnueocTi 3actocyBaHHs", "lMobivHi peakuii”
BiAMNOBIAHO 4O OHOBIEHOI iHpopMalLii 3 6e3neku
niroYoi pevoBmHWU. BBegeHHs 3MiH NpoTsarom 3-x
MicsiLiB nicnsi 3aTBepAKeHHs; 3MiHu | Tuny - 3miHn
oo 6esnekn/edhekTUBHOCTI Ta
dapmakoHarnagy. 3MiHa y KopoTKil
XapaKTepucTu1Li Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT ANS MEeANYHOro
3acToCyBaHHS Ha MigcTasi perynsipHo
OHOBJHOBAHOrO 3BiTY 3 6Ge3nekun Nikapcbkoro
3acoby, abo gocnimkeHb 3 6e3nekn 3aCTOCyBaHHS
nikapcbkoro 3acoby B nicnspeecTpauiiHuin nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTY 3 AOCHiAXEHb,
npoBeAeHVX BiANOBIAHO A0 MnaHy negiaTpu4HnX
pocnigxeHb (PIP) (iHwi 3mMiHK) - 3MiHM BHeceHo oo
iHCTPYKLUIT ANA MeAnYHOro 3acTocyBaHHsA
nikapcbkoro 3acoby y po3ainu: "OcobnueocTi
3acTocyBaHHs", "lMobivHi peakuii" BignosigHo Ao
OHOBJEHOI iHpopmalii 3 6eanekn aitoyoi
peyoBUHW. BBegeHHs 3MiH npoTsirom 3-x micauis
nicns 3aTBepAXeHHst; 3MiHu | Tuny - 3MiHK Wwoao
6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy (iHwi
3MiHM) - 3MiHM BHECEHO [0 iHCTPYKUIT Ans
MeOMYHOro 3acToCyBaHHsA Nikapcbkoro 3acoby y
po3ain "Mo6iyHi peakuii" WoO0 BaXINBOCTI
3BiTyBaHHs Npo nobiyHi peakuii. BBeaeHHs 3MiH
npoTsrom 3-X MicaUiB Nicns 3aTBepAXeHHs

14.

AKHETIH®

kancynu no 8 mr; no
10 kancyn y
6nictepi; no 3
Gnictepun y
KapTOHHiIN kopobui

Apnpan-
[aneHcbkuin
IlabopaTopi

na.n.

Xopsaris

C.M.B. TexHonoaxi
CA

Benbria

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3MiHu | Tuny - 3miHn wopno 6esnekn/ePeKTUBHOCTI
Ta cdpapmakoHarnsgy. 3miHa y KopoTkin
XapakTepucTuL NikapCcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUii ANA MeANYHOro
3aCTOCyBaHHSA Ha MiACTaBi perynsipHo
OHOBJIIOBAHOrO 3BiTYy 3 6e3neky Nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3aCTOCyBaHHS
nikapcbkoro 3acoby B nicnspeecTpaLiiiuin nepioa,
abo sk pe3ynbTaT OUiHKM 3BITY 3 AOCHIAKEHb,
NpOBeAEHNX BiANOBIAHO 4O NNaHy negiatpuyHux
pocnimxeHs (PIP) (3miHy y3rogxeHo 3
KOMMNETEHTHUM YNOBHOBAXEHUM OpraHom) - 3miHu
BHECEHO [0 iHCTPYKLii AN MeanyHoro
3acToCyBaHHS Mikapcbkoro 3acoby y posainu:
"OcobnusocTi 3acTocyBaHHs", "MobiuHi peakuii”
BiZNOBIOHO 1O OHOBMEHOI iHhopMaLlii 3 6e3neku
[itoYoi pevoBuHN. BBeaeHHs 3MiH NpoTsarom 3-x
MicsaUiB nicns 3aTBepAXeHHst; 3MiHu | Tuny - 3MiHn
wono 6esnekun/edhekTUBHOCTI Ta
hapmakoHarnsigy. 3miHa y KopoTkiii
XapaKTepuCTULL NikapCcbKoro 3acoby, TEeKCTi

3a
peuenmom

He
nidnseae

UA/10316/01/01
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[TponoBkeHHs AoaaTKa 3

Ne
n/
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3acoby
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3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk
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eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky
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yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

MapKyBaHHS Ta iHCTPYKLi Ans MeguyHoro
3aCTOCYBaHHS Ha MiACTaBi perynspHo
OHOBJHOBAHOrO 3BiTY 3 6Ge3nekun Nikapcbkoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B nicnspeecTpaLiiiuin nepion,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 4OCHiAXEHb,
npoBeAeHnX BigNOBIAHO A0 NnaHy negiaTpuyHmnx
pocnigpkenb (PIP) (iHwi 3MiHK) - 3MiHWM BHeceHo Jo
iHCTPYKLUii ANs MeQMYHOro 3aCTOCyBaHHs
nikapcbkoro 3acoby y po3ainu: "OcobnueocTi
3actocyBaHHs", "Mob6iuHi peakuii" BignosigHo oo
OHOBJEHOI iHpopmalii 3 6esnekn aitoyoi
peyvyoBuHN. BBeaeHHs 3MiH NpoTarom 3-x micsuis
nicnsa 3aTBepAXeHHst; 3miHu | Tuny - 3MiHn Wwoao
6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy (iHwi
3MiHM) - 3MiHWM BHECeHO [0 iHCTPYKUii ans
MEeOMYHOro 3aCTOCYBaHHSA NikapcbKoro 3acoby y
po3ain "Mo6iyHi peakuii" Woa0 BaXKINBOCTI
3BiTyBaHHs1 Npo NobiyHi peakuii. BBegeHHs 3MiH
npoTArom 3-X MiCAUIB Nicns 3aTBEpAXKEHHSs!

15.

ANEPOE3

cupon, 0,5 mr/mn; no
50 mn ta no 100 mn
y dnakoHi; no 1
c¢nakoHy pa3om 3
[03yBarnbHUM
NPUCTPOEM B nauLli;
no 100 mn y 6aHui;
no 1 6aHui pa3om 3
403yBarbHUM
NpUCTPOEM B navui

My6niyHe
akuioHepHe
TOBapucTBO

"HaykoBo-
BUPOGHWYMIA

LeHTp
"BopLuariscb
KW XiMiKO-
hapmaneBT
WNYHUIA
3aBoa”

YkpaiHa

My6niyHe
akuioHepHe
TOBapuCTBO

"HaykoBo-

BUPOGHUYMIA LLEHTP
"BopLuariBcbkui
XiMiKo-
dapmaueBTUYHUI
3aBog”

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHUX maTepianis:
3MiHn | TMny - 3MiHK 3 sKocTi. FOTOBMI Nikapcbkuii
3aci6. Onuvc Ta cknag. 3miHa y cknagi
(AoONOMIKHUX pevyoBKMHaX) rOTOBOrO NiKapCbKOro
3acoby (cmakoBi AobaBku abo GapBHUKNM) -
[opaBaHHs, BUIydYeHHs1 abo 3amiHa 3miHa y cknagi
[OMNOMIXKHMX PEYOBMH - 3aMiHa apomaTtusaTopa
Bapbapuc Ha iHLWKiA aHanorivyHmin
apomarmaartop(3atesepaxeHo: «bapbapuc 502»,
3anponoHoBaHo: bapbapuc), sik Hacnigok,
BUMYyYeHHS 3i cneumadikaLii 4OMOMDKHOI pe4oBUHU
(apomatusartopa) He3Ha4YHUX NMOKa3HWKIB
sikocTi(ycTMHa, NoKasHWK 3anomreHHsl, ApceH,
CsuHeub, Kagmiit, PTyTb).3MiHM BHeceHi B po3gin
"Cknap" (BONOMKHI pe4OBMHM) B IHCTPYKLiO ANS
MeAMYHOro 3aCTOCYBaHHS Ta Sk HACNiAoK - Y TeKCT
MapKyBaHHS! YNakoBKy Nikapcbkoro 3acoby.
CynyTHS 3MiHa - 3MiHU 3 akocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb JONOMiXHMX peqoBUH
(iHLWi 3MiHK) - 3MiHK 3 sikoCTi. FOTOBMIA NikapCbkUi
3aci6. KoHTponb AONOMKHMX peqyoBUH. 3MiHa
napameTpiB cneuudikauin Ta/abo gonycTummnx
MeX ANs ONOMIKHOI pevoBUHM (iHLWi 3MiHN)3MiHM
| TMny - 3MiHK Wwopo 6e3nekn/edeKkTUBHOCTI Ta
hapmakoHarnsgy (iHwi 3amiHW) 3amMiHu B po3ainax
«[dopaTkoBa iHdopmadis. Al-1. Ynakoska» MKA
13 Ta 3.2.P.7. Cucrema
KOHTeWHep/3aKkynoptoBanbHUiA 3aci6. OHOBMNEHHS
TEKCTY MapKyBaHHS1 NEPBUHHOI Ta BTOPUHHOI

6e3
peuenma

nidnsicae

UA/14492/01/01
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[TponoBkeHHs AoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
ynaKkoBKU nikapcbKkoro 3acoby, a came BUINyYeHHS
iHpopmalii, 3a3Ha4eHOI POCIVICLKOIO MOBOIO.
16. | ANMATENb® cycneHsis gns TOB "TeBa YkpaiHa BankaHdapma- Bonrapis BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 6e3 nidnsicae UA/7938/01/01
HEO nepoparbHOro Ykpaina" TposiH AT 3MiHu | Tuny - 3miHn Wwopo 6e3nekn/edekTMBHOCTI peuernma
3acTocyBaHHS Mo Ta dhapmakoHarnsgy. 3miHa y KopoTkin
170 mn abo no 200 XapaKTepucTu1Li Nikapcbkoro 3acoby, TEKCTI
M1y CKNsiHOMY abo MapKyBaHHS Ta iHCTPYKUIT ANS MEeANYHOro
nonieTuneHgrTanatH 3aCTOCyBaHHS Ha MiagcTasi perynsipHo
oMy hnakoHi; no 1 OHOBJIHOBAHOrO 3BiTY 3 Ge3nekun Nikapcbkoro
hbnakoHy pasom 3 3acoby, abo gocnigxeHb 3 6e3neky 3acToCcyBaHHs
MipHOHO JTOXKOIO B nikapcbkoro 3acoby B nicnsipeecTpaLiiiuin nepion,
KapTOHHIN naduj; no abo sk pe3ynbTaT OLiHKM 3BiTYy 3 4OCHiAXEHb,
10 MN y NakeTuKy; npoBeAeHnX BigNOBIAHO A0 NnaHy negiaTpuyHmnX
no 10 a6o 20 pocnigpkenb (PIP) (iHwi 3miHK). 3MiHM BHECEHO A0
nakeTUuKiB y IHCTPYKLUIii 4NS MeQUYHOro 3acToCyBaHHS
KapTOHHIN navui nikapcbkoro 3acoby o po3sginie: "®apmMakonoriyHi
BNacTuBOCTI" (pedakuiniHi npaBku),
"MpoTunokasaHHs", "B3aaemogisa 3 iHWumMmn
nikapcbkumu 3acobamu Ta iHWi BUAK B3aemogin",
"OcobnusocTi 3acTocyBaHHA", "3acTocyBaHHS y
nepiog BariTHoCTi abo rogyBaHHs
rpyoao” (pegakuiviHi npasku),
"MepepnosyBaHHA"(peaakuinHi npasku), "MoGivHi
peakuii" woao 6e3nekn 3acTocyBaHHNA Nikapcbkoro
3acoby BignoBiaHO A0 MaTepianiB peecTpauiiHoro
nocke. BBegeHHs 3MiH NpoTsarom 6-Tu Micsiuis
nicns 3aTBEpAXKEHHS!
17. | ANMATENb® cycnensis ans TOB "TeBa YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: bes - UA/7938/01/01
HEO nepoparbsHOro Ykpaina" TposH AT TexHiyHa nomurnika (3rigHo Hakasy MO3 Big peuenma
3acTocyBaHHSs Mo 23.07.2015 Ne 460). BunpaBneHHst TEXHIYHOT
170 mn abo no 200 NOMUNKW, 3rigHo n.2.4. n.n. 4 po3giny VI Hakasy
My CknsiHomy abo MO3 YkpaiHu Big 26.08.2005p. Ne 426 (y pegaxuii
nonieTuneHdTanaTtH Haka3y MOS3 Ykpainu Big 23.07.2015 p Ne 460) y
oMy hnakoHi; no 1 3atBepakeHnx MKA N3 (Cneumdikauis Ta metogn
hnakoHy pasom 3 KOHTPOII0), ika NMOB’A3aHa i3 HEKOPEKTHUM
MipHOIO FTOXKOIO B nepeHeceHHsM iHpopmalii i3 posainis 3.2.P.5.1.
KapTOHHIN nayui; no Cneuudikauis Ta 3.2.P.5.2. AHaniTuyHi metoguku
10 Mn y nakeTuky; Ta nonsrae B HEKOPEKTHOMY Mnepeknagi
no 10 abo 20 yKpaiHCbKol MoBoto po3giny «Relative density» -
nakeTuKiB y «lMuTtoma ryctnHa» 3amicTb KOPEKTHOro «BigHocHa
KapTOHHIN nayui. ryCTUHa».
18. | ANYHBPUI® TabneTku, BKPUTI Takena HaHis [A03BiN Ha BUMYCK AscTpis/ BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis: 3a - UA/18553/01/01
NniBKOBOO dapma A/C cepii: Takepa CnonyyeHe 3MiHn | Tuny - 3MiHu 3 gkocTi. A®l. CTabinbHICTb. peuernmom

o6onoHkoto, no 30
Mmr; no 14 TabneTok
y GnicTepi; no 2
onictepny
KapTOHHI kopobui

ABcTpis 'M6X,
ABCTpiS;
BMPOBHMLTBO 3a
NMOBHUM LIMKITIOM:
MeHH
PapmackioTikan

KoponisctBO

3miHa nepiogy NoBTOPHUX BUNpobyBaHb/Nepioay
36epiraHHs abo ymoB 36epiraHHs ADI (3a
BiJICYTHOCTI y 3aTBepAXeHOMy J0Cbe cepTudikata
BiZNOBIgHOCTI €Bponenchkin hapmakonei, Lo
BKIIOYaE nepiof NoBTOPHOro BUNPOOYBaHHS)
(nepiog noBTOpHOrO BUNPOGyBaHHs/Mepion




13

[TponoBkeHHs AoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
Cepsicec Jlimitea, 36epiraHHs) - 36inbLleHHst abo BBeAEHHS nepiogy
CronyyeHe noBTOpHOro BMNpobyBaHHs/nepioay 36epiraHHsa Ha
KoponisctBo OCHOBI pe3yrnbTaTiB 4OCNigKeHb Y peanbHoOMY
yaci. 36inbLleHHs TepMiHy NpUaaTHOCTI OitoYoi
peyoBUHY BpuraTuHIO 3 36 micsuis go 48 micsuis,
BHECEHHS peAaKLiiHUX 3MiH.
19. | ANYHBPUI® TabneTku, BKpUTI Takepa HaHis A03BiN Ha BUMYCK AscTpis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/18553/01/02
NniBKOBOO dapma A/C cepii: Takepa CnonyyeHe 3MiHu | TUny - 3miln 3 akocTi. ADI. CTabinbHICTb. peuernmom
o6onoHkoto, no 90 AscTpis TM6X, KoponiecTBO 3miHa nepiogy NOBTOPHMX BUNpoOyBaHb/nepioay
Mr; o 7 TabneTok y ABCTpiS; 36epiraHHsi abo ymoB 36epiraHHs AdI (3a
6nictepi; no 4 BMPOBOHMLTBO 3a BiJCYTHOCTI y 3aTBEpAXEHOMY AOCbE cepTudikara
Gnictepn y NOBHUM LIMKIOM: BiNOBIgHOCTI €BponeWnchkin hapmakonei, Lo
KapTOHHiIN kopoOLi MeHH BKIOYa€E nepioz NoBTOPHOro BUNPOoOyBaHHS)
dapmacbioTikan (nepiog noBTOpHOrO BUNPOGYBaHHsA/Mepios
Cepsicec Jlimitea, 36epiraHHs) - 36inbLieHHst abo BBeAEHHS nepioay
Cnony4yeHe NoBTOPHOro BMNpobyBaHHs/nepioay 36epiraHHs Ha
KoponisctBo OCHOBI pe3ynbTaTiB AOCNiIKEHb Y pearibHOMY
yaci. 36inbLeHHss TepMiHy NpuagaTHOCTI gitoyoi
peyoBMHM GpuraTmHi6 3 36 micauiB go 48 micsuis,
BHECEHHS pefaKLinHMX 3MiH.
20. | ANNYHBPUT® TabneTkn, BKpUTI Takena HaHia [03BiN Ha BUNYCK AscTpis/ BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a - UA/18553/01/03
NMiBKOBOO dapma A/C cepii: Takepa CnonyyeHe 3MiHn | Tuny - 3MiHn 3 gkocTi. A®l. CTabinbHICTb. peuernmom
obornoHkoto, no 180 AscTpis M6X, KoponisctBo 3miHa nepiogy NoBTOPHUX BUNpobyBaHb/nepioay
Mr; no 7 TabneTok y ABCTpis; 36epiraHHsi abo ymoB 36epiraHHs ADI (3a
6nictepi; no 4 BMPOGHMLTBO 3a BiJICYTHOCTI y 3aTBEpAXeHOMY AOCbE cepTudikara
Gnictepny MOBHUM LIMKITOM: BiAMOBIAHOCTI €Bponencekin dapmakonei, Lo
KapTOHHiI kopobui MeHH BKIOMAE Nepiof NOBTOPHOro BUNPOoGyBaHHS)
dapmacbioTikan (nepiog noBTOpHOrO BUNPObYBaHHsA/MepioA,
Cepsicec JlimiTen, 36epiraHHs) - 36inbLueHHs abo BBeAeHHS nepioay
Crony4yeHe NOBTOPHOro BUNpobyBaHHs/nepiogy 36epiraHHs Ha
KoponisctBo OCHOBI pe3ynbTaTiB AOCNiAKEHb Y pearbHOMy
yaci. 36inblUeHHSA TEpMiHY NpuAaTHOCTI AitoYoi
peyoBMHM BpuraTuHio 3 36 micsuis go 48 micsauis,
BHECEHHS pefaKLUinHNX 3MiH.
21. | AlIb®ATAH MN® | kpanni o4Hi, 1,5 AnnepraH, CLA Annepran Cevinc CLA BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3a He UA/11105/01/01
mr/mn; no 5 mn abo IHK. ninc 3MiHu | Tuny - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenmom | nidnsizae

10 mn, abo 15 mny
nakoHi-
KpanensHuuj; no 1
nakoHy-
KpanenbHuLi B
KapTOHHIN ynakoBLi

HaViMeHyBaHHs1 Ta/abo agpecu Micus
NpoBaXeHHS AiANbHOCTI BUpOGHWKa/imnopTepa
roTOBOrO flikapCbKoro 3acoby, Bktoyaoum
AOinbHWL BUMYCKy cepii abo micLe npoBefAeHHS
KOHTPOSIO AKOCTI. (QisNbHICTb, 3a AKy Bignosinae
BUPOGHWK/IMNOPTEP, BKIOYAKUM BUMYCK CEPIl) -
3MiHa agpecy Micusi NPOBAKEHHST OisANIbHOCTI
BMPOGHMKa, y 3B'A3Ky 3 MPYBEAEHHAM [0 afpecu
niuensii Bupo6Huka (FDA) Ta BUCHOBKY LLOAO
nigTBepokeHHss GMP. 3miHu BHeceHO B
iHCTPYKLUIiO ANs MeAUYHOro 3acTOCyBaHHA
nikapcbkoro 3acoby y po3ain «Micue3HaxomKeHHs
BMpOOHVKa Ta agpeca Micus MpoBagXXeHHs 1oro
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[TponoBkeHHs AoaaTKa 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

DiSNbHOCTI» 3 BiANOBIOHUMW 3MiHAMW Y TEKCTI
MapKyBaHHS1 YMaKkoBKU MikapcbKoro 3acoby.
BBepgeHHs 3MiH npoTsarom 6-Tu mMicauiB nicns
3aTBEepPAKEHHSI

22.

AMAPUN®

TabneTku no 3 mr;
Ne 30 (15x2): no 15
TabneTok y 6nicTepi;
no 2 bnictepu B
KapTOHHiI kopooLi

TOB
"CaHoi-
ABeHTiC
Ykpaina"

Ykpaina

CAHO®I C.P.JI.

ITanis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MminHn | TMny - 3miHn Wwopo 6e3nekn/edhekTMBHOCTI
Ta chapmakoHarnsigy. BeegeHHst abo 3miHu oo
y3aranbHeHUX AaHux npo cuctemy
thapmakoHarnsgy (BBeAeHHs y3ararnbHEeHUX gaHux
npo cuctemy cdapmakoHarnagy, amiHa
yNoBHOBaXKeHOi 0cobu, BiANoBiAanbHoI 3a
3aiicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHSA
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bif, yNOBHOBaXeHOT ocobu, BianosiganbHoi 3a
3aiicHeHHs dhapmakoHarnsgy (Bknovarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHi
mMacTep-daiina cuctemu papmakoHarnsgy) 3miHa
yNOBHOBa)eHOi 0cobu 3asiBHMKA, BignosigansHoi
3a (hapmakoHarnsg.

[itoya pepakuin: XoaakiBcbka TeTaHa
BsayecnagisHa. lNponoHoBaHa peaakuis:
BapdonomeeBa IBaHHa OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHWX YNOBHOBa)XeHOi ocobu,
BignosiganbHoi 3a dapmMakoHarmsg

3a
peuyerimom

UA/7389/01/02

23.

AMAPUN®

TabneTtku no 4 wmr;
Ne 30 (15x2): no 15
TabneTtok y bnicrepi;
no 2 6nictepu B
KapTOHHiI kopobui

TOB
"CaHodi-
ABeHTiC
Ykpaina"

YkpaiHa

CAHO®I C.P.JI.

ITanis

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3MmiHu | TUNy - 3miHun Wwopo 6e3nekn/edeKTUBHOCTI
Ta dhapmakoHarnsgy. BeeaeHnHs abo 3miHm oo
y3aranbHeHUX AaHux nNpo CcUucTemy
dapmakoHarnsgy (BBeAeHHs y3aranbHEeHUX AaHuX
npo cuctemy cdapmakoHarnagy, amiHa
YNOBHOBAXeEHOI 0cobu, BignosigansHoi 3a
30iNCHEHHS (hapMaKoHarnsiay; KOHTakTHoT ocobu 3
dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bi ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
30iACHEHHS hapMakoHarnsgy (Bkoyaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLiEHHi
macTtep-darina cuctemu capmakoHarnagy) 3miHa
YMNOBHOBaXeHOoI 0cobu 3asiBHMKa, BiANOBiganbHOT
3a chapmakoHarnsg.

[itova pepakuin: Xogakiscbka TeTaHa
BsiuecnasisHa. lNponoHoBaHa peaakuis:
BapdonomeeBa IBaHHa OnekcaHgpiBHa. 3miHa
KOHTaKTHUX JaHWUX YNOBHOBaXeEHOi ocobu,
BignosiganbHoI 3a dhapmakoHamsg

3a
peuerimom

UA/7389/01/03

24.

AMAPUN®

TabneTku no 2 wmr;
Ne 30 (15x2): no 15
TabneTok y 6nictepi;

TOB
"CaHodi-
ABEHTIC

YkpaiHa

CAHO®I C.P.JI.

ITania

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3miHu | TUNYy - 3miHK Wwopo 6e3nekn/edekTUBHOCTI
Ta dhapmakoHarnsay. BeegeHHs abo 3miHM oo

3a
peuerimom

UA/7389/01/01
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[TponoBkeHHs AoaaTKa 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

no 2 6nictepu B
KapTOHHiN kopobui

YkpaiHa"

y3aranbHeHUX AaHuX Npo cuctemy
bapmakoHarnsgy (BBeAeHHs y3aranbHEHNX AaHnx
npo cuctemy cdapmakoHarnagy, amiHa
YyNOBHOBa)eHOi 0cobu, BignoeigansHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
chapmakoHarnagy 3asBHUKa Ans 30iIMCHEHHA
tapmakoHarnagy B YkpaiHi, Ko BoHa BigMiHHa
Bifl ynoBHOBakeHOi ocobu, BignoBiganbHoi 3a
34iicHeHHs chapmakoHarnsgy (BknoYaryn
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
macTtep-arnna cuctemu dpapmakoHarnagy) 3miHa
yNOBHOBa)eHOi 0cobu 3asiBHMKA, BignosigansHoi
3a chapmakoHarnsg.

[itoya pepakuis: XogakiBcbka TeTsaHa
BsayecnagisHa. lNponoHoBaHa peaakuis:
BapdonomeeBa IsaHHa OnekcaHgpiHa. 3miHa
KOHTaKTHMX AaHWNX YNOBHOBAXEHOi ocobu,
Bi4nNoBiganbHOI 3a hapmakoHarnag

25.

AMBPOKCOI-
TEBA

PO34UH OparbHUiA,
7,5 mr/mn; no 40 mn
abo 100 mny
dnakoHi; no 1
nakoHy 3
npo6koto-
KpanenbHuLeto,
[03y04010
CKIISTHOYKOLO B
kopooui

TOB «TeBa
YkpaiHa»

YkpaiHa

Mepkne M'm6X,
HimeyunHa
(BrpobHuuTBO
Hepo3dacoBaHoI
NpoAyKuii, NepBUHHA
Ta BTOPWHHA
ynakoBKa, KOHTPOIb
cepii; Jossin Ha
BUNYCK cepii)

Himeyunna

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3MiHn | Tuny - 3miHn 3 skocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
€BponeWcbkin dapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHoBneHoro ceptudikaTa
BignoBigHoCTi abo BUNy4YeHHs cepTudikata
BignoBigHOCTi €Bponenchki hapmakonei: aons
A®I; onsa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoaykKTy, Lo
BMKOPUCTOBYOTBCS Y BUPOGHMUTBI APl; ans
[OMNOMIXKHOI peqoBUHU (cepTudikaT BignoBiaHOCTI
€Bponelicbkint hapmakonei) - OHOBNEeHMI
cepTudikaT Bif yxe 3aTBEpAXEHOro BUpobHUKa.
MoaaHHa oHoBNeHoro cepTudikarta BigNoBIAHOCTI
€sponelicbkint hapmakonei Ne R1-CEP 2002-117 -
Rev 02 (3atBepmxeHo: R1-CEP 2002-117 - Rev
01) ana A®| ambpokcony rigpoxnopuay Bif Bxe
3aTBepaxeHoro BupobHuka ERREGIERRE SPA
(Italy), sikmn 3miHmB Ha3By Ha ERREGIERRE
S.p.A. (Italy).

6e3
peuenma

UA/1853/03/01

26.

AMBPOKCON-
TEBA

cupon, 15 mr/5 mn;
no 100 mny
donakoHi; no 1
dnakoHy pasom i3
MipHUM
CTakaH4YMKOM y
kopoobui

TOB «TeBa
YkpaiHa»

YkpaiHa

Mepkne M'mbX,
HimeuumHa (JosBin
Ha BUMNYCK cepii;
Bupo6HuuTBO
Hepo3dpacoBaHoi
npoaykKuii, nepBMHHa
Ta BTOPWHHA
ynakoBKa, KOHTPOb
AKOCTI)

Himeyunna

BHECEHHS1 3MiH 40 peecTpauiHMX maTtepianis:
3MiHu | Tuny - 3MiHK 3 sikocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponelicbkiit hapmakonei/MmoHorpadii. MoaaHHs
HoBoro abo oHoBrneHoro cepTudikarta
BignoBigHOCTI abo BUNy4YeHHs cepTudgikata
BignoBigHoCTi EBponenchkii hapmakonei: ans
A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTbCS Y BUPOOHUMUTBI ADIl; ans
[OMNOMiXHOI pevoBUHU (cepTudikaT BignosigHocTi

6e3
peuenma

UA/1853/02/01
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[TponoBkeHHs AoaaTKa 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

€Bponecbkin dapmakonei) - OHoBNeHWi
cepTudikaT Bif yxe 3aTBEPAXEHOr0 BUPOBHUKA.
[NogaHHA OHOBREHOro cepTudikarta BignNoOBIAHOCTI
€Bponecokin dapmakonei Ne R1-CEP 2002-117 -
Rev 02 (3atBepaxeHo: R1-CEP 2002-117 - Rev
01) onsa A®l ambpokcony rigpoxnopuay Bia Bxe
3aTBepakeHoro BupobHuka ERREGIERRE SPA
(Italy), sixmn 3miHnB HasBy Ha ERREGIERRE
S.p.A. (Italy)

27.

AMBPOKCOI-
TEBA

Tabnetku no 30 mr;
no 10 Tabnetok y
6nictepi; no 2
Gnictepu y kopobui

TOB «TeBa
Ykpaina»

YkpaiHa

Mepkne M'm6X,
HimeuyunHa
(BMPOGHMLITBO
Hepo3cgacoBaHoro
npoaykTy, A03BiN Ha
BUMYCK Cepil;
nepBuHHA Ta
BTOPUWHHA yNaKkoBKa,
KOHTpO~b cepii)

Himeyumna

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MmiHu | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
€BponeWcbkin dhapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHoBneHoOro ceptudikaTa
BignoBigHocCTi abo BUNy4YeHHs cepTudikata
BignoBigHOCTI €BponeWchbkin hapmakonei: ans
A®I; onsa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMIKHOI peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponecbkin dhapmakonei) - OHoBNeHWi
cepTuddikat Bif yKe 3aTBEpAKEHOro BUPOOHMKa -
noAaHHst OHOBNEHOro cepTudikara BiANOBIAHOCTI
€Bponeicbkin dapmakonei Ne R1-CEP 2002-117 -
Rev 02 (3aTBepmxeHo: R1-CEP 2002-117 - Rev
01) ana A®| ambpokcony rigpoxnopuay Bif Bxe
3aTBepaxeHoro BupobHuka ERREGIERRE SPA
(Italy), sikmn 3miHnB Ha3By Ha ERREGIERRE
S.p.A. (Italy).

6e3
peuyenma

UA/1611/01/01

28.

AMIKALUWH-
BICTA

pO34MH Ans iH'ekuin,
250 mr/mn; no 2 mn
(500 mr) y conakoHi;
no 1 dpnakoHy B
KapTOHHIN nayui

MicTtpan
Kenitan
MeHepxmeH
T JlimiTeq

AHrnia

AH®APM XENNAC
C.A

peuis

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3MiHu | Tuny - 3miHn wopno 6esnekn/edPeKTUBHOCTI
Ta dhapmakoHarnsaay. 3miHa y KopoTKin
XapakTepucTuL NikapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii ANs Megu4Horo
3aCTOCYBaHHS Ha MiACTaBi perynspHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHs
nikapcbkoro 3acoby B nicnsapeecTpauinHui nepioa,
abo sk pe3ynbTaT OUiHKM 3BITY 3 AOCHIAKEHb,
nNpoBeAeHNX BiANoBigHO A0 NnaHy negiatpudHnx
pocnimkeHb (PIP) (3miHy y3rogeHo 3
KOMMETEHTHNM YNOBHOBaXXEHUM OpraHoMm) - 3miHu
BHECeHi A0 iHCTPYKLUii Ans Mean4Horo
3acTocyBaHHS NikapCcbKoro 3acoby y po3ain
"OcobnuBocTi 3acTocyBaHHs" BiANOBIAHO A0
OHOBMEHOT iHopMaLlii 3 6e3neku aioyoi
peyoBMHN. BBEAEHHS 3MiH NpoTSirom 6-Tu MicsiuiB
nicnsi 3aTBEPAYKEHHS!

3a
peuenmom

He
nidnseae

UA/19469/01/01

29.

AMILUUTPOH®

MOPOLLOK A5t

ToBapncTBO

YKpaiHa

ToBapucTBo 3

YKpaiHa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:

6e3

UA/13911/01/01




17 [TponoBkeHHs AoaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
OparnbHOro Po34unHy, 3 [00aTKOBO 3MiHn | TMny - 3miHm 3 sikocTi. CepTudikaT peuenma
no 23 r y cawe; no [,04aTKOBOK BignoBiganbHICTO BignosigHocTi/lE-cepTudikaTt BignosigHoCTI
23y cawe; no 10 Bignosigans "IHTEPXIM" €Bponeickki thapmakonei/MoHorpadii. 3miHu,
calle B navui 3 HiCTIO noB'si3aHi 3 HeOOXiAHICTIO NpMBEeaEeHHS y
KapTOHY "IHTEPXIM" BiANoBigHiCTb o MoHorpadii AdPY abo
€Bponeickkoi hapmakonei, abo iHWwoi
HauioHanbHoi chapmakonei gepxasu €C (3miHa y
cneuudikauisix, nos'ssaHa 3i amiHamu B AdY, abo
€Bponenckkin hapmakonei, abo iHLwin
HauioHanbHin hapmakonei gepxxasu €C)
npuBeaeHHs cneumndikaLii Ta METOAIB KOHTPOMIO
Al y BignoBigHicTb Ao Aitodoi MoHorpadii
€Bponeicbkoi hapmakonei «Paracetamoly, a
camMme 3MiHa HOPMYBaHHS! Ta METOAMKN BUKOHaHHS
TecTy «CynpoBigHi AOMILLKMY» Ta BUNyYEHHSI TECTY
«Baxki meTanu»
30. | AMILULUTPOH® NMOPOLLOK ANA Tosapwucteo YkpaiHa ToBapwucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes - UA/14116/01/01
BE3 LYKPY OpanbHOro PoO34unHy, 3 [00aTKOBO 3MinHn | TMny - 3miHum 3 sikocTi. CepTudikaT peuyenma
no 13 ry cawe; no [04aTKOBOK BiANOBIgaNbHICTIO BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
13 ry cawe, no 10 Bignosigans "IHTEPXIM" €sponewicbkin bapmakonei/moHorpadii. 3miHu,
calle y nayui 3 HiCcTIO noB'A3aHi 3 HeobXiAHICTIO NpMBeaeHHs y
KapTOHYy "IHTEPXIM" BignoBigHicTb 4o MoHorpadii AdY abo
€sponewcbkoi dapmakonei, abo iHwoi
HauioHanbHoi chapmakonei gepxasu €C (3miHa y
cneumdikauisix, noB's3aHa 3i 3miHamu B AdY, abo
€Bponenickbkin dhapmakonei, abo iHLwin
HauioHanbHin hapmakonei aepxasu €C)
npvBeaeHHs cneuudikauii Ta MeToaiB KOHTPOM0
A®Il y BignoBigHicTe 0 Aitodoi MoHorpadii
€Bponevicbkoi hapmakonei «Paracetamol», a
came 3MiHa HOPMYBaHHS1 Ta METOAMKN BUKOHaHHS
TecTy «CynpoBiaHi AOMILLKNY Ta BUNyYEHHS TeCTy
«Baxki meTanu»
31. | AMILULMTPOH® NOpPOLLOK AN ToBapucTBo YkpaiHa TosapucTBo 3 YkpaiHa BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis: 6es - UA/13912/01/01
®OPTE oparnbHOro Po34nHy 3 [0[aTKOBOIO 3miHu | TUNy - 3miHm 3 gkocTi. CepTudikar peuenma
no 23 r y cawe; no [04aTKOBOK BiANOBiganNbHICTIO BignosigHocTi/lE-cepTudikat BignosigHoCTi
23 ry cawe; no 10 Bignosigans "IHTEPXIM" €Bponevicbkin dapmakonei/MmoHorpadii. 3miHu,
calue B nayui 3 HiCTIO NnoB'si3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
KapTOHY "IHTEPXIM" BignoBigHicTb o MoHorpadii AdPY abo

€Bponeicbkoi hapmakonei, abo iHwoi
HauioHanbHoi chapmakonei gepxasu €C (3miHa y
cneuudikauisix, nos's3aHa 3i amiHamu B AdY, abo
€Bponeiicbkin dpapmakonei, abo iHLin
HauioHanbHin dapmakonei aepxasu €C)
npvBeaeHHs cneumndikauii Ta MeToaiB KOHTPOM0
Al y BignoBsigHicTb A0 Aitodoi MoHorpadii
€poneicekoi hapmakonei «Paracetamoly, a
came 3MiHa HOPMYBaHHS Ta METOAMKM BUKOHaHHS
TecTy «CynpoBigHi 4OMILLKMY Ta BUNYYEHHSI TECTY




18 [TponoBkeHHs AoaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
«Baxki meTanu»
32. | AMILULMTPOH® MOPOLLOK ANs Tosapwucteo Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpauiiHX maTepianis: bes - UA/14117/01/01
®OPTE BE3 oparnbHOro Po34nHy 3 [0A4aTKOBOK 3MinHn | TMny - 3miHm 3 sikocTi. CepTudikaT peuenma
LYKPY no 13 ry cawe; no [,04aTKOBOK BignoBiganbHICTO BignosigHocTi/lE-cepTudikaTt BignoBigHoCTI
13 ry cauwe, no 10 Bignosigans "IHTEPXIM" €sponewcbkin bapmakonei/moHorpadii. 3miHu,
calle y nayui 3 HiCTIO noB's3aHi 3 HeOOXIAHICTIO NpMBEeaEeHHS y
KapTOHY "IHTEPXIM" BiANoBigHiCTb o MoHorpadii AdPY abo
€sponeicbkoi hapmakonei, abo iHwoi
HauioHanbHoi chapmakonei gepxasu €C (3miHa y
crneungikauisx, nos'sisaHa 3i amiHamu B [1®Y, abo
€Bponeicbkin hapmakonei, abo iHLwin
HauioHanbHi apmakonei gepxxasu €C)
npuBeAeHHA cneumdikauii Ta METOAIB KOHTPOSMO
A®Il y BignoBigHicTe A0 Aitodoi MmoHorpadii
€Bponeickkoi hapmakonei «Paracetamoly, a
came 3MiHa HOPMYBaHHS Ta METOAMKN BUKOHaHHS
TecTy «CynpoBiaHi AOMILLKMY Ta BUNyYEHHS TeCTy
«Baxki meTanun»
33. | AMJ1IoAuNIH- Tabnetkn, no 10 wr, TOB «TeBa YkpaiHa AT YropwuHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/16717/01/02
TEBA no 10 TabneTtoky YkpaiHa» dapmaueBTUYHUIA 3miHu | TUny - 3miHm 3 akocTi. CepTudikar peuernmom
6nictepi; no 3 abo 3aBog TeBa BignosigHocTi/lE-cepTudikaT BignoBigHoCTI

no 9 Gnictepis y
KapTOHHiIN kopobui

€Bponencbkin dapmakonei/MmoHorpadii. NMogaHHA
HOBOro abo OHoBneHoOro ceptudikaTa
BignoBigHocCTi abo BUNy4YeHHs cepTudikata
BigNOBIQHOCTI €Bponewchkin hapmakonei: ons
A®I; onsa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykKTy, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OMNOMIXKHOI peqoBUHU (cepTudikaT BignoBiaHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHMI
cepTudikaT Bif yke 3aTBepaKeHOro BUPOOHMKaA -
noAaHHsi OHOBIEHOro cepTudikara BignNoOBiAHOCTI
€sponericbkint papmakonei Ne R1-CEP 2007-280
Rev 07 (3atBepaxeHo: R1-CEP 2007-280 Rev 06)
ans gitoyoi peyoBuHm Amnoauvniny 6ecunarty Big
3aTBepgkeHoro BupobHuka Cadila Healthcare
Limited (India). 3miHu | Tuny - 3miHK 3 sikoCTi.
Ceptudikat BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI €EBpONENChHKIl
apmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBIeHoro cepTudikarta BignosigHocTi abo
BUMYYEHHS cepTudikaTa BignoBigHOCTI
€Bponelicbkini hapmakonei: ans A®l; ans
BVXifHOTrO MaTepiarny/peareHTy/npoOMiDKHOTO
NPOAYKTY, LLO BUKOPUCTOBYHOTECS Y BUPOOHULTBI
AQDI; ans AONOMiXKHOT peyoBMHU (cepTudikaTt
BignoBigHOCTI €Bponevicbkin hapmakoner) -
OHoBneHui cepTudikaT Bif yxe 3aTBepaKEHOro
BMPOOHMKa - NoAaHHSA OHOBMEHOro cepTudikarta
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[TponoBkeHHs AoaaTKa 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

BignoBigHocTi €Bponeicokin dapmakonei Ne R1-
CEP 2007-280 Rev 08 ons gitoyoi pe4oBuHu
AmnoguniHy 6ecunaty BHacnigok
nepenMeHyBaHHs 3aTBEPAXKEHOrO BUPOGHMKa
Cadila Healthcare Limited (India), akuii 3miHns
Ha3By Ha Zydus Lifesciences Limited (India). 3miHn
| TMny - 3MiHu 3 sikocTi. CepTudpikart
BignosigHocTi/lE-cepTudikaTt BignosigHoCTI
€BponeWcbkin dapmakonei/MoHorpadii. NMogaHHs
HoBoro abo oHoBneHoro ceptudikaTa
BiANoBigHOCTI abo BUnyYeHHsi cepTudikata
BignoBigHOCTI €BponeWchkin hapmakonei: ans
A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€Bponelicbkint hapmakonei) - OHoBReHWN
cepTuddikat Bif yxKe 3aTBepaKEHOro BUPOOHMKa -
noJaHHsi OHOBMEHOrO cepTudikaTa BignoBigHOCTI
€sponericbkint hapmakonei Ne R1-CEP 2002-184
Rev 07 (3atBepgxeHo: R1-CEP 2002-184 Rev 06)
ans gitoyoi pevouHmM Amnoauvnidy 6ecunarty Big
3aTBepakeHoro BMpobHuka Unichem Laboratories
Limited (India).

34.

AMNOAUNIH-
TEBA

TabneTku, no 5 mr,
no 10 Tabnetok y
6nicTepi; no 3 abo
no 9 Gnictepis y
KapTOHHiIN kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

AT
dapmMaLeBTUYHWIA
3aBoa Tea

YropwuHa

BHECEHHS1 3MiH 4O peecTpauinHuX maTtepianis:
3miHu | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikat BignosigHoCTI
€Bponelicbkint hapmakonei/MmoHorpadii. MogaHHs
HOBOro abo OHOBNEHOro cepTudikaTa
BignoBigHoCTi abo BUny4eHHs cepTudikata
BignoBigHocTi EBponenchkii hapmakonei: ons
A®I; onsa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykKTy, Lo
BUKOPUCTOBYOTbCS Y BUPOOHMUTBI APl; ans
[OMNOMIXKHOI peqoBUHU (cepTudikaT BignoBiaHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHMI
cepTudikaT Bif yxke 3aTBepOKEHOro BUPOGHUKa -
noAaHHsi OHOBIEHOro cepTudikara BignNoBiAHOCTI
€Bponericbkini papmakonei Ne R1-CEP 2007-280
Rev 07 (3atBepaxeHo: R1-CEP 2007-280 Rev 06)
ans gitoyoi peyoBuHm Amnoauvniny 6ecunarty Big
3aTBepgkeHoro BupobHuka Cadila Healthcare
Limited (India). 3miHu | Tuny - 3MiHK 3 siKOCTi.
Ceptudikat BignosigHocTi/lE-cepTudikat
BiQNOBIAHOCTI €EBpONENChHKIl
apmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBIEHoro cepTudikarta BignosigHocTi abo
BUMYYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkiii papmakonei: ans APl; ans

3a
peuenmom

UA/16717/01/01
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[TponoBkeHHs AoaaTKa 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

BUXigHOro MaTepiany/peareHTy/npomMixxHoro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOGHULTBI
ADI; ons gonomMixkHoi pevoBuHK (cepTudikat
BignoBigHOCTI €Bponevickkin hapmakoner) -
OHoBneHnn ceptudikaT Bif yxe 3aTBepaXeHoro
BMPOGHMKa - NoAaHHS OHOBMEHOro cepTudikara
BignoBigHocCTi €Bponeicokin thapmakonei Ne R1-
CEP 2007-280 Rev 08 ons gitoyoi pe4oBuHn
AmnoguniHy 6ecunaty BHacnigok
nepenMeHyBaHHs 3aTBEPAXKEHOrO BUPOGHMKa
Cadila Healthcare Limited (India), akuii 3miHns
Ha3By Ha Zydus Lifesciences Limited (India). 3miHn
| TMny - 3MiHu 3 sikocTi. CepTudpikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€BponeWcbkin dapmakonei/MoHorpadii. MogaHHs
HoBoro abo oHoBneHoro ceptudikaTa
BigNoBIigHOCTI abo BUNy4YeHHs cepTudikara
BignoBigHOCTI €BponeWchkin hapmakonei: ons
A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBiaHOCTI
€Bponelicbkint hbapmakonei) - OHoBNeHWN
cepTuddikat Bif yxKe 3aTBEpAKEHOro BUPOOHMKa -
noJaHHsi OHOBMEHOrO cepTudikaTa BignoBigHOCTI
€sponericbkint papmakonei Ne R1-CEP 2002-184
Rev 07 (3atBepaxeHo: R1-CEP 2002-184 Rev 06)
ans gitoyoi pevoBuHu Amnoaunivy 6ecunaty Big
3aTBepakeHoro BMpobHuka Unichem Laboratories
Limited (India).

35.

AMOKCUN®

Tabnetku no 500 mr
no 10 TabneTok B
6nicTepi; no 2
6nictepu B nayui

NAT
"Kniemeanp
enapat”

YkpaiHa

NAT
"KniBmegnpenapat”

YkpaiHa

BHECEHHS1 3MiH 40 peecTpauinHuX maTtepianis:
3minn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI
Ta cdpapmakoHarnsgy. 3miHa y KopoTkin
XapakTepucTuL NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT ANS MEeANYHOro
3aCTOCYyBaHHSA Ha MiACTaBi perynsipHo
OHOBJIIOBAHOIO 3BiTYy 3 6e3neky Nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3aCToCyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpaLiiiuin nepioa,
abo sk pe3ynbTaT OLUiHKM 3BITY 3 AOCHIAKEHD,
NpOBELEHMX BiANOBIOHO 4O NnaHy negiaTpuyHnx
pocnimxeHb (PIP) (3miHy y3rogxeHo 3
KOMMNETEHTHWUM YNOBHOBAXEHNM OpraHom) 3miHun
BHeCEHO [0 IHCTpyKLUii Ana MeandHoro
3aCTOCYBaHHsI NikapCcbKoro 3acoby Ao po3ainis
"B3aemogis 3 iHWK1MKM nikapcbknuMu 3acobamu Ta
iHWi BMAwn B3aemogain”, "OcobnmeocTi
3actocyBaHHs", "Mob6iyHi peakuii” BignosigHo oo
pekomeHaauii PRAC EMA. TepMiH BBeJEHHS 3MiH

3a
peuenmom

He
nidnseae

UA/1081/01/02




21 [TponoBkeHHs AoaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
- IpOTAroM 6 MicauiB nicnsa 3aTBepAXEHHs!
36. | AMOKCUN® TabneTku no 250 mr MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHX maTepianis: 3a He UA/1081/01/01
no 10 Tabnetok B "Knismegnp "KnisBmegnpenapat" 3MminHn | TMny - 3miHn Wwopo 6e3nekn/edhekTUBHOCTI peuenmom | nidnsieae
6nictepi; no 2 enapart” Ta dhapmakoHarnsgy. 3miHa y KopoTkin
6nictepu B nayui XapaKTepucTuui nikapcbkoro 3acoby, TekcTi
MapKyBaHHs! Ta iHCTPYKUii ANS MeaU4HOro
3aCTOCYBaHHS Ha MiACTaBi perynspHo
OHOBIOBAHOIO 3BiTYy 3 6e3neky NikapcbKoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B nicnapeecTpauiiHuin nepiog,
abo sik pe3ynbTaT OLiHKM 3BITY 3 AOCHIIKEHD,
npoBeAeHnX BigNOBIAHO A0 NnaHy negiaTpuyHmnX
pocnigpkeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHNM YNOBHOBAXXEHUM OpraHom) 3miHn
BHECEHO A0 |HCTpYKUii 4ns MeguyHoro
3acToCcyBaHHs Nikapcbkoro 3acoby Ao po3sginis
"B3aemogisi 3 iHWnMun nikapcbkumu 3acobamu Ta
iHWi BMAW B3aemogin", "OcobnmeocTi
3acTocyBaHHs", "lMobivHi peakuii" BignosigHo Ao
pekomeHaauii PRAC EMA. TepMiH BBeAEHHS 3MiH
- NpOTAroM 6 MicAuiB Nicnsa 3aTBEPAXKEHHS
37. | AHIH-TPAH rpaHymm, no 10 ry MpAT YkpaiHa MpAT "HauioHanbHa YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes - UA/8450/01/01
neHani abo cnakoHi "HauioHanb lomeonaTnyHa 3miHu | Trny - 3miHn 3 gkocTi. A®l. BupobHuuTeo. peuenma
3 KpULLIKOtO; Mo 1 Ha Cninka" 3MmiHa BUpoGHMKa BUXiQHOTrO/MPOMIXKHOMO
neHany abo [omeonaTny npoaykTy/peareHTy, Lo BUKOPUCTOBYIOTECS Y
(hnakoHy 3 KPULLIKOHO Ha Cninka" BMpOGHMYOMY npoueci A®I, abo 3miHa BUpobHUuKa

y navui 3 KapToHy

(Bkntoyvatoun, Ae HeobxigHO, MicLie NpoBeAeHHs
KOHTponto skocTi) AdI (3a BiacyTHOCTI
cepTugikaTa BignoBigHOCTI €EBpoNenchbkin
dapmakonei y 3aTBepakeHoMy Aocke)(iHLi 3MiHN)
3miHa agpecu Micusa NpoBaAXXeHHs OiAnbHOCTI 3
BMPOGHMLTBa roMeonaTnyHux posseaeHs (Hepar
sulfur 1000CH), wo € nikapcbkumu cybcTaHuiamm
(BUroTOBMEHUMY B yMOBaX anTeku) y BUPOOHMLTBI
rpanyn J13, y 38’a3ky 3 nepeizgom AnTteku
«HauioHanbHa romeonatunyHa cninka» Ne1t.
3minu | Tuny - 3miHm 3 skocTi. A®l. BupobHuuTBO.
3MiHa BUPOOHWMKa BMXiAHOTrO/MPOMIXKHOIO
NpoAYyKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
BMpOoGHMYOMY npoueci A®I, abo 3miHa BUpobHUKa
(Bkrtovaroum, fe HeobxigHoO, MicLle NPOBeAEHHS
KOHTponto sikocTi) ADI (3a BiacyTHOCTI
cepTudikaTa BignoBigHOCTIi EBponechbkin
dapmakonei y 3aTBepaKeHOMy A0Cke)(iHLi 3MiHN)
(B.l.a.1. (x) IB)
3miHa agpecu MicLs NpoBaAXXeHHs! QisiNbHOCTI 3
BMPOBHMLTBA rOMeonaTUyHNX po3BeaeHb
(Mercurius solubilis 1000CH), wwo € nikapcbkumMu
cybcTaHuUisiMu (BUrOTOBMEHUMM B YMOBAX anTeku)
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[TponoBkeHHs AoaaTKa 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

y BUPOGHULTBI rpaHyn J13, y 3B’A3ky 3 nepeisgom
AnTtekun «HauioHanbHa romeonaTuyHa crisnkay
Ne1. 3miHn | Tuny - 3miHn 3 skocTi. ADI.
Bupo6HMLTBO. 3MiHa BUPOGHWMKa
BVXiAHOro/MPOMIDKHOTO MPOAYKTY/peareHTy, Lwo
BUKOPUCTOBYHOTLCS Y BUPOGHMYOMY npoueci AP,
abo 3miHa BUpoBOHMKa (BKMoYaoun, e HeobxigHo,
MicLe NpoBeAeHHs KOHTponto aKkocTi) AdI (3a
BiACYTHOCTI cepTudikaTa BianoBigHOCTI
€BponeickKii hapMakonei y 3aTBepaKeHoMy
A0Cbe)(IHLWI 3MiHW)
3MiHa agpecu micua NpoBagKEeHHs OisiNbHOCTI 3
BMPOGHMLTBA roMeonaTnyHMX po3BeaeHb
(Lachesis 1000CH), wo € nikapcbkumu
cybcTaHuisiMm (BUrOTOBNEHMMU B yMOBaX anTeku)
y BUPOGHULTBI rpaHyn J13, y 3B’A3ky 3 nepeisgom
AnTtekun «HauioHanbHa romeonaTuyHa crinka
Ne1. 3miHn | Tuny - 3miHn 3 skocTi. AdI.
Bupo6HMLTBO. 3MiHa BUPOGHWMKa
BVXiAHOro/MPOMIDKHOTO MPOAYKTY/peareHTy, Lo
BUKOPUCTOBYHOTLCS Y BUPOGHMYOMY npoueci A,
abo 3miHa BUpoBHMKa (BKMoYaroun, ae HeobxigHo,
MicLie NpoBeAeHHs KOHTponto aKkocTi) AdI (3a
BiACYTHOCTI cepTudikaTa BianoBigHOCTI
€Bponeicbkii hapmakonei y 3aTBepaXeHoMy
[OCbe)(iHLWi 3MiHW) -
3miHa agpecu Micus NpoBadXXeHHs! QisnbHOCTI 3
BMPOGHMLTBA roMeonaTnyHMX po3BeaeHb
(Phytolacca 200CH), o € nikapcbkumm
cybcTaHuisiMu (BUrOTOBIEHUMM B YMOBAX anTeku)
y BUpoGHMLUTBI rpaHyn J13, y 3B’a3ky 3 nepeisgom
AnTtekun «HauioHanbHa romeonaTuyHa crifnka
Ne1. 3miHun | Tuny - 3miHn 3 sikocTi. ADI.
Bupo6HuuTBO. 3MiHa BUpOoGHUKa
BMXiAHOro/MPOMIDKHOTO MPOAYKTY/peareHTy, Lo
BMKOPVCTOBYIOTbCS Y BUpOBHUYoMy npoueci AdI,
abo 3miHa BMpobHuKa (BkMtoYaruu, e HeobxigHo,
MicLie NpoBeAeHHs KOHTponto aKkocTi) AdI (3a
BiJCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeicbkii hapmakonei y 3aTBepakeHoMy
[oCbe)(iHLWi 3MiHW) -
3MiHa agpecu micua NPoBaKEHHS QisANbHOCTI 3
BMPOGHMLTBA roMeonaTnyHMX po3BeaeHb
(Belladonna 1000CH), wwo € nikapcbkumm
cybcTaHuis M1 (BUrOTOBIEHUMMN B YyMOBAX arnTeku)
y BUpoGHMLTBI rpaHyn J13, y 3B’s3ky 3 nepeisgom
AnTekn «HauioHanbHa romeonaTuyHa crinka»
Ne1.

38.

AHTUKATAPA

nopoLwioK ans

CninbHe

YkpaiHa

JIABOPATOPIOC

IcnaHis

BHECEHHS1 3MiH 40 peecTpauinHnMxX maTtepianis:

6e3

nidnsizae

UA/7810/01/01
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[TponoBkeHHs AoaaTKa 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

n

0oparnbHOro PO34UNHY;
no 10 nakeTukiB 3
NMOPOLLKOM Y navi 3
KapToHY

YKpaiHCbKO-
icnaHcbke
nianpuemcTs
0 "Cnepko
Ykpaina"

AJTKATIA ®APMA,
C.n.

3MiHu | Tuny - 3miHK Wwopao 6e3nekn/ePeKTUBHOCTI
Ta dhapmakoHarnsgy. 3miHa y KopoTkin
XapaKTepucTu1Li Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLIii Ans MeguyHoro
3aCTOCYBaHHS Ha MiACTaBi perynsipHo
OHOBJHOBAHOrO 3BiTY 3 6Ge3nekun Nikapcbkoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpaLiiiuin nepion,
abo sk pe3ynbTaT OLiHKM 3BiTY 3 4OCHiAXEHb,
npoBeAeHnX BigNOBIAHO A0 NnaHy neaiaTpuyHmnX
pocnimkenrs (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHUM YTNOBHOBaXXE€HUM OpraHom) - 3MiHu
BHECEHO A0 iHCTPYKUIT ANa MeanyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainis
"MpoTunokasaHHs" Ta "3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHS rpyaae” BiAnoBiagHO 80
pekomeHgauin CMDh. TepMiH BBEAEHHS 3MiH -
npoTsArom 6 micsauiB nicns 3aTBepmKeHHs; 3MiHu |
TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsaay (iHwi 3miHu) - 3MiHN BHECEHO A0
IHCTPYKLUIT ANA MeANYHOro 3acTocyBaHHs
nikapcbkoro 3acoby o po3aginy "Mo6ivni peakuii”
{00 HeobXiAHOCTI NOBIAOMNSATY NPO YCi BUNaaKn
nigo3proBaHNX NobiYHUX peakLii Ta BigCyTHOCTI
edekTnBHOCTI nikapcbkoro 3acoby. TepMiH
BBEOEHHS 3MiH - NPOTArom 6 MicsiyiB nicns
3aTBEPKEHHS

peuernma

39.

APrOCYJib®A
H®

kpem, 20 mr/rno 15
a6o 40 ry Ty6i; no 1
TyGi B KApPTOHHIM
kopooui

TOB
«BAYL
XENC»

YkpaiHa

dapm3saBog €nbda
AT.

MonbLla

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3miHn | Trny - 3miHK 3 AkocTi. FoToBUIA NiKapCbKuiA
3aci6. CucteMa KoHTeHep/3akynoptoBanbHUi
3aci6. 3MiHa nocTayanbHUKa nNakyBanbHWUX
maTepianis abo KOMMNEKTYIOUMNX (SKLLO 3a3HaYveHo
B Jocbke) (3amiHa abo foAaBaHHsA nocTayarnbHuKa)
- OHOBMeHHs po3giny 3.2.P.7. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3acib, a came
[oAaBaHHA HOBOTO BUPOBHWMKa nakyBanbHOro
marepiany nepBMHHOI YNakoBKW arntoMiHieBoi Tyou
3 MeMbpaHoto Ta kpuLukoto 3 nonietuneHy (HDPE)
WITTE Y SOLA, Spain

6e3
peuenma

UA/1031/01/01

40.

APrOCYJIb®A
H®

kpem, 20 mr/rno 15
a6o 40 ry Ty6i; no 1
Ty6i B KAPTOHHIM
kopoobui

TOB
«BAYL
XEJC»

YkpaiHa

dapm3saBog €nbda
AT.

MonbLa

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3minn | TMny - 3miHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta chapmakoHarnsiny. BeegeHHsi abo 3miHu oo
y3aranbHeHUX AaHux Npo cUctemy
tbapmakoHarnsgy (BBeAeHHs y3ararnbHEHUX AaHux
npo cuctemy papmakoHarnsgy, amiHa
yrnoBHOBaxeHoi ocobu, BignoBiganbHoi 3a
3AiCHEeHHs hbapmakoHarnsgy; KOHTakTHoOT ocobu 3
dapmakoHarnagy 3asBHUka Ans 34iNCHEHHs!
dapmakoHarnagy B YKpaiHi, KO BOHa BigMiHHa

6e3
peuenma

UA/1031/01/01
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Hasea
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3acoby
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Kpaina
3asieHUKa

Bupo6bHuk
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Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

Bif, yNOBHOBaXeHOT 0cobu, BianoBiganbHoil 3a
3AiNCHEHHA apmakoHarnsgy (BKoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLEeHHi

mMacTep-aiina cuctemu papmakoHarnsgy) 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXXEHOI 0CO6U
3asiBHMKA, BignoBiganbHoi 3a dpapMakoHarnsg

41.

APUMPA30N®

Tabnetku, no 15 wr,
no 10 Tabnetok y
6nictepi; no 1, 3 abo
6 GnictepiB y
KapTOHHIN nayui

TOB
"ACIHO
YKPAIHA"

Ykpaina

TOB "dapma Ctapt”

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MmiHu | Tvny - 3miHK 3 AkocTi. FoToBUI NiKapCbKUI
3aci6. Onuc Ta cknaa. 3miHa abo aoaaBaHHSA
LuTaMnis, MOTOBLLEHb abo iHLUINX MapKyBaHb,
yKroyatoum 3amiHy abo gogaBaHHs dapb ans
MapKyBaHHS fikapcbkoro 3acoby (3miHa wTtamnie,
NnoToBLUEHb abo iHLWMX MapKyBaHb) MPOMOHYETLCS
HaHECEHHS1 MapKyBaHHS «15» Ha OfHil CTOPOHI
TabneTtku (qo3yBaHHS 15 Mr) anst 3HWKEHHS
pY3nKy nepennyTyBaHHst TabneTok 4BOX
Ao3yBaHb. 3MiHW BHeceHi B po3Ain "OCHOBHI
pi3nKo-ximMivHi BNacTMBOCTI" B IHCTPYKLUito ans
MELMYHOro 3aCTOCYBaHHs NikapCcbKoro 3acoby.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepAKEHHS. 3MiHM | TUNy - 3MiHM 3 AKOCTI.
["oTOBMI Nikapcbkuii 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumndikaui Ta/abo 4oNyCTUMMX MEX FOTOBOro
nikapcbkoro 3acoby (iHLwi 3MiHn) 3 onucy TabneTok
060x Ao3yBaHb BuaaneHo gpasy «3a 30BHiLLHIM
BUIMSAOM MatoTh Bignosigatu Bumoram Y
cTatTst « TabneTku», OCKiNbKM BOHa HE Mae
iHdopmauinHoro xapaktepy. Kpim Toro, B onuc
TabneTok foaaHa iHpopMauisi Npo HasIBHICTb
dackn. Takox BUNpPaBEHHS HEKOPEKTHOT
iHdpopmauii ctocoBHo n. «Onuc» B
n.3.2.P.3.5.Banigauis npouecy Ta/abo 1oro
ouiHka. 3MiHu BHeceHi B po3ain "OCHOBHI ¢hi3nko-
XiMiYHi BacTMBOCTI" B IHCTPYKLiIO AN MeOUYHOro
3acTocyBaHHS NikapcbKoro 3acoby.
BBeaeHHs 3MiH NnpoTsarom 6-tu micauiB nicns
3aTBEpAKEHHS. 3MiHU | TUny - 3MiHM 3 AKOCTI.
"oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneundikaui Ta/abo JoNyCTUMMX MEX FrOTOBOrO
nikapcbkoro 3acoby (iHLWi 3MiHN)
BBEJIEHHS nepioanyHocTi koHTponto M3 3a
nokasHukom «MikpobionoriyHa ymctoTay -
«KoHTponb nokasHuka «MikpobionoriyHa uncrota»
34IMCHIOETBCA Ha NepLuin cepii y poui i He pigwe,
HiXX Ha KOXHin 10-11 cepii.»

3a
peuenmom

He
nionsieae

UA/15765/01/02

42.

APUMPA30N®

Tabnetku, no 10 wmr,
no 10 TabneTok y

TOB
"ACIHO

YkpaiHa

TOB "®apma Ctapt"

YkpaiHa

BHECEHHS1 3MiH 0 peecTpauinHMX maTtepianis:
3miHu | TMny - 3miHK 3 sikocTi. FoTOBMIA NiKAPCbKUIA

3a
peuerimom

He
nidnsizae

UA/15765/01/01
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Homep
peecmpauiliHo2o
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6nictepi; no 1, 3 abo
6 bnictepiB y
KapTOHHIN nayui

YKPAIHA"

3aci6. Onuc Ta cknaa. 3miHa abo AoaaBaHHS
LuTamnis, NOTOBLLEHb abo iHLWMX MapKyBaHb,
yKIntoyaroun 3amiHy abo gogasaHHs dapb ans
MapKyBaHHS Jikapcbkoro 3acoby (3miHa wTamnis,
NOTOBLLEHb ab0 iHLWIMX MapKyBaHb) MPOMNOHYETHCS
HaHeCEeHHs1 MapKyBaHHSA «15» Ha OfHiN CTOPOHI
TabneTtku (Qo3yBaHHSA 15 Mr) anst 3HWKEHHS
pY3NKy NepennyTyBaHHsi TabrneTok 4BOX
no3yBaHb. 3MiHV BHeceHi B po3ain "OcHOBHI
pi3nKo-XiMiYHi BNacTMBOCTI" B IHCTPYKLUito Ans
MELMYHOro 3aCTOCYBaHHS! NiKapCbKoro 3acoby.
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBepAKEHHS. 3MiHU | TUNy - 3MiHM 3 AKOCTI.
["oToBMI Nikapcbkuin 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa napameTpis
cneumndikaui Ta/abo 4oNyCTUMMX MEX FOTOBOro
nikapcbkoro 3acoby (iHLwi 3MiHn) 3 onncy TabneTok
060x Jo3yBaHb BuaaneHo dpasy «3a 30BHILLHIM
BUIMSA0M MatoTb Bignosinaty sumoram oY
ctarTa «TabneTkny, OCKINbKM BOHA HE Mae
iHcbopmauiiHoro xapaktepy. Kpim Toro, B onmc
TabneTok gogaHa iHdopmalLisi Npo HasiBHICTb
dackn. Takox BUNPaBNEeHHS HEKOPEKTHOI
iHdopMauii ctocoBHO M. «Onuc» B
n.3.2.P.3.5.Banigauis npouecy Ta/abo 1noro
oujiHKa. 3MiHM BHeceHi B po3ain "OcHOBHiI ¢hinko-
XiMiYHi BlacTMBOCTI" B IHCTPYKLIiIO ANA Megu4Horo
3acTocyBaHHS NikapcbKoro 3acoby.
BBeneHHs 3MiH NpoTsarom 6-Tu MicauiB nicns
3aTBepOKeHHS. 3MiHu | Tuny - 3MiHK 3 AKoCTi.
"oToBWI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo OoMyCTUMUX MEX roTOBOro
nikapcbkoro 3acoby (iHLWi 3MiHN)
BBEIeHHA nepioanyHocTi koHTponto M3 3a
nokasHukom «MikpobionoriyHa ymctoTay -
«KoHTponb nokasHuka «MikpobionoriyHa uncrota»
3[4iMCHIOETBCA Ha NepLuin cepii y poui i He pigLwe,
HiXX Ha KOXHin 10-11 cepii.»

43.

APTEDXKA®
EMYNbrENb

emynbrenb Ans
30BHILUHbOIO
3acTocyBaHHs 5 %;
no25rabo40ry
Ty6i; no 1 1y6i B
navui 3 KApToOHY

MPAT
"OITOPAPM

YkpaiHa

MNPAT "®ITOPAPM"

YkpaiHa

BHECEHHS1 3MiH 40 peecTpauiHMX maTtepianis:
3miHu | Tvny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHA Ta/abo agpecu 3asiBHMKa
(BnacHuka peecTpaLinHoro NocBiaYeHHs1) 3MiHa
appecw 3asiBHWKa. BBeaeHHs 3miH npoTarom 6-tu
MicsiLiB Micnsi 3aTBEPOKEHHS

6e3
peuenma

nidnsizae

UA/4699/01/01

44,

APTEDXKA®-1
FENb

renb 5 %, no 50 r
a6o 100 r B Ty6i; no
1 1y6i B nayui

MPAT
"OITOPAPM

"

YkpaiHa

MNPAT "®ITOPAPM"

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3miHu | Tvny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHA Ta/abo agpecu 3asiBHMKa
(BnacHWka peecTpaLiHoOro NocBig4eHHs1)

6e3
peuenma

nidnsizae

UA/19470/01/01
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Ymosu
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yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

3MiHa agpecwu 3asiBHMKa. 3MiHW BHECEHI B pO3gin
"Micue3HaxomxxeHHs 3asiBHUKA" B iHCTPYKLito Ans
MeOMYHOro 3acTOCyBaHHSA Nikapcbkoro 3acoby y
3B'A3KY 3 YTOYHEHHSIM agpecy 3asiBHUKA.
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS.

45.

ACKOPYTHUH

Tabnetku; no 10
TabneTok y bnicTepi;
no 5 Gnictepis y
navuj

AT
"KUIBCHKM
n
BITAMIHHM
7 3ABOL"

Ykpaina

AT "KUTBCBKIN
BITAMIHHMI
3ABO"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHN | TURY - 3MiHK 3 gKocTi. [oToBUIA NiKaPCbKUIA
3aci6. CtabinbHictb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHs roToBOro
nikapcbkoro 3acoby (36inbLIeHHs TepMiHY
npuaaTHOCTI rOTOBOrO fikapcbkoro 3acoby) - [Ans
TOProBoi ynakoBKku (MiATBEPAKYETHCA AaHUMM
peanbHOro 4acy) - 36inbLweHHs TepMiHy
npuaaTHOCTI FOTOBOrO MikapCbKoro 3acoby Ha
OCHOBi NO3UTUBHKX pe3yrbTaTiB JOBrOCTPOKOBUX
AocnimkeHb cTabinbHOCTI y peanbHOMy Yaci:
3artBepokeHo: TepMiH NpuaaTHOCTI: 4 Poku
3anponoHoBaHo: TepMiH npuaaTHocTi: 5 pokiB.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHS

6e3
peuyenma

nionsieae

UA/4875/01/01

46.

ACNA3MIH

Kancynv 3
MoandikoBaHUM
BUBINTbHEHHAM
TBepai, no 200 mr no
10 kancyn y
6nictepi; no 3
6nictepu y nayui

AT
"KUIBCHKM
n
BITAMIHHM
7 3ABOL"

YkpaiHa

AT "KUTBCBKIN
BITAMIHHI
3ABOL"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3miHu | TUny - 3miHn Wwopo 6esnekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. 3MiHu y KOpoTKin
XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUii ANS MEeANYHOro
3aCTOCYBaHHsI reHepUYHUX/TibpruaHMX/6ionoaidHmMx
nikapcbkunx 3acobiB nicnst BHECEHHs Tiei camoi
3MiHN Ha pedepeHTHMIN Npenapar (3MiHa He
noTpebye HagaHHS XXOAHUX HOBUX AOAATKOBUX
naHux) 3MiHM BHECEHi A0 IHCTPYKLUi ons
MeOMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
posainu "®apmakonoriyHi BnactnsocTi”,
"MokaszaHHs", "MpoTunokasaHHsa", "OcobnmeocTi
3actocyBaHHs", "3acTocyBaHHs y nepios
BariTHocTi abo rogyBaHHs rpyaato”, "Cnocid
3acTtocyBaHHsA Ta gosun", "Oitn", "MNepenosysBaHHs",
"Mo6iuHi peakuii” 3rigHo 3 iHpopmaLieto Wwoao
MeANYHOro 3acTOCyBaHHS peepeHTHOro
nikapcbkoro 3acoby (dycnataniH®) BeeaeHHst 3aMiH
npoTsArom 6-T1 MicsLIB Nicns 3aTBEPKEHHS

3a
peuenmom

He
nionsieae

UA/14482/01/01

47.

ATOPBACTEP
on

TabneTku, BKPUTI
NniBKOBOIO
o6onoHkoto, no 20
mr; no 10 TabneTok
y GnicTepi; no 3
onictepny
KapTOHHI kopobui

dapmauesT

WYHUIA 3aBOA

"MONb®AP
MA" C.A.

MNonblia

dapmaueBTUHHUIA
3aBog, "Monbgapma”
C.A., Monbwa
(BUpOBHULITBO,
nepBUHHE Ta
BTOPUHHE
naKyBaHHs,
BiAnoBiganbHWM 3a

MonbLa

BHECEHHS1 3MiH 40 peecTpauiHMX maTtepianis:
3MiHu | Tuny - 3miHn wopo 6esnekn/ePeKTUBHOCTI
Ta cdhapmakoHarnsagy. 3miHa y KopoTKin
XapakTepucTuLL NikapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPYKUiT ANS MeAUYHOro
3aCTOCYBaHHS Ha MigCcTaBi perynspHo
OHOBJIIOBAHOIO 3BiTYy 3 6e3neky Nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3aCTOCyBaHHS

3a
peuenmom

He
nionsieae

UA/11325/01/02
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
BUNYCK cepii) nikapcbkoro 3acoby B nicnsapeecTpauiiHui nepiog,
abo sik pe3ynbTaT OLUiHKM 3BITY 3 AOCHIIKEHD,
npoBeAeHnX BigNOBIAHO A0 NnaHy negiaTpuyHmnx
pocnigpkeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHNM YNOBHOBAXXEHUM OpraHoMm) - 3miHu
BHECEHO A0 |HCTPyKLii Ans MeguyHoro
3acTOCyBaHHs NikapcbKkoro 3acoby Ao po3gainis
"OcobnueocTi 3actocyBaHHs", "MobiuHi peakuii”
BignosigHo go pekomeHaadii PRAC EMA
48. | ATOPBACTEP TabneTkn, BKpUTI dapmanesT Monbwa dapmaueBTUYHUIA Monblwa BHECEHHS1 3MiH O peecTpaLiiHuX maTepianis: 3a He UA/11325/01/03
on NniBKOBOIO W4HWIA 3aBOg 3aBog "lMonbdapma” 3MiHu | Tuny - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI peuernmom nidnseae
o6onoHkoto, no 40 "TMONb®AP C.A., Monbwa Ta hapmakoHarnsgy. 3miHa y KopoTkil
mr; no 10 TabneTok MA" C.A. (BMPOGHULTBO, XapaKTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
y 6nicTtepi; no 3 nepBuHHe Ta MapKyBaHHS Ta iHCTPYKUii ANS MeAN4HOro
Gnictepun y BTOPUHHE 3aCTOCyBaHHs Ha MiACTaBi perynsipHo
KapTOHHiIN kopoOLi nakyBaHH4, OHOBJIHOBAHOrO 3BiTY 3 6Ge3MeKun Nikapcbkoro
BiAnoBiganbHWM 3a 3acoby, abo gocnigxeHb 3 6e3neky 3acTocyBaHHSA
BUNYCK cepii) nikapcbkoro 3acoby B nicnspeecTpauiiHuin nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 4OCHiAXEHb,
npoBeAeHVX BiANOBIAHO A0 MnaHy neaiaTpuyHnX
pocnigpkeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHUM OpraHoMm) - 3miHu
BHECEHO A0 |HCTPYKUii ANs MeanyHoro
3acToCcyBaHHs Nikapcbkoro 3acoby Ao posainise
"OcobnusocTi 3actocyBaHHs", "MobiuHi peakuii”
BignoBigHo g0 pekomeHaadii PRAC EMA
49. | ATOPBACTEP TabneTku, BKpUTI dapmauesT MNonblia dapmaLeBTUHHUIA MonbLla BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis: 3a He UA/11325/01/01
on NniBKOBOIO W4YHWIA 3aBOg 3aBog "Monbgapma” 3MiHu | Tuny - 3miHn wopno 6esnekn/ePeKTUBHOCTI peuenmom nidnseae
obornoHkoto, no 10 "MOJIb®AP C.A,, MNonbLa Ta dhapmakoHarnsaay. 3miHa y KopoTKin
mr; no 10 TabneTok MA" C.A. (BupobHULTBO, XapakTepucTuL NikapcbKoro 3acoby, TeKCTi
y 6nicTepi; no 3 nepBuHHe Ta MapKyBaHHS Ta iHCTPYKUiT ANS MEeANYHOro
Gnictepny BTOPUHHE 3aCTOCYBaHHS Ha MiACTaBi perynspHo
KapTOHHiI kopobui nakyBaHHs, OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro
BignoBiganbHUN 3a 3acoby, abo gocnigxeHb 3 6e3neky 3acToCcyBaHHS
BUNYCK cepili) nikapcbkoro 3acoby B nicnspeecTpauiiinin nepioa,
abo sk pe3ynbTaT OUiHKM 3BITY 3 AOCHIAKEHb,
npoBeAeHNX BiANOBIgHO A0 NnaHy negiaTpuyHnX
pocnimkenrs (PIP) (3miHy y3rogkeHo 3
KOMMETEHTHNM YNOBHOBaXXEHUM OpraHoMm) - 3miHu
BHeCeHO A0 IHCTpyKuUii Ans MeanyHoro
3aCcTOCyBaHHS NikapcbKoro 3acoby Ao po3ainis
"OcobnusocTi 3acTocyBaHHs", "MobiuHi peakuii”
BignoBigHo ao pekomeHaadii PRAC EMA
50. | AGOUOA rpaHynu ansi Oenbta LLiseviapi JIAMIM CAH ITanis/Icnani BHECEHHS 3MiH O peeCTpaLiiHUX maTepianis: be3 - UA/18597/01/01
MAKC 3 OpanbHOro Po3yuHy, Megiken s MPOCHMEPO CIA, s 3miHu | TMny - 3miHK 3 sikocTi. FoTOBMIA NiKapCbKUIA peuenma
APTIHIHOM 400 wr; no 10 abo MpomoyLuH3 ITanis; TONN 3aci6. Onuvc Ta cknag. 3miHa y cknagi
20, abo 30, abo 40 Al MAHY®AKTYPIHI (AOMOMIDKHMX pevoBUHAX) FOTOBOTO NiKapCbKOro
calle y KapTOHHil CEPBICIC, C.., 3acoby (iHWi JoNOMixXHI pe4oBUHN) - 3aMiHa OfHiET
Kopooui IcnaHis AOMOMDKHOI PEYOBMHU Ha iHLY 3 TUMW CaMnMK
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[TponoBkeHHs AoaaTKa 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

yHKUIOHaNbHUMM XapakTep1cTukammn Ta Ha ToMy
CaMOoMy piBHi - 3aMiHa AONOMIKHOI pe4OBUHN
caxapo3u USP Ha caxapoay Ph.Eur.
3MiHn | TMny - 3MiHK 3 gKocTi. FOTOBMI Nikapcbkuii
3aci6. 3MiHn y BUpoBHMLUTBI. 3MiHK Y npoueci
BMPOGHMLTBA roTOBOTO fikapcbKoro 3acoby,
BKIOYa4YM NPOMKHUA NPOJYKT, WO
3aCTOCOBYETHLCS NPY BUPOBHULITBI FOTOBOIO
nikapcbKkoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOGHMLTBA) HE3HAYHa 3MiHa y Npoueci
BMPODOHMLTBA NOB’si3aHa 3 eTanoM rpaHystoBaHHS.
3MiHn | TMny - 3MiHK 3 sKocTi. [OTOBMI Nikapcbkuii
3aci6. KoHTposb roToBOro nikapcbkoro 3acoby.
3miHa y MeTogax BunpobyBaHHSA roTOBOro
nikapcbkoro 3acoby (HeaHayHa 3MiHa y
3aTBEpOKEHMX MeTofax BUNpobyBaHHs) AoAaHHS
dopmynu po3paxyHKy BMICTY AOMILKN J A0
BignosigHoro po3aainy 3.2.P.5.2 «AHaniTnyHi
MEeTOAMKMY. 3MiHM | TUNy - 3MiHM 3 IKOCTI.
Ceptudpikat BignosigHocTi/lE-cepTudikat
BiNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBrEeHoro cepTudikarta BignosigHocTi abo
BUNYYEHHA cepTudikaTa BiaNOBIAHOCTI
€Bponecbkin dapmakonei: gna A®l; ans
BVXifHOrO MaTtepiany/peareHTy/npOMiDKHOTO
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
A®I; ons gonomixkHoi pevoBuHM (cepTudikat
BigNOBIQHOCTI €Bponewichkin hapmakoner) -
HoBwuin cepTudikat Big HoBoro BUpo6HWKa (3aMiHa
abo gonoBHeHHs1) nogaHHs Hoeoro CEP (R1-CEP
2008-316-Rev 04) ans A®Il ibynpodeHy Bia
HOBOro BUPOGHWMKa (AonoBHeHHs) IOL
CHEMICALS AND PHARMACEUTICALS LTD,
India. Ak Hacnigok 3miHnm go MKA 13 p. Cknag:
OyAe 3a3HayeHo 2 BUPOGHMKM ADI.

51.

BAPOJ1 10

Kancynw,
KVLLIKOBOPO34MHHI MO
10 mr; no 10 kancyn
y cTpuni; no 3
CTPWNY B KapPTOHHIMN
ynakosui; no 14
Karncyn y ctpuni; no
1 cTpuny B
KapTOHHIN ynakoBLi

Mera
JlandpcaneH
ci3
(ABcTpanis)
i Nt

AscTpanis

IHBeHTIa Xenckea
NnTto

IHaia

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3MiHu | Tuny - 3miHn wopno 6esnekn/ePeKTUBHOCTI
Ta cpapmakoHarnsgy. 3miHa y KopoTkin
XapaKkTepucTuLL NikapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPYKUii ANS MEeAUYHOro
3aCTOCyBaHHS Ha MiACTaBi perynspHo
OHOBIIOBAHOIO 3BiTYy 3 6e3neku nikapcbKkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHs
nikapcbkoro 3acoby B nicnsipeecTpaLiiiuin nepion,
abo sk pe3ynbTaT OUiHKM 3BITY 3 AOCHIAKEHb,
NpPOBEAEHMX BiANOBIAHO 4O NnaHy negiatpudHnx
pocnimxeHs (PIP) (3miHy y3rogxeHo 3
KOMNETEHTHWUM YNOBHOBaXXEHNM OpraHoM).

3a
peuenmom

He
nidnseae

UA/4467/01/01
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3MiHV BHECeHi [0 iHCTPYKLii gns MeguyHoro
3aCTOCyBaHHS fnikapcbKkoro 3acoby y po3ginu
"OcobnueocTi 3actocyBaHHs", "lMobiyHi peakuii”
BiZNOBIgHO O OHOBMEHOI iHhopMmaLii 3 6e3neku
aito4oi peqoBuHU. 3MiHn | Tvny - 3MiHK Woao
6e3nekn/echekTUBHOCTI Ta hbapmakoHarnsgy (iHwi
3MiHuM). 3MiHM BHECEHI 40 iHCTPYKUii Ans
MELMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby y
po3ain "B3aemogaia 3 iHWnMu nikapcbkummn
3acobamu Ta iHWi BUAM B3aemogin" BignosigHo Ao
OHOBMEHOT iHhopmaLlii 3 6e3neku gitoyoi
pevoBUHY, ¥ po3ain "lMobivHi peakuii" woao
Ba)XMMBOCTI 3BiTYBaHHS Npo NobiyHi peakuii.

52.

BAPOI 20

Kancynu,
KMLLKOBOPO34MHHI MO
20 mr; no 10 kancyn
y cTpwni; no 3
CTPVNU B KAPTOHHIN
ynakosui; no 14
Kancyn y cTpuni; no
1 cTpuny B
KapTOHHIN ynakoBLi

Mera
JlandcaneH
ci3
(ABcTpanis)
MTi Iltg

ABcTpanis

IHBeHTia Xenckea
N1

IHaisa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3miHK Wwopao 6e3nekn/ePeKTUBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkil
XapaKTepucTu1Li Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLUii AN MeanyHoro
3acToCcyBaHHS Ha nigcTasi perynsipHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapCbkoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B nicnspeecTpauiiHuin nepioa,
abo sk pe3ynbTaT OUiHKM 3BiTYy 3 AOCHiAXKEHb,
npoBeAeHnX BigNOBIAHO A0 NnaHy neaiaTpuyHNX
pocnimxeHb (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHUM YNOBHOBaXXEHUM OPraHoM).
3MiHU BHeCeHi A0 iHCTPYKLiT Ans MegnyHoro
3acTOCyBaHHs1 Nikapcbkoro 3acoby y po3ainu
"OcobnusocTi 3actocyBaHHSA", "MMobiuHi peakuii”
BiMOBIAHO 4O OHOBMEHOI iHpopMallii 3 6e3nekn
nitoyoi peqoBuHU. 3MiHu | TUNY - 3MiHK Woao
6esnekn/edekTMBHOCTI Ta dhapmakoHarnsagy (iHwi
3MiHM). 3MiHWM BHECEHI [0 iHCTPYKUiT Ans
ME[MYHOrOo 3aCTOCYBaHHs NikapCbKoro 3acoby y
po3gin "B3aemogisi 3 iHWNMKM NikapCbKnMmn
3acobamu Ta iHWi BUAM B3aemogiin" BignosiaHo a0
OHOBMeEHOT iHdopMaLlii 3 6e3neku gioyoi
peyoBUHY, y po3ain "lMobivHi peakuii" woago
BaXINMBOCTi 3BiTYBaHHs Npo nobiyHi peakuii.

3a
peuerimom

He
nidnsicae

UA/4467/01/02

53.

BEPNINPUN®
nntocC 10/25

Tabnetku no 10
Mmr/25 mr, no 10
TabneTok y 6nictepi;
no 2 abo no 3
Gnictepu B
KapTOHHI kopobui

BEPIIH-
XEMI AT

HimeuvuunH
a

BUPOGHMUTBO "in
bulk", koHTponb
cepivi: BEPJIIH-
XEMI AT,
HimeyuunHa; kiHueBe
naKyBaHHs,
KOHTPOMb Ta BUMYCK
cepii: BEPIH-XEMI
Al', HimevyunHa

Himeyumna

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3MiHM | Tuny - 3miHn 3 skocTi. A®I. KoHTponb AdL.
3miHa y MmeToaax BunpobyBaHHs ADI abo
BMXiiHOro MaTtepiany/npoMixxHoro
NpoayKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoueci BupobHuuTBa ADI (iHWi 3MiHK y MeToaax
BUNpobyBaHHs (BKMoYakoum 3amiHy abo
nornoBHeHHs1) A®I abo BuUxXigHOro/npomixkHOro
NpoAyKTy) 3aMiHa meToay BUNPODyBaHHS, LLO
BMKOPUCTOBYETLCS AN BU3HAYEHHS PO3Mipy

3a
peuenmom

UA/5853/01/01
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yactuHok (Ph.Eur. 2.9.31) A®Il eHananpuny
maneat BupobHuka INKE S.A. 3minum | Tvny -
3MiHu 3 akocTi. ADI. KoHTponb A®I. 3miHa y
mMeTogax BunpobyBaHHss APl abo BuxigHoro
marepiany/npoMiKHOro NpoayKTy/peareHTy, Lo
BUKOPUCTOBYETLCS Y NpoLeci BUpobHuLTea AP|
(iHWi 3mMiHK y MeTodax BUNPOOYBaHHS (BKIOYaum
3amiHy abo gonoBHeHHs1) AP| abo
BUXiQHOro/MPOMIXKHOIO NPOAYKTY) 3aMiHa meToay
BUNpPoByBaHHS, L0 BUKOPUCTOBYETLCS AN
BM3Ha4YeHHs po3mipy 4YacTtuHok (Ph.Eur. 2.9.31)
A®I eHananpuny maneat BMpoGHuKa Zhejiang
Huahai Pharmaceutical CO., LTD. 3miHu | Tuny -
3miHn 3 akocTi. A®I. KoHtponb A®I. 3miHa y
mMeTogax BunpobysaHHs APl abo BuxigHoro
maTepiany/npoMixXHOro NpoaykTy/peareHTy, LWo
BVKOPVCTOBYETbLCS y NpoLeci BupobHuutea AdI
(iHWi 3mMiHK y MeTodax BUNPOOYBaHHS (BKIoYaum
3amiHy abo gonoBHeHHs1) APl abo
BUXiQHOro/MPOMIXKHOIO NPOAYKTY) 3aMiHa MeToay
BUNPOBYBaHHS, L0 BUKOPUCTOBYETHCS ANS
BU3HAYeHHs po3mipy YacTuHok (Ph.Eur. 2.9.31)
AQI rigpoxnoprtiasuay BupobHuka IPCA
LABORATORIES LIMITED.

54.

BETAOEPM®

masb no 15 r y Ty6i;
no 1 Ty6i B
KapTOHHiI kopobui

TOB "bayw
Xenc"

YkpaiHa

dapm3saBog €nbda
AT.

MonbLla

BHECEHHS1 3MiH 4O peecTpauinHuX maTtepianis:
3miHn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI
Ta chapmakoHarnsgy. BeegeHHst abo 3miHu oo
y3aranbHeHUX AaHuxX Npo cUcTemy
bapmakoHarnsgy (BBeAeHHs y3ararnbHEHNX AaHux
npo cuctemy papmakoHarnsgy, amiHa
yrnoBHOBaXeHoi ocobu, BignoBiganbHoi 3a
3AiNCHEHHA hapMaKkoHarnsay; KOHTakTHOT ocobu 3
dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs
dapmakoHarnagy B YkpaiHi, KO0 BOHa BigMiHHa
BiJ, YNOBHOBaXXEHOI 0cO0M, BiAnoBiganbHoil 3a
30iACHEHHs hapMakoHarnsgy (Bkoyaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
mMacTep-anina cuctemu papmakoHarnsagy) 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobu
3asiBHMKA, BignosiganbHoi 3a dpapMakoHarmsa.

3a
peuenmom

UA/3511/02/01

55.

BETACEPK®

TabneTku no 16 mr:
no 15 abo no 21
TabneTui y 6nictepi,
no 2 6nictepu B
KapTOHHIN ynakoBLi;
no 20 TabneTok y
6nictepi, no 3
Gnictepu B
KapTOHHIN ynakoBLji

ABGOTT
Xenckea
MpoaakTc

B.B.

HinepnaH
an

MannaH
JlabopaTtopis CAC

®paHuis

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3miHu | TMny - 3miHK 3 sikocTi. FoTOBMIA NiKapCbKUIA
3aci6. KoHTponb roToBoro nikapcbkoro 3acoby.
3mMiHa y MeTogax BUNpobyBaHHS roTOBOro
nikapcbkoro 3acoby (HesHayHa 3miHa y
3aTBEpPAKEHUX MeToAax BUNPobyBaHHS) -
He3HayHi 3MiH1 B MeTogi BunpobysaHHs M3 3a
nokasHukoM «laeHTudikauis 6etaricTuHy i
BM3HAYEHHsI BMICTy BeTaricTuHy aurigpoxnopuay i

3a
peuerimom

He
nidnsizae

UA/0489/01/02




31 [TponoBkeHHs AoaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1

oro NpoayKTiB Aerpagadii B Tabnetkax MeTogom
BMCOKOedeKTUBHOI xpomaTtorpadii» (METO[I 1),
Lo BigobpaxeHi B N. « TeCcT Ha NpuaaTHICTb
cuctemun» Ta «CtaHgapTusadisy. BBegeHHs amiH
NpOTArom 6-T MicALIB NiCNs 3aTBEPOXKEHHS.
3MiHn | TMny - 3MiHK 3 sKocTi. FOTOBMI Nikapcbkuii
3aci6. KoHTponb roToBOro nikapcbkoro 3acooy.
3MiHa y MeTofax BUNPOBYBaHHsSI rOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBepOKEHMX MeTofax BUNpobyBaHHS) -
He3HayHi 3miHWM B MmeTogi koHTponto 13 3a
nokasHukom «OOHOPIAHICTE 4030BaHNX OANHULb.
OpHopigHicTe BMicTy» (MeTog Il, B). B HoBil
peaakuii, BUpOGHMK He 3a3Ha4Yae KOHKPETHWUIA TUMN
Ta Mapky obnagHaHHs, a Takox Bugansie
AeTanbHuUi onuc eTany nonepegHLoro
3BONOXEHHS. BBeaeHHs 3miH npoTarom 6-Tn
MicsiLiB nicnst 3aTBepKEHHS. 3MiHu | Tuny - 3MiHK
3 akocTi. ADl. KoHTponb API. 3miHa y meTogax
BunpobysaHHs APl abo BMxigHOro
maTepiany/npoMixXHOro NpoaykTy/peareHTy, LWo
BUKOPUCTOBYETLCS Y Npoueci BUpobHuLTea Ad|
(iHWi 3MiHM y MeTodax BUNPOByBaHHS (BKIOYaO4n
3amiHy abo gonoBHeHHs1) A®Il abo
BWXiAHOro/NPOMIDKHOTO MPOAYKTY) - HE3HAYHI 3MiHU
B MeTofi BunpobyBaHHs AD| 3a MOKasHUKOM
«3anuLIKoBi PO3YMHHUKMY, @ CaMe 3MiHW Yacy
YTPUMYBaHHS 3aMMLLKOBUX PO3YMHHUKIB Nig Yac
nepeBipKu NPUAATHOCTI CUCTEMU AN BUPOOHMKa
ZCL Chemicals Ltd., IHais. OHoBReHHs meTody
nonsirae y BU3Ha4YeHHi Yacy yTpMMaHHs ans
MeTaHony, aLeToHy, isonponaHorny Ta
XNopochopMy SIK LNOro 3Ha4yeHHs1, a He YacoBOro
Jiana3oHy npv nepesipLi NpUaaTHOCTI CUCTEMM.
3MiHa € BAOCKOHamNEeHHsM nonepeaHboro MeToay
Ta CNpOLLY€E NOro0 BUKOHaHHS.
3MmiHu | TUNYy - 3miHu 3 skocTi. APl. KoHTponb AdI.
3miHa y meToaax BunpobyBaHHa AD| abo
BUXiOHOro MaTepiany/npoMixXHOro
NpoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoteci Bupo6HmuTea AP (iHwi 3MiHM y MmeToaax
BUNpobyBaHHs (BKMo4aoum 3amiHy abo
nonoBHeHHs1) A®l abo BUXigHOro/npomMixxHoro
NpoaykKTy) - 3MiHN B MeToai BUNpobyBaHHst AD|
«[omiwwku. MNgpoxiHoH» BUpobHuka ZCL
Chemicals Ltd., IHAia, a came nogoBXeHo Yac
xpomaTtorpadysaHHsi 3 10 xBunuH 8o 20 XBUWH
(w06 NobaunTn NOTEHUINHMI Nik BEH30XIHOHY Ha
10 XBWUIWHI); NPONOHYETLCSI J0AATKOBE BBEAEHHS
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KOHTPOMBHOrO PO34MHy B6EH30XiHOHY Ans
BM3HAYEHHSs Yacy yTpuMaHHs (6nmsbko 10
XBUIWH); A0AAHO NPUMITKY LLOAO BUKOPUCTaHHS
OypLUTMHOBOrO CKMSIHOrO MOCYAY ANS 3aXMCTY
PO34MHIB Bif CBITNA Ta NOMICTUTK IX oApa3y nicns
NPUroTyBaHHs B aBTOMaTUYHMI Npo6oBiabipHMK
npu 10°C; Boga ans BEPX 6yne
BMKOPVCTOBYBATUCH SIK PO3YMHHUK. TaKoX AoAaHI
He3HayHi pefakuinHi OHOBIEHHS SiK Hacnigok
nepeniyeHnx amiH. 3anponoHoBaHa 3MiHa €
BOOCKOHaNeHHsM nonepeaHbLoro Metoay 1a
CMpPOLLYE AOro BUKOHAHHS. 3MiHM | Tuny - 3MiHu 3
siKocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa napameTpis
cneumndikauii Ta/abo JonycTUMMX MeX FrOTOBOro
nikapcbkoro 3acoby (iHwWi 3MiHW) -He3HauHi
peaakuiviHi 3MiHW, YTOUHEHHS | JONOBHEHHSI
cneumdikauii 13 3 meTolo NpuBeaeHHs 4o
3aTBepaKeHol cneundikauii BupobHuka M3. A
came JoAaHO PO3LUMPEHMI ONUC BUMOT 0
30BHILLHLOrO BUrNsAY (AogaHa iHopmalis npo
Bary Ta diameTp TabneTok), 4oAaHO NPUMITKM Ans
nokasHUKIiB «laeHTndikauisy, «OgHopigHICTb
[030BaHUX oauHuLb» Ta «CepegHsa maca
TabneTok» LWOoAO0 BiACYTHOCTI TECTYBaAHHS LIX
napamMeTpiB NPOTArOM TePMiHy NMPUAATHOCTI Ta
iHWIi pegakuinHi 3mMiHW. 3MiHM BHeCeHi B po3gin
"OcHoBHi hi3nko-ximivHi BnactTueocTi" B
iHCTPYKLiO AN MEOUYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby. BBegeHHs 3MiH npoTsirom 6-
TV MicsLiB nicns 3aTBepAKEHHS

56.

BETACEPK®

TabneTku no 24 mr:
no 10 TabneTok y
6nictepi, no 1 abo 5
GnictepiB y
KapTOHHIN ynakoBLi;
no 20 TabneTok y
6nictepi, no 1, 3 abo
5 BnictepiB y
KapTOHHIN ynakoBLi;
no 25 tabnetok y
6nicTepi, no 2 abo 4
Gnictepu B
KapTOHHIN ynakoBLi

ABGOTT
Xenckea
MpopakTc

B.B.

HinepnaH
an

MawinaH

JTabopaTtopisz CAC

®paHuia

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3minu | TMny - 3miHK 3 skocTi. FoTOBUIA NiKapCbKUiA
3aci6b. KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa y MeToAax BMnpobyBaHHSA roToBOro
nikapcbkoro 3acoby (HesHayHa 3miHa y
3aTBEpPAKEHUX METoAax BUNPOOyBaHHS) -
He3HauHi 3MiHn B MeTozi BunpobysaHHs M3 3a
nokasHukoM «laeHTudikauis 6etaricTuHy i
BM3HAYEHHs1 BMICTy BeTaricTuHy aurigpoxnopuay i
Oro NpoayKTiB Aerpagadii B Tabnetkax MeTogom
BUCOKOedeKTUBHOI xpomaTorpadpii» (METO[I 1),
Lo BigobpaxeHi B N. «TeCT Ha NpuaaTHICTb
cuctemmn» Ta «CtaHgapTusauis». BBegeHHs amMiH
NPOTArom 6-T MicsALIB NiCNS 3aTBEPOXKEHHS.
3miHu | TMny - 3miHK 3 sikocTi. FoTOBUIA NiKapCbKUIA
3aci6. KoHTponb roToBOro nikapcbkoro 3acoby.
3MiHa y MeTofax BUNPOByBaHHS roTOBOro
nikapcbkoro 3acoby (HesHayHa 3miHa y

3a
peuerimom

He
nidnsicae

UA/0489/01/03




33 [TponoBkeHHs AoaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1

3aTBepOKEeHVX MeTofax BUNpobyBaHHS) -
He3HayHi 3miHM B MmeTogi koHTponto 113 3a
nokasHukom «OOHOPIOHICTE 4030BaHNX OAMHULb.
OpHopigHicTe BMicTy» (MeTog Il, B). B HoBin
penakuii, BUPOBHMK He 3a3Ha4a€ KOHKPETHWUIA TN
Ta MapKy obnagHaHHs, a Takox Bugansie
AeTanbHuUi onuc eTany nonepeaHLoro
3BONOXEHHS. BBeaeHHs 3amMiH npoTsarom 6-Tu
MicsiLiB nicnst 3aTBepaKEHHS. 3MiHu | Tuny - 3miHn
3 akocTi. A®l. KoHTponb API. 3miHa y meTogax
BMNpobyBaHHsA APl abo BuxigHOrO
maTepiany/npoMixXHOro NpoaykTy/peareHTy, LWo
BUKOPUCTOBYETLCS Y npoueci BUpobHuuTea Ad|
(iHWi 3MiHM y MeTodax BUNPOByBaHHS (BKIOYa04n
3amiHy abo gonoBHeHHs1) APl abo
BUXIiQHOro/MPOMIDKHOTO NPOAYKTY) - HE3HAYHI 3MiHK
B MeTofi BUnpobysaHHss AD| 3a MOKasHMKOM
«3anuLIKoBi PO3YMHHMKMY, @ CaMme 3MiHW Yacy
YTPUMYBaHHS 3aM1LLIKOBUX PO3YMHHWUKIB Nig Yac
nepeBipKu1 NPMAATHOCTI CMCTEMU AN BUPOOHMKa
ZCL Chemicals Ltd., IHgis. OHoBRneHHs meToay
nonsrae y BU3Ha4YeHHi Yyacy yTpMMaHHs ans
MeTaHony, aLueToHy, isonponaHorny Ta
X1NopochopMy SIK LiNOro 3Ha4yeHHs, a He 4acoBOro
AianasoHy npuv nepesipLi NpUaAaTHOCTI CUCTEMM.
3MiHa € BAOCKOHamNEeHHsM nonepeaHboro MeToay
Ta CrpOLLYE AOro BUKOHAHHS.
3MmiHu | TUNYy - 3miHu 3 skocTi. APl. KoHTponb AdI.
3miHa y meToaax BunpobyBaHHa AD| abo
BVXifHOro MaTtepiany/npoMixHoro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoteci BupobHmuTea AP (iHWwi 3MiHK y meToaax
BUNpobyBaHHs (BKMoYakoum 3amiHy abo
ponoBHeHHs1) A®I abo BUXigHOro/mpoMixxHoro
npoaykTy) - 3MiHN B MeToAi BunpobysaHHs ADI
«Jomiwku. MgpoxiHoH» BUpobHuka ZCL
Chemicals Ltd., IHAis, a came nogoBXeHo Yac
xpomaTtorpadyBaHHsi 3 10 xBunuH 8o 20 XBUIWH
(w06 NobaunTn NOTEHUINHMIA Nik BEH30XIHOHY Ha
10 XBUMWHI); NPONOHYETLCSI AOAATKOBE BBEAEHHS
KOHTPOMBHOrO PO34MHY OEH30XiHOHY Ans
BM3HaYeHHS Yacy yTpumaHHs (6nmseko 10
XBUIWH); A0AAHO NPUMITKY LLOAO BUKOPUCTAHHS
OypLUTMHOBOrO CKMSIHOrO MOCYAY ANS 3aXMCTy
PO34MHIB Bif, CBiTNa Ta NOMICTUTH iX oApasy nicns
NPUroTyBaHHsI B aBTOMAaTUYHUIA Npo6oBiaGipHUK
npu 10°C; Boga anst BEPX 6yne
BMKOPVCTOBYBATUCH SK PO3UYMHHUK. TakoX AOAaHI
He3HauHi pefakuiviHi OHOBNEHHS SiK HAcNigoK
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[TponoBkeHHs AoaaTKa 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

nepeniyeHnx amiH. 3anponoHoBaHa 3MiHa €
BOOCKOHaNeHHsM nonepeaHbLoro Metoay 1a
CMPOLLYE MOro BUKOHAHHS. 3MiHM | Tuny - 3MiHu 3
sIKoCTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb
roTOBOro fnikapcbkoro 3acoby. 3miHa napameTpis
cneumndikauii Ta/abo JoNyCTUMMUX MEX rOTOBOrO
nikapcbKkoro 3acoby (iHLWi 3MiHW) -He3HauHi
peaakuivHi 3MiHW, yTOYHEHHS | AONOBHEHHSI
cneumdikauii M3 3 meTolo NpuBeaeHHs 4o
3aTBepAKeHoI cneundikauii BupobHuka M3. A
came foAaHO pO3LUMPEHUIA ONUC BUMOT A0
30BHILLHLOrO BUrNsAY (AogaHa iHopmalis npo
Bary Ta diameTp TabneTok), 4oAaHO NPUMITKM Ans
nokasHuKiB «laeHTndikauisy, «OgHopigHICTb
[030BaHUX oauHuLby» Ta «CepegHsa maca
TabneTok» WOoAO0 BiACYTHOCTI TECTYBaAHHS LIX
napamMeTpiB NPOTArOM TEPMiHy MPUAATHOCTI Ta
iHWi pegakuiriHi 3MiHW. 3MiHM BHeCeHi B po3ain
"OCHOBHI hi3nKo-xiMi4Hi BnacTueocTi" B
iHCTPYKLUiO AN MEOMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby. BeegeHHs1 3mMiH npoTsirom 6-
TN MiCALIB Nicns 3aTBepOKEHHS

57.

BETACEPK®

TabneTku no 8 mr:
no 15 tabnetok y
6nicTepi, no 2
6nictepu B
KapTOHHIN ynakoBLi;
no 30 TabneTok y
onictepi, no 1
6nictepy B
KapTOHHIN ynakoBLi;
no 25 tabnetok y
6nicTepi, no 4
Gnictepu B
KapTOHHIN ynakoBLi

ABGOTT
Xenckea
MpopakTc

B.B.

HigepnaH
an

MannaH
JTabopaTtopiz CAC

®paHuia

BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis:
3MiHn | TMny - 3MiHK 3 sKocTi. [OTOBMI Nikapcbkuii
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa y MeToAax BMnpobyBaHHSA roToBOro
nikapcbkoro 3acoby (He3HayHa 3miHa y
3aTBEpPAKEHUX MeToAax BUNPoOyBaHHS) -
He3HauHi 3MiHn B MeTozi BunpobysaHHs M3 3a
nokasHukoMm «laeHTudikauis 6etaricTuHy i
BM3HaYeHHs1 BMiCTy BeTaricTuHy auvrigpoxnopuvay i
Oro NpoayKTiB Aerpagadii B Tabnetkax MeTogom
BMCOKOedeKTUBHOI xpomaTorpadpii» (METOLI 1),
Lo BigobpaxeHi B N. «TeCT Ha NpuAaTHICTb
cuctemmn» Ta «CtaHgapTusauis». BBegeHHs 3aMiH
NPOTArom 6-T1 MicALIB MiCNS 3aTBEPOXKEHHS.
3minu | TMny - 3miHK 3 skocTi. FoTOBUIA NiKapCbKUiA
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.
3MiHa y MeTofax BUNPoByBaHHSI rOTOBOrO
nikapcbkoro 3acoby (HesHayHa 3miHa y
3aTBepAKeHVX MeTofax BUNpobyBaHHS) -
He3HauHi 3MiHu B meTogi koHTponto M3 3a
nokasHukom «OOHOPIAHICTE 4030BaHNUX OAWNHULb.
OpHopigHicTb BMicTy» (MeTog Il, B). B HoBin
penakuii, BUPOBHMK He 3a3Ha4ae KOHKPETHUIA TUN
Ta MapKy obnagHaHHs, a Takox Buaanse
AeTarnbHuUi onuc eTany nonepeaHLoro
3BOSOXEHHS. BBegeHHs 3MiH npoTsarom 6-tu
MicsLiB nicns 3aTBepAKeHHs. 3MiHu | Tuny - 3MiHK

3a
peuerimom

He
nidnsicae

UA/0489/01/01
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

3 akocTi. ADI. KoHTponb API. 3miHa y meTogax
BMNpobyBaHHsA APl abo BuxigHOrO
maTepiany/npoMixXHOro NpoayKTy/peareHTy, Lo
BUKOPUCTOBYETLCS Y Npoueci BUpobHuLTea AD|
(iHwWi 3MiHM y MeTofax BUNPoByBaHHs (BKMHOYaoUm
3amiHy abo gonoBHeHHs1) A®I abo
BUXIiQHOro/MPOMIDKHOTO NPOAYKTY) - HE3HAYHI 3MiHK
B MeTopAji BUNpobyBaHHA AD| 3a nokasHUKOM
«3anuLWKoBi PO3YNMHHUKNY, @ cCaMe 3MiHW Yacy
YTPUMYBaHHS 3aMMLLKOBUX PO3YMHHWMKIB Nif Yac
nepeBipkv NPUAATHOCTI cUCTemu Ans BUPobHMKa
ZCL Chemicals Ltd., IHgis. OHoBRneHHs meToay
nonsrae y BU3Ha4YeHHi Yyacy yTpuMaHHs ans
MeTaHony, aueToHy, isonponaHorny Ta
XNopodopMy SIK LiNoro 3Ha4yeHHs1, a He YacoBOro
fianasoHy Npu nepesipLi NpuaaTHOCTi CUCTEMWN.
3MiHa € BAOCKOHANEHHAM MonepeaHbOoro MeToay
Ta CrpOLLYyE AOro BUKOHAHHS.
3MinHun | Tuny - 3miHm 3 sikocTi. A®I. KoHTponb ADL.
3miHa y meTogax BunpobyBaHHs AD| abo
BUXigHOro MaTepiany/npoMixHoro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoteci BupobHuuTea AP (iHwi 3MiHK y meToaax
BUNpobyBaHHs (BKNtoYaoun 3amiHy abo
ponoBHeHHs) A®I abo BUXigHOro/npoMixxHoro
npoaykTy) - 3MiHN B MeToai BunpobysaHHs ADI
«[Jomiwwku. MgpoxiHoH» BUpobHuka ZCL
Chemicals Ltd., IHAis, a came nogoBXeHo Yac
xpomaTtorpadysaHHsi 3 10 xBunuH 1o 20 XBUIWH
(o6 NobauMTM NOTEHUINHMI Nik 6EH30XIHOHY Ha
10 XBUNWHI); NPONOHYETLCSI AOAATKOBE BBEAEHHS
KOHTPOMBHOrO PO34MHY OEH30XiHOHY Ans
BMU3HaAYEHHS Yacy yTpuMaHHsi (6nmsbko 10
XBUIWH); A0AaHO NPUMITKY LLOAO BUKOPUCTAHHS
OypLUTMHOBOrO CKMSHOrO MOCYAyY ANS 3aXMCTy
PO34MHIB Bif CBiTNa Ta NOMICTUTH iX oApasy nicns
NPUroTyBaHHs1 B aBTOMaTUYHUIA NpoboBiaGipHUK
npu 10°C; Boga anst BEPX 6yne
BUKOPUCTOBYBATUCA SIK PO3YNHHUK. TaKoX AOAaHi
He3HauHi pedakuiiHi OHOBNEHHS SIK HACNIgoK
neperniyeHnx 3miH. 3anponoHoBaHa 3MiHa €
BAOCKOHAreHHsIM nornepeaHbLoro MeToay Ta
CnpoLLye NOro BUKOHaHHS. 3MiHu | Tuny - 3MiHu 3
sKocTi. [oToBMIA nikapcbkuii 3aci6. KoHTpornb
roToBOro nikapcbkoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo gONyCTUMUX MEX roTOBOro
nikapcbKoro 3acoby (iHLWi 3MiHW) -He3HayHi
pefakuiiHi 3MiHW, YTOUHEHHS | JONOBHEHHSI
cneuudikauii M3 3 MeTol NpUBEAEHHS A0




36 [TponoBkeHHs AoaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
3aTBepAKeHoI cneundikauii BupobHuka M3. A
came foAaHO pO3LUMPEHWIA ONUC BUMOT A0
30BHILLHLOrO BUrMSAY (AogaHa iHpopmalisi npo
Bary Ta diameTp TabneTok), 4oAaHO NPUMITKM Ans
nokasHUKIiB «laeHTndikauisy», «OgHoOpIgHICTb
[030BaHNX oauHULbY» Ta «CepegHsa Maca
TabneTok» WO BiACYTHOCTI TECTYBaHHS LX
napamMeTpiB NPOTArOM TEPMiHy NPUAATHOCTI Ta
iHWi pegakuiriHi 3MiHW. 3MiHM BHeCeHi B po3gain
"OCHOBHI (hi3nKo-XiMi4Hi BacTneocTi" B
iHCTPYKLUiO AN MeQMYHOro 3aCTOCYBaHHSI
nikapcbkoro 3acoby. BeegeHHs1 3mMiH npoTsirom 6-
TN MiCALIB Nicns 3aTBepOKEHHS
58. | BET®EP 1A NMOPOLLOK ANA TOB "®3 YkpaiHa TOB "®3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/15462/01/01
nncC po3umHy ans iH'ekuin | "BIOPAPMA "BIOGAPMA" 3MiHuM | Tuny - 3MiHK 3 akocTi. ASl. BupobHuuTBo. peuenmom
no 6000000 MO (30 " 3MmiHa BUpoGHMKa BUXiQHOTrO/MPOMIXKHOMO
MKr); 1 conakoH 3 npoayKTy/peareHTy, WO BUKOPUCTOBYIOTLCS Y
NMOPOLLKOM Y BUpobHM4omy npoueci A®I, abo amiHa BUpobHMKa
KoMnnekTi 3 1 (BKntovarouun, ge HeobxigHo, MicLe NnpoBeaeHHs
aMnynoto 3 KoHTponto skocTi) A®I (3a BigcyTHOCTI
PO34YMHHMKOM Mo 1 cepTudikaTa BignoBigHOCTI €Bponeiichbkii
mn (Boga ons capmakonei y 3aTBepmxeHOMY LOCbE)(3MiHM 80
iH'EKLiN cTepunbHa) 3axofis, noe's3aHnx 3 KoHTponem A®I, abo
y GnicTepi; no 1 [oaaBaHHA OinbHULI, Ae NpoBOANUTLCA
6nictepy y nauyui 3 KOHTpOnb/BUNpobyBaHHs cepii) - BHeceHHs 3MiH
KapTOHY; 4 onakoHu 0o p.3.2.5.2.1 BupobHuku, a came- AogaBaHHSA
3 NMOPOLLKOM Y iHcpopMmawii npo koHTpakTHY nabopatopito (Chelab
KOMMnNekTi 34 S.r.l, Itanis), B sikiil 30iICHIOETLCA BUKOHAHHSI
amnynammu 3 TecTy «laeHTndikauis, n. 2.3, po3noain isogopm,
PO34MHHMKOM MO 1 €D 2.2.43»
mn (Boga ansi
iH'eKkUin cTepunbHa)
y 6nicTtepi; no 1
6nictepy y nauyui 3
KapTOHY
59. | BET®EP 1A MOPOLLIOK ANs TOB "®3 YkpaiHa TOB "®3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a - UA/15462/01/01
nnoc po3uuHy ansi iH'ekuin | "BIOPAPMA "BIO®APMA" 3MiHu | TUny - 3MiHK 3 sKocTi. FoTOBMIA NiKapCbKuiA peuenmom

no 6000000 MO (30
MKr); 1 conakoH 3
MOPOLLKOM Yy
KOMMmeKTi 3 1
amnynoto 3
PO34MHHMKOM Nno 1
mn (Boga ans
iH'eKLiN cTepunbHa)
y 6nicTtepi; no 1
onictepy y nayui 3
KapToHy; 4 donakoHu
3 MOPOLLKOM Y

3aci6. CuctemMa KoHTelHep/3aKynopioBanbHUi
3acib. 3MiHa y MmeToax BUNpoOyBaHHsI NEPBUHHOT
yNaKkoBKM rOTOBOrO MikapCbKoro 3acoby (He3HauHi
3MiHM y 3aTBEpOXXEHNX MeToAax BUNpobyBaHb) -
BHeceHHs 3MiH go p.3.2.P.7 Cuctema
KOHTEeWHep/3aKynoptoBanbHuUiA 3acio y
cneundikauito BxigHoro koHTponto Cn. 5.14-01-
319 «[Mpobku rymoBi Ans niodinbHOI cyLuKkn», a
came - gogaHo iHdopmaLito Wwoao metoay
KOHTpOnto «LIMHK, WO eKkcTparyeTbesa»:
[AeTanizoBaHo NPUroTyBaHHsi €TarioHHUX PO34UHIB,
HaBe[eHO po3paxyHkoBy dopmyny; 3minu | Tuny -
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[TponoBkeHHs AoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
KOMMIeKTi 3 4 3MiHu 3 skocTi. FoTOBMIA Nikapcbkuii 3aci6.
amMnynamu 3 CucTema koHTenHep/3akynoproBarnbHuii 3acib.
PO34YMHHMKOM MO 1 3MiHa y MeTofax BUNpobyBaHHsI NEPBUHHOT
mn (Boga ans yMakoBKM rOTOBOrO NikapCbKoro 3acoby (He3HauHi
iH'EKLiN cTepunbHa) 3MiHW Y 3aTBEpKEHNX MeTofax BunpobyBaHb) -
y GnicTepi; no 1 BHeceHHs1 3amiH go p.3.2.P.7 Cuctema
6nictepy y nayui 3 KOHTeNHep/3akynoptoBanbHuii 3acio y
KapToHy cneuudikauito BxigHoro koHTponto Cn. 5.14-01-
319 «[Mpobku rymoBi Ans nioginbHOI CyLLKn», a
came - BUNpPaBIIEHHSI TEXHIYHOT NOMUIIKN B MeTOSj
KOHTpOrto «[po30piCTb PO34MHY»
60. | BIOKJIOT A® niocpinizat ans TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHs1 3MiH O peecTpauiiHMX maTepianis: 3a - UA/16249/01/02
po3unHy ans iH'ekuin | "BIOPAPMA MNTA3MA", YkpaiHa 3MiHuM | TUNYy - 3MiHK 3 akocTi. FoToBUIA NikapCbKKi peuenmom
no 500 MO; 1 MNA3MA" (BMpOGHMLTBO, 3aci6. KoHTponb roToBOro nikapcbkoro 3acoby.
hnakoH 3 nepBUHHE Ta 3miHa y MeTogax BUNpobyBaHHS rOTOBOrO
nioginizatom y BTOPUHHE nikapcbkoro 3acoby (HeaHayHa 3miHa y
KOMMMEKTi 3 nakyBaHHs1, BUMYCK 3aTBepMKeHNX MeTofax BUNpobyBaHHs). 3miHa y
PO34MHHKKOM (BOAA Ccepilt; KOHTPOrb MeToAuLi NPOBeAEHHSI BUNPOOyBaHHS 3a
ans iH’ekuin) no 10 SIKOCTI) nokasHWMKOM HaTpin y 3B's13Ky 3i 3MiHOO
MmN y donakoHi; no 1 obnagHaHHsA, a came: aToMHO-abcopOLuinHoro
cnakoHy 3 cnektpomeTpy PinAAcle 900 T Perksn Elmer, USA
nioginizatom Ta no Ha aHanoriYyHuin aToMHo-abcopbuiiHuii
1 donakoHy 3 cnektpomeTp contrAA800D, Analytik Jena,
PO3YMHHUKOM Pa3om Germany, 6e3 3MiHM KpUTepiiB NPUNHATHOCTI Ta
i3 3acobamu ans mMeToay BUNpobyBaHHsI
PO3YMHEHHS Ta
BBeAeHHs (1
dinbTp, 1 Wnpuy
04HOpa3oBun 3
ronKkor ANs iH eKkuin,
1 kpunbyata
iHdpysinHa cuctema)
y nayui 3 KapToHy
61. | BIOKNOT A® niogpinizat Ans TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a - UA/16249/01/03
po3uuHy ans iH’ekuin | "BIOPAPMA MNA3MA", YkpaiHa 3MiHn | TUny - 3MiHK 3 gKocTi. FoToBMIA NiKapCbKUIA peuernmom
no 1000 MO, 1 MNA3MA" (BupoBHULTBO, 3acib. KoHTponb rotToBoro nikapcbkoro 3acoby.
hnakoH 3 nepBUHHE Ta 3miHa y MeTogax BUNpobyBaHHS rOTOBOrO
niocpinizatom y BTOPUHHE nikapcbKoro 3acoby (He3HayHa 3miHa y
KOMMMEKTi 3 nakyBaHHs1, BUNYCK 3aTBEpOKEHMX MeTofax BUNpobyBaHHs1). 3miHa y

PO34MHHMKOM (BOAA
ons iH'ekuin) no 10
My donakoHi; no 1
dnakoHy 3
niocpinizatom Ta no
1 donakoHy 3
PO3YMHHMKOM pa3om
i3 3acobamu ans
PO3YMHEHHS Ta
BBeAeHHs (1

cepii; KOHTpOnb
AKOCTI)

meToAawLi NpoBefeHHs BUNpobyBaHHS 3a
nokasHuKom Hartpivi y 3B'a3ky 3i 3MiHOMO
obnagHaHHs, a came: aToMHo-abcopbuinHoro
cnektpomeTpy PinAAcle 900 T Perksn Eimer, USA
Ha aHanoriyHui aToMHo-abcopbLinHniA
cnekTpomeTp contrAA800D, Analytik Jena,
Germany, 6e3 3MiHN KpUTEpIiB NPUAHATHOCTI Ta
mMeToAy BUNpobyBaHHs
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GinbTp, 1 Wnpwuy
04HOpa3oBun 3
ronKow Ans iH’ekuin,
1 kpunbyaTta
iHpysinHa cuctema)
y nayui 3 KapTOHy
62. | BIOKNOT A® nioginizat Ansa TOB Ykpaina TOB "BIO®APMA Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/16249/01/01
po3uunHy ans iH’ekuin | "BIOPAPMA MNA3MA", YkpaiHa 3MiHN | TURY - 3MiHK 3 gKocTi. [oToBUIA NiKaPCbKUIA peuernmom
no 250 MO, 1 MNA3MA" (BMPOGHULTBO, 3aci6. KoHTponb roToBOro nikapcbkoro 3acoby.
hnakoH 3 nepBUHHE Ta 3miHa y MeTogax BUNpobyBaHHS roTOBOro
niodpinizatom y BTOPUHHE nikapcbkoro 3acoby (He3HayHa 3MiHa y
KOMMMEKTi 3 nakyBaHHs, BUNYyCK 3aTBepOKEeHNX MeTofax BUNpobyBaHHs). 3MiHa y
PO34MHHKKOM (BOAA cepilt; KOHTPOrb MeToAMLi NPOBeAEHHSI BUNPOOYBaHHS 3a
ans iH'ekyin) no 5 SIKOCTI) nokasHMKoM HaTpii y 3B'si3ky 3i 3MiHOO
Mn 'y cpnakoni; no 1 obnagHaHHs1, a came: aToMHo-abcopbuinHoro
nakoHy 3 cnektpomeTpy PinAAcle 900 T Perksn Elmer, USA
nioginizatom Ta no Ha aHanoriYyHni aToMHo-abcopbLinHnA
1 conakoHy 3 cnektpomeTp contrAA800D, Analytik Jena,
PO34YMHHUKOM Pa3om Germany, 6e3 3MiHM KpUTepiiB NPUNHATHOCTI Ta
i3 3acobamu ans mMeToAy BUNpobyBaHHS
PO3YMHEHHS Ta
BBeaeHHs (1
GinbTp, 1 wWnpwuy
OAHOpPa3oBuN 3
ronkor Ans iH ekuin,
1 kpunbyara
iHdpysinHa cuctema)
y nayui 3 KapToHy
63. | BI-MPEHENIA® | Ttabnetku no 4 mr/5 TOB YkpaiHa MAT YkpaiHa BHECEHHS 3MiH JO peeCcTpaLiiHUX maTepianis: 3a He UA/17826/01/01
mr, no 10 TabneTok "APTEPIYM "KniBmegnpenapat", 3MmiHu | TUNy - 3miHun Wwopo 6e3nekn/edeKTUBHOCTI peuenmom | nidnsizae
y bnicTepi, no 3 nTa" YKkpaiHa (nakyBaHHS Ta dhapmakoHarnsagy. 3miHa y KopoTKin
6nictepu y nayui 3.in bulk dipmu- XapaKTepucTuLi nikapcbkoro 3acoby, TekcTi
BUpOGHVKa Agamen MapKyBaHHS Ta iHCTPYKLUii Ans Megnu4Horo
dapma C.A., 3acToCcyBaHHS Ha MigcTasi perynspHo
MonbLa) OHOBJTHOBAHOrO 3BiTy 3 6e3nekun Nnikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHS
nikapcbkoro 3acoby B nicnspeecTpaLiiHuin nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTY 3 AOCHIAXKEHb,
nNpoBeAeHWX BiAnoBigHO 40 NnaHy negiatpuyHux
pocnimxeHs (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHUM YNOBHOBaXX€HUM OpraHoM)
3MiHu BHeceHi Ao IHCTpykKUii Ans MeaMyHoro
3acTocyBaHHs Nnikapcbkoro 3acoby Ao po3ainy
"Mepeno3yBaHHs" WoA0 Ge3nekn 3acToCyBaHHs
BignoBigHo o pekomeHaalii PRAC. BeeaeHHs
3MiH NPOTSArom 6-TW MiCAILIB NiCNs 3aTBEPAXKEHHS.
64. | BI-NPEHENIA® | tabnetku no 8 mr/10 TOB YkpaiHa MAT YkpaiHa BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: 3a He UA/17826/01/02
mr no 10 Tabnetoky | "APTEPIYM "KuiBmegnpenapat", 3miHu | TUNYy - 3miHK Wwopo 6e3nekn/edekTUBHOCTI peuenmom | nidnsizae
6nictepi, mo 3 nTa" YkpaiHa Ta dpapmakoHarnsay. 3miHa y KOpoTKin
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Gnictepu y nayui (nakyBaHHS 3 in bulk XapaKTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
hipmu-BrpoBHUKa MapKyBaHHS Ta iHCTPYKUiT ANA Mean4Horo
Apnamveg ®apma 3aCTOCyBaHHA Ha NigcTasi perynsapHo
C.A., MNonbLa) OHOBJIHOBAHOrO 3BiTy 3 6Ge3nekun Nikapcbkoro
3acoby, abo gocnimkeHb 3 6e3nekn 3aCTOCyBaHHS
nikapcbkoro 3acoby B nicnsapeecTpauiiHuin nepiog,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 4OCHiAXEHb,
npoBeaeHVX BiANOBIAHO A0 MnaHy neaiaTpuyHnX
pocnigpkeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHUM OpPraHoMm)
3MiHM BHeCeHi Ao IHCTpyKUii Anst MeanyHoro
3acTocyBaHHS Nnikapcbkoro 3acoby Ao po3ainy
"Mepeno3yBaHHs" WoA0 Ge3nekn 3acTocyBaHHs
BignoBigHo Ao pekomeHaauin PRAC. BBeaeHHsi
3MiH NPOTAroM 6-Tn MicALIB NicNs 3aTBEPOKEHHS.
65. | BI®POH® CKIH PO34MH HaLLKipHWIA 1 TOB "MIBE YkpaiHa Mibe M'm6X HimeuyunHa BHECEHHs1 3MiH O peecTpauiiHMX maTepianis: 6e3 nidnsicae UA/13616/01/01
%; no 15 abo 35 mn YKPAIHA" ApuHanimiTTens 3MiHM | Tuny - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI peuenma
PO34MHY Y (OIIaKOHi- Ta hapmakoHarnsaay (iHwi amiHn) - 3MiHM BHeCeHO
KpanenbHuui, no 25 00 IHCTPYKUiT 4Nna MegMyHOro 3acTocyBaHHs
M — y cpnakoHi- nikapcbkoro 3acoby Ao po3sainis "®apmakonoriyHi
cnpei 3 [o3aTopoMm, BnactmeocTi" nigpo3sginu "®apmakogmHamika" Ta
no 1 cdonakoHy y "®apmakokiHeTuka", "OcobnmBocTi 3acTocyBaHHs",
KapTOHHIN nayui "3acTocyBaHHS y nepioa BariTHOCTi abo rogyBaHHs
rpyaato”, "Cnocib 3actocyBaHHs Ta 4o3n",
"MobiyHi peakuii”, a came pefaryBaHHs TEKCTy Ta
YTOUHEHHS iHdopMaLlii B 3a3HaYeHMX po3Ainax.
TepmiH BBEOEHHS 3MiH - NPOTAroM 6 Micauis nicnsa
3aTBEPAKEHHS
66. | BILUKNON Tabnetku no 25 mr, BenmxiHr Kutan BevmxiHr KOHioH Kutan BHECEHHS 3MiH JO peeCcTpaLiiHUX maTepianis: 3a - UA/1736/01/01
no 9 TabneTtok y tOHioH dapmacbioTikan 3minu | TMny - 3miHK 3 skocTi. FoTOBUIA NiKapCbKUiA peuenmom
6nicTepi; no 2 dapmacbioTi PekTopi ITTA 3aci6. Cuctema KoHTelHep/3aKynopioBanbHUi
onictepu B navui kan ®dekTopi 3aci6. 3miHa nocTavanbHMKa nakyBarnbHUX
nTa maTepianis abo KOMMNEKTYIOUUX (SKLLO 3a3Ha4YeHo
B Aocbke) (3amiHa abo foAaBaHHsA nocTayarnbHuKa)
[o4aBaHHA anbTepHATMBHOMO NocTavarnbHUKa
NepBUHHOI YNakoBKW, a caMme antoMiHieBoi ponbru
(6nictep) Jiangsu Zhongjin Matai Medicinal
Packaging Co., Ltd., China.
67. | BILKKNON TabneTtku no 25 wmr; BenpxiHr Kutan BenpxiHr KOHioH Kutan BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis: 3a - UA/1736/01/01
no 9 TabreTok y tOHioH dPapmacbioTikan 3MiHM | Tuny - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI peuenmom
6nictepi; no 2 dapmachHoTi DexTopi JITO Ta hapmakoHarnsgy. BeeaeHHs abo 3miHu oo
Gnictepu B navui kan ®ekTopi y3aranbHeHUX AaHux npo cuctemy
nTa tbapmakoHarnsgy (BBe4eHHs y3ararnbHEHUX AaHUX

npo cuctemy capmakoHarnagy, amiHa
yrnoBHOBaxeHoi ocobu, BignoBiganbHoi 3a
3AiCHEeHHs hbapmakoHarnsgy; KOHTakTHoOT ocobu 3
hapmakoHarnagy 3asBHUKA ANS 30iNCHEHHS
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
Bif] yNnoBHOBa)keHOi ocobw, BignoBiganbHoi 3a
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3aiicHeHHs chapmakoHarnsgy (BkoYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y pPO3MiLLeHHI
MacTep-canna cuctemm hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0cobu 3asiBHUMKa,
BiAnoBiganbHoI 3a papmakoHarnag B YKpaiHi.
[itoua pepakuis: Wuronesa MapiaHHa BikTopiBHa.
MponoHoBaHa peaakuis: WWynby Onbra CepriiBHa.
3MiHa KOHTaKTHMX JaHWX KOHTaKTHOI 0cobu
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsag B
YkpaiHi. 3miHa MicLie3HaxomKeHHs MacTep-danna
cvucTeMu hapmakoHarnsagy 1a uoro Homepa
68. | BIIIC® PO34MH oparnbHui 1 AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHs1 3MiH JO peecTpauiHMX maTepianis: 3a - UA/17819/01/01
mr/mn no 100 mny "dapmak” 3MiHu Il Tuny - 3miHn 3 sikocTi. AL, KoHTponb AdI. peuenmom
donakoHi 3 3miHa y napameTpax cneuudikadiv Ta/abo
apgantepom abo 6e3 OONyCTUMMUX MEX, BU3HAYEHNX Y crieumdikaLisx
apanTepa, no 1 Ha A®I, abo BMXiaHMA/MPOMIXKHWIA
hnakoHy 3i npoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
LUNPULLOM- npoueci BupobHuuTea A®I (iHwWi 3MiHK)
[03aTopoMm Yy navui - oHoBneHHst IM® Ha APl PynataguHy doymapat
BupobHuka Tyche Industries Limited, IHais
3arteepokeHo: DMF-RPF/CTD(0)/003 (EP),
February 2018 3anpono+HosaHo: DMF-
RPF/CTD(0)/003R1 (EP), July 2020.
69. | BNTOKNEWH PO34MH AN iH'EKUIN, MpuBaTHe YkpaiHa MNpuBaTHe YkpaiHa BHECEHHS 3MiH 0O peecTpaLinHuX maTepianis: 3a He UA/18960/01/01
30 mr/mn, no 1 mn B akuioHepHe akuioHepHe 3minn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI peuenmom nidnseae
amnyni; no 5 amnyn TOBapucCTBo TOBapuCTBo Ta dhapmakoHarnsaay. 3miHa y KopoTKin
y 6nicTtepi; no 1 abo "Nekxim- "Nekxim-Xapkis" XapakTepucTuL NikapcbKoro 3acoby, TeKCTi
no 2 6nictepu B Xapki" MapKyBaHHS Ta iHCTPYKUii ANS MEeANYHOro
nayui; no 1 Mn B 3aCTOCYBaHHS Ha MiacTaBi perynsipHo
amnyni no 100 OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro
amnyn B navui 3acoby, abo gocniaxeHb 3 6e3neky 3aCToCyBaHHS
nikapcbkoro 3acoby B nicnsapeecTpauinHui nepioa,
abo sk pe3ynbTaT OUiHKM 3BITY 3 AOCHIAKEHb,
npoBeAeHNX BiANoBIgHO A0 NnaHy negiatpudHnx
pocnimkenrs (PIP) (3miHy y3rogpkeHo 3
KOMMETEHTHUM YNOBHOBAaXXEHUM OpraHoM) 3miHu
BHECEHO B |HCTPYKLjt0 AN MeANYHOro
3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy
"3acTocyBaHHs y nepiog BariTHOCTi abo roflyBaHHs
rpygao” BignosigHO 40 OHOBREHO! iHpopmaii
oo 6e3nekn 3acTocyBaHHS Ljil040I Pe4OBUHU
3rigHo 3 pekomeHaauieto PRAC. BeeeHHs 3MiH
NpoTArom 6-Tn MicsAUIB NicNs 3aTBepA>KEHHS
70. | BOTOKC® MOPOLLIOK AN AnnepraH IpnaHais AnnepraH IpnaHais BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a - UA/16656/01/02
KOMMIEKC po34MHy Ans iH'ekuin | PapmacbioTi dapmachbioTikans 3MiHu | TUnNY - 3MiHK 3 sikocTi. FoTOBMIA NiKapCbKUiA peuenmom
BOTYNIHIYHOI | no 200 ognHuub- Kan3 IpnaHpis 3aci6. 3MiHn y BUpoGHMUTBI. 3MiHa po3mipy cepii
O TOKCUHY AnnepraH; 1 Ipnangis (BKMOYaOUM gianasoH po3Mipy cepii) roToBOro
TUNYy A (Bia (hrnakoH 3 MOPOLLKOM nikapcbkoro 3acoby (Macltab ans nikapcbkoro
CLOSTRIDIUM B KapTOHHII kopobui 3acoby 6ionoriyHOro/iMyHONOriYHOro NOXoAXKEeHHS
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BOTULINUM) 36inbLmBCsA/3MeHLLNBCS 6e3 3MiHN BUPOBHMYOTO
npouecy (Hanpwvknag ay6noBaHHs niHii)) -
BBEJEHHS [0AaTKOBOro po3mipy cepii Ans
roToBOro fikapcbkoro 3acoby 200 oanHULb —
AnnepraH, 15 n. (65,000 cdnakoHis) Ans
nogaartkoBoi 6yaieni, Biologics 2 (B2), y mexax
3aTBEpPAKEHOT BUPOOHMYOI OiNsiHKM rOTOBOro
nikapcbkoro 3acoby. (3aTBepmkeHo: 7,5 n;
3anponoHoBaHo: 15 n. (65,000 dnakoHiB)
71. | BOTOKC® NMOPOLLOK Anst AnnepraH Ipnangis AnnepraH Ipnangis BHECEHHS1 3MiH O peecTpaLiHMX maTepianis: 3a - UA/16656/01/01
KOMIMJIEKC po3unHy Ans iH'ekuin | PapmacbtoTi dapmacbtoTikans 3MiHN | TURY - 3MiHK 3 SKocTi. [oToBMIA NiKaPCbKUIA peuenmom
BOTYNIHIYHOI | no 100 oanHuub- Kan3 Ipnangis 3aci6. 3MiHM y BUpoBHUUTBI. 3MiHa po3mipy cepii
O TOKCUHY AnnepraH; 1 Ipnangis (BKroYatoumM gianasoH po3Mipy cepii) roToBoro
TANY A (BIg nakoH 3 MOPOLLKOM nikapcbKkoro 3acoby (macwrtab ans nikapcbkoro
CLOSTRIDIUM B KAPTOHHI Kopobui 3acoby 6ionoriyHoro/iMyHONor4YHOro NOXO4KEHHS
BOTULINUM) 36inbLumBCsA/3MeHLLNBCS 6€3 3MiHU BUPOBHMYOTO
npouecy (Hanpvkniag Ay6noBaHHS MiHii)) -
BBEAEHHSA 40OATKOBOro po3mipy cepii ans
roToBOro fikapcbkoro 3acoby 200 oanHMLb —
AnnepraH, 15 n. (65,000 cdonakoHiB) Ans
nogartkoBoi 6yaieni, Biologics 2 (B2), y mexax
3aTBEepAKEHOI BUPOOHMYOI OiNsIHKA rOTOBOro
nikapcbkoro 3acoby. (3atBepmpkeHo: 7,5 n;
3anponoHoBaHo: 15 n. (65,000 dnakoHiB)
72. | BPETAPIC® NOpOLUOK ANs BEPJIH- HimeyuunH IHpacTpiac IcnaHis BHECEHHS1 3MiH JO peEeCTpaLiiHUX maTepianis: 3a He UA/15568/01/01
IKEHYENP® iHransuin, 322 XEMI Al a dapmaceyTikac 3MiHn | TMNy - AgMiHiCTpaTMBHI 3MiHW. 3MiHa peuenmom nidnseae
mkr/go3y; no 30 gos Anwmipan C.A. HaliMeHyBaHHs Ta/abo agpecu micus

MOPOLLIKY B
iHransiTopi; no 1
iHransaTopy B
nnacTyKkoBOMy
nakeTi B kopobui 3
KapToHy; no 60 fo3
MOPOLLKY B
iHransTopi; no 1 abo
no 3 iHranaTopu B
nnacTKoBoMy
nakeTi KOXeH Yy
kopo6Lii 3 KapTOHY

NPOBaXXeHHS AiANbHOCTI BUPOBHMKa (BKIOYaoyu,
3a HeobXiAHOCTI, MiCLie MPOBEeAEHHS KOHTPOT0
sikocTi), abo BnacHuka macTtep-anna Ha AP, abo
nocrtayanbHvka Adl/BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
3acTocoBykoTbCS Y BUPOOHULTBI ADI (sIKLL0
3a3Ha4YeHo y 40CbE Ha NnikapcbKuii 3acid) 3a
BiCYTHOCTI cepTudikaTa BignoBigHoCTi
€Bponeicbkin hapmakonei y 3aTBepaXeHoMy
nocbe, abo BUpobHUKa HOBOI JOMOMIXXHOT
PEYOBUHM (SIKLLIO 3a3HAYEHO Y A0CbE) 3MiHa
appecu ginsHuui RANKE QUIMIKA, S.A,,
BiAMNOBiganbHOI 3a XiMiYHWI cuHTE3 (eTanu A, B Ta
C), mMikpoHi3aLjto Ta KoHTponb sikocTi A®I, 6e3
3MiHU MicLs BUPOGHUUTBA. 3MiHK | Tuny -
AaMiHicTpaTMBHI 3MiHW. 3MiHa HallMEHYBaHHSI
Ta/abo agpecu MicLA NPOBaKEHHS OiSANbHOCTI
BMPOOHWKa/imnopTepa roToBoro nikapcbKoro
3acoby, BKMoYa4m AinbHuUL BUnycky cepii abo
MicLie NPOBEAEHHSA KOHTPOJSIO AKOCTI. (LisNbHICTb,
3a AKy Bignosigae BUpoGHMK/iMnopTep,
BKI1H0YaK4M BUMYCK Cepiit)
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3miHa agpecu ginbHuui INDUSTRIAS
FARMACEUTICAS ALMIRALL, S.A,,
Bif4NoOBiganbHoi 3a BUPOGHULTBO, MEPBUHHE Ta
BTOPWHHE NaKyBaHHs, MapKyBaHHS, KOHTPOIb y
npoueci BUpobHULTBA, KOHTPOMb Ta BUMYCK cepil
113, 6e3 3MiHM Mmicus BUpOGHMLTBA. 3MiHN
BHECEHO B iHCTPYKLUIO ANs MegnyHoro
3aCTOCYBaHHS fikapcbKoro 3acoby y po3pain
«MicuesHaxomkeHHs BUpobHMKa Ta agpeca Micus
NpoBaZXXeHHA NOro AisnbHOCTI» 3 BiANOBIGHUMMN
3MiHaMK y TEKCTi MapKyBaHHS yNaKoBKN
nikapcbkoro 3acoby. 3miHu | Tuny -
AOMiHiCTpaTUBHI 3MiHW. 3MiHa HallMeHyBaHHS
Ta/abo agpecu MicLs NPOBaMKEHHST OiANbHOCTI
BUPOGHMKaA (BKMOYaoum, 3a HEOOXiAHOCTI, MicLe
NpoBeAeHHSs! KOHTPOIIO sIKOCTi), abo BNacHWka
mactep-tarnna Ha A®|, abo noctayanbHuka
Adl/BuxigHoro matepiany/peareHTy/npoMixxHOro
NPOAYKTY, L0 3aCTOCOBYOTLCS Y BUPOOHULTBI ADI
(SKLLO 3a3HaYeHo y AOCbE Ha MikapCbKui 3acib) 3a
BiACYTHOCTI cepTudikaTa BianoBigHOCTI
€BponeiickKii hapMakonei y 3aTBepaKeHoMy
nocbke, abo BUpobHMKa HOBOI LOMOMIXKHOT
PEYOBUHM (SIKLLO 3a3Ha4eHo Y Aocbe) 3MiHa Ha3BKn
nocrayanbHuKa BUXigHOro Matepiany 2-
6pomoTiodheH (BuUXiaHMIA maTepian, Lo
BUKOPWUCTOBYETLCS Y BUPOOHULITBI
MiKpOHi30BaHOro ankiauHito 6pomigy), y 3B’a3Kky 3
OHOBIeHHAM MacTep-danny Ha APl 3aTBepaxeHo
Jiangxi Renming Pharmaceutical Co. Ltd.
3anponoHoBaHo Jiangxi Yangfan New Materials
Co. Ltd. 3miHn | Tuny - 3miHn 3 axocTi. ADI.
KoHTponb A®I. 3miHa y napameTpax cneumdikaLin
Ta/abo [oMyCTUMUX MeX, BUSHAYEHUX Y
crneundikauisx Ha A®l, abo BUXigHUA/NPOMIXKHWIA
NpoAYKT/peareHT, L0 BUKOPUCTOBYHOTLCS Y
npoueci BupobHmuTea AdI (iHwi 3MiHK) BHeceHHs
3MiH 8o p.3.2.S.2.3.3 «KoHTpornb matepianis — 3-
(R)-xiHyknignHomn», a came- 3MiHa JONMYCTUMUX
Mex ans n. «OnTuyHe obepTaHHs» 3 -46° oo -42°
Ha -47° fo -42°, y 3B’13Ky 3 OHOBIIEHHAM MacTep-
dainy Ha ADL. 3miHu | TNy - 3miHK 3 AkocTi. ADI.
KoHTponb A®l. 3miHa y meToaax BUNpobyBaHHs
A®I abo BuxigHoro matepiany/npomMixkHoro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCH Y
npoueci BupobHuuTea ADI (iHWi 3MiHM y MeToaax
BMNpobyBaHHs (BKo4aoum 3amiHy abo
nornoBHeHHs1) A®I abo BMXigHOro/MpoMixKHOro
npoaykTy) BHeceHHs 3miH go p.3.2.S5.2.3.6
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«KoTponb matepianis — Tonyony, a came — 3miHa
mMeToay aHanidy Tonyony (3amiHa KOMOHKN 3i
CKMNSIHOK Hacaako, Kol binbLue Hemae B
npogaxy, Ha HaniBkaninspHy KOMoHKY). 3MiHu |
Tuny - 3MiHK 3 sIKocTi. FOTOBWI Nikapcbkuii 3acib.
Cuctema KoHTelHep/3aKynoptoBarnbHUiA 3aci6.
3MiHa y NepBMHHIN yNakoBLi FOTOBOrO JlikapCbKoro
3acoby (iHwi 3miHn) 3MiHa sikicHoro cknapy
nepBuHHOI ynakoBku 113 3 nonictupony (MNC) Ha
akpunoHiTpun 6ytagieH ctupon (ABC) sik
anbTepHaTVBHUIA MaTepian Ans Kopnycy
nonepeaHbO 3ibpaHoro KapTpuaxa
3MiHn | TMny - 3MiHK 3 sKocTi. FOTOBMI Nikapcbkuii
3aci6. Cuctema KoHTenHep/3aKynopioBanbHUi
3aci6. 3miHa napameTpiB cneumdikauin Ta/abo
[OMNYCTUMKX MEX NEPBUHHOT YNAaKOBKN FOTOBOTO
nikapcbkoro 3acoby (iHwi 3MiHn) BunyyeHHs
KiNbKOX HECYTTEBMX NapameTpiB crneuundikauii
nonepeaHbO 3ibpaHoro KapTpuaxa Ta
PO3LUMPEHHS MEX cneumdikauii BHyTPILLHBOro
niameTpa kopnycy kapTpuaxa 3 17,33 mm- 17,37
MM 8o 17,29 mm -17,39 mm. Kpuwika kapTpugxa
HaknapaeTbes Mif Yac BUpobHMUTBA nicns
3anoBHEHHS NonepeaHbo 3ibpaHoro KapTpuaXa.
MpUTUCHEHHS MiX LMMK ABOMA YacTUHaMU
rapaHTye, Lo KpULLIKA 3anuiiaTumMeTbes Ha MicLi
00TW, OOKWN KapTpumx He Byae 3ibpaHo B
iHransaTop, a KpuLKa 3akpue NpUCTpin. BHeceHHs
penakuinHmx 3miH 4o cneumdikauii nonepeHb0
3ibpaHoro kapTpuaxa. 3MiHu | Tuny - 3miHu 3
sikocTi. [oTOBMI Nikapcbkui 3aci6. Cuctema
KOHTeNHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTummx
MEX MepPBUHHOI YNaKOBKM FOTOBOrO MikapCbKOro
3acoby (iHwi 3MiHK) BunyyeHHs Kinbkox
HeCyTTEBUX NapamMeTpiB cneundikauii A4na KpULLKK
KapTpumxa Ta po3LUMPEHHS aiamMmeTpa KpULLKA
KapTpumKka B Mexax cneumdikawii
yLinbHoBaneHoi nponknagku 3 17,44-17,52 mm
no 17,38-17,54 mm. Kpuwwika kapTpumxka
HaknapaeTbes Mif Yac BUpoObHMLTBA nicns
3aMoBHEHHS NnonepeaHLo 3ibpaHOro KapTpyaXa.
MpUTUCHEHHS Mi>X UMK ABOMA YacTUHaMU
rapaHTye, L0 KpyLLKa 3anuilaTMMeTbCs Ha MicLi
[OTU, JOKU KapTpuax He Oyae 3ibpaHo B
iHransTop, a KpuLKa 3akpue NpUCTpin. BHeceHHs
peaakuinHMxX 3MiH 4o crneumdikaLii KpuLKm
kapTpumka. 3miHu | Tuny - 3miHn 3 akocTi. FoToBun
nikapcbkuii 3aci6. Cuctema
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KOHTelHep/3akynoptoBanbHuii 3acit. 3miHa

napameTpiB cneuudikauin Ta/abo gonycTummnx
MEX NePBUHHOI YMaKOBKW FOTOBOTO NiKapCbKOro
3acoby (iHLWi 3MiHM) BunyyeHHs Kinbkox
HecyTTeBUX napameTpis cneuudikauii Ans 3cyBHOI
KpULLKN BHECEeHHsA peaakuiiHux 3amiH go
cneumdikaLii 3cyBHOT KpULLIKM
3MmiHu | TMny - 3miHn 3 AkocTi. FoToBUI NiKapCbKUI
3aci6. Cnctema KoHTeHep/3aKkynoproBanbHUi
3aci6. 3miHa y meTogax BUnpobyBaHHS NEPBUHHOI
yNaKoBKM rOTOBOrO MikapCbKoro 3acoby (He3HauHi
3MiHW Y 3aTBEPAKEHNX MeTofax BUNpobyBaHb)
HesHauHi 3MiHM y meToauLi BUNpobyBaHHs
«30BHILLHIM BUrNsSiA» nonepeaHbo 3ibpaHoro
KapTpumka, KpULLKU KapTpumka Ta 3CyBHOI
KPWLLIKW, 3 METOI0 Y3rO[XKEHHS ONMUCIB
BMNpobyBaHb 3 iHWNMK iHFraNAUinHNMN
npogykramu AstraZeneca. Metoau aHanisy
3anuUaTbCs HE3MIHHMMU, NnLe onyLLeHi 3anBi
petani. BHeceHHs pegakuinHmux 3miH Jo
cneumndikaLii nonepeaHbo 3ibpaHoro kapTpuaxa,
KPWLLIKM KapTpuaXa Ta 3CYBHOI KPULLIKU
3miHu | Tvny - 3miHKn 3 AkocTi. FoToBUI NiKapCbKUIA
3aci6. Cnctema KoHTeHep/3aKkynoproBanbHuii
3acib. 3miHa y MmeTodax BUNpobyBaHHsi NEPBUHHOT
yMakoBKM FOTOBOrO NikapCbKoro 3acoby (He3HauHi
3MiHW Y 3aTBePPKEHNX MeTofax BUNpobyBaHb)
He3HauyHi 3miHM y MeToamLi BUNpobyBaHHS
«lpeHTndikauis nnactmacoBoro marepiany,
BU3Ha4veHa metogom IH-dyp’e-cnekTpockoniin
nonepefHbOo 3ibpaHOro kapTpuaXka Ta KpULLIKK
KapTpumka, 3 METOI Y3ro[pKEHHS OMNuUCiB
BUNpobyBaHb 3 iHWNMM iHFransaUinHUMK
npoaykramu AstraZeneca. MeTtoam aHanisy
3anNULLIAaTLCS HE3MIHHMMU, NLLE ONyLLEeHi 3anBi
petani. BHeceHHs pegakuinHux 3mMiH Jo
cneuudikaLii nonepeaHbO 3ibpaHoro kapTpuaxa.
3miHu | Trny - 3miHK 3 AkocTi. FoToBUIA NiKapCbKUi
3aci6. CucTemMa KoHTelHep/3aKynopioBanbHUi
3acib. 3MiHa y MmeToax BUNPOGyBaHHsI NEPBUHHOT
yMakoBKM FOTOBOrO NiKapCbKoro 3acoby (He3HauHi
3MiHW y 3aTBEpOXEHNX MeToAax BUNpobyBaHb)
He3HauHi 3miHM y meToauLi BUNpobyBaHHs
«Po3mipu» nonepepnHbo 3ibpaHoro kapTpuaxka Ta
KPULLIKM KapTpuaka, 3 METOH Y3rOKEHHS ONUCIB
BMUNpobyBaHb 3 IHWUMM iHFransuinHuMn
npoayktamu AstraZeneca. Metogu aHanisy
3anuULIalTLCS HE3MIHHMMM, NULE OnyLLEeHi 3anBi

getani. BHeceHHs pegakuiiHUX 3MiH 4o
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cneumdikauii nonepefHbO 3ibpaHoOro kapTpuaxa.
3MmiHu | Tvny - 3miHK 3 AkocTi. FoToBUI NiKapCbKUI
3aci6. Cnctema KoHTeHep/3aKkynoproBanbHUi
3aci6. 3miHa y meTogax BunpobyBaHHS NEPBUHHOI
yNaKoBKM rOTOBOrO MikapCbKoro 3acoby (He3HauHi
3MiHW Y 3aTBEPAKEHNX MeTofax BUMpobyBaHb)
HesHauHi 3MiHM y meToauLi BUNpobyBaHHs
«DYHKUIOHamNbHICTb A403YH04YOro AUCKa»
nonepeaHbLOo 3ibpaHoro KapTpuaxa, 3 MeTo
Y3rofXXeHHs OnNnciB BUNPOBYBaHb 3 iHWMK
iHransauinHummn npogyktamu AstraZeneca. Metoam
aHanisy 3anuwaloTbCst HE3MIHHUMWU, NnLle
onyuleHi 3anBi getani. BHeceHHsA pefakuinHnx
3MiH 4O cneuudikauii nonepeaHbo 3ibpaHoro
kapTpumka. 3miHu | Tuny - 3miHn 3 skocTi. FoToBMI
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa y
mMeToAax BUNpobyBaHHS NEPBUHHOI yNakoBKW
roTOBOro NiKapcbKoro 3acoby (He3HayHi 3MiHW Y
3aTBepAKeHVX meTofax BunpobysaHb) HesHauHi
3MiHM Yy MeToauLi MikpobionoriyHoro
BMNPOBYyBaHHS nonepeaHLO 3ibpaHoro kapTpuaxa
Ta KpWLLKV KapTpuaka, 3 METO0 Y3rofKeHHs
onucis BUNPoOYyBaHb 3 iHLWUMW iHransauinHuMm
npogykramu AstraZeneca. MeTtoam aHanisy
3anNULLIATLCS HE3MIHHMMU, NULLE ONyLLEeHi 3anBi
aetani. BHeceHHs pegakuiiHux 3MiH Ao
cneuudikauii nonepeaHbO 3ibpaHoro kapTpuaxa
Ta KPULLIKM KapTpuaxka
73. | BPUNbAHTOB | po3ynH ans MPAT YkpaiHa BigNoBiganbHUiA 3a YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 6es nidnsizae UA/8012/01/01
WU 3ENEHUNA 30BHILUHLOIO "®ITOPAPM BUPOGHMLTBO, 3minu | TUny - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenma
3acTocyBaHHS, " nepBUHHE HanlMeHyBaHHA Ta/abo agpecu 3asiBHUKA
cnupToBui 1 %, no naKyBaHHs, (BnacHuka peecTpaLiHOro NocBiAYeHHs) 3MiHa
10 mn a6o 20 mn y KOHTPOrb SIKOCTi Ta agpecw 3asiBHWKa. 3MiHV BHECEHi B po3ain
dnakoHax; no 20 mn BUNYCK cepii: "Micue3HaxoaXeHHs 3asBHMKa" B iHCTPYKLto ANS
y cbnakoHax- MPAT ME[IMYHOrOo 3aCTOCYBaHHS NikapCbKoro 3acoby y
KpanenbH1UsaX "OITOPAPM", 3B'A3KY 3 YTOYHEHHSIM agpecu 3asiBHUKA.
YkpaiHa BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
BignoBiganbHUN 3a 3aTBEPOKEHHS.
BUPOGHULTBO,
nepBuHHE
nakyBaHHs Ta
KOHTPOMb SKOCTi:
AT "Ny6Hndapm",
YkpaiHa
74. | BPOHXO-TPAH | rpaHynnno 10ry MpAT YkpaiHa MpAT "HauioHanbHa YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: bes - UA/8452/01/01
neHani; no 1 neHany "HauioHanb [omeonaTtunyHa 3miHu | Tuny - 3minm 3 sikocTi. A®l. BupobHuuTBO. peuenma
B nayui 3 KapTOHy; Ha Cninka" 3miHa BUpoBHWKa BMXigHOro/MpoMixkHOro




46

[TponoBkeHHs AoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
no 10 r y conakoHi 3 FomeonaTny NpoayKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
KpULLIKOHO; Mo 1 Ha Cninka" BUpOGHMYOoMy npoueci A®I, abo 3miHa BUpobHUKa

hnakoHy 3 KPULLIKOHO
B MayLyi 3 KapToHy

(Bkrtoyaroum, fe HeobxigHO, MicLle NpoBeaeHHS
KOHTponto sikocTi) A®I (3a BigcyTHOCTI
cepTudikaTa BignoBigHOCTi €BpoNenchbKii
chapmakonei y 3aTBepaXeHOMY LOCbE)(iHLWi 3MiHM)
3MiHa agpecy micua NpoBaKEHHs! OisiNbHOCTI 3
BMPOBOHMLTBA roMmeonaTuyHmx po3seaeHsb (Kalium
bichromicum 200CH), wo € nikapcbkummn
cybcTaHuisiMy (BUroTOBNEHMMW B yMOBaX anTeku)
y BUpoOHMUTBI rpanyn J13, y 38’A3Ky 3 nepeisgom
AnTekn «HauioHanbHa romeonaTuyHa cninka»
Ne1.
3miHu | Trny - 3miHn 3 gkocTi. A®l. BupobHuuTBo.
3MmiHa BUpoGHMKa BUXiQHOTrO/MPOMIKHOMO
npoayKTy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y
BMpOGHMYOMY npoueci A®I, abo 3miHa BUpobHUKa
(Bkntovaroum, ae HeobxigHo, MicLe NpoBeaeHHs
KOHTponto sikocTi) A®I (3a BigcyTHOCTI
cepTudikaTa BignoBigHOCTI €EBpONENChKii
capmakonei y 3aTBepaxeHoOMy 4OCbe)(iHLi 3MiHM)
3MiHa agpecu micua NpoBaKEHHs OisNbHOCTI 3
BMPOBHMLTBA rOMeonaTUyHNX po3BeaeHb
(Verbascum 50CH), wwo € nikapcbkumm
cybcTaHuisiMu (BUrOTOBIEHUMM B YMOBAX anTeku)
y BUpoOHMUTBI rpaHyn J13, y 38’a3ky 3 nepeisgom
AnTekn «HauioHanbHa romeonaTuyHa cninka»
Ne1.
3miHu | Trny - 3miHn 3 akocTi. A®l. BupobHuuTBO.
3miHa BUpOOHMKa BMXigHOTrO/MPOMiXKHOIO
npoayKTy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y
BMpOGHMYOMY npoueci A®I, abo 3miHa BUpobHUKa
(Bkntovaroum, fe HeobxigHo, MicLe NpoBeaEeHHs!
KOHTponto sikocTi) ADI (3a BigcyTHOCTI
cepTudikaTa BignoBigHOCTi €BponechbKii
dapmakonei y 3aTBepaXeHOMy A0Cke)(iHLi 3MiHN)
3miHa agpecu Micus NpoBadXXeHHs! QisNbHOCTI 3
BMPOBHMLTBA rOMeonaTUYHNX po3BeaeHb
(Ipecacuanha 200CH), wo € nikapcbknmMu
cybcTaHuisiMu (BUrOTOBMEHUMUN B yMOBaX anTeku)
y BUpoOHMLTBI rpaHyn J13, y 3B’a3ky 3 nepeisgom
AnTtekn «HaujoHanbHa romeonaTuyHa cninka»
Ne1.
3miHu | Trny - 3miHm 3 gkocTi. A®l. BupobHuuTBO.
3MiHa BUPOOHWMKa BMXiAHOTrO/MPOMIXKHOIO
npoaykTy/peareHTy, L0 BUKOPUCTOBYHOTLCS Y
BMpOGHMYOoMy npoueci A®I, abo 3miHa BUpobHUuKa
(Bkrtoyaroum, fie HeobXxigHO, MicLle NPoBeAEHHS
KOHTponto sikocTi) AP (3a BigcyTHOCTI
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

cepTudikaTa BignoBigHOCTI €Bponeiichbkii
apmakonei y 3aTBepaXeHOMy A0Cbe)(iHLi 3MiHN)
3MiHa agpecy micua NpoBaKEHHs OisANbHOCTI 3
BMPOGHMLTBA roMeonaTnyHMX po3BeaeHb
(Spongia 200CH), Lo € nikapcbkummn
cybcTaHuisiMy (BUroTOBNEHMMW B yMOBaX anTeku)
y BUPOGHULTBI rpaHyn J13, y 3B’sA3ky 3 nepeisgom
AnTtekun «HauioHanbHa romeonaTuyHa crisnka
Ne1.
3MiHn | TMny - 3MiHn 3 sikocTi. A®l. BupoGHMLTBO.
3MiHa BUpOGHMKa BUXiAHOrO/MPOMIDKHOIO
npoayKTy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y
BUpobHM4oMy npoueci A®l, abo amiHa BUpobHMKa
(BKntovaroun, oe HeobxigHo, MicLe NpoBeaeHHS
KOHTponto sikocTi) A®I (3a BigcyTHOCTI
cepTudikaTa BignoBigHOCTI €Bponeiichbkii
dapmakonei y 3aTBepaXeHOMy A0Cbe)(iHLi 3MiHN)
3MiHa agpecu micua NpoBaKEHHs OisNbHOCTI 3
BMPOGHMLTBa roMeonaTnyHux po3seaeHs (Bryonia
alba 200CH), Lo € nikapcbknMu cybcTaHuigMm
(BMroTOBMEHMMM B YMOBAX anTeku) y BUPOOHULTBI
rpaHyn 13, y 3B8’A3ky 3 nepeizgoM AnTeku
«HauioHanbHa romeonatnyHa cninka» Ne1l.

75.

BPY®EH®
PANIO

Kancynu M’ ki no
400 mr; no 10
kancyn y 6nicrepi,
no 1 6nictepy y
KapTOHHiIN kopobui

ABGOTT
JlabopaTopis
mM6X

HimeuvuuH
a

[entek MpanBeTt
Timiten

IHgia

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3Mminu | TUNy - 3miHun Wwopo 6e3nekn/edeKTUBHOCTI
Ta dhapmakoHarnsagy (iHwi 3miHn) 3MiHM BHECEHO B

TEKCT MapKyBaHHS1 BTOPUHHOI YNaKoBKM
nikapcbkoro 3acoby y n. 17 (IHwe)

6e3
peuenma

UA/17980/01/01

76.

BA3EJIHOBE
MACNO

macno; rno 25 mn
abo no 50 mny
nakoHax

MPAT
"®OITOPAPM

YkpaiHa

MPAT "®ITODAPM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3minu | TUny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HariMeHyBaHHA Ta/abo agpecu 3asiBHUKA
(BnacHuka peecTpaLinHOro NoCBiA4YeHHS) 3MiHa
agpecw 3asBHUKa. BBeaeHHs 3MiH NpoTsarom 6-tu
MicsiLiB Micns 3aTBEpPOXKEHHS

6e3
peuenma

nidnseae

UA/0408/01/01

77.

BANEPIAHU
EKCTPAKT

TabneTkn, BKpUTI
obornoHkoto, no 20
mr, no 50 TabneTok
y chnakoHax; no 50
TabneTok y
6nictepax; no 10
TabneTtok y 6nicrepi,
no 5 Gnictepis B
nayui

MPAT
"®ITOPAPM

YkpaiHa

MPAT "®ITODAPM"

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis:
3minu | TUny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HaniMeHyBaHHA Ta/abo agpecu 3asiBHUKA
(BnacHuka peecTpaLinHOro NoCBiA4YeHHS) 3MiHa
agpecu 3asiBHMKA. 3MiHV BHECEHi B po3ain
"Micue3HaxomKeHHs 3asBHUKA" B iHCTPYKLito Ans
MeOMYHOro 3aCTOCyBaHHSA NikapcbKoro 3acoby y
3B'sI3Ky 3 YTOYHEHHSIM afpecu 3asiBHUKA.
BBepneHHs 3MiH NpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS.

6e3
peuenma

nidnseae

UA/8139/02/01

78.

BAJEPIAHU
HACTOMUKA

HacTomnka no 25 mny
nakoHax

MPAT
"OITOPAPM

YkpaiHa

MNPAT "®ITOPAPM"

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3MiHM | Tuny - AgMiHicTpaTVBHI 3MiHK. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu 3asiBHUKa
(BnacHuka peecTpaLiHOro NocBiaYeHHs) - 3MiHa
agpecw 3asiBHVKa. TepMiH BBEAEHHS 3MiH

6e3
peuenma

nidnsizae

UA/8139/01/01
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npoTsArom 6 MicsuiB nicnsi 3aTBepAKEHHS
79. | BEHOKOP PO34UH ANS iH eKuin, MpuBaTtHe Ykpaina MpusatHe Ykpaina BHECEHHS 3MiH [0 peecTpauiiHX maTepianis: 3a - UA/14785/01/01
50 mr/mn, no 2 mn B akuioHepHe aKkuioHepHe 3MiHn | TMNy - AgMiHicTpaTUBHI 3MiHW. BunyyeHHs peuenmom
amnyni, no 10 amnyn | ToBapuCTBO TOBapUCTBO BUPOGHMYOT AinbHULI (BKMOYaumM AinbHUL Ans
B Nayui 3 KApTOHYy; "MNexxim- "MNekxim-Xapkis" A®I, npomixkHoro npoaykTy abo rotoBoro
no 2 mn B amnyni, Xapkis" nikapcbKkoro 3acoby, AinbHUL AN NpoBegeHHs
no 5 amnyn B nakyBaHHsl, BUpo6GHWMKa, BiAnoBsiganeHoro 3a
6nictepi, no 2 BWMYCK Cepil, MiCLie NPOBEAEHHS KOHTPOMIO cepii)
6nictepn y nayui 3 abo nocTavarnbHuKa BUXigHOro matepiany,
KapToHy; No 5 mn B peareHTy abo LONOMiIKHOT pe4OBUHM (SIKLLO
amnyni, no 5 amnyn 3a3Ha4eHo y Aocbe) AAMiHICTpaTMBHa 3MiHa
B Mauui 3 KapTOHYy; BUyYeHHs1 BUpobHMKa fitodoi pedoBuHn TOB
no 5 mn B amnyni, "BioH", Pocilicbka ®enepauis. 3anuwaetbcs
no 5 amnyn B anbTepHaTVBHUIA BUPOBHUK Ail04OI pe4OBUHM
6nictepi, no 1 ToBapucTBO 3 0OMEXeHOI0 BignoBiaanbHICTO
6nictepy y nayui 3 "GAPMXIM", YkpaiHa.
KapTOHY; Mo 2 Mn
abo 5 mn B amyni,
no 100 amnyn B
navui 3 KapTOHY
80. | BIATPA® TabneTkn, BKpUTI BiaTpic CLWA dapeBa AMbGyas ®paHuin BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a - UA/0313/01/03
NniBKOBOIO CnewenTi 3MiHn | TMny - AOMiHiCTpaTMBHI 3MiHW. 3MiHa peuenmom
obornoHkoto, no 100 nnc HanlmMeHyBaHHA Ta/abo agpecu 3asiBHUKa
mr no 1, abo no 2 (BnacHuka peecTpaLiiHoOro NocBigYeHHs) -
TabneTkn y 6nictepi; AamiHicTpaTMBHa 3MiHa HaiMeHyBaHHS Ta agpecu
no 1 6nictepy B 3as1BHMKA (BMacHMKa peecTpaLiiHoro
KapTOHHiIl kopobuy; noceigyeHHs1) 6e3 3aMiHM camoi lopuanNYHOT ocobu.
no 4 Tabnetkn y BnacHukom Pl 3anuwaeTbcs ogHa n Ta cama
6nictepi; mo 1 abo topuanyHa ocoba. TepmiH BBEAEHHS 3MiH
no 2 6nictepu B npoTsrom 12 MicauiB nicnsi 3aTBepaXEHHS.
KapTOHHIN kopobui
81. | BIATPA® TabneTkn, BKpUTI BiaTtpic CLA ®apeBa Ambyas ®paHuis BHECEHHS 3MiH O peecTpauiiHiX maTepianis: 3a - UA/18004/01/01
NniBkOBOIO CnewenTi 3minu | TUny - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenmom
obornoHkoto, no 25 inc HariMeHyBaHHA Ta/abo agpecu 3asiBHUKA
Mr no 4 tabnetku y (BnacHuka peecTpaLinHOro NocBig4YeHHS) -
6nicTepi; no 1 AJmiHicTpaT1BHa 3MiHa HalMeHyBaHHS Ta agpecu
onictepy B 3as1BHMKA (BMacHMKa peecTpaLiiHoro
KapTOHHIN kopobui noceigyeHHs) 6e3 3aMiHn camoi lopuanYHoi ocobu.
BnacHukom PI1 3anuwiaeTbca ogHa 1 Ta cama
topuanyHa ocoba. TepmiH BBEAEHHS 3MiH
npoTsarom 12 micsuiB nicnsi 3aTBEpAXKEHHS.
82. | BIATPA® TabneTku, BKpUTI BiaTtpic CLLA ®apesa Ambya3 ®paHuis BHECEHHS 3MiH [0 peecTpauiiHuX MaTepianis: 3a - UA/0313/01/02
nniBKOBOKO CnewenTi 3MiHn | TMNy - AgMiHicTpaTuBHI 3MiHWU. 3MiHa peuenmom
oboroHkoto, no 50 nnc HaliMeHyBaHHA Ta/abo agpecu 3asiBHUKa

mr no 1 abo no 4
Tabnetku y bnicrepi;
no 1 6nictepy B
KapTOHHiI kopobui

(BnacHuka peecTpaLinHoOro NocBigYeHHs) -
AamiHicTpaTMBHa 3MiHa HaliMeHyBaHHS Ta agpecu
3asiBHMKA (BMacHMKa peecTpaLiiHoro
noceigyeHHs1) 6e3 3aMiHM camoi lopuanNYHOT ocobu.
BnacHukom Pl 3anvwiaeTbcst ogHa 1 Ta cama
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
topugnyHa ocoba. TepMiH BBEAEHHS 3MiH
npotsarom 12 micsuiB nicnsi 3aTBepAXXEHHS.
83. | BIBPOLMN Kpanni Ha3arsbHi; No CK LLseviLapi 'CK KoHcbtomep LLiseviLapis BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 6e3 - UA/4564/01/01
15 mn y cknsaHomy KoHcblomep A Xenckep CAPJ1 3MiHu | Tuny - 3MiHn 3 skocTi. CepTudikat peuernma
dnakoHi 3 Xenckep BignosigHocTi/lE-cepTudikaTt BignosigHoCTI
noninponineHoBo CAPN €BponeWckkin dapmakonei/MoHorpadii. NMogaHHs
KPULLIKOIO- HoBOro abo oHoBneHoro ceptudikaTta
KpanensHuueto; no 1 BiANoBigHOCTI abo BUny4eHHsi cepTudikata
c¢nakoHy B BignoBigHOCTI €BponeWichkin hapmakonei: ons
KapTOHHiI kopooLi A®l; onsa BuxigHoro
matepiany/peareHTy/npoOMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€Bponelicbkint hbapmakonei) - OHoBNeHWN
cepTugikart Bif yke 3aTBepaKEHOro BUPOBHMKa.
[NogaHHA OHOBREHOro cepTudikaTy BiaANoOBIAHOCTI
€ponevicbkin Papmakonei RO-CEP 2018-142-
Rev 02 anga gitovoi pevoBuHU heHinedpuH Big
3aTBepakeHoro BupobHuka Malladi Drugs &
Pharmaceuticals Limited Unit-3, IHgist y 38’513y 3i
3MiHO afpecu BUpobHuMKa, MicLe BUpObHULTBA
He 3MiHunoch (3aTBepaxeHo: RO-CEP 2018-142-
Rev 01 Malladi Drugs & Pharmaceuticals Limited,
Unit-3 7B & 7C, SIPCOT Industrial Complex
Velore District, Ranipet — 632 403, Tamil Nadu,
India; 3anponoHoBaHo: RO-CEP 2018-142-Rev 02
Malladi Drugs & Pharmaceuticals Limited, Unit-3
7B & 7C, SIPCOT Industrial Complex Ranipet
District, India — 632 403 Ranipet, Tamil Nadu)
84. | BIBPOLUN cnpei HasanbHUi, CK LLsenuapi "CK KoHcblomep LLisenuapis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 6es - UA/4564/02/01
[o30BaHuiA; no 15 KoHcblomep a Xenckep CAPJ 3MiHu | Tuny - 3miHn 3 skocTi. CepTudcpikat peuenma
My donakoHi 3 Xenckep BignosigHocTi/lE-cepTudikaTt BianoBigHOCTI
posnunoBayeMm; no CAPI €Bponelicbkint hapmakonei/MmoHorpadii. MogaHHs

1 donakoHy y
KapTOHHiIN kopobui

HoBoro abo oHoBrneHoro ceptudikarta
BigNoBigHOCTI abo BUny4YeHHs cepTugikara
BignoBigHOCTi €Bponenchkii hapmakonei: ons
A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTbCS Y BUPOOHMUTBI ADIl; ans
[OMNOMiXHOT peqyoBUHU (cepTudikaT BignosiaHoCTi
€Bponelicbkint hapmakonei) - OHoBNeHWI
cepTudikaT Bif yxe 3aTBEPAXEHOr0 BUPOBHUKA.
[MogaHHA oHOBREHOro cepTudikaTy BiANOBIAHOCTI
€ponevickkin Papmakonei RO-CEP 2018-142-
Rev 02 ans gito4voi pevoBuHN deHinedpuH Big
3aTBepgkeHoro BMpobHuka Malladi Drugs &
Pharmaceuticals Limited Unit-3, IHgisi y 3B8’s3ky 3i
3MiHO0 agpecy BUpobHUKa, MicLe BUpOBHMLTBA
He 3miHunoch (3aTBepakeHo: RO-CEP 2018-142-
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n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
Rev 01 Malladi Drugs & Pharmaceuticals Limited,
Unit-3 7B & 7C, SIPCOT Industrial Complex
Velore District, Ranipet — 632 403, Tamil Nadu,
India; 3anponoHoBaHo: RO-CEP 2018-142-Rev 02
Malladi Drugs & Pharmaceuticals Limited, Unit-3
7B & 7C, SIPCOT Industrial Complex Ranipet
District, India — 632 403 Ranipet, Tamil Nadu)
85. | BITAMOKC® kpanni o4Hi, 0,5 %; Hosaprtic LLisenuapi AnkoH-KyBpbop Benbrisa BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: 3a - UA/9153/01/01
no 5 mn y donakoHi- dapma Al a 3MiHu | Tuny - 3miHK Wwopao 6e3nekn/ePeKTUBHOCTI peuenmom
KpanensHuui "dpon- Ta hapmakoHarnsgy. BHeceHHst abo 3amiHa(un) oo
TerHep®"; no 1 3000B'si3aHb Ta YMOB BMAaYi peecTpaLiiioro
dnakoHy- nocsigyeHHs, Bkrtovatoum Nnax ynpaeniHHA
KpanenbHuui B puankamm (iHwi 3amiHW) - 3asiBHUKOM HagaHo
KOpoO6Li 3 KapTOHY OHOBIEHWI NNaH ynpaeniHHA pu3nKamu BepCis
5.0. 3miHn BHeceHo o YacTuH: |l «Cneuudikauis 3
Gesnekn», V «3axoam 3 MiHimisauii puaukiey, VI
«Pestome nnaHy ynpasniHHa pusukammy, VI
«[JonaTkny y 3B’A3Ky 3 BUAANEHHSIM BaXINBUX
iAEeHTNdIKOBaHUX PUBKKIB, BXKMMBUX NOTEHLiIAHNX
PU3MKIB, @ TaKOX BUOANEHHS BiACYTHLOI
iHdopMauii. CTpykTypy MYPa 6yno oHoBneHo
BignoBigHo Ao pekomeHaaui Guideline on good
pharmacovigilance practices (GVP) Module V —
Risk management systems (Rev 2)
86. | BOPUTAB®- TabneTkun, BKpUTI OPrAHOCU OAE EBepTompkeH Jland IHAisA BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a He UA/10647/01/01
200 NniBKOBOKO H CaeHcus Jlimite 3MiHu | Tuny - 3miHn wopo 6esnekn/ePeKTUBHOCTI peuenmom nidnseae
obornoHkoto, no 200 NAADCAEH Ta chapmakoHarnsgy. 3mMiHu y KOpoTKili
mr no 10 TabneTok y CH3 (Eo XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
6nicTepi; no 1 3ETI) MapKyBaHHS Ta iHCTPYKUiT ANS MEeANYHOro
Gnictepy y 3aCTOCYBaHHsI reHepUYHUX/TibpMaHMX/GionoaibHMX

KapTOHHiIN kopobui

nikapcbkux 3acobiB nicnsi BHECEHHs Tiei camoi
3MiHN Ha pedepeHTHMIN Npenapar (3MiHa He
notpebye HagaHHS XOOHUX HOBUX OOAATKOBUX
AaHux). 3MiHM BHECEHI [0 iHCTPYKUiT Ans
MeOMYHOro 3aCTOCYBaHHSA NikapcbKoro 3acoby y
po3ainu "®apmakonoriyHi BnactnsocTi”,
"MpoTunokasaHHs", "B3aemogais 3 iHwMun
nikapcbkumun 3acobamu Ta iHWi BUAM B3aemogin”,
"OcobnuBocTi 3acTocyBaHHs" 3rigHoO 3
iHdbopMmaLieto Woa0 MeaNYHOro 3aCTOCYBaHHS
pedepeHTHOro nikapcbkoro 3acoby (BideHs,
TabneTku, BKpUTI NNiBKOBOKO 060m0oHKot0, no 50 mr,
no 200 mr). BBeaeHHsi 3mMiH npoTsirom 6-T1 Micauis
nicnsa 3aTBepAXeHHs. 3MiHu | Tuny - 3MiHK Wwoao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy (iHwi
3MiHW). 3MiHWM BHECEHI [0 IHCTPYKUiT Ans
MeOMYHOro 3aCTOCYBaHHSA NikapcbKoro 3acoby y
po3gain "Mobiuni peakuii" LWoAO BaXNNBOCTI
3BiTyBaHHsA Npo nobiyHi peakuii. BBegeHHs 3miH
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

npoTsArom 6-T1 MicsILiB Nicns 3aTBepAKEHHS

87.

BOPUTAB®-50

TabneTku, BKpUTI
nniBkOBOIO
obonoHkoto, no 50
mr no 10 TabneTtok y
6nictepi; no 1
Gnictepy y
KapTOHHiIN Kopobui

OPrAHOCHU

H
NAVGCAEH
CU3 (E®
3ET )

OAE

EBepTompken Jland
CaeHcus Jliviten

IHaisa

BHECEHHS 3MiH [0 peecTpauiiHX maTepianis:
3MiHu | Tuny - 3miHK Wwopno 6e3nekn/ePeKTUBHOCTI
Ta dhapmakoHarnsay. 3MiHW y KOpOTKil
XapaKTepucTuui nikapcbkoro 3acoby, TekcTi
MapKyBaHHs! Ta iHCTPYKUii ANS Meanu4Horo
3aCTOCYBaHHsI reHepUYHUX/TiGpMaHMX/GionoaibHMX
nikapcbkunx 3acobiB Micns BHECEHHs Tiei camoi
3MiHM Ha pedbepeHTHUI NpenaparT (3MiHa He
noTpebye HagaHHS XOOHUX HOBUX JOAATKOBUX
AaHux). 3MiHM BHECeHi A0 iHCTpyKUil ans
ME[MYHOro 3aCTOCYBaHHs NikapcbKoro 3acoby y
po3ainu "®apmakonoriyHi BnactueocTi”,
"MpoTnnokasaHHs", "B3aemogis 3 iHWyMmn
nikapcbkumu 3acobamu Ta iHWi BUAK B3aemogin",
"OcobnueocTi 3acTocyBaHHsA" 3rigHO 3
iHcbopMmaLieto LWoa0 MeANYHOro 3aCTOCYBaHHS
pedepeHTHOro nikapcbkoro 3acoby (BideHa,
TabneTku, BKpUTI NniBkoBoto 0605oHKoto, no 50 mr,
no 200 mr). BBegeHHs 3MiH NpoTsirom 6-Tu MicsiLiB
nicns 3aTBepAXeHHs. 3MiHu | Tuny - 3MiHK Wwoao
6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy (iHwi
3MiHW). 3MiHM BHECEHI A0 IHCTPYKLiT Ans
MELMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3gin "MobiuHi peakuii" WoAO BaXNNBOCTI
3BiTyBaHHs Npo nobiyHi peakuii. BBeaeHHs 3MiH
nNpoTArom 6-Tn MicsAUIB NicNs 3aTBepAKEHHS

3a
peuyerimom

He
nidnsicae

UA/10647/01/02

88.

BPATU3ONIH

kpem, 30 mr/rno 3 r
y Ty6i, no 1 1y6i B
KapTOHHiI kopobui

TOB
«BAYL
XENC»

YkpaiHa

dapm3saBog €nbda
AT.

Monbwa

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3miHu | Trny - 3miHK 3 AkocTi. FoToBUIA NiKapCbKUi
3aci6. CucteMa KoHTeHep/3akynoptoBanbHUi
3aci6. 3miHa napameTpis cneuudikauin Ta/abo
[OMYyCTUMUX MEX NepBUHHOT YNakoBKU rOTOBOMO
nikapcbkoro 3acoby (BuUMyYeHHS He3Ha4YHOro
nokasHuka (Hanpuknag, 3acTapinoro nokasHuka))
OHoBneHHs p. 3.2.P.7. Cuctema koHTenHep/
3aKynoptoBasbHUI 3acib, a came BUNyYeHHS
He3Ha4yHoro rnokasHuka i3 cneumdikauii nepBMHHOI
YMaKoBKM rOTOBOTO MiKapCbKoro 3acoby « TOBLUMHA
CTiHkM Ty6u» (Tube wall thickness). 3miHn | Tuny -
3MiHu 3 sikocTi. FoTOBUIA Nikapcbkuii 3aci6.
Cuctema KOHTelHep/3aKynopoBarnbHUiA 3acio.
3miHa napameTpiB cneuudgikaui Ta/abo
AOMYCTUMUX MeX NepBUHHOI YNakoBKU rOTOBOrO
niKapcbkoro 3acoby (BUNyYeHHs1 HE3Ha4YHOro
nokasHuka (Hanpuknag, 3acTapinoro nokasHuka))
OoHoBMeHHs p. 3.2.P.7. Cuctema koHTenHep/
3aKynoptoBaribHUI 3acib, a came BUITyYEHHS
HEe3Ha4yHoro rnokasHuka i3 cneumdikauii nepBMHHOI
yNaKoBKM roTOBOrO fnikapcbkoro 3acoby «Maca

6e3
peuenma

UA/11478/01/01
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n 3acoby ynakoeka) noceid4yeHHs1
Ty6u i rBMHTOBOI Kpuwkn» (Tube and screw cap

mass). 3MiHu | Tuny - 3MiHn 3 akocTi. [oToBMN
nikapcbkuii 3acib. Cuctema
KOHTeNHep/3akynoptoBanbHuii 3acit. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTummx
MeX NepBUHHOI YNaKOBKM FOTOBOrO MiKapCbKoro
3aco0y (BWy4YeHHs He3HaYHOro NoKasHMKa
(Hanpuknag 3acTapinoro nokasHuka))

OHoBreHHs p. 3.2.P.7. Cuctema koHTenHep/
3aKynoptoBarnbHuin 3acib, a came BUNy4eHHS

emanb» (Outer enamel). 3miHn | TUNY - 3MiHK 3
skocTi. [oToBMI Nikapcbkui 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuii 3acit. 3miHa

napameTpiB cneuudikauin Ta/abo gonyctummx

MEX MEePBUHHOI YMaKOBKM FOTOBOrO MiKapCbKOro
3acoby (BMNYYEHHS] HE3HAYHOrO NOKa3HMKa

(Hanpuknapg 3actapinoro nokasHuka)) (b.11.r.2. (8)
1A)

OHoBJeHHs p. 3.2.P.7. Cuctema koHTeHep/

3aKynoptoBasibHUI 3acib, a came BUNyYeHHS

HEe3Ha4yHoro nokasHuka i3 cneundikauii nepBUHHOI
yNaKoBKM roTOBOTO fikapCbKoro 3acoby
«FepMeTUYHICTb 3aKpUTTA KaHoNi Ta rBUHTOBOI
Kpuwku (pigkuin napadid)» (Cannula and screw
cap closure tightness (liquid paraffin)). 3minu |
TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3acib.
CucTtema KoHTenHep/3akynoproBanbHuUiA 3acio.
3miHa napameTpiB cneuudikaui Ta/abo
AOMYCTUMUX MeX NepBUHHOI YNaKkoBKU rOTOBOrO
nikapcbkoro 3acoby (BWIyYeHHSI HE3HAYHOTO
nokasHuka (Hanpuknag, 3acTapinoro nokasHuka))
oHoBneHHs p. 3.2.P.7. Cuctema koHTenHep/
3aKynoptoBarbHuWI 3acib, a came BUITyYEHHS
He3Ha4yHoro nokasHuka i3 cneuudikauii nepBUHHOI
yMakoBKM rOTOBOrO Nikapcbkoro 3acoby « CTilkicTb
[0 CTUCKaHHSA naky Ta emani» (Lacquer and
enamel squeeze resistance). 3minn | Tuny - 3MiHn
3 sikocTi. FoTOBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTENHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpiB cneuudikadin Ta/abo gonyctummnx
MeX NepPBUHHOI YMakoBKW FOTOBOTO NikapCbKOro
3acoby (BUNyYeHHs1 HE3HAYHOro NoKa3HKKa
(Hanpuvknag 3acTapinoro NokasHMka)) OHOBIIEHHS
p. 3.2.P.7. Cuctema koHTelHep/
3aKynoptoBaribHUI 3acib, a came BUITyYEHHS

He3Ha4yHoro nokasHuka i3 cneuudikauii nepBUHHOI
yNaKkoBKM rOTOBOTO flikapcbkoro 3acoby «JlaTtekcHe

He3Ha4yHoro nokasHuka i3 cneuudikauii nepBUHHoOI
yNaKoBKM rOTOBOTO MikapCbKoro 3acoby «30BHILLHS
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Kinbue» (Latex ring). 3miHm | Tuny - 3MiHK 3 sIKOCTi.

[oToBWI Nikapcbkuit 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuii 3acit. 3miHa
napameTpiB cneuudikadin Ta/abo gonyctummnx
MEX MEepPBUHHOI YNaKOBKM rOTOBOrO MiKapCbKoro
3aco0y (BWy4YeHHs He3HaYHOro NoKasHuKa
(Hanpuknag 3acTapinoro nokasHmka)) OHOBIEHHS
p. 3.2.P.7. Cuctema koHTenHep/
3aKynoptoBarnbHuin 3acib, a came BUNy4YeHHS
He3Ha4yHOro rnokasHuka i3 cneumdikawii nepBMHHOT
yNaKOBKM FOTOBOrO NiKapCbKoro 3acoby
«®apmaueBTnyHMI kog» (Pharmaceutical code).
3MiHn | TMny - 3MiHK 3 sKocTi. FOTOBMI Nikapcbkuii
3aci6. Cuctema KoHTenHep/3aKynopioBanbHUi
3aci6. 3miHa napameTpiB cneumdikauin Ta/abo
[OMNYCTUMKX MEX NEPBUHHOT YNAaKOBKN FOTOBOTO
nikapcbKoro 3acoby (BMIyYeHHSI HE3HAYHOTO
nokasHuKa (Hanpuknag 3acTapinoro nokasHuka))
OHoBJeHHs p. 3.2.P.7. Cuctema koHTelHep/
3aKynoptoBarnbHui 3acib, a came BUIyYEHHS
He3Ha4YyHOro nokasHuka i3 cneymaikauii NnepBUHHOI
yNaKoBKM rOTOBOTO NiKapCbKoro 3acoby
«epmeTunyHicTb natekcHoro kinbus» (Latex ring
tightness). 3miHu | TNy - 3miHn 3 sikocTi. FoToBMI
nikapcbkuii 3aci6. Cuctema
KOHTeNHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTummx
MEX MepPBUHHOI YNaKOBKM FOTOBOIO MiKapCbKOro
3acoby (BUNyYeHHs1 HE3HAYHOro NOKa3HMKa
(Hanpvknag 3acTapinoro rnokasHuka)) OHOBIEHHS!
p. 3.2.P.7. Cuctema koHTelHep/
3aKynoptoBarbHWI 3acib, a came BUIyYEHHS
He3Ha4yHoro rnokasHuka i3 cneumadikauii nepBMHHOI
yNaKoBKM rOTOBOrO Nikapcbkoro 3acoby « OcHoBHa
Maca narekcy» (Latex basis weight).
3miHu | Trny - 3miHK 3 AkocTi. FoToBUIA NiKapCbKUi
3aci6. CucteMa KoHTenHep/3akynoptoBanbHUi
3aci6. 3miHa napameTpiB cneuundikaLii Ta/abo
[OMYyCTUMUX MEX NepBUHHOT YNakoBKU rOTOBOMO
nikapcbkoro 3acoby (BUIyYEHHsI HE3HAYHOTO
nokasHuKa (Hanpuknag 3actapinoro nokasHuka))
OHoBneHHS p. 3.2.P.7. Cuctema koHTenHep/
3aKynoptoBarnbHUi 3acib, a came BUNyYeHHs!
He3Ha4yHoro nokasHuka i3 cneuudikadii nepBUHHOI
YMNaKoBKM rOTOBOTO JlikapCbKOro 3acoby «Jlak»
(Lacquer). 3minu | Tuny - 3miHu 3 sikocTi. FoToBMIA
nikapcbkui 3aci6. Cuctema
KOHTeMHep/3akynoptoBanbHuii 3aci6. 3miHa y
MeToax BUNpobyBaHHS NEPBUHHOI YNaKOBKM
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roTOBOrO JlikapCbKoro 3acoby (iHLUi 3MiHW)
oHoBneHHs p. 3.2.P.7. Cuctema koHTenHep/
3aKynoptoBarnbHWi 3acib, a came BUAaNEeHHN
HECYTTEBUX AaHUX; HOMep cneumdikauii
NepBUHHOI YNaKkoBKM nikapCbKoro 3acoby —
arntoMiHieBoi TyOu 3 KaHIE Ta NOMieTUIIEHOBOK
(HDPE) KpWLLKOIO, L0 HAarBUHYYETLCSA 3MiHEHO 3
Specification No.: JZ-IV/JK-1037 Issued on:
30.03.2007 Ha QCSpec000516 [arta Buaaui:
27.11.2020.
3MmiHu | TMny - 3miHK 3 AkocTi. FoToBUI NiKapCbKUiA
3aci6. Cnctema KoHTeHep/3aKkynoproBanbHuii
3aci6. 3miHa y meTogax BunpobyBaHHs NEPBUHHOI
yMakoBKM FOTOBOrO NiKapCbKOro 3acoby (iHLUi 3MiHK
y MeToaax BunpobyBaHb (BKNoYakuy 3amiHy abo
[ofaBaHHs))
oHoBneHHs p. 3.2.P.7. Cuctema koHTenHep/
3aKyrnoptoBasibHWI 3acib, a came AnsA napameTpa
3.2.P.7.1.3.8 BunpobyBaHHs 6e3nepepBHOCTI
NaKkoBOro NOKpPUTTS Ty6 - XiMiYHUIA meTogd Byno
3aMiHEHO Ha enekTPOoniTUYHUA MeToq
(EBponencbki ctaHgapTv EN 15384).
3miHu | Tvny - 3miHKn 3 AkocTi. FoToBUI NiKapCbKUIA
3aci6. Cnctema KoHTeHep/3aKkynoproBanbHuii
3acib (iHwWi 3MiHKM) oHoBrEeHHs1 p. 3.2.P.7. Cuctema
KOHTeVHep/ 3aKyrnoptoBanbHui 3acib, a came
BUYyYeHHS iHopMaLii Npo perynsipHicTb TecTy 3i
cneuudikaLii nepBUHHOI ynakoBku (BCi
BMNPOOYBaHHS, BKIIOYEHI A0 peecTpauiiHoi
crneungikaLii NepBUHHOI YNakoBKW, perynsipHo
NPOBOAATLCA AN KOXHOI cepii, TOMYy NpumiTka 4o
nnaHis BunpobysaHb (R - 3BuyanHi BunpobyBaHHs,
T - noBTOPHI BUNpobyBaHHs, Q - BUNpobyBaHHSA
Ons kBanicikoBaHUX nocTayanbHukiB) Gyna
BiZNOBIgHO BuaaneHa i3 cneuudikadii Ha ynakoBky
roTOBOrO fikapcbKoro 3acoby BpatusoniH kpem).
Knacudikauis BignosigHo go pekomeHpauin CMDh
po ctatTi 5 PernamenTy Kowmicii (€C) Ne
1234/2008 (po3LunpeHHs).
3miHu | TMny - 3miHK 3 sikocTi. FoTOBMIA NiKapCbKUIA
3aci6. CucTemMa KoHTelHep/3aKynopioBanbHUi
3aci6. 3miHa napameTpiB cneumdikauin Ta/abo
AOMYCTUMUX MeX NepBUHHOI YNakoBKU rOTOBOrO
nikapcbkoro 3acoby (AONOBHEHHS cneuudikauii
HOBUM MOKa3HWKOM 3 BiAANOBIAHUM METOAOM
BUNpobyBaHHs1) oHoBNeHHs p. 3.2.P.7. Cuctema
KOHTeWHep/3aKynoptoBarnbHui 3acib, a came
[OMNOBHEHHS cneuymdikaLlii NepBUHHOT yNakoBKu
113 HOBMM MOKa3HWKOM 3 BifNoBiAHUM METOA0M
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BUNpoOyBaHHSA “laeHTndikauis matepiany
BHYTPILLHBLOrO Nakosoro nokputTs (14-cnekrp)”
(Identification of the internal lacquer coating’s
material (IR spectrum))
3MmiHu | Tuny - 3miHn 3 AkocTi. FoToBUI NiKapCbKUI
3aci6. Cnctema KoHTeHep/3aKkynoproBanbHuii
3aci6. 3miHa napameTpiB cneumdikauin Ta/abo
OOMNYCTUMUX MEX NMEPBUHHOT YNAKOBKM FOTOBOMO
nikapcbkoro 3acoby (AONOBHEHHS cneuudikauii
HOBWM MOKa3HUKOM 3 BiAMOBiAHNMM METOAOM
BMNpoOyBaHHs) oHoBnNeHHs p. 3.2.P.7. Cuctema
KOHTelHep/3aKynoptoBanbHUii 3acio, a came
[OMNOBHEHHS crneuudikauii nepBMHHOT yNakoBKN
113 HOBMM MOKa3HUKOM 3 BigNoBiAHUM METOA0M
BUNpobyBaHHA — «laeHTndikauis natekcy (I4-
cnekTtp)» (ldentification of the latex’s (IR
spectrum)) 3miHn | TMny - 3miHK 3 siKocTi. [oTOBMN
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuii 3acit. 3miHa
napameTpiB cneuudikadin Ta/abo gonyctummnx
MEX NepBUHHOI YNaKOBKM FOTOBOrO MiKapCbKOoro
3acoby (gonoBHEHHs crneumdikaLii HoBUM
NOKa3HUKOM 3 Bi4NoBIigHNUM METOAOM
BUNpobyBaHHs) oHoBMeHHs p. 3.2.P.7. Cuctema
KOHTelHep/3aKkynoptoBanbHuUi 3acib, a came
[OMNOBHEHHS cneuymdikaLlii NepBUHHOT yNakoBKu
['M13 HOBMM MOKa3HWKOM 3 BigNoBiAHUM METOA0M
BUNpobyBaHHsA — «laeHTudikauis maTepiany
rBuHTOBOI Kpuwkn (14 cnekTp)» (Identification of
screw cap’s material (IR spectrum)).
3minu | TMny - 3miHK 3 skocTi. FoTOBUIA NiKapCbKUiA
3aci6. Cuctema KoHTelHep/3aKynopioBanbHUi
3aci6. 3miHa napameTpis cneuudikauin Ta/abo
[OMNYCTUMMUX MEX NEPBUHHOT YNAaKOBKN FOTOBOTO
nikapcbkoro 3acoby (4onoBHEHHS cneumdikavii
HOBMM MOKa3HMKOM 3 BifMNoOBiAHUM METOA0M
BUNpobyBaHHs1) oHoBneHHs p. 3.2.P.7. Cuctema
KOHTeWHep/3aKynoptoBanbHui 3acib, a came
[OOMOBHEHHSIM crieumdikaLii NepBUHHOT yNnakoBKu
113 HOBMM MOKa3HUKOM 3 BigNOBIAHUM METOA0M
BUNpoOyBaHHA — «laeHTuddikalis maTepiany
kaHtoni (14 cnekTp)» (ldentification of cannula’s
material (IR spectrum)).

89.

FA3IBA®

KOHLIeHTpaT Ans
PO34MHy Ans
iHcpysin, 1000 mr/40
mm; no 40 mny
dnakoHi, no 1
dnakoHy y

TOB «Polu
YkpaiHa»

YkpaiHa

BupobHuuTBO
Hepo3dhacoBaHoI
NPOoAYyKUii, NepBUHHE
nakyBaHHs,
BUNpPoOYBaHHS
KOHTPOIIO AKOCTi:

HimeyumHa/
LLisevuapis

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MiHun Il Tuny - 3miHK Wwopo 6e3neku/edpeKkTUBHOCTI
Ta cbapmakoHarnsgy (iHwi 3miHu) - 3MiHU BHECEHO

[0 IHCTPYKLUIii ANs MeanyYHOro 3acTocyBaHHS
nikapcbkoro 3acoby Ao po3sginy "Mob6iyHi peakuii™
Bi4NoBIigHO 40 MaTepianiB peecTpauinHoro 4oCbeE.

3a
peuerimom

He
nidnsizae

UA/14232/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
KapTOHHiI kopooLi Pow [iarHocTtuke BBepneHHs 3MiH npoTsarom 6-Tu mMicauiB nicns
'mM6X, HimeuumnHa; 3aTBEPAXKEHHSA
BTopuHHe
nakyBaHHs, BUNYyCK
cepii: ®.XodpmaHH-
Na Pow N1A,
LLisenuapis
90. | TFAMUMOPUH rpaHynmno 10 r e MpAT Ykpaina MpAT "HauioHanbHa Ykpaina BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: bes - UA/4618/01/01
nexHani "HauioHanb [omeonaTtnyHa 3MiHm | Tuny: 3miHn 3 skocTi. A®l. BUpobHUUTBO. peuenma
nonimepHomy abo Ha Cninka" 3MmiHa BUpoGHMKa BUXIQHOrO/MPOMIXKHOMO
nakoHi; no 1 [omeonaTny npoayKTy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y
neHany a6o Ha Cninka" BUpobHM4oMy npoueci A®l, abo amiHa BUpobHMKa

cdnakoHy B nayui 3
KapTOHY

(Bkntoyatoun, Ae HeobxigHo, MicLie NpoBeAeHHs
KOHTponto sikocTi) ADI (3a BiACyTHOCTI
cepTudgikaTa BignoBigHOCTI €Bponeiichbkii
tapmakonei y 3aTBepmpkeHOMY [OChE)(iHLLUi
3MiHM). 3MiHa agpecu MiCLA NPOBaaXEHHS
AiSNbHOCTI 3 BUPOBHMLITBA rOMEonaTUYHUX
po3BeneHb (Sepia 30 CH), wo e nikapcbknummn
cybcTaHuissMu (BUrOTOBIIEHUMMW B yMOBAX anTeku)
y BUPOGHULTBI rpaHyn J13, y 3B’A3ky 3 nepeisgom
AnTekn «HauioHanbHa romeonaTuyHa cninka»
Ne1. 3miHun | Tuny: 3mim 3 akocTi. ADI.
Bupo6HMLTBO. 3MiHa BUPOGHWMKa
BWXiAHOro/NPOMIKHOrO NPOAYKTY/peareHTy, Lo
BMKOPVCTOBYIOTBCS Y BUpOBHMYoMy npoueci AdI,
abo 3miHa BMpobHUKa (BkMtovaruu, e HeobxigHo,
MicLie npoBeeHHs KOHTponto sikocTi) AdI (3a
BiCYTHOCTi cepTudikaTa BignoBigHoCTi
€Bponeicbkint hapmakonei y 3aTBepaXeHoMy
pocbe)(iHwi 3miHn). 3miHa agpecu Micus
NPOBaXXEHHS OiSANbHOCTI 3 BUPOOHULITBA
romeonaTtnyHux posseaeHb (Thuja 6 CH), wo e
nikapcbkMK cybCcTaHUisiMM (BUrOTOBMNEHNMU B
yMoOBax anteku) y BUpobHuuTsi rparyn J13, y
3B’A3KYy 3 nepeizaoM Antekn «HauioHanbHa
romeonatuyHa cninka» Ne1. 3miHu | Tuny: 3miHn 3
akocTi. A®l. BupobHuuTBo. 3miHa BUpobHuka
BWXIiQHOro/NPOMIKHOrO NPOAYKTY/peareHTy, Lo
BUKOPUCTOBYOTLCS Y BUPOGHUYOMY npoteci AdI,
abo 3miHa BMpoOHMKa (BKMOYaoun, e HeobXxigHo,
MicLie NpoBeeHHs KOHTporto sikocTi) ADI (3a
BiCYTHOCTi cepTudikaTa BignosigHOCTi
€Bponevicbkinn hapmakonei y 3aTBepaXeHoMy
pocbe)(iHwi 3miHn). 3miHa agpecu Micus
NpoBafXXeHHs AiAnbHOCTi 3 BUPOOHMLTBa
romeonaTuyHmnx po3eeneHb (Thuja 30 CH), wo €
nikapcbknMu cybcTaHUisiMM (BUrOTOBMEHNMU B
yMOBax anteku) y BUpobHuUUTBI rpanHyn J13, y
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3B’A3Ky 3 nepeizgomM Antekn «HauioHanbHa
romeonatuyHa cninka» Ne1. 3miHu | Tuny: 3miHu 3
skocTi. A®l. BupobHuLTBO. 3MiHa BUPOGHWMKa
BWXiAHOro/MPOMI>KHOTO NMPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTBLCS Y BUPOBHMYOMY npoueci ADI,
abo 3miHa BUpoBOHMKa (BKMOYaoun, e HeobxigHo,
MicLe npoBefeHHs koHTpornto sikocTi) APl (3a
BiCYTHOCTi cepTudikaTa BignosigHoCTi
€BponeickKi thapMakonei y 3aTBepaKeHoMy
nocke)(iHwi 3miHn). 3MiHa agpecu micus
NpoBafXXeHHS AisiNbHOCTI 3 BUPOBHULTBA
romeonatuyHux possegeHsb (Silicea 30 CH), wo e
nikapcbknMmn cybcTaHuisiMM (BUrOTOBMEHUMUA B
yMoOBax anteku) y BUpobHuuTsi rparHyn J13, y
3B’A3Ky 3 nepeizgom Antekn «HauioHanbHa
romeonatuyHa cninkay» Ne1. 3miHu | Tuny: 3miHu 3
akocTi. A®l. BupobHuuteo. 3miHa BUpobHuka
BMXiAHOro/NPOMI>XKHOTO NMPOAYKTY/peareHTy, Lo
BUKOPUCTOBYHOTLCS Y BUPOGHMYOMY npoueci A,
abo 3miHa BMpobHMKa (BKMOYaoun, Ae HeobXxigHo,
Micue npoBefeHHs koHTporto sikocTi) Al (3a
BiACYTHOCTI cepTudikaTa BianoBigHOCTI
€Bponevicbkin bapmakonei y 3aTBepakeHoMy
nocbe)(iHwi 3miHKn). 3MiHa agpecu micus
npoBafXeHHs AisinbHOCTI 3 BUPOBHMLTBA
romeonaTtuyHmx possefeHb (Kalium bichromicum
30 CH), wo € nikapcbkumm cyGecTaHLismm
(BUroTOBMEHUMY B yMOBaX anTeku) y BUPOOHMLTBI
rpanyn J13, y 38’a3ky 3 nepeizgom AnTteku
«HauioHanbHa romeonatunyHa cninka» Ne1l.

91.

FACTPO-TPAH

rpaHynu, no 10ry
neHani; no 1 neHany
B MauLli 3 KapTOHY;
no 10 r y dnakoHi 3
KpULLKOHO; MO 1
dnakoHy B nayi 3
KapToHY

MpAT
"HauioHanb
Ha
[omeonaTtuy
Ha Cninka"

YkpaiHa

MpAT "HauioHanbHa
[omeonaTuyHa
Cninka"

YkpaiHa

BHECEHHS1 3MiH 40 peecTpauinHuX maTtepianis:
3miHu | Trny - 3miHn 3 akocTi. A®l. BupobHuuTBo.
3miHa BUpOOHMKa BMXigHOTrO/MPOMiXKHOIO
NpoAYyKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
BMpOGHMYOMY npoueci A®I, abo 3miHa BUpobHUKa
(Bkntoyatoun, Ae HeobXigHo, MicLie NpoBeaeHHs
KOHTponto sikocTi) ADI (3a BigcyTHOCTI
cepTudikaTa BignoBigHOCTi €BponechbKii
dapmakonei y 3aTBepakeHoMy A0cke)(iHLi 3MiHN)
3miHa agpecu MicLs NpoBaAXXeHHs! QisiNbHOCTI 3
BMPOGHMLTBa roMeonaTnyHux posseneHb (Nux
vomica 1000CH), wo € nikapcbkumu cybecTaHuismm
(BUroTOBMEHUMY B yMOBaX anTeku) y BUPOOHMLTBI
rpanyn 13, y 3B’A3ky 3 nepeizgom AnTeku
«HauioHanbHa romeonatunyHa cninka» Ne1l.
3miHu | Tuny - 3miHm 3 sikocTi. A®l. BupobHuLTBO.
3MiHa BUPOOHWMKa BMXiAHOTrO/MPOMIXKHOIO
NpoAYyKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
BMpoGHMYOoMY npoueci A®I, abo 3miHa BUpobHUKa

6e3
peuenma

UA/8453/01/01
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(Bkntoyatoun, Ae HeobxigHo, MicLie MpoBeAeHHS
KOHTponto skocTi) AdI (3a BiACyTHOCTI
cepTudgikaTa BignoBigHOCTI €Bponeiichbkii
chapmakonei y 3aTBepaxeHOMY LOCbE)(iHLWi 3MiHW)
3miHa agpecu Micusa NpoBadXeHHs QisnbHOCTI 3
BMPOOHMLTBA rOMeonaTU4HNX Po3BeAeHb
(Arsenicum album 1000CH), wo € nikapcbknmm
cy6cTaHuisiMy (BUrOTOBIIEHUMM B YMOBaX anTeku)
y BUPOGHULTBI rpaHyn J13, y 3B’A3ky 3 nepeisgom
AnTtekun «HauioHanbHa romeonaTuyHa cnisnka
Ne1. 3miHun | Tuny - 3miHn 3 akocti. AdI.
Bupo6HMLTBO. 3MiHa BUPOGHWMKa
BMXIiAHOro/NPOMIKHOrO NPOAYKTY/peareHTy, Lo
BVKOPVCTOBYIOTbCS Y BUpOBHUYoMy npoueci AdI,
abo 3miHa BUpobHUMKa (BKMoYaroun, ae HeobxigHo,
Micue npoBefeHHs koHTporto sikocTi) Al (3a
BiCYTHOCTi cepTudikaTa BignoBigHOCTI
€BponeiickKii hapMakonei y 3aTBepaKeHoMy
pocke)(iHwi 3amiHn) (B.1.a.1. (x) IB)
3miHa agpecu Micusa NpoBaAXeHHs OiAnbHOCTI 3
BMPOOHMLTBa roMeonaTUyHNX pPo3BeaeHb
(Argentum nitricum 1000 CH), wo € nikapcbknmmn
cybcTaHuissMu (BUrOTOBIIEHUMMN B yMOBAX anTeku)
y BUPOGHULTBI rpaHyn J13, y 3B’sA3ky 3 nepeisgom
AnTekn «HauioHanbHa romeonaTuyHa cninka»
Ne1. 3minun | Tuny - 3miHn 3 akocti. AdI.
Bupo6HuuTBO. 3MiHa BUpOoGHUKa
BWXiAHOro/NPOMIKHOrO NPOAYKTY/peareHTy, Lo
BMKOPVCTOBYIOTbCS Y BUpOBHMYoMy npoueci AdI,
abo 3miHa BMpobHUKa (BkMtoYaoum, e HeobxigHo,
MicLe npoBeeHHs KOHTpornto sikocTi) AdI (3a
BiCYTHOCTI cepTudikaTa BignoBigHoCTi
€Bponeicbkin hapmakonei y 3aTBepaXeHoMy
Oocbe)(iHLWi 3MiHW)
3miHa agpecu Micusa NpoBaAXXeHHs OiAnbHOCTI 3
BUPOOHMLTBA roMeonaTnYHMX po3BeaeHb (Kalium
bichromicum 200 CH), wo € nikapcbkumu
cybcTaHuissMuU (BUrOTOBIIEHUMMW B yMOBAX anTeku)
y BUpoOHMLTBI rpaHyn J13, y 3B’a3Ky 3 nepeisgom
AnTekn «HauioHanbHa romeonaTuyHa cninka»
Ne1. 3minun | Tuny - 3miHn 3 skocti. ADI.
Brpo6HuuTBO. 3MiHa BUpobHUKa
BWXiQHOro/NPOMIKHOrO NPOAYKTY/peareHTy, Lo
BMKOPVCTOBYIOTbCS Y BUpOBHUYoMy npotieci AdI,
abo 3miHa BMpoOHMKa (BKMOYaoun, e HeobxigHo,
MicLe NpoBeeHHs KOHTpornto sikocTi) ADI (3a
BiJCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponevicbkin hapmakonei y 3aTBepaXeHoMy
00Cbe)(iHLWi 3MiHW)
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3MiHa agpecy micua NpoBaKEHHs OisANbHOCTI 3
BMPOGHMLTBA roMeonaTnyHMX po3BeaeHb
(Anacardium 200 CH), wo € nikapcbknmMmu

cybcTaHuissMy (BUroTOBNEHMMU B yMOBaX anTeku)

y BUpoOHMUTBI rpanyn J13, y 38’A3Ky 3 nepeisgom

AnTtekun «HauioHanbHa romeonaTuyHa cnisnka
Ne1.

92.

FEKCIF'H-M®

necapii no 16 mr no
5 necapiiB y cTpwni;
no 2 cTpunu y nayui
i3 KapTOHY

MAT
"MoHdapm"

Ykpaina

MAT "MoHdapm"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis:
3MiHn | TMNy - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHSA Ta/abo agpecu 3asiBHUKa
(BnacHuka peecTtpauinHoro nocsigveHHs) 3MiHa
appecu 3asiBHMKa (BracHWKa peecTpalinHoro
noceigyeHHs ). TepMiH BBEAEHHSI 3MiH NpoTsrom 6
MicaUiB Micnsa 3aTBepAXeHHS. 3miHu | Tuny -
AOMiHiCTpaTUBHI 3MiHW. 3MiHa HallMeHyBaHHS
Ta/abo agpecy Micua NpoBaKEHHs OiANbHOCTI
BMPOBHVKa/iMnopTepa roToBOro NikapcbKoro
3acoby, BK4ao4mM ginbHUL BUNycky cepii abo
MicLie NpoBeAeHHS1 KOHTPOSO AKOCTI. (LisiNbHICTDb,
3a AKy Bignosigae BMPOGHMK/iMnopTep,
BKIIOYa04M BUMNYCK cepiil) 3miHa agpecu
Bupo6Huka M3 MAT "MoHdapm", YkpaiHa, 6e3
3MiHW MicLA BUPOGHMLUTBA: TepMiH BBEAEHHSA 3MiH
NPOTArom 6 MicsuiB Nicnst 3aTBEPIPKEHHS.
3Mminu | TUNy - 3miHun Wwopo 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeeaeHHs abo 3miHu oo
y3aranbHeHUX AaHux Npo cUcTemy
dapmakoHarnsgy (BBeAeHHs y3ararnbHeHUX AaHnX
npo cuctemy cdapmakoHarnagy, amiHa
yrnoBHOBaXeHoi ocobu, BignoBifanbHoi 3a
30iACHEHHS (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSsI
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
Bi ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
macTtep-darina cuctemu cpapmakoHarnagy) 3miHa
YNOBHOBaXXEHOI 0COOU 3asiBHMKA, BignoBiganbHoi
3a chapmakoHarnsig.

[itoya pepakuis: Cosrupa Ceprit CepriioBuy.
MponoHoBaHa peaakuis: MacTyweHko IHHa
BikTopiBHa. 3MiHa KOHTaAKTHUX AaHWUX
YMNOBHOBaXeHOoI ocobu 3asiBHMKa, BiANOBiganbHOT
3a (hapmakoHarnsg. 3MiHa MicLe3HaxomKeHHs!
macTtep-darina cuctemu chapmakoHarnsgy. 3MiHa
Micus 304iNCHEHHS] OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsay.

6e3
peuenma

nionsieae

UA/13640/01/01

93.

FEHCYJIH P

pO34MH Ans iH'ekuin,
100 O/mn;

BIOTOH
C.A.

MNonblia

BUPOGHMK,
BignoBiganbHUN 3a

MonbLa

BHECEHHS1 3MiH 4O peecTpauinHMX maTepianis:
3MiHu | TMny - 3MiHK 3 sikocTi. FoToBMIA NiKapCbKUiA

UA/9810/01/01




60 [TponoBkeHHs AoaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
in bulk: no 10 mny BUPOGHMLTBO, 3aci6. KoHTponb roToBOro nikapcbkoro 3acoby.
CKNSIHOMY hriakoHi; nepBUHHE i 3MmiHa napameTpie cneumdikauin Ta/abo
no 150 dnakoHiB y BTOPUHHE OOMNYCTUMMX MEX rOTOBOTO FikapCbKoro 3acoby
NNacTUKOBIN KaceTi; nakyBaHH4, (iHWi 3MiHK). 3MiHa gonycTUMKX MexX ans
no 1 kacerti y KOHTPOIb Ta BUMYCK nokasHuka "O6'em, Lo BuTAraeTbcs". BignoeigHo
Kopobui; cepii: 0o Bumor MoHorpadii Ph. Eur. 2.9.17 "Test for
in bulk: no3 mnB BIOTOH C.A,, extractable volume of parenteral preparations"
KapTpuaxi; no 600 MonbLua; BUPOBHMK, 06'eM KOXXHOTO KOHTEliHepa NoBUHEH ByTuW He
KapTpuoxis y BignoBiganbHUN 3a MeHLle HoMiHanbHoro ("O6'em, Lo BUTAraeTbes",
NNacTMKOBIN KaceTi; KOHTpOrb cepil: Oyne 3as3HavyaTuCb B HAacCTYMHIi pegakuii: He
no 1 kacerti y IHCTUTYT meHwe 100% Bia 3asiBneHoro o6'emy. Ak
Kopobui BioTexHonorii Ta Hacnigok, NpuBeAeHHA NokasHuka go sumor Ph.
AHTUBIOTHKIB, Eur. 2.9.17, BiaNOBigHEe YTOYHEHHS 0O aHaniTUYHOI
MonbLya METOAWKM)
94. | TEHCYNIH P PO34MH Anst iH'ekuin, BIOTOH Monbwa BUPOGHMK, Monblwa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a - UA/1613/01/01
100 O/mn; no 10 C.A. BignoBiganbHUN 3a 3MiHuM | TUNYy - 3MiHK 3 skocTi. FoToBUI NikapCbKKi peuenmom
M1y CKISSHOMY BMPOBHMLTBO, 3aci6. KoHTponb rotToBOro nikapcbkoro 3acoby.
dnakoHi; no 1 NEpPBUHHE i 3miHa napameTpiB cneundikaii Ta/abo
hnakoHy B BTOPUHHE [OMNyCTUMKX MEX rOTOBOTO flikapcbkoro 3acoby
KapTOHHIN nayui; no nakyBaHHs, (iHWi 3MiHK). 3MiHa gonyCcTUMUX MeX Ans
3 MnN B KapTpuaXi; KOHTPOSb Ta BUMYCK nokasHuka "O6'em, Lo BUTSAraetbcs". BignosigHo
no 5 kapTpuaxis y cepil: 0o BuMor MoHorpadii Ph. Eur. 2.9.17 "Test for
onictepi; no 1 BIOTOH C.A,, extractable volume of parenteral preparations"
Gnictepy B MonbLa; BUPOGHMK, 06'eM KOXXHOrO KOHTelHepa NoBUHEH ByTu He
KapTOHHIN nayui BignoBiganbHUN 3a MeHLLe HoMiHanbHoro ("O6'eM, Wo BUTSraeTbes",
KOHTpOrb cepii: OyAe 3asHavyaTMChb B HACTYMHIN pepakuii: He
IHCTUTYT meHwe 100% Bia 3asBneHoro o6'emy. Ak
BioTexHonorii Ta Hacnigok, NpuBeAeHHs nokasHuka oo sumor Ph.
AHTNOGIOTHKIB, Eur. 2.9.17, BignoBigHe yTOYHEHHS 4O aHaNiTUYHOT
MonbLa METOANKN)
95. | TENAON®® kancynu, no 10 TOB YkpaiHa TOB "BAJAPTIH YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/5324/02/01
kancyn y 6nicrepi; "BANAPTIH PAPMA" TexHiyHa nomurnika (3rigHo Hakasy MO3 Big peuernmom
no 10 kancyny DAPMA" 23.07.2015 Ne 460), BunpaBneHHs1 TEXHIYHOI

6nictepi; no 3, 5 abo
10 GnictepiB y
KapTOHHHIW nayui

nomunku y po3gini «Cknagy, sika noe’sisaHa 3
nepeHeceHHsIM iHpopmaLlii CTOCOBHO BUPOBOHMKa
nitoyoi pevoBuHu pubodnasiH BASF Company
Ltd., Kopesi.

TexHiyHa nomMurka BUHVKNA NPy HagaHHI
3asiBHukoM, TOB "BAJNAPTIH ®APMA", YkpaiHa,
npoekty 3miH 4o MKA go 3miHn, sika 6yna
3asBneHa y 2019 poui LWwoao BBEAEHHS HOBOrO
[00aTKOBOro BUPOGHUMKa Aito4oi peqoBUHM
KapHiTUHYy opoTtaTy Hanseochem Co., Ltd., Kopes.
3amicTb MicLa BUPOOHMLTBA Lit040i pe4OBUHM
pubodnasiHy BASF Company Ltd., Kopes 6yno
3a3HaveHo im’s BnacHuka CEP Ha Adl
punbodnasiH, BASF SE, HimeuunHa. BupobHuk
nitoyoi pevoBuHu pubodnasiH BASF Company
Ltd., Kopesi 6yB 3aTBEpaXEHUI Hakasom MO3 Big




61 [TponoBkeHHs AoaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
22.12.2017 Ne 1716.
96. | TEMAMETIOH® | Ttabnetku TOB Ykpaina MAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHX maTepianis: 3a He UA/19198/01/01
KMLLKOBOPO3YMHHI, "APTEPIYM "KniBmegnpenapat” 3MiHuM | TUNYy - 3MiHK 3 AKkocCTi. FoTOBUIA NikapChbKKi peuenmom nidnsicae
no 500 mr no 10 nTa" 3aci6. CtabinbHicTb. 3MiHa y TepMiHax
TabneTok y Gnictepi, npuaaTHocTi abo ymoBax 36epiraHHsi roTOBOro
no 2 Gnictepny nikapcbkoro 3acoby (36inbLeHHs TEPMiHY
navui NpuAAaTHOCTI rOTOBOrO nikapcbKkoro 3acoby) - Ansi
TOProBoi YNakoBku (MiATBEPAXKYETLCA AaHUMU
peanbHOro 4acy) 30inbLUeHHS TEPMiHY
nNpvaaTHOCTI Nikapcbkoro 3acolby (3aTBepakeHo: 2
POKW; 3anponoHoBaHo: 3 poku). 3MiHN BHECEHI B
po3ain "TepMiH npuaaTHOCTI" B IHCTPYKUitO Ansa
MELMYHOro 3aCTOCYBaHHs NikapCbKoro 3acoby.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHS
97. | TENAPUH MOPOLLIOK MPAT YkpaiHa HoHpxiHr TiaHaoHr Kutan BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: - - UA/14059/01/01
HATPIIO (cybcTaHuis) y "®ITOPAPM dapmacsbtoTikan Ko., 3MiHM | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa
noABsivHMX naketax 3 " N1 HaiMeHyBaHHs1 Ta/abo agpecy 3asiBHUKa
nniBku (BnacHuka peecTpauiiHoro NoCBigYEHHs1) 3MiHa
nonieTuneHoBoi Ans ajpecw 3asiBHVKa
hapmaLeBTU4HOIO
3aCTOCYBaHHS
98. | FTEMAPUHOBA masb; no 25 r abo no TOB "OKnM YkpaiHa TOB "OKr YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes - UA/6719/01/01
MA3b 40 ry Ty6i; no 1 Ty6i | "dapmauesT "®apmaueBTUYHa 3Minn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI peuenma
B nayui n4Ha dabpuka" Ta dhapmakoHarnsagy (iHwi 3miHn) 3MiHM BHECEHO B
¢abpuka” TEKCT MapKyBaHHSA YNakoBKM IikapCbKOro 3acoby
LLIOAO BUIyYEHHSI TEKCTY MapKyBaHHS POCIACHKO
MOBOIO Ta 3a3HaunTu copasy "Jlikapcbkuin 3acie” y
n.17 IHWE BTOpUHHOI ynakoBku. TepmiH BBEAEHHS
3MiH - NPOTArom 6 MicsAUIB NiCNsA 3aTBEPAKEHHS.
3minn | TMny - 3miHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta dhapmakoHarnsagy (iHwi 3miHn) 3MiHM BHECEHO B
TEKCT MapKyBaHHS1 YNaKkoBKW Nikapcbkoro 3acoby
LLIOAO BUITyYEHHSI TEKCTY MapKyBaHHS POCICLKOIO
MOBOIO Ta 3a3HaunTu cppasy "Jlikapcbkuii 3acie” y
n.17 IHWE BTOpUHHOI ynakoBku. TepmiH BBEAEHHS
3MiH - MpPOTSAroM 6 MicsuiB nicns 3aTBepaXXeHHS
99. | TIHKFOBA kancynu no 80 wmr; ToBapuctBo YkpaiHa ToBapwucTBo 3 YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: bes nidnsizae UA/15691/01/02
no 10 kancyny 3 [0AaTKOBOKO 3MiHuM | TUNYy: AAMIHICTpaTUBHI 3MiHW. Buny4eHHs peuenma
6nictepi; no 2 abo 6 | AogaTkoBOK BiAnoBiganbHIiCTO BUPOOHMYOT AinbHULUI (BKITHOYAKOYM AiNbHALI Anst
GnicTepiB y nayuj 3 Bignosigans "IHTEPXIM" A®I, npomixxHOro NpoAykTy abo rorosoro
KapTOHY HicTIO nikapcbkoro 3acoby, AinbHUL Ans NpoBeAeHHS
"IHTEPXIM" nakyBaHHs, BAPOOHUKA, BiANOBiganbHOro 3a

BUWMYCK Cepil, MicLie NpOBeAEHHS KOHTPOIO cepil)
abo nocTavanbHyKa BUXigHOro MaTtepiany,
peareHTy abo JONOMDIKHOT PEYOBUHM (SIKLLIO

3a3HayeHo y AockE) - BunyyeHHst BupobHuka

Ningbo Liwah Pharmaceutical CO., LTD akTuBHOi

PEYOBWHM FHKIO eKCTPaKT CyXWi, WO BXOAUTb [0
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[TponoBkeHHs AoaaTKa 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

cknagy M3. .BeegeHHs 3MiH NpoTsirom 6-t1
MicauiB nicns 3atBepaKeHHs; 3MiHu | Tuny: 3miHn
3 sikocCTi. FoTOBMIA Nikapcbkuin 3aci6. Onuc Ta
cknag. 3miHa y cknagi (QONOMiKHUX pevoBMHAX)
roTOBOrO nikapcbkoro 3acoby (cMakoBi 4o6aBku
abo 6apBHUKKM) - [logaBaHHs1, BUNy4eHHst abo
3aMiHa - 3amiHa kancyn 6ino-3eneHnx Ha Kancynm
6ino-6ini y 38'A3Ky 3 UMM BUINyYeHHsi BapBHUKIB
(3anisa okcug xoetui (E172) Ta 6apBHUK
iHgurotuH (E132) 3i cknagy nikapcbkoro 3acoby Ta
BiANOBIAHO YTOYHEHHS HOPMYBaHHS NMOKa3HUKa
"Onnc" B MKA N3 ta B CIM i MKA Ha npoMixHi
npoaykTn. 3MiHn BHeceHi y po3ain "Cknag " Ta
"OCHOBHiI Di3nKo-ximi4Hi BnactTusocTi" B
iHCTPYKUil0 ONst MEAUYHOrO 3aCTOCYBaHHS Ta SIK
HacrifoK - y TEKCT MapKyBaHHS1 YNaKkoBKu
yMaKkoBKu MikapcbKoro 3acoby; 3miHu | Tuny: 3miHn
3 sikocCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHN y
BUPOBHMUTBI. 3MiHM BMNpobyBaHb abo
[OMyCTUMUX MEX, BCTAHOBINEHMX Y cneuundikauisax,
nig Yyac BUPOGHMLTBA rOTOBOrO NikapCbKOro
3acoby (iHLi 3MiHK) - YTOUYHEHHs y meToamui
BM3HAYEHHS TEPMNEHOBUX NTAKTOHIB (YTOYHEHHS
Ha3Bu HepyxoMmoi asn) y MKA npomMixkHmx
npoaykTiB "CyMill romoreHisoBaHa HeonygpeHa",
"HeposdacosaHi kancynu" (tect «KinbkicHe
BM3HAYEHHS»); "BU3HaveHHs1 ogHOpIgHOCTI BMICTY
braBOHOIAIB | TEPNEHOBUX NAKTOHIB B MPOMDKHUX
npoaykTax nikapcbkoro 3acoby NHKIMOBA,
kancynu no 40 mr, 80 mr, 120 mr" (Tect
"OpHopigHicTb BMICTy donaBoHOIAIB | TEpNEHOBUX
nakToHiB"); 3MiHn | TUny: 3miHn 3 akocTi. FoToBMN
nikapcbkuii 3aci6. 3mMiHW y BUpOBHWULTBI. 3MiHM
BunNpobyBaHb abo AONYCTUMUX MEX,
BCTaHOBIIEHMX Yy cneumdikauisx, nig Yac
BMPOGHMLTBA roTOBOrO Jlikapcbkoro 3acoby (iHLui
3MiHn) - O6'egHaHHA cneuudikawii NPOMIKHUX
npoaykTis M3 "Cymiw romorerizoBaHa
HeonyapeHa", "Cymill roMoreHizoBaHa onyapeHa
ONs HaNnoOBHEHHS kancyn" pisHMX Jo3yBaHb B O4HY
3aranbHy crneundikaLilo. y 3B'A3Ky 3 TEXHOOTIE
BMPOBHMLTBa NpenapaTy LUNsSXOM po3403yBaHHS
Ta HanpautoBaHHAM €AMHOIO NMPOMiXXHOIO
npoaykTy

100.

FHKrOBA

kancynu no 120 mr;
no 10 kancyny
6nictepi; no 2 abo 6
GnicTepiB y nayui 3
KapTOHY

ToBapucTBo
3
[04aTKOBOK
BignoBsiganb
HICTHO

YkpaiHa

TosapucTBo 3
[0AaTKOBOK
BiAnoBiganbHIiCTO
"IHTEPXIM"

YkpaiHa

BHECEHHS1 3MiH 40 peecTpauinHMX maTtepianis:
3MiHuM | TUNy: AAMIHICTpaTUBHI 3MiHW. BunyyeHHs
BUPOOHMYOT AinbHULUI (BKITHOYAKOYM AiNbHALI Anst

AQI, npomixHoro npoaykty abo rotoBoro
nikapcbkoro 3acoby, AinbHuULi Ans NpoBeAeHHs!

6e3
peuenma

nidnsizae

UA/15691/01/03




63 [TponoBkeHHs AoaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
"I[HTEPXIM" nakyBaHHsi, BAPOOHMKa, BignNoBiganbHoro 3a

BWMYCK CEpil, MiCLie NPOBEAEHHS KOHTPOMIO cepii)
abo nocTayanbHKKa BMXIQHOro marepiany,
peareHTy abo LONOMiIKHOT pe4OBUHY (SIKLLO

3a3HayeHo y A0ChE) - BunyyeHHs BUpoGHMKa

Ningbo Liwah Pharmaceutical CO., LTD akTnBHOI

PEYOBUWHM MHKIO EKCTPaKT CyXWK, L0 BXOANUTb 0
cknagy M3. .BeegeHHs 3MiH npoTsirom 6-T1

MicauiB nicns saatBepoKeHHs; 3MiHun | Tuny: 3MiHn

3 sikocTi. FoTOBMIA Nikapcbkuin 3aci6. Onuc Ta
cknap. 3miHa y cknagi (AoNOMiXKHNX peyoBMHaX)
roTOBOro Nikapcbkoro 3acoby (cmakoBi Jo6aBku

abo 6apBHUKKM) - [logaBaHHs1, BUNy4eHHst abo
3amiHa - 3amiHa kancyn 6ino-3eneHux Ha kancynu
6ino-6ini y 3B'A3ky 3 UMM BUIy4YeHHs1 GapBHMKIB
(3anisa okcug xoetuit (E172) Ta 6apBHUK
iHgurotuH (E132) 3i cknagy nikapcbkoro 3acoby Ta
BiANOBIQHO YTOYHEHHSI HOPMYBaHHS NMOKa3HUKa
"Onnc" B MKA N3 ta B CIM i MKA Ha npoMixHi
npoaykTu. 3miHM BHeceHi y po3gin "Cknag " Ta
"OCHOBHI (hi3nKo-XiMi4Hi BnacTneocTi" B
iHCTPYKUil0 4Nst MEAUYHOrO 3aCTOCYBaHHS Ta SIK
HacnifoK - y TeKCT MapKyBaHHs yNaKkoBKU
ynakoBKW nikapcbkoro 3acoby; 3miHu | Tuny: 3miHu
3 gKocTi. FoToBWIA Nikapcbkuii 3aci6. 3MiHn y
BMPOGHMUTBI. 3MiHM BUNpobyBaHb abo

OOMyCTUMUX MEX, BCTaHOBMNEHMX Y cneuundikauisx,
nig Yyac BUPOGHMLITBA rOTOBOTO NiKapCbKOro
3aco0y (iHLi 3MiHW) - YTOUHEHHS y MeToamLi

BM3HAYEHHSI TEPMNEHOBUX NAKTOHIB (YTOYHEHHSI
Ha3BuW Hepyxomoi casun) y MKA npomixHmx
npoaykTis "Cymill romoreHisoBaHa HeonyapeHa",
"Hepo3adacoBaHi kancynu" (tect «KinbkicHe

BU3HaYEHHS»); "BU3HaveHHs1 ogHOpIgHOCTI BMICTY

NaBoOHOIAIB | TEPNEHOBUX NaKTOHIB B MPOMDKHUX
npoaykTax nikapcbkoro 3acoby NHKIOBA,

kancynu no 40 mr, 80 mr, 120 mr" (Tect

"OpHopigHICTb BMICTY onaBoHOIAIB | TEPNEHOBUX

nakToHiB"); 3miHn | Tuny: 3miHK 3 AkocTi. FoToBMI

nikapcbkuii 3aci6. 3mMiHW y BUPOBHULUTBI. 3MiHM
BunNpobyBaHb abo AONYCTUMUX MEX,
BCTaHOBIEHMX Yy cneumdikauisx, nig yac
BMPOGHMLTBA rOTOBOrO fikapcbkoro 3acoby (iHLwui
3MiHun) - O6'eagHaHHA cneuundikaLii NPOMiXKHUX
npoaykTie 13 "Cymiw romoreHisoBaHa
HeonyapeHa", "CyMill roMoreHizoBaHa onyapeHa
ANsi HAMOBHEHHS Kancyn" pi3HMX JO3yBaHb B OOHY
3aranbHy crneundikaLilo. y 3B'A3Ky 3 TEXHOOTIE
BMPOGHMLUTBA NpenaparTy LUMsXOM po3403yBaHHS




64 [TponoBkeHHs AoaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
Ta HanpauloBaHHAM €AMHOIO NMPOMiXXHOIO
npoaykTy

101.| FHKrOBA kancynu no 40 wmr; ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS1 3MiH O peecTpaLiHMX maTepianis: 6e3 nidnsicae UA/15691/01/01

no 10 kancyn y 3 [0[aTKOBOIO 3MiHn | TMNY: AOMIHICTPaTVBHI 3MiHW. BunyyeHHs peuernma

Gnictepi; no 2 abo 6 | goaaTkoBO BignoBiganbHICTO BUPOGHMYOT AinbHULI (BKMOYa4umM AinbHULI Ans

6nicTepiB y nayui 3 Bignosiganb "IHTEPXIM" ADI, npomixkHOro NpoaykTy abo rotoBoro

KapToHy HiCTIO nikapcbkoro 3acoby, AinbHULI ANs NPOBEAEHHS

"IHTEPXIM" nakyBaHHsi, BUpoOHWKa, BifnoBiaansHoro 3a

BUMNYCK Cepili, MicLie NpoBeAEHHS KOHTPOIIO cepii)
abo nocTavanbHVKa BUXigHOrO Matepiany,
peareHTy abo JOMOMIXKHOT PEYOBUHY (SIKLLO

3a3HayeHo y A0CkE) - BunyyeHHs BUpOOHUMKa

Ningbo Liwah Pharmaceutical CO., LTD akTnBHoI

PEYOBUHM MHKIO eKCTPaKT CyXMH, L0 BXOAUTb 40
cknagy M3. .BeegeHHs 3MiH NpoTsirom 6-Tu

MicsuiB nicns saatBepakeHHs; 3MiHu | Tuny: 3miHn

3 gKocTi. FoToBUI nikapcbkuii 3acio. Onnc Ta
cknag. 3miHa y cknagi (QONOMiKHUX pevyoBMHAX)
roTOBOro Nikapcbkoro 3acoby (cmakoBi Jo6aBku

abo 6apsHukn) - [lopaBaHHs, BUNMy4YeHHS abo
3aMiHa - 3amiHa kancyn 6ino-3eneHnx Ha kancynm
6ino-6ini y 3B'A3ky 3 UMM BUNy4YeHHs1 GapBHUKIB
(3anisa okenp xoeTui (E172) Ta 6apBHUK
iHgurotuH (E132) 3i cknagy nikapcbkoro 3acoby Ta
BiANOBIAHO YTOYHEHHS HOPMYBaHHS MOKa3HUKa
"Onuc" B8 MKA N3 ta B CIM i MKA Ha npomixHi
npoaykTu. 3miHM BHeceHi y po3ain "Cknag " Ta
"OcHoBHi hi3unko-ximivHi BnactTueocTi" B
IHCTPYKLUIilO Ans MeAMYHOro 3aCTOCYBaHHSA Ta siK
HacnifoK - y TeKCT MapKyBaHHS yNakoBKu
ynakoBKU fikapcbkoro 3acoby; 3MiHu | Tuny: 3miHn
3 gKocTi. FoToBUIA Nikapcbkuii 3aci6. 3MiHn y
BMPOGHMUTBI. 3MiHM BUNpobyBaHb abo

OOMyCTUMUX MEX, BCTaHOBMNEHMX Y cneuundikauisax,
nig Yyac BMPOGHMLITBa rOTOBOTO NiKapCbKOro
3acoby (iHWi 3MiHKN) - YTOYHEHHS y MeToauLi

BU3HAYEHHS TEPMEHOBWX NMAKTOHIB (YTOYHEHHS
Ha3BuW Hepyxomoi asun) y MKA npomixHMX
npoaykTi "CyMill romoreHisoBaHa HeonygpeHa",
"Hepo3adacoBaHi kancynu" (tect «KinbkicHe

BU3HAYEHHS»); "Bn3HaYeHHs 0QHOPIGHOCTI BMICTY

braBOHOIAIB | TEPNEHOBUX NAKTOHIB B MPOMDKHUX
npoaykTax nikapcbkoro 3acoby MNHKIOBA,

kancynuv no 40 mr, 80 mr, 120 mr" (tect
"OpHopiaHicTb BMICTY onaBoHOIAIB | TEpNEHOBUX
nakToHiB"); 3MiHu | Tuny: 3miHK 3 sikocTi. FoToBMI
nikapcbkuii 3aci6. 3mMiHM y BUPOOHULTBI. 3MiHM
BUNpobyBaHb abo AONYyCTUMUX MEX,
BCTaHOBIEHMX Y cneumdikauisx, nig Yac
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[TponoBkeHHs AoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
BMPOBHMLUTBA FOTOBOIO NiKapCbKoro 3acoby (iHLui
3MiHu) - O6'egHaHHS cneumdikaLin NPOMIKHUX
npoaykTi 13 "Cymil romoreHizoBaHa
HeonygpeHa", "CyMill roMoreHisoBaHa onyapeHa
AN HanoBHEHHS Kancyn" pi3HMX Jo3yBaHb B OAHY
3aranbHy cneumdikauito. y 3B'a3Ky 3 TEXHOMOTIE
BMPOGHMLUTBA Npenapary LUMSAXOM PO3403yBaHHS
Ta HanpawBaHHAM €AUHOIO MPOMIKHOIO
npoayKkTy
102.| TIOTPUP® TabneTkn, BKpUTI BepiHrep HimeyumH BUPOGHMLTBO, HimeuyunHa BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a - UA/15816/01/02
NniBKOBOIO IHrenbxanm a nepBuHHE Ta 3MmiHu | TUNy - 3miHKn Wwopo 6e3nekn/edPekTUBHOCTI peuernmom
o6onoHkoto no 30 IHTEepHeLwWwHnN BTOPUHHE Ta hapmakoHarnsgy. 3miHa YactoTu Ta/abo
Mr; no 7 TabneTok y mM6X nakyBaHH4, TEPMIiHIB MOA4AHHA perynspHO OHOBOBaHUX 3BITiB
nepcgopoBaHoMy KOHTPOIb SIKOCTi Ta 3 6esneku nikapcbkux 3acobis. 3miHa YacToTn
6nictepi; no 1 BUMYCK Cepil: noJaHHsa perynspHoO OHOBMOBAHOIO 3BITY 3
Gnictepy B BepiHrep Gesneku.
namiHoBaHOMy IHrenbxanm ®apma [itoya pepakuis: YactoTta nogaHHsa perynsipHo
anoMiHieBoMy calle 'm6X i Ko. KT, OHOBIOBaHOro 3BiTy 3 6e3nekn 1 pik.
3 NakeTom HimeuuuHa; [NponoHoBaHa peaakuis: Yactota nogaHHa
AecukaHTy; no 4 anbTepHaTuBHa perynspHO OHOBIOBAHOrO 3BiTy 3 6e3neku 3 poku.
anoMiHieBMx cawle y nabopatopis gns PekomeHaoBaHO A0 3aTBEPKEHHS BiAMOBIAHO A0
KapTOHHiI kopooLi npoBefeHHS nepiogn4HOCTI NO4AHHA PErynsapHO OHOBOBAHNX
KOHTPOIMIO AKOCTI 32 3BiTiB 3 6e3nekn nikapcbkmx 3acobis y €C
NOoKa3HUKOM

MikpobionoriyHa
uuctota: CI'C
IHCTUTYT PpeseHiyc
'M6X, Himeuyumnna;
Jlabop NNIC CE eHp
Ko. KT, HimeuyunHa;
anbTepHaTUBHa
ninbHUUA ans
KOHTPOIMIO SIKOCTI
roToBOro
nikapcbkoro 3acoby
Ta 3a NOKa3HMKOM
"Po3knagaHHs
AimeTunaminy":
€spodiHc PACT
'M6X, HimeuunHa;
anbTepHaTBHa
ainbHUUA ans
KOHTPOTHO SIKOCTI
roTOBOro
nikapcbkoro 3acoby
Ta 3a NOKa3HUKOM
"PosknagaHHs
gimeTnnaminy": A
eHa Em LWTabTect
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[TponoBkeHHs AoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
Na6op dyp
AHaniTuK yHa
CrabinitatcnpydyHr
eH 'mbX,
HimeyuunHa
103.| TIOTPUP® TabneTkn, BKpUTI BepiHrep HimeyumH BUPOGHMLTBO, HimeuyunHa BHECEHHS 3MiH O peecTpaLiiHMX maTepianis: 3a - UA/15816/01/03
NniBKOBOIO IHrenbxanm a nepBuHHE Ta 3MmiHu | TUNy - 3miHKn Wwopo 6e3nekn/ePekTUBHOCTI peuernmom
obonoHkoto no 40 IHTEepHeLwwHN BTOPUHHE Ta hapmakoHarnsgy. 3MiHa yacToTu Ta/abo
Mr; o 7 TabneTok y m6X nakyBaHH4, TEPMiHIB MOAaHHA perynspHO OHOBMOBaHUX 3BITiB
nepcopoBaHoMy KOHTPOSb SKOCTi Ta 3 Besnekun nikapcbkux 3acobis. 3miHa YacToTn
6nictepi; no 1 BMNYCK cepii: NOAAHHS PEerynsapHO OHOBIIOBAHOIO 3BITY 3
Gnictepy B BepiHrep Gesneku.
namiHoBaHoOMy IHrenbxaim ®apma [itoya pegakuia: Yactora nogaHHa perynsapHo
antoMiHieBomy caiue vm6X i Ko. KT, OHOBIOBAHOTO 3BIiTYy 3 6e3neku 1 pik.
3 NakeTom HimeuuuHa; [NponoHoBaHa peaakuis: Yactota nogaHHa
AecukaHTy; no 4 anbTepHaTVBHa perynsipHO OHOBIOBaHOrO 3BiTYy 3 6e3neku 3 poku.
antoMiHieBKx cawle y nabopartopia ans PekomeHaoBaHO [0 3aTBepAKEHHS BiAMNOBIAHO A0
KapTOHHiI kopooLi npoBefeHHS nepiogn4HOCTI NOA4AHHA PErynsapHO OHOBOBAHNX
KOHTPOSIO SKOCTi 3a 3BiTiB 3 6e3neku nikapcbkux 3acobis y €C
NMOKa3HUKOM

MikpobGionoriyHa
uuctota: CI'C
IHCcTUTYT Ppeseniyc
'M6X, HimeuyumnHa;
TNa6op NC CE eHg
Ko. KT, HimeuyunHa;
anbTepHaTUBHa
ainbHUUA ans
KOHTPOIIO SIKOCTI
roToBOro
nikapcbkoro 3acoby
Ta 3a NoKa3HUKOM
"Po3knagaHHs
aimeTnnaminy":
€BpodiHc PACT
'M6X, HimeuyumnHa;
anbTepHaTUBHa
ninbHUUA ans
KOHTPOTHO SIKOCTI
roToBOro
nikapcbkoro 3acoby
Ta 3a NOKa3HUKOM
"Po3knagaHHs
dimetunaminy": A
eHa Em WTa6bTect
Nabop dyp
AHaniTuK yHp,
CrabinitatcnpydyHr
eH 'mbX,
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[TponoBkeHHs AoaaTKa 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

HimevyunHa

104.

FOTPUD®

TabneTku, BKpUTI
nniBkOBOIO
obonoHkoto no 50
Mr; no 7 TabneTtok y
nepcopoBaHoMy
GnicTepi; no 1
6nictepy B
namiHoBaHOMy
anoMiHieBoMy calle
3 NakeTom
JecukaHTy; no 4
anoMiHieBMx cawle y
KapTOHHiIN kopobui

BepiHrep
IHrenbxamm
IHTEepHeLwwHN

m6X

Hime4uuH
a

BMPOBHMLTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHS,
KOHTPOIb SIKOCTi Ta
BMNYCK cepii:
BepinHrep
IHrenbxanm ®apma
'm6X i Ko. K,
Hime4vuuHa;
anbTepHaTUBHA
nabopatopis gns
NpOBEAEHHSs!
KOHTPOSIO SKOCTi 3a
NMOKa3HUKOM
MikpobionoriyHa
uuctota: CI'C
IHCTUTYT PpeseHiyc
'm6X, HimeuunHa;
Jla6op NIC CE eHg
Ko. KT, HimeuyunHa;
anbTepHaTUBHa
ainbHUUA ans
KOHTPOIHO SIKOCTI
roToBOro
nikapcbkoro 3acoby
Ta 3a NOKa3HMKOM
"PosknagaHHs
aimeTnnaminy":
€spodiHc PACT
'm6X, HimeuunHa;
anbTepHaTUBHa
ainbHUUA ans
KOHTPOIIO SIKOCTI
roToBOro
nikapcbkoro 3acoby
Ta 3a NOKa3HUKOM
"Po3knagaHHs
gimeTnnaminy": A
eHa Em WTabTect
Nabop dyp
AHanITUK yHg
CrabinitatcnpydyHr
eH 'mb6X,
Himev4yunHa

Himeuumna

BHECEHHS 3MiH [0 peecTpauiiHX maTepianis:
3MminHn | TMny - 3miHn Wwopo 6e3nekn/edhekTUBHOCTI
Ta chapmakoHarnsigy. 3miHa yactotu Ta/abo
TEePMiHiB NOAAHHS PerynsapHO OHOBIIOBAHUX 3BITiB
3 Besnekun nikapcbkux 3acobis. 3miHa YacToTn
NOAaHHS perynsipHO OHOBIIIOBAHOIO 3BiTy 3
6e3nekw.

[itoya pegakuis: Yactota nogaHHa perynsapHo
OHOBIOBAHOrO 3BiTy 3 6e3nekn 1 pik.
lMponoHoBaHa peaakuis: Yactota nogaHHs
perynsipHO OHOBIOBaHOrO 3BiTYy 3 6e3neku 3 poku.
PekomeHaoBaHO A0 3aTBEPAKEHHS BiAMOBIAHO A0
nepioaNYHOCTI NOAAHHS PErynspHO OHOBIOBaHMX
3BiTiB 3 6e3neku nikapcbkux 3acobis y €C

3a
peuyerimom

UA/15816/01/04

105.

FIOTPUD®

TabneTkn, BKpUTI
nniBKOBOO
060oroHkot no 20

BepiHrep
IHrenbxanm
IHTepHeLUHN

HimeyuuH
a

BUPOGHMLTBO,
nepBUHHE Ta
BTOPUHHE

Himeyunna

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MmiHu | TUNYy - 3miHK Wwopo 6e3nekn/edekTUBHOCTI
Ta chapmakoHarnsgy. 3miHa yactoTu Ta/abo

3a
peuerimom

UA/15816/01/01
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[TponoBkeHHs AoaaTKa 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

Mr; no 7 TabneTok y
nepdgopoBaHoMy
6nictepi; no 1
Gnictepy B
namiHoBaHomy
anoMiHieBoMy calle
3 MakeTom
AecukaHTy; no 4
anoMiHieBMx cawle y
KapTOHHiI kopooLi

m6X

nakyBaHHs,
KOHTPOIb SKOCTi Ta
BUMYCK Cepii:
BepiHrep
IHrenbxanm ®apma
v6X i Ko. KT,
HimevumnHa;
anbTepHaTUBHa
nabopatopis gns
npoBeaeHHs
KOHTPOIIO SIKOCTI 3a
NOKa3HUKOM
MikpobionoriyHa
uuctota: CI'C
IHCTUTYT PpeseHiyc
'mM6X, HimeuuunHa;
Jla6op NIC CE eHp
Ko. KI', HimeuunHa;
anbTepHaTVBHa
ainbHUUA ans
KOHTPOIMHO SIKOCTI
roToBOro
nikapcbkoro 3acoby
Ta 3a NoKasHWKOM
"Po3knagaHHs
aimeTunaminy":
€spodiHc PACT
'M6X, HimeuuunHa;
anbTepHaTUBHa
ainbHUUA ans
KOHTPOIHO SIKOCTI
roTOBOro
nikapcbkoro 3acoby
Ta 3a NoKa3HWKOM
"PosknagaHHs
dimetunaminy": A
eHa Em WTa6bTect
NaGop cyp
AHaniTuK yHp,
CrabinitatcnpygyHr
eH 'M0X,
HimeyunHa

TEPMiHIB MOAaHHA perynspHO OHOBMNIOBaHUX 3BITiB
3 Be3neku nikapcbkmx 3acobiB. 3miHa YacToTu
noAaHHs peryrnsipHo OHOBIHOBAHOTO 3BITY 3
6esneku.

[Hitoya pepakuis: Yactota nogaHHsa perynsipHo
OHOBIOBAHOrO 3BiTy 3 6e3nekn 1 pik.
[NponoHoBaHa peaakuis: Yactota nogaHHsa
perynsipHo OHOBIOBaHOrO 3BiTYy 3 6e3neku 3 poku.
PekomeHaoBaHO A0 3aTBEPKEHHS BiAMOBIOHO A0
nepioaMYHOCTI NOAAHHS PerynspHO OHOBIOBAHMX
3BiTiB 3 6e3neku nikapcbkux 3acobis y €C

106.

FMEHCNPEN

cnpew HasanbHUi,
[030BaHUi,
cycneHxasis, 50
MKr/go3y, no 60 abo
120 po3y
nonieTuneHoBomMy
donakoHi; no 1

O-p Pepai'c
JTabopaTopi
c Ilta.

IHAis

"meHmapk
dapmacbioTukana
nTo.

IHaisa

BHECEHHS1 3MiH 40 peecTpauiHMX maTtepianis:
3miHu | Trny - 3miHKM 3 AkocTi. FoToBUIA NiKapCbKuiA
3aci6. KoHTponb roToBoro nikapcbkoro 3acoby
(iHWi 3MiHM) OHOBMEHHS BXE 3aTBEPKEHUX
METOZAIB KOHTPOSIO AKOCTI Nikapcbkoro 3acoby, a
came BVKIafeHHs TEKCTY AepXaBHO MOBOIO
3rifHO Cyy4acHWX BUMOT.

3a
peuenmom

UA/14550/01/02
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[TponoBkeHHs AoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
cdnakoHy 3
[03Yyt04MM HacoCOM-
po3nunoBayem,
3aKpUTUM
KOBMaYkoM, y
KapTOHHiI kopooLi
107.| rmoay HacTovika no 25 mny TOB Ykpaina TOB "TepHodapm" Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes - UA/8243/01/01
HACTOMKA nakoHax- "TepHodap 3MmiHu | Tvny - 3miHK 3 AkocTi. FoToBUI NiKapCbKUI peuernma
KpanenbHuuaX; No m" 3aci6. KoHTponb roToBOro nikapcbkoro 3acoby.
25 mn 'y conakoHi- 3MmiHa y meTogax BUnpobyBaHHS rOTOBOIO
KpanensHuui; no 1 nikapcbkoro 3acoby (He3HayHa 3MiHa y
hbnakoHy- 3aTBEPKEHUX MeTofax BUNpobyBaHHs) - 3MiHa B
KpanenbHuui B nayi MeToai BunpobyBaHHs 113 3a nokasHMkom
3 KapToHy; no 100 «lpeHTndikauis. ®nasoHoign» (OPY, 2.2.27,
My cpnakoHax; no meTtog TLUX) BHacnigok amiHn xpomaTtorpadivHoi
100 Mn y chnakoHi; nnactuHun ana TWX
no 1 dnakoHy B
nayi 3 KapToHy
108.| MOTANIT kancynu no 300 wr, My6niyHe YkpaiHa My6niyne YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/9081/01/01
no 10 kancyn y aKuioHepHe akKuioHepHe 3miHu | TUny - 3miHn Wwopo 6esnekn/edeKTUBHOCTI peuenmom | niidnszae
6nicTepi; no 2 abo TOBapUCTBO TOBapUCTBO Ta hapmakoHarnsay. 3miHa y KopoTkil
no 5 Gnictepis y "HaykoBo- "HaykoBo- XapaKTepucTu1Li NikapcbKoro 3acoby, TeKCTi
navui 3 KapToHy BVMPOGHWYMIA BUPOBHWYMIA LEHTP MapKyBaHHS Ta iHCTPYKUii ANS MEANYHOro
LEeHTPp "bopLuarisCcbkui 3aCTOCyBaHHA Ha NifgcTasi perynspHo
"BopLuariscb XiMiko- OHOBJTHOBAHOrO 3BiTy 3 6e3nekun Nnikapcbkoro
KW XiMiKO- dapmaLueBTUYHNI 3acoby, abo pgocnigkeHb 3 6e3neky 3acTocyBaHHS
dapmauesT 3asog" nikapcbkoro 3acoby B nicnspeecTpaLiiHuin nepioa,
WNYHUIA abo sk pe3ynbTaT OLiHKM 3BiTYy 3 JOCHiAXKEHb,
3aeog” NpOBeAEHNX BiANOBIAHO 4O NMaHy negiatpudHnx
pocnimxeHb (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHNM YNOBHOBAXXEHUM OpraHom) 3miHn
BHECEHO A0 IHCTpyKLUii Ana MeanyHoro
3acTocyBaHHS Nikapcbkoro 3acoby Ao po3ainy
"B3aemogis 3 iHWK1MKM nikapcbknuMu 3acobamu Ta
iHLWi BUAM B3aemopgin" wopno 6esneku
3acToCyBaHHSA Aito4oi pevyoBMHY BiANOBIAHO A0
pekomMeHpauin PRAC. BBegeHHst 3MiH npoTsarom 6-
TV MiCSILiB Micns 3aTBEPOKEHHS
109.| FO3EPENIH imnnaHTaTt no 3,6 mr, | 3eHTiBa, K.C. Yecbka BUPOGHMUTBO "in Himeuumna/ 3MiHu | Tuny - AgMiHicTpaTuBHI 3MiHW. 3MiHa 3a He UA/15570/01/01
3EHTIBA no 1 imnnaHraty y Pecny6bnik bulk", nepBuHHe Ta LLisenuapis HallMeHyBaHHA Ta/abo agpecu micus peuenmom | nidnszae
Lnpuuy-annikaTopi a BTOPUHHE NpoBaXeHHS AiAnbHOCTI BUpoGHWKa/imnopTepa
(wnpuu-annikatop nakyBaHHs, rOTOBOrO fikapcbKkoro 3acoby, BKIoYaum

CKNafaeTbes 3
nonimepHoro

KOHTpOrb cepii,
Bignosigae 3a

AinbHWL BUMYCKy cepii abo micLe npoBeAeHHS
KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a AKy Bignosigae

Kopnycy 3 TpuMadem BUMYCK cepii: BMPOGHMK/iIMNOpTEp, BKIOYaKUM BUMYCK CEpilA).
Ons iMnnaHTary, AMB 'mbX, 3miHa agpecu BupobHuka 13 BignosigansHoro 3a
rOrKM Ta MOpPLUHSA); Himeuunna BMPO6HMLUTBO "in bulk" NnepBrnHHe Ta BTOpUHHE
no 1 wnpuuy B MikpobionoriyHe nakyBaHHs, KOHTPOIb cepii, Bignosigae 3a BUNycK
nakeTuky; no 1 abo TECTYBaHHA: cepii. 3MiHa agpecu BUpoGHWKa NPMBOAMTLCS A0
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[TponoBkeHHs AoaaTKa 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

3 NakeTukn y
KapTOHHIN nayui

€BpodiHc
Bio®apma MNpoaakt
TecTiHr MioHXxeH
'M6X, HimewunHa
cTepwunisauis:
CuHeppaxi Xeanc
AnnepcxayseH
'MB6X, HimeuyumHa
CuHeppaxi Xeanc
[aHikeH En[xi,
LLisevinapis
cTepuvnisadig,
MikpobionoriyHe
TECTYBaHHS:
[51510)
CrepinizewHcepsi3
'M6X, HimeuunHa
MikpobGionoriyHe
TECTYBaHHS:
Jlabop J1C CE & Ko.
KI, HimewunHa

OHoBrieHoro cepTudikata GMP. BupobHuua
finbHUUS Ta BCi BUPOOHWYI onepalii 3anvwarTbes
He3MiHHUMK. TepMiH BBeAEHHS 3MiH - MPOTAroM 6
MicAUiB Nicnsa 3aTBEpAXEHHS.

110.

FO3EPENIH
3EHTIBA

imnnaHTat no 10,8
Mr, no 1 imnnaHTaTy
y wnpuuy-
annikatopi (wnpwvuy-
annikaTop
CKINapaeTbes 3
nonimepHoro
Kopnycy 3 TpuMayem
Ans iMnnaHrary,
rOnKu Ta NopLUHSA);
no 1 wnpuvuy B
nakeTuky; no 1 abo
3 nakeTukn y
KapTOHHIN nayui

3eHTiBa, K.C.

Yecbka
Pecny6bnik
a

BUPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTpOrb cepil,
BianoBinae 3a
BUMYCK cepii:
AMB I'mMbX,
Himeyuunna
MikpobionoriyHe
TECTYBaHHs:
€BpodiHC
Bio®apma lMpogaxT
TecTiHr MioHXeH
'M6X, HimeyunHa
cTepunisauis:
CuHeppxi Xeanc
AnnepcxayseH
M6X, Himeyunna
CuHeppxi Xeanc
OanikeH En[lxi,
LLseniuapis
cTepunisauis,
MikpobionoriyHe
TECTYBaHHs:
BE®

Himeuumnna/
LLisenuapis

3MiHu | Tuny - AgmiHicTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaXXEHHS AiAnNbHOCTI BUPOGHMKa/imnopTepa
roTOBOrO flikapCbKoro 3acoby, Bktoyaoum
OinbHWL BUNYycKy cepii abo micle npoBeaeHHs
KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a AKy Bignosigae
BMPOGHMK/iIMNOpTEp, BKIOYaYM BUMYCK CEpilA).
3miHa agpecu BupobHuka M3 BignosiganeHoro 3a
BMpO6HMLUTBO "in bulk" NnepBrnHHe Ta BTOpPUHHE
nakyBaHHs, KOHTPOIb cepili, BignoBigae 3a BUNyCcK
cepii. 3MiHa agpecy BUpoGHMKa NpMBOAUTLCS A0
OHoBReHoro cepTudikata GMP. BupobHuya
inbHUUS Ta BCi BUPOGHWYI onepalii 3anvwarTbes
He3MiHHUMW. TepMiH BBEAEHHS 3MiH - MPOTAroM 6
MicsILiB Micnsi 3aTBEPOXKEHHS.

3a
peuerimom

He
nidnsicae

UA/15570/01/02
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[TponoBkeHHs AoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
CrepinizenwHcepsi3
'MB6X, HimeuyumHa
MikpobionoriyHe
TECTYBaHHs:
Jla6op J1C CE & Ko.
KI", HimevdmHa
111.| FPAHOLUUT® niocpinizat ans TOB YkpaiHa BTOPUHHE PdpaHuis/ BHECEHHS 3MiH O peecTpaLiiHMX maTepianis: 3a - UA/5627/01/01
34 PO34YMHY ANS iH'eKUin "CaHoi- nakyBaHH4, AnoHia 3MiHu | Tuny - 3miHK Wwopno 6e3nekn/ePeKTUBHOCTI peuenmom
no 33,6 mnH MO ABeHTiC KOHTPOIb SKOCTi Ta Ta hapmakoHarnsigy. BeegeHHs abo 3miHn go
(263 mkr); Ne 5: no 5 YkpaiHa" BUMYCK cepin y3ararnbHeHuX AaHux npo cuctemy
cnakoHiB 3i ckna nioginizaty Ta capmakoHarnsgy (BBefAeHHs y3ararbHEHUX gaHux
Tmnalc PO3YMHHMKA: npo cuctemy papmakoHarnsgy, 3amiHa
niogpinizarom, CaHodpi BiHtpon yNoBHOBa)eHOi ocobu, BignoeigansHoi 3a
YKYNOpEHUX IHgacTpia, PpaHLuis; 3aiicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
npobkamu ryMoBuMmn BMPOBHMLTBO apmakoHarnsay 3asiBHUKa Ans 30iNCHEHHS
OyTunosumu Ta nioginisary, thapmakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
obxaTtux nepBuHHE Bif, yNOBHOBaXeHOT ocobu, BianosiganbHoi 3a
KoBnavkamu nakyBaHHs, 3AiNCHEHHA hapmakoHarnsgy (BKoYaym
anoMiHieBUMU B KOHTPOIb SKOCTi: KOHTaKTHI AaHi) Ta/abo 3MiHW y po3MiLLeHHi
KOMMSEKTi 3 5 Lyrai ®apma MacTep-caina cuctemm chapmakoHarnsay). 3miHa
amnynamv no 1 mn ManydektypuHr Ko. YMOBHOBaXeHOI 0cobu 3asiBHMKA, BiAMOBiAANbHOI
3icknaTuny | 3 JIta, AnoHis; 3a (hbapmakoHarnsaa.
PO34MHHMKOM (BOAA BMPOGHMLUTBO [itova pepakuis: Xogakiscbka TeTaHa
Ons iH'ekuin) B PO3YMHHUKA, BsiuecnasieHa. MNponoHoBaHa peaakuis:
KapTOHHiI kopobui nepBUHHE Bapdonomeesa IBaHHa OnekcaHapiBHa. 3miHa
nakyBaHHs, KOHTaKTHMX JaHWNX YNOBHOBaXeEHOi ocobu,
KOHTPOIb SKOCTI: BiANoBiAanbHOI 3a hapmakoHarnag
[aynT ®apma
JliBpoH, PpaHuis
112 TPU3EODYINb Tabnetkun no 125 wr, My6niyHe YkpaiHa My6niyne YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3a - UA/1280/01/01
BIH no 20 TabneTok y akuioHepHe akuioHepHe 3MmiHu | TUNy - 3miHKn Wwopo 6e3nekn/edeKTUBHOCTI peuenmom
GnicTepi; no 2 TOBapuCTBO TOBapuCTBO Ta cpapmakoHarnsgy (iHwi amiHu) 3miHa y 3B'A3ky
Gnictepun y navui 3 «HaykoBo- «HaykoBo- YTOYHEHHS BUKNadeHHs po3Ainy "[oaaTkosa
KapTOHY BUPOGHWYMIA BUPOGHUYMIA LLEHTP iHdopmauis. Al-1. Ynakoska" MKA Tta posainy
LEHTP «BopLuariBcbkuit 3.2.P.7. Oitoya pegakuis:METOON KOHTPOIO
«BbopLuarisc XiMiko- AKOCTI Al-1. Ynakoska. No 20 TabneTtok y
bKU XiMiKO- dapmaueBTUYHUI GnicTepi i3 NniBKM NONIBiHINXNOpUAHOI i honbru
dapmaueBT 3aBog» antoMiHieBOI 3 OAHOCTOPOHHIM MOKPUTTAM
VNYHWN TepMonakoM i ApykoM 3 Apyroi ctopoHu. o 2
3aBoa» Gnictepu pasom 3 iHCTPYKLieto ANst MEAUYHOTO

3acTOCyBaHHA npenapaTy NoMmillaTb y Nayky 3
KapTOHY 3 MapKyBaHHSAM YKpaiHCbKOI Ta
POCINCBLKOIO MOBaMU Ta MapKyBaHHSM LLIPUEDTOM
Bpains ykpaiHcbkoto MoBOto. [ponoHoBaHa
pepakuis: METOAW KOHTPOMIO AKOCTI Al-1.
YnakoBka. Mo 20 TabneTok y 6nicTepi i3 nniBku
noniBiHINXNOPUAHOI | Ponbru anoMiHieBoi 3
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

OOHOCTOPOHHIM NMOKPUTTSM TEPMONAKOM i APYKOM
3 Apyroi cTopoHu. Mo 2 6nictepu pa3om 3
iHCTpyKUi€lo ANst MEAUYHOrO 3acTOCYBaHHS
npenapary nomiLlatTb Y Nayky 3 KapToHy.
OHOBMEHHS TEKCTY MapKyBaHHS YNakoBKu
nikapcbKkoro 3acoby, 3okpema BUIy4eHHs
iH(bopMalLlii, sika HAHOCUTLCS POCINCLKOK MOBOIO.
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEpKEHHS
3MiHn | TMny - 3MiHK 3 sKocTi. FOTOBMI Nikapcbkuii
3aci6. Crctema KoHTeliHep/3aKynoproBanbHWi
3aci6. 3MiHa nocTayanbHUka NakyBanbHUX
maTepianis abo KOMMNEKTYUMX (SKLLO 3a3HaYeHO
B AOCbE) (BUNMYYEHHS nocTavanbHyka) BunyyeHhs
HalMeHyBaHHS NocTavarnbHUKIB NakyBanbHWUX
marepianis 3 peecTpauinHoOro 4oChke, Yy 3B'A3KY 3
npuseaeHHAM po3sginy 3.2.P.7. peectpauiiHoro
[OCbE Y BifnNoBiOHICTb 4O €BPONENCHKNX BUMOT, a
TaKOX BUYYEHHS i3 peeCcTpauUiiHOro 4oCbe
BnpobHuka «[niska MNBX» TOB "KnbokHep
MeHTannact Pyc", pocis.

113.

rPynro
XOTMIKC®

rpaHynu ans
OopanbHOro Po34nHy
3i CMakoM nonyHuui
no 5ry cawe, no 5
abo no 10, abo no
20, abo no 50 cawwe
Y KapTOHHI
ynakoBuUj

TOB
"TMEOPAP
mnaTa"

YkpaiHa

KYCYM XENTXKEP
neT N4

IHgia

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3miHu | Tvny - 3miHK 3 AkocTi. FoToBUIA NiKapCbKUIA
3aci6. CtabinbHictb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHs roTOBOro
nikapcbkoro 3acoby (36inbLIeHHs TepMiHy
npuaaTHOCTI FOTOBOro Nikapcbkoro 3acoby) - Ans
TOProBoi ynakoBku (NigTBEPOXKYETLCA AaHUMU
peanbHOro 4acy) 30inbLUeHHSA TEPMiHY
npuaatHocTi J13 Ha nigcTasi pesynbTartie
JocnimxeHb cTabinbHOCTI Npenapaty B peanbHOMY
yaci (3aTBepkeHO: TepMiH NMPUAATHOCTI: 2 POKY;
3anpornoHOBaHo: TEPMiH NPUAATHOCTI: 3 pokw).
BBeaeHHs 3MiH NpoTsarom 6-Tu MicauiB nicns
3aTBEpAKEHHSA

6e3
peuenma

nidnsicae

UA/16501/01/01

114.

rPyvnro
XOTMIKC®

rpaHynu ans
0OpanbHOro Po34nHy
3i CMakom fniMMoHa
no 5ry cawe, no 5
abo no 10, abo no
20, abo no 50 cawe
Y KapTOHHI
ynakoBuUj

TOB
"TNEOGAP
M NTO"

YkpaiHa

KYCYM XEJNNTXKEP
MNBT NTAO

IHaia

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3minu | Tuny - 3miHK 3 sikocTi. FoTOBUIA NiKapChKUiA
3aci6. CtabinbHicTb. 3miHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHs roToBOro
nikapcbkoro 3acoby (36inbLIeHHs1 TEPMiHY
NpYAATHOCTI FOTOBOTO fikapcbkoro 3acoby) - [Ans
TOProBoi ynakoBku (MigTBEPOXKYETLCA AaHUMU
peanbHOro Yacy) 36inbLUeHHs TepMiHY
npuaaTHocTi J13 Ha nigcTasi pesynbTartie
JocnimxeHb cTabinbHOCTI Npenapaty B peanbHOMY
yaci (3aTBepakeHO: TepMiH NPUAATHOCTI: 2 POKY;
3anpornoHOBaHoO: TEPMiH NPUAATHOCTI: 3 poKu).
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS

6e3
peuenma

nidnsicae

UA/16502/01/01
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n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
115, reunro rpaHynu ans TOB YkpaiHa KYCYM XEJNTTXKEP IHais BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 6e3 nidnsicae UA/17055/01/01
XOTMIKC® oparnbHOro Po34nHy "TNEODAP MBT NTA 3Mminu | Trny - 3miHK 3 AkocTi. FoToBUI NiKapCbKUi peuernma

3i CMaKoM YopHOi M nTa" 3aci6. CtabinbHicTb. 3MiHa y TepMiHax

cmopoauHn no 5ry npuaaTHocTi abo ymoBax 36epiraHHs roToBOro

cawe, no 5 a6o no nikapcbkoro 3acoby (36inbLIeHHst TepMiHY

10, abo no 20 cawe NpWAaTHOCTI rOTOBOrO fikapcbkoro 3acoby) - [ns

Y KapTOHHIN TOProBoi yNakoBku (MiATBEPAXKYETLCA AaHUMU

ynakoBLi peanbHOro yacy) 36inbLUEeHHs TEPMiHY

npugatHocTi J13 Ha nigcTasi pesynbTaTiB
nocnimpkeHb cTabinbHOCTI Npenapaty B pearibHOMy
yaci (3aTBepApkeHO: TEPMiH NPUAATHOCTI: 2 POKK;
3anporoHoOBaHO: TEPMiH NPUAATHOCTI: 3 pokw).
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBEPKEHHS

116, QAUMICUN rpaHynu ons AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis: 3a He UA/19857/01/01

oparbHoi cycneHsii "dapmak” 3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI peuenmom | nidnsieae

100 mMr/2r,no2rB
cawe, no 10 cawey
navuj

Ta dhapmakoHarnsaay. 3miHa y KopoTKin
XapaKkTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLii AN MeguyHoro
3aCTOCYBaHHS Ha MiACTaBi perynspHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbKoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B nicnsapeecTpauinHui nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 4OCHiAXEHb,
npoBeAeHNX BiANoBIgHO A0 NnaHy negiaTpudHnx
pocnimkenrs (PIP) (3miHy y3rogkeHo 3
KOMMETEHTHUM YNOBHOBaXEHUM OpraHoMm)
3MiHM BHECEHO [0 iHCTPYKUiT AN MeaM4Horo
3acTocyBaHHS nikapcbKoro 3acoby y po3ainu:
"OcobnusocTi 3actocyBaHHs", "MobiuHi peakuii”
BiMOBIAHO 4O OHOBMEHOI iHbopMaLlii 3 6e3neku
Aitoyoi pevoBnHN BBeaeHHs 3MiH npoTarom 6-tu
MicsILiB Micnsi 3aTBEPOKEHHS
3MmiHu | TUNy - 3miHKn Wwopo 6e3nekn/edeKTUBHOCTI
Ta dhapmakoHarnsagy. 3miHa y KopoTKin
XapakTepucTuL NikapCcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
3aCTOCYBaHHS Ha MiACTaBi perynspHo
OHOBMOBAHOTO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHs
nikapcbkoro 3acoby B nicnspeecTpauiiiiin nepioa,
abo sk pe3ynbTaT OUiHKM 3BITY 3 AOCHIAKEHb,
nNpoBeAeHNX BiAnoBigHO A0 NnaHy negiatpudHnx
pocnimkerb (PIP) (3miHy y3rogeHo 3
KOMMETEHTHUM YNOBHOBaXXEHUM OpraHoMm)
3MiHM BHECEHO [0 IHCTPYKUiT AN MeaM4Horo
3acTocyBaHHS NikapcbKoro 3acoby y po3ain
"3acTocyBaHHs y nepiog BariTHOCTi abo roflyBaHHs
rpygar” BignoBigHO 4O OHOBMEHOI iHpopmalii 3
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
6e3neku fito4oi pedoBnHM BBeaeHHs 3MiH
nNpoTsArom 6-T1 MicsAUIB NicNsA 3aTBEPAKEHHS
117.| OAP®EH® CycCreH3isi oparnbHa, MpAT YkpaiHa BUPOBHMLTBO, Higepnanam BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 6e3 He UA/18549/01/01
Kiac 100 mr/5 mm; no 100 | "dapmauesT nepBuHHE Ta / 3MiHu | Tuny - 3MiHK Wwopo 6esnekn/edheKTUBHOCTI peuenma nidnseae
mn, 200 mny n4yHa cipma BTOPUHHE Icnanis Ta dhapmakoHarnsgy. 3miHa y KopoTkin
conakoHi; no 1 "NapHuus" nakyBaHH4, XapaKTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
hnakoHy y KOHTPOIb SKOCTI, MapKyBaHHS Ta iHCTPYKUiT ANS MEeANYHOro
KOMMMeKTi 3i BUMYCK cepii 3aCTOCYBaHHS Ha MiACTaBi perynspHo
LUNPULIOM- roTOBOrO NPOAYKTY: OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro
[03aTopoM Yy navui Dendapm bnagen 3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHS
B.B., HinepnaHnau; nikapcbkoro 3acoby B nicnsipeecTpaLiiiuin nepion,
BUPOGHMLTBO, abo sk pe3ynbTaT OUiHKM 3BIiTy 3 AOCHIAKEHb,
nepBUHHE Ta npoBeAeHVX BiANOBIAHO A0 NnaHy negiaTpu4HmnX
BTOPUHHE pocnigpkerb (PIP) (3miHy y3romkeHo 3
nakyBaHHs, BUNYyCK KOMMETEHTHUM YNOBHOBaXEHUM OpraHoMm).
cepii roToBoro 3MiHWN BHECEHO A0 iHCTPYKUiT AN MeanyHoro
NPOAYKTY: 3aCToCyBaHHS Nikapcbkoro 3acoby 4o posainy
Epedapm, C.J1,, "3acTocyBaHHs y nepiod BariTHOCTi abo rogyBaHHs
IcnaHisa; KoHTponb rpyoao” BignosigHo 4o pekoMeHaauii CMDh.
AKOCTi (32 BUHATKOM TepmiH BBEAEHHS 3MiH - NpoTArom 6 micauis nicns
Mikpo6ionoriyHoro 3aTBEPOKEHHS.
KOHTPOI0), BUNYCK
cepii rotoBoro
npoaykTy:
dapmanigep, C.A.,
Icnais;
MikpobionoriyHmim
KOHTpPO~b
(cybnigpagHuk
komnaHii Farmalider,
S.A.): biona6, C.J1.,
Icnanis
118.| OAP®EH® TabneTku, BKpUTI MpAT YkpaiHa PonTic Xennac Mpeuis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 6es nidnsizae UA/18537/01/01
JIOHI nniBKOBOK "®apmaueBT Megikan eHg 3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI peuenma
obornoHkoto, 200 n4yHa cipma dPapmacbioTikan Ta dhapmakoHarnsagy. 3miHa y KopoTKin
mr/500 wmr; no 10 "OapHuus” Mpogaktc C.A. XapakTepucTuL NikapcbKoro 3acoby, TeKCTi

TabneTok y 6nictepi;
no 1 6nictepy B
navuj

MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
3aCTOCYBaHHS Ha MiACTaBi perynspHo
OHOBMOBAHOTO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neku 3acToCyBaHHS
nikapcbkoro 3acoby B nicnsapeecTpauiiHui nepioa,
abo sk pe3ynbTaT OUiHKM 3BITY 3 AOCHIAKEHD,
nNpoBeAeHNX BiAnoBigHO A0 NnaHy negiatpudHnx
pocnimkerb (PIP) (3miHy y3rogeHo 3
KOMMETEHTHNM YNOBHOBaXXEHUM OpraHoMm) - 3miHu
BHECEHO [0 iHCTPYKUii AN MegnyHoro
3aCTOCyBaHHSA Nikapcbkoro 3acoby 4o po3ainy
"3acTocyBaHHs y nepiog BariTHOCTi abo roflyBaHHs
rpyaar” BignosigHo Ao pekomenauin CMDh.
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
TepMmiH BBeAEHHS 3MiH - NPOTArom 6 micsauie nicns
3aTBEPAKEHHS
119.| AEKATUNEH nboasHuKM no 8,75 TOB «TeBa YkpaiHa KOHTpOrb cepii IcnaHis BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: bes - UA/19472/01/01
ony Mr; no 12 YkpaiHa» (nMnwe dpimko- 3MmiHu | TUny - 3miHm 3 akocTi. CepTudikar peuernma
NbOASHUKIB Y XiMiYHMI aHani3): BignosigHocTi/lE-cepTudikaTt BignosigHoCTI
6nictepi, no 2 IHdapmage, C.J1., €Bponeickkin dapmakonei/MoHorpadii. NMogaHHs
6nictepu y Icnanis HoBOro abo oHoBneHoro ceptudikaTta
KapTOHHiIN Kopobui KOHTpOnb cepii BianosigHocTi abo BMNyYeHHs1 cepTudikaTta
(nMwe nokasHuK BignoBigHOCTI €BponeWichkin hapmakonei: ons
"Mikpob6ionoriyHa A®l; onsa BuxigHoro
yucrota"): matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
JlabopaTopio BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
EueBapHe, C.A., [OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
Icnanis €Bponelicbkint hbapmakonei) - OHoBNeHWN
BMPOBHMLUTBO cepTudikaT Big yXe 3aTBepaKEHOro BUPOGHUKa -
Hepo3dacoBaHoI noJaHHsi OHOBMEHOrO cepTudikaTa BignoBigHOCTI
npoaykKuii, nepBMHHa €sponericbkin bapmakonei Ne R1-CEP 2003-154 -
Ta BTOpMHHa Rev 06 (3atBepmkeHo: R1-CEP 2003-154 - Rev
ynakoBka, J03BiNn Ha 05) gnsa A®| dnypbinpodeHy Big BXxe
BMNYCK cepii: 3aTBepakeHoro BupobHuka Sun Pharmaceutical
Josuc Industries Ltd., India.
dapmacbtoTrkana
C.J1., Icnanis
KOHTpPOIb cepii
(nuwe dpismko-
XiMiYHWUI aHanis):
Cinkpodpapm, C.J1.,
Icnanis
120.| AEHOBENb® TabneTkn, BKpUTI TOB «MIBE YkpaiHa Mibe MmM6X HimeuunHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/15836/01/01
30 nniBKOBOK YKPATHA» ApuHanmiTTens 3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI peuenmom nidnsicae

obonoHkoto, no 0,03
Mmr/2 mr; no 21
TabneTui y 6nictepi;
no 1 abo no 3, abo
no 6 Gnictepis y
KapTOHHiI kopobui

Ta dhapmakoHarnsagy. 3miHa y KopoTKin
XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
3acTOCyBaHHs1 Ha MiACTaBi perynsipHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHS
nikapcbkoro 3acoby B nicnspeecTpaLiiHuin nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 JOCHiAXEHD,
NpoBeAeHNX BiAnoBigHO 40 NnaHy negiatpudHnx
pocnimxeHs (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHUM YTNOBHOBa)XEHUM OpPraHoMm).
3MiHM BHECEHO [0 IHCTPYKUiT Ans MeaM4Horo
3aCTOCYBaHHsI NikapCcbKoro 3acoby Ao po3ainis
"MpoTunokasaHHs", "Baaemogis 3 iHWMmn
nikapcbkumu 3acobamu Ta iHWi BUAM B3aemogin"”
Ta "OcobnuBocCTi 3acTocyBaHHA" BiANOBIAHO A0
pekomeHgauin CMDh.

TepmiH BBeOEHHS 3MiH - NPOTArom 6 Micauis nicnsa
3aTBEPOKEHHS.
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
121.| AENAKIH TabneTkn, BKpUTI TOB YkpaiHa CaHodpi BiHtpon ®paHuia BHECEHHS 3MiH O peecTpaLiiHMX maTepianis: 3a - UA/10298/01/01
XPOHO® 300 060110HKoI0, "CaHodi- IHpacTpia 3MinHu | TUNY - 3milu Wono 6e3nekun/edheKTUBHOCTI peuenmom
Mmr NPOSOHroBaHoI A, ABeHTIC Ta chapmakoHarnsgy. BeeaeHHs abo 3miHM oo
no 300 mr; Ne 100 YkpaiHa" y3aranbHeHUX AaHux npo cuctemy
(50x2): no 50 apmakoHarnsay (BBeAeHHS y3aranbHEeHNX AaHuX
TabneTok y npo cuctemy cpapmakoHarnsgy, amiHa
KOHTENHepI, YyNOBHOBa)eHOi 0cobu, BignoeigansHoi 3a
3aKPUTOMY KPULLIKOIO 3pificHeHHs1 hbapmakoHarnsigy; KOHTakTHoi ocobu 3
3 chapmakoHarnagy 3asBHUKa Ans 30iIMCHEHHA
BOSIOronornnHavyem; tapmakoHarnagy B YkpaiHi, sIKLLO BOHa BigMiHHa
Mo 2 KOHTEeNHepu y Bifl yNoBHOBaXeHOi 0cobw, BignoBigansHoi 3a
KapTOHHiI kopooLi 3aiicHeHHs dhapmakoHarnsgy (BkioYarymn
KOHTaKTHI AaHi) Ta/abo 3MiHW y po3MiLLeHHi
macTep-arnna cuctemu dpapmakoHarnagy) 3miHa
yNOBHOBa)eHOi 0cobu 3asiBHMKA, BignosigansHoi
3a chapmakoHarnsig.
[itoya pepakuis: XogakiBcbka TeTsaHa
BsayecnagisHa. lNponoHoBaHa peaakuis:
BapdonomeeBa IsaHHa OnekcaHgpiBHa. 3miHa
KOHTaKTHMX AaHWNX YNOBHOBAXEHOi 0cobu,
Bi4noBiganbHOI 3a hapMakoHarnsag
122.| AENAKIH® cupon, 57,64 mr/mn; TOB YkpaiHa lOHiTep JikBig ®paHuin BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a - UA/3817/01/01
Ne 1: mo 150 mny "CaHodi- MaHydekuypiHr 3minu | TUny - 3MiHn Wwopo 6esnekn/edeKTUBHOCTI peuernmom
dnakoHi; no 1 ABeHTIC Ta hapmakoHarnsay. BeeaeHnHs abo 3miHM oo
dnakoHy 3 YkpaiHa" y3aranbHeHUX AaHux npo cuctemy
003Y4M bapmakoHarnsgy (BBeAeHHs y3ararnbHEHUX AaHux
NPUCTPOEM B npo cuctemy papmakoHarnsgy, amiHa
KapTOHHiI kopobui yrnoBHOBaXeHoi ocobu, BignoBifanbHoi 3a
3AiCHEHH:A hbapmakoHarnsigy; KOHTakTHOT ocobu 3
dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
BiJ, YNOBHOBaXXEHOI 0CO0M, BiAnoBigansHoi 3a
30iACHEHHs hapMakoHarnsgy (Bkoyaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
mMacTep-anna cuctemu papmakoHarnsagy) 3miHa
yMNOBHOBaXeHOoI ocobu 3asiBHMKa, BigNOBiganbHOI
3a (papmakoHarmnsg.
[itoya pepakuis: XogakiBcbka TeTsaHa
BsivecnasieHa. MNponoHoBaHa peaakuis:
Bapdonomeesa IBaHHa OnekcaHapiBHa. 3miHa
KOHTAKTHMX AAaHWX YNOBHOBaXXeHOi ocobu,
BignosiganbHoI 3a dhapMakoHarnsg
123.| OEPUBA C renb no 5 r abo no "menmapk IHAis "meHmapk IHaisa BHECEHHS1 3MiH 40 peecTpauinHMX maTtepianis: 3a - UA/9245/01/01
FENb 15 ry 1y6i; no 1 TyGi dapmacbloT dapmacbioTukana 3MminHn | TMny - 3miHn Wwopo 6e3nekn/edpeKTUBHOCTI peuenmom
B KapTOHHII kopobui vkans JlTa. nTo. Ta cbapmakoHarnsify. BeegeHHsi abo 3miHu oo

y3aranbHeHUX AaHuxX Npo cUcTemy
bapmakoHarnsgy (BBeAeHHs y3ararnbHEHUX AaHUX
npo cuctemy papmakoHarnsgy, amiHa
yrnoBHOBaXeHoi ocobu, BignoBiganbHoi 3a
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

3AiicHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHsI
dapmakoHarnagy B YkpaiHi, siKLLO BOHa BigMiHHa
Bif, yNOBHOBaXXeHOT 0cobu, BignosigansHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
macTep-daiina cuctemu apmakoHarnsgy) 3miHa
YMNOBHOBaXeHOI 0cobu 3asiBHMKA, BiAMNOBiganbHOI
3a (papmakoHarmnsg,.

[itoya pepakuin: Y1e XodHep / Ute Hoeffner.
lMponoHoBaHa pepakuis: [HiaHewwsap ApiyH
Canan / Dr. Dnyaneshwar Sanap. 3miHa
KOHTaKTHMX JaHWNX YNOBHOBaXeHOi ocobu,
BiANoBiganbHoi 3a papMakoHarnag. 3miHa micust
30iMCHEeHHS OCHOBHOI AisiNbHOCTI 3
capmakoHarnsgy. 3MiHa micLe3HaxoaKeHHs!
mMacTtep-darna cuctemm dapmakoHarnsgy

124.

OEPUNAN®

kpem, 0,5 mr/r, no 50
r B Ty6i; no 1 Ty6i B
KapTOHHiIN kopobui

TOB
«YorPng
MEOVLNH»

YkpaiHa

YOPN MEAVLIVH
INAY CAH. BE.
TIDK. A.LLL

TypeudunHa

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3MiHa 3asBHuka J13 (MIBI1) (BnacHuka
peecTpaLinHOro NocBig4eHHs) (3rigHo Hakady MO3
Big 23.07.2015 Ne 460). TepmiH BBeAEHHS 3MiH -
npoTsArom 6 micsauiB nicnsa 3aTBepmKeHHs. 3MiHN |
Tuny - 3MiHM LWoao H6e3nekn/edeKTBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3miHv oo
y3aranbHeHUX AaHux Npo cUcTemy
bapmakoHarnsgy (BBeAeHHs y3ararnbHEHUX AaHux
npo cuctemy papmakoHarnsgy, amiHa
yrnoBHOBaXeHoi ocobu, BignoBifanbHoi 3a
3AiNCHEHHA hapMaKkoHarnsay; KOHTakTHOI ocobu 3
dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
BiJ, YNOBHOBaXXEHOI 0CO0M, BiAnoBigansHoi 3a
30iACHEHHs hapMakoHarnsgy (Bkoyaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
MacTep-canna cuctemm papmakoHarnsaay). 3miHa
yMNOBHOBaXeHOoI ocobu 3asiBHMKa, BigNOBiganbHOI
3a papmakoHarns. firova pegakuis:
Mesgcim Inbkbaxap [diHyens / Mrs. Mevsim llkbahar
Dincel. NponoHosaHa pepakuis: MNMyano MNaHHa
CraHicnasiBHa.3MiHa KOHTAKTHUX JaHUX
YMNOBHOBaXXEHOI 0COOU 3asiBHMKA, BignoBigansHoi
3a cpapmakoHarnsg. 3miHa micusi 34iNCHEHHS
OCHOBHOI AisiNbHOCTI 3 dhapMakoHarnsgy.
3MiHa Micue3HaxomKeHHs MacTep-canna
cucTeMU dpapmakoHarnsigy.

3a
peuerimom

He
nidnsicae

UA/18398/01/01

125.

OE-CNAH®

pO34MH Ans iH'ekuin,
25 mr/mn no 2 mn B
amnyni; no 5 amnyn
y KaceTi y nayuj; no

TOB HB®
«MIKPOXIM
»

YkpaiHa

BignosiganbHui 3a
BUPOOHMLTBO Ta
KOHTponb/BunpobyBs
aHHs cepii, He

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3miHu | Tvny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHA Ta/abo agpecu 3asiBHMKa
(BnacHuka peecTpaLiiHOro NocBigYeHHs) 3MiHa

3a
peuenmom

He
nionsieae

UA/16880/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
2 mn B amnyni; no 5 BKIOHAKUM BUMNYCK appecu Ta HaiMeHyBaHHS 3asiBHVKa (BnacHuKa
amnyn y kaceTi; no 2 cepil: peecTpaLinHOro NOCBiAYEHHS).
KaceTun y nayuj MNpuBaTHe 3MiHW BHeCeHiI B iHCTPYKLit0 AN MeanyHoro
akujioHepHe 3acToCyBaHHsI Nikapcbkoro 3acoby y po3ainu
TOBapuCTBO "3asBHuK" Ta "MicLesHaxomKeHHs 3asBHMKa"
«Jlekxim-Xapkis», BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
YkpaiHa 3aTBepAKEHHS. 3MiHu | TNy - AaMiHiCTpaTUBHI
BignosiganbHuii 3a 3MiHW. 3miHa HaliMeHyBaHHs Ta/abo agpecu micus
BMPOGHMLUTBO Ta npoBaXeHHs AisnbHOCTI BUpo6HWKa/imnopTepa
KOHTponb/BrnpobyBs roTOBOrO flikapcbKoro 3acoby, BKIovaym
aHHsA cepii, AinbHUL BUNYycKy cepii abo micue npoBeAeHHst
BKIMOYAO4M BUMYCK KOHTPOSIO SIKOCTI. (QisNbHICTL, 3a Ky Bignosigae
cepii: BUPOGHMK/IMNOpPTEP, BKIOYAOYM BUMYCK cepilt)
TOB HB® appecu BupobHuka M3 (Bknoyvatoym BUMycC cepin)
«MIKPOXIM», Yy 3B'A3KY 3 (DaKTUYHO 3MIHOI HOPUANYHOT
YkpaiHa agpecu, a Takox 3aMiHa HaliMeHyBaHHsi BUPOBHMKa,
a came: 3rigHo ctatyty TOB HB® "MIKPOXIM"
CKOpoYeHe HallMeHyBaHHsi ToBapucTea. 3MiHM
BHECEHI B IHCTPYKLUitO ANA Mean4Horo
3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ainu
"BupobHuk" Ta "MicuesHaxomkeHHs BUPOOHMKa Ta
0ro agpeca Micus NpoBaKEHHs AisnbHOCTI" 3
BiAMOBIAHVMU 3MIHAMU Y TEKCTi MapKyBaHHS
ynakoBKM Nikapcbkoro 3acoby. BeeaeHHs 3amiH
nNpoTArom 6-T1 MicsUIB NiCNs 3aTBEPOXKEHHS.
126.| AE-CMNMAH® PO34UH ANS iH'eKuin, TOB HB® YkpaiHa BiAMNoOBiAanNbHUIA 3a YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/16880/01/01
25 mr/mMnno 2 mn B «MIKPOXIM BUPOGHMLUTBO Ta 3miHu | TMny - 3miHK 3 skocTi. FoTOBMIA NiKapCbKUiA peuenimom | nidnszae

amnyni; no 5 amnyn
y KaceTi y nayuj; no
2 mn B amnyni; no 5
amnyn y kaceri; no 2
KaceTu y nayui, no 2
mn B amnyni; no 10
amnyn y kaceti 'y
nayui

»

KOHTponb/Brnpobys
aHHs1 cepii, He
BKIIHOYA04M BUNYCK
cepil:
MpuBaTtHe
akuioHepHe
TOBapWCTBO
"Nekxim-XapkiB",
YkpaiHa
BignoBiganbHUN 3a
BUPOOHMLTBO Ta
KOHTponb/Bunpobys
aHHs cepii,
BKITHOHA04M BUMYCK
cepii:

TOB HB®
"MIKPOXIM",
YkpaiHa
BiANoBiganbHOI 3a
BUNYCK cepii, He
BKIIOYa0um
KOHTponb/Bunpobys

3aci6. 3MiHn y BUpobHUMUTBI. 3amiHa abo
BBEOEHHS 10A4ATKOBOI AiNbHULI BUPOOHMLTBA AN
YacTWHW abo BCbOro BUpOGHMYOro npoLiecy
roTOBOrO fikapcbKoro 3acoby (AinbHuUSA, Ha sKin
npoBoaaTbcs Oyab-ski BUpobHWYi cTagii, 3a
BUHATKOM BUMYCKY cepii, KOHTPOMIO AKOCTi Ta
BTOPWHHOIO NakyBaHHA ANS CTEPUNBbHUX
nikapcbkunx 3acobiB (BkoYaroum BUpobneHi
acenTUYHUM MeTodoM), KpiM Nikapcbkux 3acobis
6ionori4Horo/iMyHONOr4YHOro NOXOAXEHHS)
BBEAEHHS 0AATKOBOI AiNbHULI BUpobHuuTea - AT
«lanuudapm», YkpaiHa. BBegeHHst 3MiH npoTsirom
6-Tv MicaLiB nicnsa 3aTBepaxeHHst CynyTHsi 3aMiHa -
3MiHu 3 AkocTi. [oToBUIA Nikapcbkuii 3acid. 3miHn y
BUPOGHMLTBI. 3aMiHa abo BBeAEHHS 40OaTKOBOI
AinbHWL BUPOOHULTBA AN YacTUHKM abo BCbOro
BMPOBGHMYOro NpoLecy roToBOro NiKapCbKoro
3acoly (AinbHULA AN BTOPUHHOIO NaKyBaHHS)
3miHu | TMny - 3miHK 3 sikocTi. FoTOBUIA NiKapCbKUIA
3aci6. 3MiHN y BUpoOHUUTBI. 3MiHa
iMnopTepa/amiHu, L0 CTOCYHTLCS BUMYCKY cepii Ta
KOHTPOJIO SIKOCTi FOTOBOTO JikapcbKoro 3acoby
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
aHHs cepii: (3amiHa abo goaaBaHHs OinbHULI, Ha SAKiA
TOB HB® 3[iNCHIOETLCSA KOHTPOIL/BUNPODBYBaHHS cepii)
"MIKPOXIM", popasaHHs ainbHuui - AT «Manuydapmy», Ykpaida
YkpaiHa BignoBigansHoI 3a KOHTPONbL/BUNPOOYBaHHS cepil.

BignoBiganbHWIM 3a
BUPOOBHMLTBO Ta
KOHTPOnb/BUNpobyB
aHHsA cepii, He
BKIOMAKUM BUMNYCK
cepii:

AT "Tannydapm",
Ykpaina

BBeaeHHs 3MiH NnpoTsArom 6-Tu MicauiB nicns
3aTBepAKEHHS. 3MiHM | TUNY - 3MiHM 3 AKOCTI.
["oToBMI nikapcbkmin 3acib. Cuctema
KOHTEeWHep/3aKkynoptoBarnbHuiA 3acit. 3miHa
pO3Mipy yNakoBKU roTOBOIO fikapcbkoro 3acoby
(3miHa KinbKoCTi oguHMLG (Hanpuknag TabneTok,
amnyn TOLLOo) B ynakosLi:) - 3MiHa y AianasoHi
3aTBEPKEHUX PO3MIPIB YNAKOBKU - BBEAEHHS
nopaTtkoBoi ynakoeku J13: no 2 mn B amnyni; no 10
amnyn y KaceTi y nayui Ans BupobHuka - AT
«lFannydapmy», YkpaiHa, g9k Hacnigok BHECEHHSA
3MiH oo MKA J13 p. YnakoBka. BHECEHI B
iHCTPYKLUiO AN MEOMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "Ynakoeka"
(nogaBaHHs 2 mn no 10 amnyn). BBegeHHs 3MiH
NpOTArom 6-T MicALIB NiCNs 3aTBEPOXKEHHS.
3MiHn | TMny - 3MiHK 3 sKocTi. FOTOBUI Nikapcbkuii
3aci6. 3MiHM y BUpOGHMLTBI. 3MiHM ¥ npoueci
BUPOBHMLTBA rOTOBOTO MiKapCbKOro 3acoby,
BKIOYa4M NPOMIKHUIA NPOJYKT, WO
3aCTOCOBYETLCSI MPY BUPOBHMLITBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOGHMLTBA) HE3HAYHI 3MiHW Y NpOLIECi
BMpOoGHMUTBa J13 Ha 4oAaTKOBIN AiNbHULI
BUpo6HMUTBA - AT «["anuudpapm», YkpaiHa. 3miHu
| Tuny - 3miHn wWopo 6e3nekn/edekTUBHOCTI Ta
apmakoHarnsgy (iHwi aminm) (B. (x) 1B)
3MiHn o MeTogis koHTponto akocTi J13 poagin
"MapkyBaHHs": 3aTBEpOeHO: MapKyBaHHs
BignosigHo Ao 3aTBepaXeHOro TEeKCTY
MapKyBaHHS, L0 00AA€ETbCA. 3anponoOHOBaHO:
MapkyBaHHs BignoBigHo oo 3aTBepaXeHoro
TeKCTy MapkyBaHHs. BBeieHHs1 jopaTkoBoro
TEKCTy MapKyBaHHSA 6e3 iHdopmalLlii pociincbKoo
MOBOIO Ta JobaBneHHs iHpopmaLii CTOCOBHO
cuctemu S| Ha NnepBUHHIN ynakoBLi BBeaeHHs 3MiH
NpOTArom 6-T MicALIB NiCNs 3aTBEPKEHHS.
3miHu | Trny - 3miHK 3 AkocTi. FoToBUIA NiKapCbKUIA
3aci6. 3MiHM y BUpoOHULTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHTLCS BUMYCKY Cepii Ta
KOHTPOJO SIKOCTi FOTOBOIO NiKapCbKoro 3acody
(3amiHa abo foaaBaHHS BUPOGHKMKA, Lo
BifnoBigae 3a BBe3eHHs Ta/abo Bunyck cepii) - He
BKJTHO4AK0UM KOHTPOIb/BUNPOOyBaHHSA cepii -
nopasaHHA ainbHUL - TOB HBO "MIKPOXIM",
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
01013, m. KuiB, onociiBcbkuii parioH, Byn.
BygingycTpii, 6ya. 5, YkpaiHa, BianosiganbHoi 3a
BUMYCK Cepii, He BKIOYaoum
KOHTPOnb/BUNPOoOYyBaHHS cepii. BHECEHI B
iHCTPYKLUiO AN MeQUYHOro 3aCTOCYBaHHSI
nikapcbKkoro 3acoby y po3ainu "BupoGHuk",
"MicuesHaxoaxeHHsi BApOOHUKa Ta Moro agpecu
MiCLsi NPOBaKEHHS AISNbHOCTI" 3 MOXIUBICTIO
OPYKyBaTW OKpPeMi iHCTPYKLUiT Anst MeanyHoro
3aCcTOCyBaHHsI Nikapcbkoro 3acoby Ans
BiAMOBIAHNX BUPOOHMKIB Ta sIKk HAcnigok nosisa
ynakoBOK MikapcbKoro 3acoby Ans 4oAaTKOBUX
BUPOGHMKIB. BBEAEHHS 3MiH NpoTsArom 6-Tn
MiCSILIiB MiCNsi 3aTBEPAXKEHHS.
127.| OE-CMNMAH® PO34MH Anst iH'ekuin, TOB HB® YkpaiHa BiAnoBiganbHWIA 3a YkpaiHa 3MiHn | TMNy - 3MiHK 3 siKocTi. [oTOBUMIA NikapCbKKi 3a - UA/16880/01/01
25 mr/mnno 2 mn B "MIKPOXIM" BUPOBHMLTBO Ta 3aci6. 3MiHM y BUpOGHMLTBI. 3MiHM ¥ npoueci peuenmom
amnyni; no 5 amnyn KOHTponb/Brnpobys BMPOBHMLTBA roTOBOIO MiKapCbKoro 3acoby,
y KaceTi y nayuj; no aHHsA cepil, He BKIOYa4M NPOMIKHUIA NPOOYKT, WO
2 mn B amnyni; no 5 BKIHOMAK4M BUMNYCK 3aCTOCOBYETLCS MPY BUPOOHMLITBI FOTOBOrO
amnyn y kaceTi; no 2 cepil: nikapcbKkoro 3acoby (iHLWi 3MiHN)
KaceTu y nauyui MpuBaTtHe [ofaBaHHs 40 acenTUYHMX YMOB BUPOGHMLTBA
akuioHepHe Tennosoi cTepunisadii amnyn 3 posyuHom (110 °C,
TOBapuCTBo 15 xB.), WO AO3BOMUTbL AOCAITN BUCOKNIA CTYMiHb
"INekxim-Xapkis", iHaKTMBaLii MiKpoopraHi3miB Ta cTepunisawito
YkpaiHa npenapary B NepBUHHI ynakoBLj
BiAnoBiganbHWN 3a
BUPOGHMLUTBO Ta
KOHTponb/Bunpobys
aHHs cepil,
BKIH0MAK4M BUMNYCK
cepil:
ToBapucTBo 3
obmexeHoto
BiANOBiganbHICTIO
HaykoBo-B1pobHuya
dipma "MIKPOXIM",
YkpaiHa
128.| AE-CMNMAH® PO34UH ANS iH'eKuin, TOB HB® YkpaiHa BiAMNoOBiAaNbHUIA 3a YkpaiHa 3miHu | TUNY - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI 3a He UA/16880/01/01
25 mr/mMnno 2 mn B «MIKPOXIM BUPOGHMLUTBO Ta Ta cpapmakoHarnsgy. 3mMiHu y KopoTKili peuenimom | nidnszae

amnyni; no 5 amnyn
y KaceTi y nayuj; no
2 mn B amnyni; no 5
amnyn y kaceri; no 2
KaceTu y nayui, no 2
mn B amnyni; no 10
amnyn y kacetiy
nayui

»

KOHTponb/Bunpobys
aHHs cepii, He
BKIIIOYa04M BUNYCK
cepii:
MpuBaTtHe
akuioHepHe
TOBapWCTBO
"Jlekxim-Xapkis",
YkpaiHa
BignoBiganbHUN 3a

XapakTepucTuLL NikapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPYKUii ANS MeAU4HOro
3aCTOCYBaHHsI reHepUYHUX/ribpruaHMX/6ionoaibHmX
nikapcbkux 3acobiB nicnsi BHECEHHs! Tiei camoi
3MiHWN Ha pedepeHTHWIN Npenapart (3MiHa He
notpebye HafaHHS )XOAHUX HOBUX AOAATKOBUX
AaHnx) 3MiHu BHeceHo Ao IHCTpykuil Ans
MeOMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby oo
poaginis: "OcobnumeocTi 3acTocyBaHHs", "Cnocib
3acTocyBaHHA Ta go3u" BigNOBIgHO 40 OHOBMEHOI
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
BUPOOBHMLTBO Ta iH(opMaLii pedhepeHTHOro nikapcbkoro 3acoby
KOHTpOnb/BUNpobyB OEKCAITTH® posunH ans iH’ekuin. BBeaeHHs
aHHs cepil, 3MiH NPOTArom 6-T MicsLiB Nicnst 3aTBEpPAKEHHS
BKITIOYA04M BUNYCK
cepil:
ToBapucTBo 3
obmexeHoto
BignoBiganbHICTO
HaykoBo-B1po6Huya
dipma "MIKPOXIM",
Ykpaina
BigNoBiganbHoI 3a
BUMYCK cepii, He
BKJTOYAIOYN
KOHTPOMb/BUNpobyB
aHHsA cepii:
TOB HB®
"MIKPOXIM",
YkpaiHa
BiAnoBiganbHWM 3a
BUPOBHMLTBO Ta
KOHTPOnb/BUNpobyB
aHHs1 cepii, He
BKITIOYA04M BUNYCK
cepil:
AT "Tanunudapm”,
YkpaiHa
129./ AUTOKCUH Tabnetku no 0,25 mr My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a - UA/7365/01/01
no 20 TabneTok y aKujioHepHe akKujioHepHe 3miHu | TUny - 3miHm 3 akocTi. CepTudikar peuernmom
6nicTepi; no 2 TOBapuCTBO TOBapuCTBO BignosigHocTi/lE-cepTudikat BignosigHoCTi
6nictepu B nayui 3 "HaykoBo- "HaykoBo- €Bponelicbkint hapmakonei/MmoHorpadii. MogaHHs
KapToHy BVPOGHWYMIA BUPOBHWYMIA LEHTP HoBoro abo oHoBneHoro ceptudikaTta
LeHTp "BopLuariscbkui BignoBigHocCTi abo BUny4eHHs cepTudikata
"BopLuariscb Ximiko- BignoBigHocCTi €Bponenchkii hapmakonei: ons
KW XiMiKO- dapmaueBTUYHNI A®I; onsa BuxigHoro
dapmauesT 3asog" matepiany/peareHTy/npoMiXXHOrO MPOAYKTY, Lo
NYHUIA BUKOPUCTOBYOTbCS Y BUPOOHMUTBI APl; ans
3aBoa" [OMNOMIXKHOI peqoBUHU (cepTudikaT BignoBiaHOCTI
€Bponelicbkiii hapmakonei) - OHoBNeHMI
cepTudikaT Bif yxke 3aTBEpOKEHOro BUPOBHMKA -
noAaHHsi OHOBIEHOro cepTudikara BiAnNoBIAHOCTI
€Bponelicbkint hapmakonei Ne R1-CEP 2010-042 -
Rev 05 (3aTBepmkeHo: R1-CEP 2010-042 - Rev
04) pnsa A®| aurokcuHy Bif BXe 3aTBEPPKEHOTO
Brpo6Huka NOBILUS ENT, MonbLa.
130.| OAUKNODEHAK- | po3unH ons iH’exuin, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis: 3a He UA/4060/01/01
OAPHUUA 25 mr/mn, no 3 mn B "dapmavueBT "®apmaueBTUYHa 3minHn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI peuenmom nidnsieae
amnyni; no 5 amnyn nyHa cipma dipma "OapHuusa” Ta cpapmakoHarnsgy. 3miHa y KopoTkin
Y KOHTYpHIn "OapHuus" XapaKkTepuCTULL NikapcbKoro 3acoby, TEeKCTi
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YapyHKOBIn
ynakosLuj; no 1 abo 2
KOHTYPHI YapyHKOBI
ynakoBKM B nayui

MapKyBaHHS Ta iHCTPYKLi Ans MeguyHoro
3aCTOCYBaHHS Ha MiACTaBi perynspHo
OHOBJHOBAHOrO 3BiTY 3 6Ge3nekun Nikapcbkoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B nicnspeecTpaLiiiuin nepion,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 4OCHiAXEHb,
npoBeAeHnX BigNOBIAHO A0 NnaHy negiaTpuyHmnx
pocnimpkens (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHMM YNOBHOBaXX€HMM OpraHoM)
3MiHWM BHECEHO A0 iHCTPYKLiT AN MeanyHoro
3aCTOCyBaHHS nikapcbkoro 3acoby Ao po3ainis
"OcobnuBocTi 3acTocyBaHHs","3acTocyBaHHsA y
nepiog BariTHocTi abo rogyBaHHs rpygaro”,
"MobivHi peakuii" woao 6e3nekn Ajito4oi PeYOBUHM.
TepmiH BBEAEHHA 3MiH - NPOTArom 6 micsuis nicns
3aTBEePAKEHHS!

131.

ONKINO®EH-
FENb

renb no 25 ry Ty6i;
no 1 1y6i y nayui 3
KapToHY

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BUPOGHMYMI

LeHTp
"BopLuariscb
KW XiMiKO-
dapmauesT
WNYHUIA
3aBoa”

YkpaiHa

My6niyne
akuioHepHe
TOBapuUCTBO

"HaykoBo-

BUPOBHMYMIA LEHTP
"bopLuarisCcbkui
Ximiko-
thapmaueBTUYHUI
3aBoa”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3miHK Wwopao 6e3nekn/ePeKTUBHOCTI
Ta hapmakoHarnsay (iHwi amiHn) - 3MiHa y 3B'A3Ky

YTOYHEHHS BUKNageHHs po3ainy "[oaatkosa
iHopmauis. [I-1. Ynakoska" MKA. 3MiHn BHeceHi

B TEKCT MapKyBaHHS Ha BTOPUHHIN Ta NEPBUHHIN
ynakoBLji nikapcbkoro 3acoby y n. 8. "OATA
3AKIHYEHHA TEPMIHY NPUOATHOCTI" Ta

BUIMYYEHHS 3 TEKCTY MapKyBaHHSs iHdhopMaLito

POCI/ICbKOK MOBOK. TepMiH BBEAEHHS 3MiH
npoTSArom 6 MicsiliB nicns 3aTBepaKeHHS

6e3
peuenma

UA/1384/01/01

132.

auvn punioe

renb no 15 r abo no
50r,abono100ry
Ty6i; no 1 1y6i B
KapTOHHiIN kopobui

MeHTonaty
M KomnaHi
JlimiTen

AHrnis

MeHTonaTtym
KomnaHi INimiteq

Benuka
BpuTaHis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
TexHiYHa nomunka (3rigHo Hakady MO3 Big
23.07.2015 Ne 460) - BunpaBneHHs TexHi4HOT
NOMUIKuY, 3rigHo n.2.4. n.n. 4 po3giny VI Haka3y
MOS Ykpainu Big 26.08.2005p. Ne 426 (y pepakuii
Haka3y MOS Ykpainu Big 23.07.2015 p Ne 460)
(nomunku y MKA N3 3okpema umdpposi, Ta
MOMUIKW, MOB’A3aHi 3 NepeknagoM y Metogax
koHTponto «MeTtoa Ans ineHTUdikauii Ta
KiNIbKICHOTO BU3HAYE€HHS aKTUBHUX PEYOBWH, TaKOX
KiNIbKICHOrO BU3HAYEHHS CYNyTHIX AOMILLOK.
I6ynpodheH», a came B METOAML NPUrOTyBaHHS
BUNpobyBaHOro po3ymHy. 3asHayeHe
BUNpPaBneHHS Bignosigae marepianam
peecTpauinHoro Aocbe, siki npeAcTaBneHi B apXisi

6e3
peuenma

UA/0377/01/01

133.

OVNPOCANIK®

ma3sb no 30 ry Ty6i;
no 1 T1y6i B
KapTOHHiIl kopobuyi

OpraHoH
CeHTpan lct
m6X

LLisenuapi
o

LUepinr-Mnay Na6o
H.B.

Benbrisa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MiHu | Tuny - 3MiHK 3 sikocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponenickkin hapmakonei/MoHorpadii. 3miHu,
noB'si3aHi 3 HEOBXIAHICTIO NPUBEAEHHS Y
BigNoBIgHICTb O MoHorpadii APY abo

3a
peuerimom

UA/4114/02/01
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€Bponewicbkoi hapmakonei, abo iHWwoi
HauioHanbHoI chapmakonei gepxasu €C (3miHa y
crneumgikauisx, nos'sisaHa 3i amiHamu B [1®Y, abo
€Bponenckkin hapmakonei, abo iHLWwin
HauioHanbHin apmakonei aepxasn €C)
npvBeAEeHHA BUMOT creumdikaLii Ha gitody
peyoBuHy BeTameTasoHy gvnponioHaT y
Bi4NOBIAHICTb 40 AitoUnx BUMOr MoHorpadii
€ponevicbkoi hapmakonei B pegakuii 9.3. 3minm |
Tmny - 3MiHK 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaTt BignoBsigHoCTI
€Bponeickkin hapmakonei/MoHorpadii. 3miHu,
noB'A3aHi 3 HeobXiAHICTIO NpMBeaeHHs y
BigNOBIgHICTb 40 MoHorpadii APY abo
€Bponeicbkoi hapmakonei, abo iHWoi
HauioHanbHoi chapmakonei gepxasu €C (3miHa y
crneundikauisx, noe'sidaHa 3i amiHamu B dY, abo
€Bponeickkin hapmakonei, abo iHLwin
HauioHanbHi hapmakonei gepxxasu €C)
npuBeaeHHs BUMOT cneumdikauii Ha aitovy
peyoBuHY BeTameTasoHy gvnponioHaT y
BiAMNOBIQHICTb 40 AitoYMX BUMOT MOHorpadii
€Bponelicbkoi hapmakonei B pegakuii 10.3.

134.

OUPOTOH®

TabneTtkn no 5 mr,
no 14 tabnetok y
6nictepi; no 1 abo
no 2, abo no 4
Gnictepu B
KapTOHHIN ynakoBLji

BAT
"leneoH
PixTep"

YropwuHa

BAT "TeneoH
PixTep"

YropwmHa

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3minu | TMny - 3miHK 3 skocTi. FoTOBUIA NiKapCbKUiA
3aci6. 3MiHN y BUpOOHMUTBI. 3MiHM Y NpoLeci
BMPOOHWLTBA rOTOBOTO MikapCbkoro 3acoby,
BKITHOYaI04M MPOMIKHUI NPOAYKT, WO
3aCTOCOBYETLCS MPY BUPOOHMLITBI FOTOBOTO
nikapcbkoro 3acoby (HeaHayHa 3MiHa y npoLeci
BMPOGHMUTBA) BHeceHHst amiH o p.3.2.P.3.3 Onuc
BMPOBHMYOro NpoLecy Ta KOHTPOO npouecy, a
came- TemnepaTypa BUKOPUCTOBYBAHOIO
CYyCNeHA0BaHOro KpoXMaro 3MiHIOETbLCS 3aBASAKN
[ocsigy BUPOOHNLTBA, KU NOKAa3ye, LLIO
KYKYPYA3SHWUIA KpOXMarib MOBHICTIO PO3YMHSAETHCS
npv Temnepartypi, HWK4in 3a TemnepaTtypy
KuniHHs. CycneHsito HarpiBaloTb 40 3aAaHoi
Temnepartypw.

BHeceHHs1 pegakuUinH1X 3MiH.

3a
peuerimom

UA/7679/01/02

135.

ONPOTOH®

Tabnetku no 10 mr,
no 14 Tabnetok y
6nicTepi; no 1 abo
no 2, abo no 4
Gnictepu B
KapTOHHIN ynakoBLi

BAT
"leneoH
PixTep"

YropwuHa

BAT "T'eneoH
PixTep"

YropwumHa

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis:
3miHu | TMny - 3miHK 3 sikocTi. FoTOBMIA NiKapCbKUIA
3aci6. 3MiHM y BUpOGHMUTBI. 3MiHM Y npoLeci
BUPOBHMLTBA rOTOBOTO JliKapCbKoro 3acoby,
BKITHOYAI04M MPOMIKHUI NPOAYKT, WO
3aCTOCOBYETHLCS NPY BUPOBHULITBI FOTOBOIO
nikapcbKkoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOGHMUTBA) BHeceHHst amiH o p.3.2.P.3.3 Onuc
BMPOBHMYOro NpoLecy Ta KOHTPOIIo MpoLiecy, a

3a
peuerimom

UA/7679/01/03




84

[TponoBkeHHs AoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
came- TemnepaTtypa BYKOPUCTOBYBaHOIO
CyCneHA0BaHOro KpOXMaro 3MiHIETbCS 3aBASAKN
Oocsigy BUpoOHWULTBA, KU NOKa3ye, Lo
KYKYPYA3SHUIA KpOXMaslb MOBHICTIO PO3YMHSIETHCSA
npu Temneparypi, HWXYiln 3a TemnepaTypy
KuniHHs. CycneHsito HarpiBatoTb 40 3agaHoi
TemnepaTypwm.
BHeceHHsi pegakuiiHnX 3MmiH.
136. AUPOTOH® TabneTtku no 20 wmr, BAT YropwuHa BAT "l'eneoH YropwuHa BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a - UA/7679/01/04
no 14 tabnetok y "TeneoH Pixtep" 3MiHn | TMny - 3MiHK 3 gKocTi. FOTOBMI Nikapcbkuii peuenmom
6nictepi; no 1 abo PixTep" 3aci6. 3MiHn y BUpoBHMUTBI. 3MiHK ¥ npoueci
no 2, abo no 4 BMPOGHMLTBA roTOBOIO fikapcbKoro 3acoby,
Gnictepu B BKIOYa4M NPOMKHUA NPOAYKT, WO
KapTOHHIN ynakoBLji 3aCTOCOBYETBLCS NMPU BUPOGHULTBI FOTOBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa y npoLeci
BMpobHMUTBa) BHeceHHs 3miH go p.3.2.P.3.3 Onuc
BMPOBHMYOro NpoLecy Ta KOHTPOMIO NpoLecy, a
came- TemnepaTtypa BYKOPUCTOBYBaHOIO
CyCneHO0BaHOro KpoXmaro 3MiHIETbCS 3aBASKN
Aocsigy BUPOBHNLTBA, KU NOKAa3ye, LLIO
KYKYPYA3SHUIA KpOXMaslb MOBHICTIO PO3YMHSIETLCS
npu TemnepaTypi, HWKYIN 3a TemnepaTypy
KvniHHs. CycneHsito HarpiBaloTb 40 3aAaHoi
TemnepaTtypum.
BHeceHHs1 pegakuinH1X 3MiH.
137.| AUOEPENIH® MOPOLLIOK MO 22,5 Mr INCEH PpaHuis BupobHuuTBo, LLisenuapis/ BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a - UA/9454/01/02
Ta PO3YUHHUK Anst DAPMA nepBUHHE PpaHuisi/ 3minu | TMny - 3miHK 3 skocTi. FoTOBUIA NiKapCbKUiA peuenmom
cycnewsii gng nakyBaHHs, HimeuunHa 3aci6. CtabinbHicTb. 3miHa y TepMiHax
iH'ekuin 3 KOHTPOIb SIKOCTi Ta npuaaTtHocTi abo ymoBax 36epiraHHsa roToBOro
NPOSIOHrOBaHUM BUNpobyBaHHs Ha nikapcbkoro 3acoby (3miHa y 3aTBEep>KEHOMY
BUBINbHEHHAM; 1 CTabinbHICTb: npoTokoni cTabinbHOCTI) 3MiHa y 3aTBEPOXEHOMY
hbNakoH 3 MOPOLLKOM NOPOLLIOK: npoToKoni cTabinbHOCTI - 3MiHa KiHLEBOro TEPMiHy
y KOMNAekKTi 3 [Oebiodapm Picepu NPOTOKOMNY MiCNs 3aTBepAKEHHSA AN
PO34YMHHKKOM (BOAaA eHa MaHydak4ypuHr posrocTpokosux ymos 25° C/ 60% RH 3 "36
ONs iH 'ekuin) no 2 C.A., Weewuapis; Micsauis" ao "onuioHanbHo 48 micsauis"
mn B amnyni Ne 1, 1 Bvpo6HuuTBO,
6nictepom, wo nepBuHHe
MicTUTb 1 Wnpuy, nakyBaHHs Ta
ans iH'ekuin Ta 2 KOHTPOrb SIKOCTi:
iH'EKLiNHI ronkn y PO3YUHHUK:
KapTOHHiI kopooLi CEHEKCI, ®paHuis;
3IrorPig XAMEJIbH
'M6X, HimeuunHa;
BTopuHHe
nakyBaHHs Ta
Bunyck cepii: IMCEH
®APMA BIOTEK,
PpaHuia
138.| AIOCMIH NopoLLIOK MPAT YkpaiHa CwnyyaHb Ceni Kutan BHECEHHS 3MiH [0 peecTpauiHMX maTepianis: - - UA/15593/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
(cybeTaHuin) y "®ITOPAPM dapmacbioTukan 3MiHn | TMNy - AgMiHicTpaTuBHI 3MiHW. 3MiHa
nakeTax noaBiNHMX " Ko., Jlta. HalMeHyBaHHs Ta/abo agpecu 3asiBHMKa
nonieTuneHoBnx (BnacHuka peecTpauiiHoro NocBig4eHHs1) 3mMiHa
ans agpecu 3asiBHUKa
hapmaLeBTU4HOro
3acTOCyBaHHsI
139.| AIPOPC 160 TabneTku, BKpUTI TOB Ykpaina TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/12365/01/01
NniBKOBOO "ACIHO 3MmiHu | Tvny - 3miHK 3 AkocTi. FoToBUI NiKapCbKUI peuernmom
060onoHkoto, No 5 YKPAIHA" 3aci6. 3MiHM y BUPOGHULTBI (iHLLi 3MiHW) BHECEHHS

mr/160 mr; no 10
TabneTok y 6nicTepi;
no 1 abo 3 6nictepu
B KapTOHHIN nayui

3MiH O peecTpauinHnX maTepianis y posainax
3.2.P.3.3 Ta 3.2.P.3.5, a came akTyanisauis Ha3Bw,
OAMHULI BUMIpY Ta Aiana3oHn AesKux napameTpis
npoLecy HaHeCEHHsI MOKPUTTS TabneTok, y 3B’s13Ky
3 MOAEpPHi3aLiet0 YCTaHOBKM AN HAHECEHHS
MOKPUTTS, @ CamMe OHOBIIEHHS anapaTHOro Ta
nporpamMHoro 3abeaneyeHHs. [itoya pegakuis:
MapameTp «Tuck BXigHOro noBiTpsi» TUCK BXiQHOIO
noBiTpsl, MM.BOA.CT
[NponoHoBaHa pepakuis: MapameTp «Tuck
BXiZHOrO NOBITPSA» TUCK BXiBHOrO NOBITPS,
MM.BOA.CT
A6o Butpata BxigHoro nositpsi, M3/rog. 3Minu |
TMny - 3MiHK 3 SKoCTi. [0TOBMI NikapcbKui 3acib.
KoHTpOsb roTOBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTummx
MEX roTOBOrO flikapcbKoro 3acoby (iHLui 3MiHW)
(B.1L.r.1. (x) 1A)
3MiHa NepioguYHOCTI KOHTPOSIO MOKa3HMKa
«MikpobionoriyHa uncrtota», a came NnpoBOaUTH
KOHTPOSb Y PEeXUMi MOHITOPUHTY - Ha NepLuin cepii
B poLji i He piawe, Hix Ha KoxHin 10-1 cepii Ta
BHECEHHS BiANOBIAHOT NPUMITKK y crnieumdikaLito
m3
3minu | TMny - 3miHK 3 sikocTi. FoTOBUIA NiKapCbKUiA
3aci6. KoHTpornb rotoBoro nikapcbkoro 3acoby.
3miHa napameTpiB cneuudikaui Ta/abo
[OMNyCTUMKX MEX rOTOBOTO fikapcbkoro 3acoby
(iHLWi 3MiHW) 3mMiHa bopMyntoBaHHSA onucy
TabneTku Ta 3miHa popMynioBaHHs TECTY
«Po3unHeHHs», a came: - npuBeaeHHs
OopMyInOBaHHSA BUMOT 0 NMOKa3HUKa
«Po3unHeHHs» BignoBigHO Ao eanHoro dpopmarty B
KpaiHax peecTpauii Ta BUKNOYEHHS iHdbopmaLis
No KPUTEPISAM NPUNHATHOCTI CTYMEHIO PO34YUMHEHHS
MO TPbOX PIBHAX, OCKINbKN Lii BUMOI! ONMUCaHi y
Y 2.9.3, Ha sike AaeTbCsl NOCUNAHHA B
crneungikaLii Ta MeTogax KOHTPOr; - 3 ONuUcy
TabneTok BuaaneHo dpasy «3a 30BHILLHIM
BUIMSA0M MatoTh Bignosigaty sumoram JOY
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ctatTa «TabneTkn», OcKinbkv BoHa HEMae
iHcpopmaUiiHoro 3micTy (us 3MiHa Hece nuile
pefakuinHui xapakTep i He CTOCYETbCS 3MiHN
30BHILIHLOIO BUrNaAy Tabnetkun). 3minm | Tuny -
3MmiHu 3 sikocTi. FoTOBUMIA Nikapcbkuii 3aci6.
KoHTpOsb roToBOro nikapcbkoro 3acoby (iHLwi
3MiHM) — 3miHa chopmaty posginie 3.2.P.3.3,
3.2.P.3.4, 3.2.P.3.51a 3.2.P.5.1. 3 po3ainis
3.2.P.3.3, 3.2.P.3.4 Ta 3.2.P.3.5 BupaneHo
iH(bopMaLito LWoA0 KOHTPOIK FOTOBOI NPOAYKLT Y
3B’A3Ky 3 npuBeAeHHsM 0o dopmaty 3TA.
IHcbopMaList oo KOHTPOMO rOTOBOI NPOAYKLUIT
npusegeHa y posgini 3.2.P.5.1. Y posgini 3.2.P.5.1
Cneuudikauii Ha BUMyCK Ta NPOTAroM NpuaaTHOCTI
roTOBOro NPOAYKTY NpeacTaBneHi y BUrnaai ogHiei
Tabnuui BignosiaHo Ao BuMor HactaHosu 42-
3.2:2004 «Jlikapcbki 3acobu. Cneundikadii:
KOHTPOrbHi BUNpobyBaHHSA Ta kputepii
NPUAHATHOCTI».

140.

LI®OPC 80

TabneTkn, BKpUTI
NNiBKOBOO
06onoHkoto, no 5
mr/80 wmr, no 10
TabneTtok y 6nicrepi;
no 1 abo 3 Gnictepu
B KAPTOHHIN nayui

TOB
"ACIHO
YKPATHA"

YkpaiHa

TOB "dapma Crapt”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHn | TMny - 3MiHK 3 sKocTi. FOTOBMI Nikapcbkuii
3aci6. 3MiHM y BUPOGHULTBI (iHLLI 3MiHW) BHECEHHS

3MiH [0 peecTpauiiHix maTtepianis y po3ginax
3.2.P.3.3 Ta 3.2.P.3.5, a came akTyani3auis Ha3Bu,
OAMHWLi BUMIpY Ta Aiana3oHn Aeskux napameTpis
npoLecy HaHeCEHHsI MOKPUTTS TabneTok, y 3B'A3Ky

3 MofepHi3aLlielo yCTaHOBKW AN HAHECEHHS

MOKPUTTS, @ CaMe OHOBMEHHS anapaTHOro Ta

nporpamMHoro 3abeaneveHHs. [itoya pegakuis:
MapameTp «Tuck BXigHOro NoBiTpsi» TUCK BXigHOro

noBiTpsi, MM.BOA.CT NponoHoBaHa pedakuis:
MapameTp «Tuck BXigHOro noBiTpsi» TUCK BXiQHOIO
nosiTpsl, Mm.BoAa.cT AGo ButpaTa BxigHoro
nosiTps, m3/roa. 3miHu | Tuny - 3miHK 3 sKoCTiI.
[oToBWI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo OoMyCTUMUX MEX roTOBOro
nikapcbKkoro 3acoby (iHLWi 3MiHN) — 3MiHa
nepioan4HOCTi KOHTPOIIO NOKa3HWKa
«MikpobionoriyHa 4ncToTa», a came NPOBOAUTM
KOHTPOMb Y PEXUMi MOHITOPUHTY - Ha MepLUin cepii
B poLj i He pigwe, Hix Ha KoxHin 10-n cepii Ta
BHECEHHS BiAnoBigHOI NPUMITKK Y cneumdikaLio
N3. 3minm | TMny - 3miHK 3 skocTi. FoToBMIA
nikapcbkuii 3aci6. KoHTpornb roToBoro nikapcbkoro
3acoby. 3miHa napameTpiB crneumdikauin Ta/abo
[OMyCTUMMUX MEX rOTOBOTO MikapCbKoro 3acoby
(iHLWi 3MiHK) - 3MiHa bopMyntoBaHHS onucy
TabneTkn Ta 3aMiHa OPMynioBaHHSA TECTY

3a
peuerimom

UA/12365/01/02
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[TponoBkeHHs AoaaTKa 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

«Po3unHeHHs», a came: - NpMBeAeHHS
opMynoBaHHA BUMOT 0 NOKa3HUKaA
«Po34mHeHHs» BignoBiaHO A0 eanHoro popmaty B
KpaiHax peecTpalii Ta BUKIOYEHHS iHdhopmaLlis
No KPUTEPIAM NPUNHATHOCTI CTYMEHIO PO34YNHEHHS
No TPbOX PIBHSX, OCKINbKX Lii BAMOIX OnucaHi y
OodY 2.9.3, Ha ke AaeTbCs NOCUNAHHS B
crneundikaLii Ta MeTogax KOHTPOrH; - 3 ONUCYy
TabneTok BuaaneHo dpasy «3a 30BHILLHIM
BUIMSA0M MatoTb Bignosiaaty sumoram oY
cTatTa «TabneTkny», OCKiNbKM BOHa HEMaE
iHdbopMmaLinHoro amicTty (Ust 3MiHa Hece nuLle
pefakuinHui XxapakTep i He CTOCYETbCS 3MiHN
30BHILUHLOrO BUrMady Tabnetku). 3minu | Tuny -
3MiHu 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6.
KoHTpOsb roToBOro fikapcbkoro 3acoby (iHwwi
3MiHN) — 3miHa opmary posainis 3.2.P.3.3,
3.2.P.3.4,3.2.P.3.5 12 3.2.P.5.1. 3 po3ginis
3.2.P.3.3, 3.2.P.3.4 Ta 3.2.P.3.5 BuganeHo
iHbopMaLito LLIOA0 KOHTPOIHO rOTOBOI NPOAYKUIT Y
3B’A3Ky 3 NpuBeaeHHsM go dopmaty 3TA.
IHcpopMaList oo KOHTPOMO rOTOBOI NPOAYKLUIT
npueegeHa y poagini 3.2.P.5.1. Y po3agini 3.2.P.5.1
Cneumdikauii Ha BUNYCK Ta NPOTArom npuaaTHOCTI
roTOBOro NPOAYKTY NpeacTaBneHi y BUrNsaai ogHiei
Tabnuui BignosigHo oo Bumor HactaHoBm 42-
3.2:2004 «Jlikapcbki 3acobu. Cneuudikauii:
KOHTPOIbHI BUNpOBYyBaHHS Ta Kputepii
NMPUAHATHOCTI».

141.

AIPOPC XL

TabneTku, BKpUTI
NnNiBKOBOO
o6onoHkoto, no 10
mr/160 mr; no 10
TabneTok y 6nictepi;
no 1 abo 3 Gnictepn
B KApTOHHIN nayui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt"

YkpaiHa

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3minu | TMny - 3miHK 3 skocTi. FoTOBMIA NiKapCbKUiA
3aci6. 3MiHN y BUPOOHMUTBI (iHLLi 3MiHW) BHECEHHS

3MiH 4O peecTpauiiHux maTtepianis y po3ginax
3.2.P.3.3 Ta 3.2.P.3.5, a came akTyanisauisi Ha3Bw,
OoAMHULI BUMIpY Ta Adiana3oHn AesKuX napameTpis
npouecy HaHeCeHHsi NOKPUTTA TabneTok, y 3B’a3ky

3 MofepHi3aLlielo yCTaHOBKM AN HAHECEHHS

MOKPUTTS, @ Came OHOBIIEHHS anapaTHOro Ta

nporpamHoro 3abeaneyeHHs. [ivova penakuis:
MapameTp «Tuck BXigHOro noBiTpsi» TUCK BXigHOro

noBiTps, MM.BOA.CT NponoHoBaHa peaakuis:
MapameTp «Tuck BXigHOro noBiTpsi» TUCK BXigHOro
noBsiTpsl, MMm.BoA.cT AGo ButpaTa BxigHoro
nosiTps, m3/rog. 3miHu | Tuny - 3miHM 3 AKOCTI.
"oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumndikaii Ta/abo JonNycTUMMX MEX rOTOBOro
nikapcbkoro 3acoby (iHWi 3MiHKN) — 3MiHa
nepiogn4HOCTi KOHTPOSIO NOKa3HWKa

3a
peuerimom

UA/12365/01/03
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

«MikpobionoriyHa unctoTa», a came NpoBOAUTH
KOHTPOMb Y PEXUMi MOHITOPUHTY - Ha MepLUin cepii
B poOLi i He piaLe, Hixk Ha KoxHin 10-1 cepii Ta
BHECEHHS BignoBigHOT NpUMITKK y cneumdikaLito
N3. 3minn | Trny - 3miHun 3 skocTi. FoToBMIA
nikapcbkuii 3aci6. KoHTponb rotToBoro nikapcbkoro
3acoby. 3miHa napameTpiB cneundikaui Ta/abo
[OOMNYCTUMKX MEX rOTOBOTO fikapCbKkoro 3acoby
(iHWi 3miHW) - 3mMiHa chopMyntoBaHHSA onucy
TabneTku Ta 3miHa hopMynioBaHHs TeCTy
«Po3unHeHHs», a came: - npuBeaeHHs
OpMyIOBaHHS BUMOT 0 NOKa3HUKa
«Po34ymHeHHs» BignoBigHoO [0 eanHoro hopmaty B
KpaiHax peecTpauii Ta BUKIOYEeHHS iHpopmaulis
Nno KpUTEPIAM NPUNHATHOCTI CTYNEHIO PO3YNHEHHSA
No TPbOX PIBHSIX, OCKINbKM Lii BUMOIX OnucaHi y
OdY 2.9.3, Ha sike AETLCA NOCUNAHHS B
cneumaikauii Ta MeTogax KOHTPOrHo; - 3 OnNucy
TabneTok BuganeHo cpasy «3a 30BHILLHIM
BUIMSA0M MatoTh Bignosigaty Bumoram JdY
ctatTsa «TabneTkny, OcKinbkv BoHa HEMae
iHcbopMmaLinHoro amicTty (Ust 3MiHa Hece nuLle
peAakuinHuiA XapakTep i He CTOCYETbCS 3MiHU
30BHILWHbLOrO BUrNAQy Tabnetkun). 3miHm | Tuny -
3MiHu 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6.
KoHTpOnb roToBOro nikapcbkoro 3acody (iHLwi
3MiHK) — 3miHa popmaty po3ainis 3.2.P.3.3,
3.2.P.3.4,3.2.P.3.51a 3.2.P.5.1. 3 po3ginis
3.2.P.3.3, 3.2.P.3.4 ta 3.2.P.3.5 BuganeHo
iHdbopMaLito WoA0 KOHTPOSO FOTOBOI NPOAYKLT Y
3B’A3Ky 3 npuBeaeHHsM o cdopmaty 3T[.
IHdopMaLlis o0 KOHTPOMO FOTOBOI NPOAYKLi
npvseaeHa y posgini 3.2.P.5.1. Y posagini 3.2.P.5.1
Cneuudikauii Ha BUMycK Ta NpoTAroM NpuaaTHOCTI
roTOBOro NPOAYKTY NPeACTaBneHi y BUrNaai OfgHiei
Tabnuui BignosigHo oo Bumor HactaHoBm 42-
3.2:2004 «Jlikapcbki 3acobu. Cneuudikauii:
KOHTPOrbHI BUNpobyBaHHA Ta Kputepii
NMPUAHATHOCTI».

142.

OOKCOPYBILUM
H AKKOPA

KOHLieHTpaT Ans
PO34MHy Ans

iHcpy3in 2 mr/mn; no
5 mn (10 wmr), 10 mn
(20 wr), 25 mn (50
mr), 50 mn (100 mr),
100 mn (200 mr) y
onakoHi; no 1
hnakoHy y kopobui 3
KapTOHY

Akkopg,
Xernckea
Moncka Cn.
3.0.0.

MNonblia

BUPOGHULTBO,
KOHTPOSb SIKOCTI,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs: [HTac
dapmachbioTikanc
NimiTen, IHAis;
BUPOOHMLTBO,
KOHTPOIb SIKOCTI,
nepBUHHE Ta

Inpis/
Benvka
Bputanis/
YropwuHa

BHECEHHS1 3MiH 40 peecTpauiHMX maTtepianis:
3MiHu | Tuny - 3miHK wopo 6esnekn/ePeKTUBHOCTI
Ta chapmakoHarnsgy (iHwi 3miHW) - 3MiHU BHECEHI

00 IHCTPYKUIi ANS MeanYHOro 3acTocyBaHHS
nikapcbkoro 3acoby y po3ain "MobivHi peakuii”
LLI0A0 BaXIMBOCTI 3BiTYBaHHSA Npo nobiyHi peakui,
a TakoX AOMNOBHEHO po3ainamu "3asBHuK" Ta
"Micue3HaxomKeHHS 3asiBHMKA" i3 3a3HAYEHHSAM
HalMeHyBaHHS Ta MICLLe3HaXOXXEHHsI 3asiBHUKA.
BBegeHHs 3MiH NpoTsirom 6-Tu MicsauiB nicns

3a
peuenmom

He
nionsieae

UA/17439/01/01
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

BTOPUHHE
nakyBaHHs: IHTac
dapmachkioTikanc

TimiTen, IHais;
BignoBiganbHWIM 3a

BUNYyCK cepii: AkKopg,
Xenckea Jlimiteq,
Benuka bpuTaHis;

BTOPUHHE
nakyBaHHsi: AKkopg,
Xenckea lNimiteq,
Benuka BpuTaHis;
KOHTPOrb SKOCTI
cepin: Beccninr
XaHrepi K.,
YropLimHa;
KOHTPOIb AKOCTI
cepii: PAPMABATNIL
nTo.
MikpobionoriyHa
naboparopis,
YropwumHa

3aTBepKeHHA

143.

[oJiorcun

rpaHynu ans
opanbHOI CyCcneHaii,
100 Mmr/2rno2rs
cawe, no 10 cawe y
navuj

AT
"dapmak”

YkpaiHa

AT «Papmak»

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MinHn | TMNy - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta cdpapmakoHarnsgy. 3miHa y KopoTkin
XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
3aCTOCyBaHHsI Ha MiAcTaBi perynsipHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHs
nikapcbkoro 3acoby B nicnspeecTpaLiiiuin nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 AOCHiAXKEHb,
npoBeAeHNX BiANoBIgHO A0 NnaHy negiatpudHnx
pocnimxeHb (PIP) (3miHy y3rogeHo 3
KOMMETEHTHUM YNOBHOBaXXEHVM OpraHoMm)
3MiHU BHeCeHi A0 iHCTPYKLiT Ans MeguyHoro
3acTocyBaHHS NikapcbKoro 3acoby y po3ain
"3acTocyBaHHS y nepioa BariTHOCTi abo rogyBaHHs
rpygao” BignosigHO 40 OHOBReEHO! iHpopmalii 3
6e3neku gjtoyoi pe4oBmHU BBeaeHHs 3MiH
NpoTArom 6-T MicsALiB Nicns 3aTBepKeHHS 3MiHN
| Tuny - 3miHK Wwopo 6e3nekun/edekTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapakTepucTuLi nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
3aCTOCyBaHHsI Ha MiAcTaBi perynsipHo
OHOBJTHOBAHOrO 3BiTy 3 6€3nekun Nnikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHs
nikapcbkoro 3acoby B nicnspeecTpaLiiiuin nepion,

3a
peuerimom

He
nidnsicae

UA/19830/01/01
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JliKapcbK020
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yeaHHsT*

Homep
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144.

abo sk pe3ynbTaT OLiHKM 3BiTYy 3 4OCHiAXEHb,
NpoBeAEeHNX BiANoBIigHO 40 NnaHy negiatpuyHnx
pocnigpkerb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHMUM YTNOBHOBaXXeHUM opraHom) 3MiHu
BHECEHI [0 iHCTPYKLUIii Ans Mean4Horo
3acToCyBaHHS NikapcbKoro 3acoby y po3ginu
"OcobnueocTi 3actocyBaHHs", "lMobiyHi peakuii”
BiAMNOBIAHO 4O OHOBIEHOI iHbopMalLlii 3 6e3neku
LiroYoi pevoBrHN BBeaeHHs 3MiH npoTsrom 6-Tu
MicsUiB Micnsa 3aTBEPAXEHHS

noceid4yeHHs1

145.

AOOP30NTUK

OOP30NTUK

Kpanni O4Hi, pO34uH,
20 mr/mMn no 5 mn
PO34MHY Y (OIIaKOHi-
KpanensHuui; no 1
c¢nakoHy B
KapTOHHiIN kopoOLi

BapluaBcbku
n
tapmaueBT
W4HWIA 3aBOg
Monbdha AT

MNonbwa

BapluaBcbkuii
tapmaueBTUYHUI
3aBog MNMonbga AT

Monbwa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MinHn | TMny - 3miHun 3 sikocTi. CepTudikaT
BignosigHocTi/E-cepTudikaT BignoBigHoCTi
€Bponencbkin dapmakonei/MoHorpadii. NMogaHHA
HoBoro abo oHoBneHoro ceptudikaTa
BignoBigHoCTi abo BUNyYeHHs cepTudikata
BigNOBIQHOCTI €Bponewchkin hapmakonei: ans
A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO NPOAYKTY, Lo
BUKOPUCTOBYHOTbCS Yy BUPOOHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€Bponecbkin dapmakonei) - OHoBNeHWiA
cepTudikaT Bif yke 3aTBepAXEHOro BUPOGHMKA -
noJaHHsi OHOBMEHOrO cepTudikaTy BiANOBIAHOCTI
€Bponelicbkint papmakonei CEP-R1-CEP 2010-
115-Rev 03 Big BXe 3aTBEpAXEHOr0 BUPOOHMKA
Crystal Pharma S.A.U. gito4oi peqoBuHu
aop3onamigy rigpoxnopua, B 3B’s13Ky 3i 3MiHO
Ha3Bu BUpobHuka AdI, micue BMpobHuUTBa He
3MiHunock (3atBepmkeHo: R1-CEP 2010-115-Rev
00 Crystal Pharma S.A.U.; 3anponoHoBaHo: CEP-
R1-CEP 2010-115-Rev 03 CURIA SPAIN S.A.U.)

3a
peuerimom

UA/14472/01/01

KOMBI EKO

Kpanni O4Hi, po3ynH
20 mr/mn+5 mr/mn,
no 5 mn npenapary
y tbrnakoHi-
KpanensHuui; no 1
abo 3 dhnakoHu B
KapTOHHI kopobui

dapmauesT

VMYHUI 3aBOf,

‘MOJNIb®AP
MA” C.A.

MNonblia

Bapluascbkuii
dapmaueBTUYHNI
3aBog Monbda AT

MonbLla

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3miHu | TUny - 3miHu 3 gkocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponelicbkint hapmakonei/MmoHorpadii. MogaHHs
HoBoro abo oHoBrneHoro ceptudikaTta
BigNoBigHOCTI abo BUny4YeHHs cepTugikara
BignoBigHocCTi EBponenchkii hapmakonei: ons
A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOOHUMUTBI APIl; ans
[OMNOMiXHOT peqyoBUHU (cepTudikaT BignosiaHoCTi
€Bponelicbkint hbapmakonei) - OHoBNeHWI
cepTudikaT Bif yke 3aTBepaKEHOro BUPOBHMKA -
NnoJaHHs OHOBMEHOro cepTudikaty BignoBigHOCTI
€sponericbkint hapmakonei CEP-R1-CEP 2010-
115-Rev 03 Big BXe 3aTBEPKEHOrO BUPOOHMKa
Crystal Pharma S.A.U. gito4oi peqyoBuHU

3a
peuerimom

UA/18413/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
[op3onamigy rigpoxnopua, B 3B’s13Ky 3i 3MiHOK
Ha3sw BUpobHMka AP, micLe BUpoOHULTBa He
3MiHunock (3ateepmkeHo: R1-CEP 2010-115-Rev
00 Crystal Pharma S.A.U.; 3anponoHoBaHo: CEP-
R1-CEP 2010-115-Rev 03 CURIA SPAIN S.A.U.)
146, AOP30OMTUK Kpansi O4Hi, po34nH dapmanesT Monbwa BapLuaBcbkuii Monbla BHECEHHS 3MiH O peecTpaLiiHMX maTepianis: 3a He UA/18413/01/01
KOMBI EKO 20 mr/mn+5 mr/mn; W4HWIA 3aBOg dapmaueBTUYHNI 3MiHu | Tuny - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI peuernmom nidnseae
no 5 mn npenapary “NMOJIb®AP 3aBog lMonbda AT Ta dhapmakoHarnsgy. 3miHa y KopoTkin
y cbnakoHi- MA” C.A. XapaKTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
KpanenbHuui; no 1 MapKyBaHHs! Ta iHCTPYKUii ANS MeaU4HOro
abo 3 dnakoHu B 3aCTOCYBaHHS Ha MiACTaBi perynspHo
KapTOHHiIN kopoOLi OHOBJIHOBAHOrO 3BiTY 3 6Ge3MeKun Nikapcbkoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B nicnsapeecTpauinHui nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 4OCHiAXEHb,
npoBeAeHnX BigNOBIAHO A0 NnaHy negiaTpuyHmnX
pocnimkenrs (PIP) (3miHy yarogkeHo 3
KOMMETEHTHUM YNOBHOBaXEHUM OpraHoMm).
3MiHV BHeceHi fo IHCTpyKUii Ans MmeanyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainis
"Cnoci6 3actocyBaHHsi Ta go3n", "MoGiyHi peakuii”
oo 6e3nekn 3acTocyBaHHS NikapCbKoro 3acoby.
147! ROLIETAKCEN KOHUeHTpaT ans Akkopa Icnanis BMPOBHMLTBO, IHais/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/17408/01/01
AKKOPO PO34MHY Ans Xenckea KOHTPOIb SKOCTI, Benuka 3MiHu | Tuny - AgMiHiCTpaTUBHI 3MiHW. 3MiHa peuenmom
iHdpy3in, 20 mr/mm; C.ny. nepBuHHe Ta Bpuranis/ HanlMeHyBaHHA Ta/abo agpecu micus
no 1 mn (20 mr) abo BTOPUHHE Monbua/ NpOBaXeHHS AiANbHOCTI BUpOGHWKa/imnopTepa
4 mn (80 mr) abo 8 naKyBaHHs: YropuwuHa/ roTOBOrO fikapcbKoro 3acoby, BKIoYaoum
mn (160 mr) y IHTac ManbTa/ AinbHUL BUMYCKy cepii abo micLe npoBeaeHHS
dnakoHax, no 1 dapmachbtoTikanc TypeyurHa KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a AKy Bignosigae

dnakoHy B
KapTOHHIN nayui

Nimiten, IHaia
IHTac
dapmachbtoTikanc
Nimiten, IHaia
BTOPUHHE
naKyBaHHS:
Akkoppg Xenckea
JimiTen, Benuka
BpuTtaHisa
CuHonTtus
IHgactpian Cn.3
0.0., MNonbLwa
KOHTPOIb SKOCTI
cepii:
BeccniHr XaHrepi
Kdpt., YropwuHa

BMPOGHMWK/iIMNOpTEp, HEe BKMOYakoUM BUMYCK cepilt)
- 3miHa agpecu npoBagXeHHs AisnbHOCTI
BMpo6Huka 13 IHTac ®apmacetoTikanc Jlivites,
IHais 6e3 3MmiHM Micus po3TallyBaHHsI
BUPOGHMYOro MargaH4uka; 3miHv | Tuny - 3miHu 3
skocTi. CepTudpikat BignosigHocTi/l' E-cepTudikat
BiQMNOBIAHOCTI €EBpONENChHKIl
apmakonei/moHorpadii. MogaHHsa HoBoro abo
OHOBIEHoro cepTudikarta BignosigHocTi abo
BUMYYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkini hapmakonei: ans A®l; ans
BVXifHOTrO MaTepiarny/peareHTy/npoOMiKHOTO
NPOAYKTY, LLO BUKOPUCTOBYHOTECS Y BUPOOHULTBI
AQDI; ans AONOMiKHOT peyoBMHU (cepTudikaTt
BignNoBIgHOCTI €Bponewickkin hapmakoner) -
BunyyeHHs ceptudikaTiB (3a HasiBHOCTI

dapmagokc MynbTUNAETHOro cepTudpikata Ha maTtepian) -
Xenckea JlTa,., BunyyeHHs cepTudikaTty BianoBigHOCTI
ManbTa €sponevicbkinn papmakonei R1-CEP 2012-029-
BUPOGHMLTBO, Rev 01, Bupo6Huk gitoyoi pevoBuHu Polymed
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
nepBuHHE Ta Therapeutics, Inc., China. 3anuwatoTtbecs
BTOPUHHE anbTepHaTMBHI BUPOBHMKM Ait04HOT pe4YOBUHY:
nakyBaHHs: Scino Pharm Taiwan, Ltd, Taiwan; Intas
OHko Inak CaH. Be Pharmaceuticals Limited, India
Tigx. A.C.,
TypeyumHa
BignosiganbHui 3a
BMNYCK cepii:
Akkopg Xenckea
JlimiTeq, Benuka
BputaHis
KoHTponb sikoCTi
cepil:
SAPMABANIA NTa.
Mikpo6ionoriyHa
naboparopis,
YropwmHa
148.| AOLUETAKCEN- | koHueHTpaT 4ns ToBapucTeo YkpaiHa AxTasic Itanis ITanis/ BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis: 3a He UA/13982/01/01
BICTA PO34MHY Ans 3 C.n.A,, Itanis PyMyHis 3MiHuM | TUNYy - 3MiHK 3 aKkocTi. FoToBUI NikapCbkKi peuenmom nidnsicae
iHdpy3in, 20 mr/mm; obmexeHo CivgaH ®apma 3aci6. 3MiHn y BupobHumuTBei. 3amiHa abo
no 1 mn (20 mr), abo | Bignosiganb C.P.J1., PymyHis BBeOEHHS 404aTKOBOI AiNbHULI BUPOOHMLTBaA Ans
no 4 mn (80 mr), abo HicTIO YacTnHU abo BCbOro BUPOGHMYOro npoLiecy
7 mn (140 mr) y «BYCT roTOBOrO fikapcbKoro 3acoby (AinbHuUS, Ha AKin
donakoHi; no 1 DAPMA»

dnakoHy B
KapTOHHiIN kopobui

npoBoaaTbes 6yab-ski BUpoGHWYi cTagii, 3a
BUHATKOM BUMYCKY Cepii, KOHTPOMIO AKOCTi Ta
BTOPWMHHOTIO MakyBaHHA ANsi CTEPUNBHUX
nikapcbkux 3acobiB (BkoYaroum BUpObeHi
acenTUYHUM MeTodoM), KpiM Nikapcbkux 3acobis
6ionoriYyHoro/iMyHONOr4YHOro NOXOAXEHHS)
BBEAEHHS 0AaTKOBOI AiNbHULi BUpobHMLTBa
CinpgaH ®apma C.P.J1., PymyHisi(Bupo6bHMLTBO
roTOBOrO fikapcbKoro 3acoby).
3minu | Tuny - 3miHK 3 sikocTi. FoTOBUIA NiKapCbKUiA
3aci6. 3MiHn y BUpoGHUMUTBI. 3amiHa abo
BBEOEHHS 10A4ATKOBOI AiNbHULI BUPOOHMLTBA AN
YacTWHW abo BCbOro BUpoGHMYOro npoLiecy
roTOBOro NikapCcbkoro 3acoby (AinbHWUA Ans
BTOPWHHOIO NaKyBaHHs1)

BBEJEHHS 4OAaTKOBOI AiNbHMLi BUpoBHMLTBA
CiHgaH ®apma C.P.J1., PymyHisi (BTOpuHHE
nakyBaHHs1). 3MiHu | Tuny - 3MiHW 3 AKOCTI.

[oToBWI Nikapcbkuii 3aci6. 3MiHN Yy BUPOBHULITBI.
3MmiHa iMnopTepa/3miHu, Lo CTOCYHTLCSI BUMYCKY
cepii Ta KOHTPOIO AKOCTi FOTOBOIO NiKapCbKOro
3acoby (3amiHa abo gofaBaHHsi BUPOBHUKa, LU0
BiAMNOBigae 3a BBE3eHHs Ta/abo Bunyck cepii) -
Bkritoyatoum koHTponb/BunpobyBaHHs cepii.
HopaBaHHs BUpobHuKa, BignosiganbHoro 3a
KOHTPOSb SIKOCTi Ta BUMYCK cepii Ans roToBOro
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1

nikapcbkoro 3acoby - CiHaaH ®apma C.P.J1.,
PymyHisi. 3MiHM BHeCeHi B iHCTpYKLit0 Ans
MELMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3ginu "BupobHuk", "MicLie3HaxomKeHHs
BMpObHYMKa Ta agpeca MicLsi NPoBaKeHHs Moro
LignbHOCTI" 3 BiANOBIAHMMYN 3MiHAMW B TEKCTi
MapKyBaHHS ynakoBoK. 3MiHu | Tuny - 3MiHu 3
skocTi. FoTOBMIA Nikapcbkuid 3acib. 3miHn y
BUPOOHMLTBI. 3MiHM ¥ npoueci BUpobHMLTBa
roTOBOrO flikapcbKoro 3acoby, BKIovaym
NPOMDKHUI NPOAYKT, LLIO 3aCTOCOBYETLCS NpK
BUPOBHMLTBI FOTOBOrO Nikapcbkoro 3acoby (iHLwui
3MiHK)
3MiHM y npoueci BUpobHNULTBA rOTOBOrO
nikapcbKkoro 3acoby y 3B’si3ky 3 JOAAaBaHHSIM HOBOT
nopaTkoBoi ainbHUui CiHgaH ®apma C.P.J1.,
PymyHis. 3miln | Tvny - 3miHm 3 gxkocTi. FoToBuUi
nikapcbkuii 3aci6. 3MiHK y BUPOGHMLTBI. 3MiHa
po3mipy cepii (BkMo4aroumn gianasoH po3mipy
cepii) roToBOro nikapcbkoro 3acoby (3MeHLLEHHsI
0o 10 pasiB) BBeAEHHSA 3MEHLLEHOro po3mipy cepii
N3 ans CiHgan ®apma C.P.J1., PymyHisi. 3MiHun |
TMny - 3MiHK 3 SKoCTi. [OTOBMI Nikapcbkuin 3acib.
Cuctema KoHTelHep/3aKkynoptoBarnbHUiA 3aci6.
3miHa chopmu abo po3Mipy KOHTENHepa Yu
3aKynopoBarnbHOro 3acoby (MepBMHHOI yNakoBKu)
(cTepunbHi nikapceki 3acobu) (B.11.r.4. (8) IB)
3MiHa po3mipy dnakoHa 3 10 mn
(BukopucToByeTbeA B AkTasic Itanis C.n.A. gns
Douetakcen-Bicta, ans gosysanHs 80 mr/4 mn i
140 mr/7 mn) Ha 8 mn i 11 Mn (BUKOPUCTOBYETLCSI
B CiHgaH ®apma C.P.J1. ans OoueTtakcen-Bicta,
ans posysaHHs 80 mr/4 mn i 140 mr/7 mn
BigNoBigHo). Tun ckna He 3miHMBCA. 3MiHn | Tuny -
3MiHu 3 skocTi. FoTOBMIA Nikapcbkuii 3aci6.
KoHTpOnb roToBOro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTummx
MEX roTOBOrO flikapcbKoro 3acoby (iHLui 3MiHW)
OHOBIeHHA cneumdikauii Ha TepMiH NpMAATHOCTI
J13 — npuBeaeHHs y BiANOBIAHOCTI A0 Aitoumx
opuriHanbHNX AOKyYMeHTIB BUpobHuka 113. 3miHm |1
TMny - 3MiHK 3 SKoCTi. [0TOBMIN Nikapcbkui 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauin Ta/abo gonyctummnx
MEXX rOTOBOIO NiKapCbKoro 3acoby (3MiHa
3HaxoQMTbCS No3a 3aTBEePKEHUMM AONYCTUMUMM
Mexamu cneuudikauin) 3amiHu B cneumdikadii Ha
Bunyck J13 p. «Related substance».

149, EBEPCENT wamnyHb 2 %; no 25 | BPOC NNTA peuis BPOC NNTA peuis BHECEHHS 3MiH 0 peecTpauifHMX MaTepianis: be3 - UA/8776/01/01
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mn abo 60 mn, abo
120 mny
nnacTuKoBOMy
conakoHi; no 1

nakoHy y
KapTOHHiI kopooLi

3MiHu | Tuny - 3miHK Wwopao 6e3nekn/ePeKTUBHOCTI
Ta chapmakoHarnsigy. BeegeHHsi abo 3miHu oo
y3aranbHeHUX AaHuX Npo cuctemy
thapmakoHarnsgy (BBefAeHHs y3ararnbHEeHUX gaHnx
npo cuctemy papmakoHarnagy, amiHa
YyNOBHOBa)eHOi 0cobu, BignosigansHoi 3a
3AiicHeHHs hapMakoHarnsgy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHsI
dapmakoHarnagy B YkpaiHi, sKLLO BOHa BigMiHHa
Bif, yNOBHOBaXeHOI 0cobu, BianosiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKYaym
KOHTaKTHI AaHi) Ta/abo 3MiHW y po3MiLLeHHi
macTep-cainna cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0cobu 3asiBHUKA,
BiANoBiganbHOI 3a hapmakoHarnag B YkpaiHi.
[itoya pepakuis: IBacbkoBa Anna BacunisHa.
lMponoHoBaKra pepakuia: bages OnexHa
AHaTtoniiBHa. 3MiHa KOHTAKTHUX AaHUX KOHTaKTHOI
ocobu 3asBHKKa, BianosiganbHOI 3a
dapmakoHarnsg B YKpaiHi

peuernma

150.

EOAPBI™

Tabnetku no 40 wmr;
no 14 Tabnetok y
6nictepi; no 1, abo
no 2, abo no 4
Gnictepun y
KapTOHHiIN kopobui

AciHo
dapma Al

Lsenuyapi
A

BUPOBHMLTBO 3a

NMOBHUM LIMKMOM:

Takena lpnaHgis
Ita, IpnaHgia

IpnaHgis

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3MinHn | TMNy - AgMiHicTpaTUBHI 3MiHW. BunyyeHHs
BUPOOHMYOT AinbHULI (BKITIOYAKOYM AiNbHULI Anst
A®I, npomixxHoro npogykTy abo rotoBoro
nikapcbkoro 3acoby, AinbHULi Ans NpoBeAeHHS
nakyBaHHsi, BUpoOHWKa, BifnoBiaansHOro 3a
BUWMYCK Cepil, MicLie NPOBEAEHHS KOHTPOMIO cepii)
abo nocTayanbHKKa BUXIQHOrO matepiany,
peareHTy abo AONOMDKHOT PEYOBUHM (SIKLLO
3a3Ha4eHo y Aocbe) AAMIHICTpaTMBHA 3MiHa
BUAaneHHs BUpobHMKa Hepo3dacoBaHoi
npoaykuii: Takega Papmacktotikan Komnati
Tlimiteq, Ocaka MnaHT, AnoHis, y 3B'A3Ky 3
MapKEeTUHIOBUM pilleHHsIM. 3anuiiaeTbes
BMPOBHVK 3a NOBHUM LIMKITOM BMPOGHMLTBA:
Takega lpnaxais Jlta, Ipnangis.

3a
peuerimom

UA/13312/01/02

151.

EOAPBI™

Tabnetku no 80 mr;
no 14 tabnetok y
6nicTepi; no 1, abo
no 2, abo no 4
onictepny
KapTOHHIl kopobui

AciHo
dapma Al

LLsewuapi
a

BMPOGHMLUTBO 3a

MOBHUM LIMKMOM:

Takena lpnaHais
JITa, Ipnangis

Ipnangis

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3miHu | TUNY - AgMiHICTpaTUBHI 3MiHW. BunyyeHHs
BUPOGHMYOT AinbHULI (BKMOYaumM AinbHULi Ans
AQI, npomixHoro npoaykty abo rotoBoro
nikapcbKoro 3acoby, AinbHUL AN NpoBeaeHHS
nakyBaHHsl, BUpobOHWKa, BiAnoBiaanbHOro 3a
BUWMYCK Cepili, MicLie NPOBEAEHHS KOHTPOMIO cepii)
abo nocTavarnbHMKa BUXigHOro marepiany,
peareHTy abo AONOMiXHOT PEHOBUHY (SIKLLO
3a3Ha4eHo y Aocbe) AAMIHICTpaTMBHA 3MiHa
BUAaneHHs BUPOOHMKa Hepo3dacoBaHoi
npoaykuii: Takega PapmacbtoTtikan KomnaHi
Jlimiteqg, Ocaka MnaHT, AnoHis;, y 3B'A3Ky 3

3a
peuenmom

UA/13312/01/03
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[TponoBkeHHs AoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
MapKeTVHIOBUM pilleHHAM. 3anuviaeTbes
BMPOOHWK 3@ MOBHUM LIMKIOM BUPOBHULTBA:
Takega lpnangis J11a, Ipnadgia.
152/ EQAPBI™ Tabnetku no 20 mr; AciHo LLisewuapi BMPOGHMLUTBO 3a Ipnangis BHECEHHS1 3MiH O peecTpauiiHMX maTtepianis: 3a - UA/13312/01/01
no 14 Tabnetok y dapma Al A MOBHUM LIMKITOM: 3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. BunyyeHHs peuernmom
6nictepi; no 1, abo Takena lpnaHgis BUPOBHMYOT AinbHULUI (BKMHOYAKYM AiNbHULI Ans
no 2, abo no 4 JIta, Ipnangis AdI, npomixxHOro npoaykty abo rotoBoro
Gnictepu y nikapcbkoro 3acoby, AinbHULI ANs NPOBEAEHHS
KapTOHHiI kopooLi nakyBaHHs, BUPOOHMKa, BignNoBiganbHoro 3a
BUMNYCK Cepili, MicLie NpoBeAEHHS KOHTPOIIO cepii)
abo nocTavarnbHvKa BUXigHOro MaTepiany,
peareHTy abo 4OMOMiIXKHOT pe4OBUHU (SIKLLO
3a3HayeHo y focbe) AgMiHicTpaTuBHa 3MiHa
BUAaneHHs BUPOBHMKa Hepo3dacoBaHOi
npoaykuii: Takega PapmacktoTtikan KomnaHi
Nimiten, Ocaka MnaHT, AnoHis, y 3B'A3Ky 3
MapKEeTVHIOBUM pilLeHHAM. 3anuiiaeTbes
BMPOGHWK 3a NOBHUM LIMKIOM BMPOGHMLTBA:
Takega lpnangis 114, Ipnadgia.
153.| EBOJIOHI®-20 | TabneTku, BKpUTI OPrAHOCU OAE EBepTomkeH Jland IHAisA BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/11328/01/01
NniBKOBOK H CaeHcus Nimiten 3MiHu | Tuny - 3miHK Wwopao 6e3nekn/ePeKkTUBHOCTI peuenmom nionsieae
obornoHkoto, no 20 NANGCAEH Ta dhapmakoHarnsagy. 3miHa y KopoTKin
Mr; no 7 TabneTok y CH3 (Eo XapaKTepucTu1Li NikapcbKoro 3acoby, TeKCTi
6nicTepi; no 1 abo 2 3ET ) MapKyBaHHS Ta iHCTPYKLUii Ans MeguyHoro

Gnictepny
KapTOHHiIN kopobui

3aCTOCYBaHHS Ha MiACTaBi perynspHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neku 3acToCyBaHHS
nikapcbkoro 3acoby B nicnsapeecTpauinHui nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 JOCHiAXKEHb,
npoBeAeHNX BiANoBIgHO A0 NnaHy negiatpudHnx
pocnimkenrs (PIP) (3miHy y3rogpkeHo 3
KOMMETEHTHNM YNOBHOBAXXEHUM OpraHoMm) - 3miHu
BHECeHi [0 iHCTPYKLUii Ana MeanyHoro
3acTOCyBaHHs1 Nikapcbkoro 3acoby y po3ainu
"OcobnusocTi 3actocyBaHHA", "MMobiuHi peakuii”
BiMNOBIAHO 4O OHOBMEHOI iHpopMaLii 3 6e3neku
[itoYoT pevoBUHU Woao TyBynoiHTepcTULlianbHoro
HedpuTy. BBeaeHHs amiH npoTarom 6-tn micauis
nicnsi 3aTBepaXeHHs!; 3MiHM | Tuny - 3MiHK Wwoao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy (iHwi
3MiHW) - 3MiHWN BHECEeHi 0 IHCTPYKLUii Ans
ME[IMYHOrO 3aCTOCYBaHHs NikapCbKoro 3acoby y
po3gain "Mobiuni peakuii" LWoAo BaXNNBOCTI
3BiTyBaHHsi Npo NobiyHi peakuii. BBeaeHHs1 3miH
NPOTArom 6-T MicsALIB NiCNS 3aTBEPOXKEHHS;
3MmiHu | TUNy - 3miHK Wwopo 6e3nekn/edekTUBHOCTI
Ta hapmakoHarnsay. 3miHa y KOpoTkil
XapakTepucTuL NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLUIii ANs MeguyHoro
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3acToCyBaHHS Ha MigcTasi perynspHo
OHOBIOBAHOIO 3BiTy 3 6e3neky nikapcbkoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B nicnapeecTpauiiHui nepiog,
abo sik pe3ynbTaT OLUiHKM 3BITY 3 AOCHIAKEHD,
npoBeAeHnX BigNOBIAHO A0 NnaHy neaiaTpuyHmnX
pocnigpkerb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHNM YNOBHOBAXXEHUM OpraHoMm) - 3miHu
BHECEHI [0 iHCTPYKLIi Ans MeguyHoro
3acToCyBaHHS NikapcbKoro 3acoby y po3ginu
"OcobnuBocTi 3acTocyBaHHs" BiANOBIAHO A0
OHOBJEHOI iHpopmalii 3 6esnekn aitoyoi
PEYOBMHM LLIOAO CEPMO3HMX LLKIPHMX NMOBIYHMX
peakuin. BBeaeHHs 3mMiH npoTarom 6-tn micsiuiB
nicnsa 3aTBepaXKeHHs

154.

E30JIOHI®-40

TabneTkn, BKpUTI
NniBKOBOIO
obornoHkoto, no 40
Mr; no 7 TabneTok y
6nictepi; no 1 abo 2
Gnictepn y
KapTOHHiI kopooLi

OPTAHOCHU
H
NAN®CAEH
CU3 (Ed
3ET )

OAE

EBepTomxkeH JNand
CaeHcuns Jlimiten

IHgia

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3MiHM | Tuny - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI
Ta hapmakoHarnsay. 3miHa y KopoTkil
XapaKTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKUii ANS MEANYHOro
3acTOCyBaHHsI Ha MiAcTaBi perynsipHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3aCToCyBaHHS
nikapcbkoro 3acoby B nicnspeecTpauiiHuin nepioa,
abo sk pe3ynbTaT OLUiHKM 3BITY 3 AOCHIAKEHb,
NpOBeAEHNX BiANOBIAHO 4O NMaHy negiatpudHnx
pocnimxeHb (PIP) (3miHy y3rogeHo 3
KOMMETEHTHNM YNOBHOBAXEHUM OpraHoMm) - 3miHu
BHECEHI [0 iHCTPYKLIi Ans Meanu4Horo
3acTOCyBaHHs1 Nikapcbkoro 3acoby y po3ainu
"OcobnusocTi 3actocyBaHHs", "MobiuHi peakuii”
BiZNOBIOHO 10 OHOBMEHOI iHhopMmaLlii 3 6e3neku
[itoYoT pevoBUHU Woao TyBynoiHTepcTuliansHoOro
HedpuTy. BBEgeHHs 3MiH NpoTsirom 6-Tu micauis
nicnsa 3aTBepAXeHHst; 3miHu | Tuny - 3MiHn Wwoao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsagy (iHwi
3MiHN) - 3MiHW BHECEHI [0 IHCTPYKUii Ans
MeOMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3gain "MobiuHi peakuii" WoAo BaXNNBOCTI
3BiTyBaHHs Npo NobiyHi peakuii. BBegeHHst 3aMiH
NpOTArom 6-T MicALIB NiCNs 3aTBEPKEHHS;
3MmiHu | TUNy - 3miHK Wwopo 6e3nekn/edekTUBHOCTI
Ta cpapmakoHarnsgy. 3miHa y KopoTkin
XapakTepucTuLi nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKLUii Ans Meau4Horo
3aCTOCyBaHHsI Ha MiAcTaBi perynsipHo
OHOBJTHOBAHOrO 3BiTy 3 6e3nekun Nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHs
nikapcbkoro 3acoby B nicnspeecTpaLiiiuin nepion,

3a
peuernmom

He
nionsieae

UA/11328/01/02
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abo sk pe3ynbTaT OLiHKM 3BiTYy 3 4OCHiAXEHb,
npoBeAeHVX BiANOBIAHO A0 MnaHy neaiaTpudHnX
pocnigpkerb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YTNOBHOBaXX€HUM OpraHom) - 3MiHu
BHECEHI [0 iHCTPYKLUIii Ans Mean4Horo
3acToCyBaHHS NikapcbKoro 3acoby y po3ginu
"OcobnuneocTi 3acTocyBaHHA" BignoBigHO 40
OHOBMEHOT iHhopMmaLlii 3 6e3neku gitoyoi
PEYOBMHM LLIOAO CEPMO3HMX LLKIPHMX NOBIYHMX
peakuin. BBeaeHHs 3MiH npoTarom 6-Tn micsiuis
nicnsa 3aTBepaKEeHHs

155.

EKCIOXAL

TabneTku, Lo
ANCMEPryOTLCS NO
250 mr; no 7
Tabnetok y 6nicrepi;
no 4 Gnictepu B
Kopobui

HosapTic
dapma Al

Lsenuapi
A

BUPOBHMLTBO 3a
NMOBHUM LIMKMOM:
HoBaprtic ®apma
LWtenH AT,
LLisenuapis
BMPOBHMLTBO 3a
NMOBHUM LIMKMOM:
Canpos C.P.N.,
PyMyHis

Lseviuapis/
PyMyHis

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3MiHn | TMny - 3MiHK 3 sKocTi. FOTOBMI Nikapcbkuii
3aci6. 3MiHn y BMpobHuuTBi. 3amiHa abo
BBeOEHHS 404aTKOBOI AiNbHULI BUPOOHMLTBA Ans
YacTuHM abo BCbOro BUPOGHMYOro npouecy
roTOBOrO flikapcbKoro 3acoby (AinbHuUS, Ha AKin
npoBoaaTbes 6yab-aki BUpobHWYi cTagii, 3a
BUHSITKOM BUMNYCKY CEPiN, KOHTPOSIO AKOCTI,
NEPBMHHOIO Ta BTOPUHHOIO NakyBaHHS, Ansi
HecTepurbHUX nikapcbkux 3acobiB) BBeAEHHSI
[0AaTKOBOI AinbHULI BUPOBHULTBA, Ha sKi
NpoBOANTLCH BUPOOHMLITBO Hepo3dacoBaHol
npopaykuii, a came CaHgos C.P.J1., PymyHis:
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHSI.
3minu | TMny - 3miHK 3 skocTi. FoTOBUIA NiKapCbKUiA
3aci6. 3MiHn y BUpobHUMUTBI. 3amiHa abo
BBEOEHHS 10A4ATKOBOI AiNbHULI BUPOOHMLTBA AN
YacTuHM abo BCbOro BUPOGHMYOro npouecy
roToBOro nikapcbKoro 3acoby (AinbHUUs Anst
BTOPWHHOIO NaKyBaHHS) BBEAEHHS [,OAATKOBOI
OinbHWLi BUpOBHMLTBA, Ha sIKili NPOBOAUTLCS
BTOPUHHE NakyBaHHs, a came CaHgos C.P.J1,,
PymyHis:

BBeaeHHs 3MiH npoTsarom 6-tu MicauiB nicns
3aTBepOKeHHS. 3MiHu | Tuny - 3MiHK 3 AKoCTi.
[oToBWI Nikapcbkui 3aci6. 3MiHN Yy BUPOOHMLTBI.
3amiHa abo BBeAeHHS [0AaTKOBOI AiNbHUL
BUPOGHMLTBA ANs YacTMHM abo BCbOro
BUPOBHMYOro NpoLiecy roToBOro fikapCbKoro
3acoby (AinbHULSA AN NEPBUHHOIO NaKyBaHHS)
BBEJIEHHS1 OAATKOBOI AiNbHWLi BUPOOHULTBA, Ha
SIKi NPOBOANTLCS NEPBMHHE NaKyBaHHS, a came
Canpos C.P.J1., PymyHisi: BBeneHHs1 3miH
NPOTArom 6-Tu MicALIB NiCNS 3aTBEPOXKEHHS.
3miHu | TMny - 3miHKM 3 AkocTi. FoToBUIA NiKapCbKUIA
3aci6. 3MiHM y BUpOOHUUTBI. 3MiHa
iMnopTepa/amiHu, LLI0 CTOCYHTLCS BUNYCKY cepii Ta

3a
peuerimom

He
nidnsicae

UA/6731/01/01




98 [TponoBkeHHs AoaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1

KOHTPOIO SIKOCTi FOTOBOTO NiKapCbKoro 3acoby
(3amiHa abo foaaBaHHs AinbHULLI, Ha SKin
3AINCHIOETBCA KOHTPOSL/BUNPOBYBaHHS cepii)
BBeAEHHS [0AAaTKOBOI AiNbHULI BUpOOHMUTBA, Ha
AKi TPOBOAUTLCA KOHTPOIb cepii, a came CaHao3
C.P.J1., PymyHisi:

BBepgeHHs 3MiH npoTsarom 6-Tu mMicauiB nicns
3aTBepAKEeHHSA. 3MiHM | TUny - 3MiHM 3 AKOCTI.
[oToBMI NnikapcbkuiA 3aci6. 3MiHKM y BUPOBHMUTBI.
3MiHa imnopTepa/amiHu, Lo CTOCYHTLCS BUMYCKY
cepii Ta KOHTPOMIO SIKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo fogaBaHHsA BUPOOHMKA, LLO
BignoBigae 3a BBe3eHHs Ta/abo Bunyck cepii) -
Bkrtoyatoun KoHTponb/BunpobyBaHHs cepii -
BBeAEHHS 40AaTKOBOI AiNbHULI BUpOOHMUTBA, Ha
SIKii NPOBOANTLCS BUMNYyCK cepil, a came CaHaos
C.P.J1., PymyHisa: 3MiH1 BHECEHO B iHCTPYKLIiO ANS
MELMYHOro 3aCTOCyBaHHs NikapcbKoro 3acoby y
po3ainu «BupobHuk» Ta «Micue3HaxomkKeHHsi
BMpOBHVKa Ta agpeca Micus NpoBafXXeHHSs oro
DiSNbHOCTI» 3 BiANOBIOHUMW 3MiHAMW Y TEKCTI
MapKyBaHHs1 yNakoBKM NikapcbKoro 3acoby
(monaBaHHs BUpoOHWMKa). BBeaeHHs 3miH
NPOTSAromM 6-Tu MicALiB MiCNa 3aTBEPAXKEHHS.
3minu | TMny - 3miHK 3 AkocTi. FoToBUIA NiKapCbKUi
3aci6. 3MiHN y BUpOOHMUTBI. 3MiHM Y NpoLeci
BMPOGHMLTBA rOTOBOIO fikapcbKoro 3acoby,
BKITHOYaI04M MPOMIKHUI MNPOAYKT, WO
3aCTOCOBYETLCS MPY BUPOOHMLITBI FOTOBOTO
nikapcbkoro 3acoby (HeaHayHa 3MiHa y npoLeci
BMPOGHMLTBA) ONTUMI3aLlisi npoLecy BUpobHULTBa
nikapcbKoro 3acoby, BHacnigok BBEAEHHS
[o[aTkoBoi BUPOBHWMYOT AinbHuULi, a came
36inbLUeHHs po3mipiB OTBOpIB cuTa, Ta 3MiHa
yactotn obepTaHHa 6bnenaepa. BBegeHHs 3miH
NpOTArom 6-T MicALIB NiCNs 3aTBEPOXKEHHS.
3minu | TNy - 3miHK 3 skocTi. FoTOBUIA NiKapCbKUiA
3aci6. 3MiHN y BUpOOHMUTBI. 3MiHM Y npoLieci
BUPOBHMLTBA rOTOBOTO JliKapCbKoro 3acoby,
BKITHOYaI04M MPOMIKHUI NPOAYKT, WO
3aCTOCOBYETLCS MPY BUPOOHMLITBI FOTOBOTO
nikapcbkoro 3acoby (iHLwi 3MiHK) 3MiHa MaTepiany
BTOPWHHOI YNakoBKu HEPO3thacoBaHOro NPoAyKTY,
a came 3anpornoHOBaHO BUKOPWUCTOBYBATM
3aKpWTWIA NnacTukoBuii 6apabaH: BBegeHHs 3miH
NPOTArom 6-T MicALIB NiCNS 3aTBEPOXKEHHS.
3miHu | Trny - 3miHKM 3 AkocTi. FoToBUIA NiKapCbKUiA
3aci6. 3MiHn y BUpoGHMUTBI. 3MiHa po3mipy cepii
(BKNHOYaO4M dianasoH po3Mipy cepii) roToBoro
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nikapcbKkoro 3acoby (3meHLeHHsi fo 10 pasis)
3MiHa po3Mmipy cepii (3MEHLUEHHS) ANs A03yBaHHSA
no 250 mr, BMpoGneHoro Ha HOBIl AiNbHULI
BUpobHMLUTBA. [itova pegakuis MNponoHoBaHa
pepakuia 250 mg 318.75 kg (375.000 tabl.) 250
mg 159.375 kg (187.500 tabl.) BeegeHHs1 3MiH
NpOTArom 6-Tu MicsALiB NiCNs 3aTBEPYKEHHS.
3MmiHu | TMny - 3miHn 3 AkocTi. FoToBUI NiKapCbKUI
3aci6. KoHTporsb JOMOMDKHUX pevyoBUH. 3MiHa
napameTpiB cneuudikadin Ta/abo gonyctummx
MeX AN AONOMDKHOI peYOBUHM (iHLLi 3MiHW)
3MiHa napameTpiB cneumdikawii 4ONOMPKHOT
PEYOBUHYM (NaKTO3U MoHorigpar), ska
BVIKOPVICTOBYETLCS MPY BUTOTOBIIEHHI FOTOBOIO
nikapcbkoro 3acoby 3a nokasHukom «Particle
size». BBegeHHs 3MiH NpoTArom 6-Tn micsuis
nicns 3ateBepaKeHHs. 3MiHn | Tuny - 3MiHn 3
siKocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb
[OMOMDKHUX pevyoBUMH. 3MiHa napameTpis
crneundikaui Ta/abo gonycTMMmx Mex ans
[OMOMDKHOI peqoBUHM (iHLWi 3MiHM) 3MiHa
napameTpis cneuundikauii JONOMIKHOI pe4oBUHM
(uentonosa mikpokpucTanivyHa), ska
BVIKOPVCTOBYETbLCS MPY BUTOTOBIIEHHI FOTOBOIO
nikapcbkoro 3acoby 3a nokasHukom «Particle
size». BBeeHHs 3MiH NpOTArom 6-Tu MicsiLiB
nicns 3aTBepaKeHHs. 3MiHu | Tuny - 3miHu 3
sikocTi. [oTOBMI Nikapcbkui 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTummx
MEX MepPBUHHOI YNaKOBKM FOTOBOrO MikapCbKOro
3acoby (oonoBHEHHS creundikaLii HoBUM
NMoKa3HUKOM 3 Bi4MNOBiAHUM METOAOM
BUNpobyBaHHs) BBEAEHHSI 04ATKOBOIO
napameTpa cneuudikauii 4ns nepBUHHOI
ynakosku: PVC/PE/PVDC, a came: Weight PVDC
85.5 — 95.0 g/m2. BBeeHHS 3MiH NpOTArom 6-Tu
MicsILiB Micnsi 3aTBEPOXKEHHS.
3miHu | Trny - 3miHK 3 AkocTi. FoToBUIA NiKapCbKUiA
3aci6. CucteMa KoHTelHep/3akynoptoBanbHUi
3aci6. 3miHa Byap-sIKOi YacTuHKM MaTepiany
NepBUHHOI YNaKOBKM, LLIO HE KOHTaKTY€E 3 FOTOBMM
nikapcbkUM 3acob60M (Hanpuknaz Konip KpULLIEYOK
3 KOHTPOIEM NEPLUOro BiAKPUTTS, KOMip KOAOBUX
Kineup Ha amnynax, KOHTenHepa Ans rofnok (pisHi
BMAM NnacTmacu) (3miHa, sika He BMnvBae Ha
KOPOTKY XapakTepUCTUKY NiKapCbKoro 3acoby)
3anpornoHOBaHo 3MiHy 6yAb-AKOi YaCTUHM
mMaTepiany nepBMHHOI YNaKOBKW, LLIO HE KOHTaKTYeE
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3 [N13, a came: nepexig Big dapbu, LWo MicTUTb

HiTpoLuentonosy, Ao ¢apbu, Lo He MICTUTb

HiTpoLentonoay, 4ns antomiHieBoi ponbru

BBepneHHs 3MiH NnpoTsarom 6-Tu micauiB nicns

3aTBEPOKEHHS.
156. EKCIIXXKAL TabneTku, Lo Hoeapric LLseviLapi BUPOOBHMLTBO 3a LLseviyapis/ BHECEHHS 3MiH O peecTpaLiiHMX maTepianis: 3a He UA/6731/01/02
ANCnepryoTLes no dapma Al A MOBHUM LIMKITOM: PymyHis 3MmiHu | Trny - 3MiHK 3 AkocTi. FoToBUIA NiKapCbKUiA peuenmom | niidnseae

500 mr; no 7
TabneTtok y 6nicrepi;
no 4 Gnictepu B
Kopoo6ui

HosapTic ®apma
LWtenH AT,
LLisenuapis

BMPOBOHMLTBO 3a

MOBHUM LMKIOM:

Canpgos C.P.N.,
PyMyHis

3aci6. 3MiHn y BUpobHMLTBI. 3amiHa abo
BBEAEHHS 40A4aTKOBOI AiNbHULI BUPOOHMLTBA ANns
YacTuHM abo BCbOro BUPOGHMYOro npouecy
roTOBOrO fiKapCbKOro 3acoby (AinbHWUSA, Ha Skl
npoBoaaTbes 6yab-aki BUpoGHWYi cTagii, 3a
BUHSITKOM BUMNYCKY CEPiN, KOHTPOSO AKOCTI,
NEPBUHHOIO Ta BTOPMHHOIO MaKyBaHHS, Asi
HecTepurbHUX nikapcbkux 3acobiB) BBEAEHHSI
[0AaTKOBOI AinbHULI BUPOBHULITBA, Ha sKi
NpoBOANTLCH BUPOOHMLITBO Hepo3dacoBaHol
npopykuii, a came CaHgos C.P.J1., PymyHis:
BBegeHHs 3MiH NpoTArom 6-Tn MmicauiB nicns
3aTBEPOKEHHS.
3MiHn | TMny - 3MiHK 3 sKocTi. FOTOBMI Nikapcbkuii
3aci6. 3MiHM y BMpOoGHUUTBI. 3amiHa abo
BBEOEHHS A0AATKOBOI AiNbHULI BUPOOHMLTBA ANd
YacTuHM abo BCbOro BUPOGHMYOro npouecy
roTOBOro MikapcbKoro 3acoby (AinbHUUsS Anst
BTOPWHHOIO NaKyBaHHS) BBEAEHHSA 004ATKOBOI
inbHUL| BUpOBHMLTBA, Ha sIKii NPOBOAUTLCS
BTOPUHHE NakyBaHHs, a came CaHgos C.P.J1,,
PymyHis:

BBeaeHHs 3MiH NpoTsarom 6-Tu MicauiB nicns
3aTBepOKeHHS. 3MiHM | Tuny - 3MiHK 3 AKoCTi.
[oToBWI Nikapcbkui 3aci6. 3MiHN y BUPOOHMLTBI.
3amiHa abo BBeAeHHs 40AaTKOBOI AiNbHULI
BMPOGHMLUTBA ANs YacTMHM abo BCbOro
BUPOBHMYOro NpoLiecy roToBOro fikapcbKoro
3acoby (QinbHWULSA AN NEPBUHHOIO NakyBaHHS)
BBE[EHHS [OAATKOBOI AiNbHWLi BUpOOHULTBA, Ha
SKii NPOBOANTLCS NEPBUHHE MaKyBaHHA, @ came
Canpos C.P.J1., PymyHis: BBeaeHHs1 3miH
NPOTArom 6-T MicsALIB NiCNS 3aTBEPOXKEHHS.
3miHu | Trny - 3miHK 3 AkocTi. FoToBUIA NiKapCbKUIA
3aci6. 3MiHM y BUpoOHULTBI. 3MiHa
iMnopTepa/amiHu, L0 CTOCYHTLCS BUNYCKY cepii Ta
KOHTPOJO SIKOCTi FOTOBOIO NiKapCbKoro 3acody
(3amiHa abo foaaBaHHs AinbHULI, Ha SKi
30iNCHIOETLCS KOHTPOMNb/BUNPOGYBaHHS cepii)
BBEAEHHS OOATKOBOI AiNbHUL BUPOOHMLUTBA, Ha
SIKii NPOBOAUTLCS KOHTPOIb cepii, a came CaHao3
C.P.J1,, PymyHisi:
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BBepneHHs 3MiH npoTsarom 6-Tu mMicauiB nicns

3aTBepAKeHHSA. 3MiHM | TUny - 3MiHM 3 AKOCTI.
[oToBMI nikapcbkuii 3aci6. 3miHKM Yy BUPOBHMLTBI.
3MiHa imnopTepa/amiHu, Lo CTOCYHTLCS BUMYCKY
cepii Ta KOHTPOMIO SAKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo fogaBaHHsA BUPOOHMKA, LLO
BifnoBigae 3a BBe3eHHs Ta/abo Bunyck cepii) -
Bkntoyatoun KOHTponb/BUNPoGyBaHHS cepii -
BBeAEHHS [0AAaTKOBOI AiNbHULI BUpOOHMUTBA, Ha
SIKii NPOBOANTLCS BUMNYyCK cepil, a came CaHaos
C.P.J1., PymyHisa: 3MiH1 BHECEHO B iHCTPYKLiO ANS
MELMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3ainu «BupobHuk» Ta «Micue3HaxomKeHHsi
BMpOBHVKa Ta agpeca Micus NpoBagXKeHHs oro
DiSNbHOCTI» 3 BiANOBIOHUMW 3MiHAMMW Y TEKCTI
MapKyBaHHs1 yNakoBKM NikapcbKoro 3acoby
(monaBaHHs BUpoOHWMKa). BBeaeHHs 3miH
NPOTSAromM 6-Tu MicALiB MiCNa 3aTBEPAXKEHHS.
3MiHn | TMny - 3MiHK 3 sKocTi. FOTOBMI Nikapcbkuii
3aci6. 3MiHN y BUPOOHMLTBI. 3MiHM Y nNpoLeci
BMPOGHMLTBA rOTOBOIO fikapcbKoro 3acoby,
BKIOYa4M NPOMIKHUIA NPOAYKT, WO
3aCTOCOBYETLCS MPW BUPOOHMLITBI FOTOBOTO
nikapcbKkoro 3acoby (HeaHayHa 3MiHa y npoLeci
BMPOGHMLTBA) ONTUMI3aLisi npoLecy BUpobHMLTBa
nikapcbKoro 3acoby, BHacNigok BBEAEHHs!
[o[aTkoBOl BUPOBHMYOT AinbHuULi, a came
36inbLUeHHs po3mipiB OTBOpIB cuTa, Ta 3MiHa
yactotn obepTaHHa 6bnenaepa. BBegeHHs 3miH
NpOTArom 6-T MicsALIB NiCNS 3aTBEPOXKEHHS.
3minu | TMny - 3miHK 3 skocTi. FoTOBUIA NiKapCbKUiA
3aci6. 3MiHN y BUpOOHMUTBI. 3MiHM Y NpoLeci
BMPOGHMLTBA rOTOBOIO fikapcbKoro 3acoby,
BKITHOYaI04M MPOMIKHUI NPOAYKT, WO
3aCTOCOBYETLCS MPY BUPOOHMLITBI FOTOBOTO
nikapcbkoro 3acoby (iHLwi 3MiHK) 3MiHa maTepiany
BTOPWHHOI YNakoBKu HEpPO3thacoBaHOro NPoaykKTy,
a came 3anpornoHOBaHO BUKOPWUCTOBYBATM
3aKpuTWIA NnacTukoBuii 6apabaH: BBeaeHHs 3MiH
NPOTArom 6-T MicsALIB NiCNS 3aTBEPOXKEHHS.
3miHu | TNy - 3miHK 3 AkocTi. FoToBUIA NiKapCbKUi
3aci6. 3MiHN y BUpoOHUUTBI. 3MiHM | Tuny - 3MiHN 3
sikocTi. [oToBMIA Nikapcbkuii 3aci6. KoHTponb
OOMOMDKHMX pevoBUH. 3MiHa napameTpiB
cneumdikauii Ta/abo JonycTMMmMx Mex ansi
[OOMNOMiXXKHOT pe4oBUHU (iHLLi 3MiHNK)
3MiHa napameTpiB crneundikaLii 4OMOMKHOT
PEYOBVHM (NMaKTO3M MOHoOriApar), fka

BUKOPUCTOBYETLCA NMpn BUrOTOBMEHHI FOTOBOro
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nikapcbkoro 3acoby 3a nokasHukom «Particle
size». BBeeHHS 3MiH NpOTArom 6-Tu MicsiLiB
nicna 3aTBepaXXeHHsi. 3MiHu | Tuny - 3miHn 3
sIKoCTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb
AOMNOMDKHMX pevoBUH. 3MiHa napameTpis
cneumdikaui Ta/abo JonycTMMMX Mex ansi
[OMOMDKHOI pe4oBUHM (iHLWi 3MiHM) 3MiHa
napameTpie cneuudikaLii AJONOMKHOI pe4OBUHM
(uentonosa MikpokpucTaniyHa), sika
BVIKOPVICTOBYETbLCS MPY BUTOTOBIIEHHI FOTOBOIO
nikapcbkoro 3acoby 3a nokasHukom «Particle
size». BBegeHHs 3MiH NpoTArom 6-Tn micsuis
nicna 3aTBepaXeHHs. 3MiHu | Tuny - 3miHn 3
skocTi. [oToBMI Nikapcbkui 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuii 3acit. 3miHa
napameTpiB cneuudikauin Ta/abo gonyctummx
MEX MEePBUHHOI YMaKOBKM FOTOBOrO MiKapCbKOro
3acoby (gonoBHEHHs crneumdikaLii HoBUM
NoKa3HUKOM 3 Bi4MNOBiAHUM METOAOM
BUNpobyBaHHs) BBEAEHHS AOAATKOBOTO
napameTpa cneuudikauii 4na nepBUHHOI
ynakoBku: PVC/PE/PVDC, a came: Weight PVDC
85.5 — 95.0 g/m2. BBeaeHHs 3MiH NpoTarom 6-Tu
MicAUiB Nicnsa 3aTBEPAXKEHHS.
3minu | TMny - 3miHK 3 AkocTi. FoToBUIA NiKapCbKUi
3aci6. Cuctema KoHTelHep/3aKynopioBanbHUi
3aci6. 3miHa Gyapb-sIKOi YacTUHKU MaTepiany
NEePBUHHOI YNaKOBKM, LLIO HE KOHTAKTY€E 3 FOTOBUM
nikapcbknuM 3acob0M (HanpuKnazg Konip KpULLIEYOK
3 KOHTPOMEM NEPLUOro BiAKPUTTS, KOMip KOAOBUX
Kineup Ha amnynax, KOHTenHepa Ans rofok (pisHi
BMAW NnacTmacK) (3miHa, sika He BNnvBae Ha
KOPOTKY XapaKTepUCTUKY NikapCbkoro 3acoby)
3anpornoHOBaHo 3MiHy 6yab-sKOi YaCTUHM
MaTepiany nepBMHHOI YNaKoBKM, LLO HE KOHTaKTye
3 13, a came: nepexia Big dapbu, Wwo MicTUTbL
HiTpoLuentonosy, Ao dapbu, Lo He MICTUTb
HiTpOLentonosy, Ans antoMiHieBoi ponbru
BBepneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS.

157.

ENEBIT®
NPOHATAIb

TabneTkn, BKpUTI
NNiBKOBOO
o6onoHkoto; no 10
TabneTtok y 6nicrepi;
no 3 aéo 10
GnicTtepiB y
KapTOHHI kopobLyj;
no 20 TabneTok y
6nictepi; no 5

Banep
KoHcblomep
Kep Al

LLisenuapi
o

HpaxeHodapm

Anotekep lMownb

mBeX

HimeyunHa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MiHu | Tuny - 3MiHK 3 sikocTi. CepTudikaT
BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponencbkin dapmakonei/MoHorpadii. NMogaHHA
HoBoro abo oHoBneHoro ceptudikaTa
BignoBigHOCTi abo BuUny4eHHsi cepTudikata
BigNoBIgHOCTI €BponeWichkin hapmakonei: ons
A®I; ansa BuxigHoro
maTepiany/peareHTy/npoMiXKHOro NPOAYKTY, Lo

be3
peuenma

UA/9996/01/01
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3acoby

GnictepiB y
KapTOHHiIN kopobui

BUKOPUCTOBYHOTLCS Y BUPOBHULTBI ADI; ans
AOMNOMIKHOI peqoBuHU (cepTudikaT BignoBIAHOCTI
€Bponecbkin dapmakonei) - OHoBNeHWi
cepTudikat Bif yxKe 3aTBEp)KEHOro BUPOBHMKA -
noAaHHs OHOBMEHOro cepTudikara BiANOBIAHOCTI
€Bponecbkin dapmakonei Ne R1-CEP 2015-199 -
Rev 00 (3atBepmxeHo: RO-CEP 2015-199 - Rev
02) gna A®I Bitamin D3 Big BXxe 3aTBEpAXEHOro
BupobHmka DSM Nutritional Products Ltd.,
LLIseriyapis; 3miHu | TMRNY - 3MiHK 3 AKOCTI.
Ceptudpikat BignosigHocTi/lE-cepTudikat
BiNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBIEeHOoro cepTudikarta BignosigHocTi abo
BUNYYEHHN cepTudikaTa BigNOBIAHOCTI
€Bponecbkin dapmakonei: gna A®l; ans
BVXigHOro martepiany/peareHTy/npOMiDKHOTO
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHMLTBI
A®I; ona oonomixkHOT pedoBUHM (cepTudikaT
BiQMNOBIQHOCTI €Bponewichbkin hapmakoner) -
OHoBneHur ceptudikat Big yxxe 3aTBepmKeHOro
BMPOGHMKa - NoAaHHsS OHOBMEHOro cepTudikara
BiAMNoBigHOCTI €Bponencoki papmakonei Ne R1-
CEP 2001-405 - Rev 04 (3aTBepaxeHo: R1-CEP
2001-405 - Rev 03) ansa A®l biotuH Big Bxe
3aTBepakeHoro BMpobHuka DSM Nutritional
Products Ltd., LLIBenuapis

UA/14379/01/01

158.

ENENICO

MOPOLLIOK
nioginizoBaHwUn Ans
PO34MHy Ans

iHcpysin no 200 OA 1
hnakoH 3 MOPOLLKOM
Y KapTOHHIl kopobLi;
1 donakoH 3
MOPOLLKOM Yy
KapTOHHiI kopobui

Mdpanzep
Eny.Ci.NMi.
Kopnopeww
H

CLIA

BMPOGHMLUTBO
(chopmyna,
acenTuyHe

HaMoOBHEHHS,

niodinizauis),

nepBUHHE Ta
BTOPUHHE
naKyBaHHs,
MapKyBaHHS1, BUMYCK
cepil:
dapmalis i AnKoH
Komnawi JIN1C, CLUA;
KOHTPOMb SIKOCTi Npu
BUWMYCKy Ta
LOCTiopKEeHHs
cTabinbHOCTI:
Mdpasep lpnaHgis
dapmachbioTikanc,
IpnaHgisi; KOHTponb
SIKOCTi MpY BUMYCKY
Ta OOCNiAXEeHHS
cTabinbHOCTI:

CLUA/
Ipnangais/
I13painb

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3miHu | Trny - 3miHm 3 gkocTi. A®Pl. CtabinbHICTb.
3miHa nepiogy NoBTOpHUX BUNpobyBaHb/nepioay

36epiraHHs abo ymoB 36epiraHHss ADI (3a
BiJICYTHOCTI y 3aTBepAXXeHOMY J0Cbe cepTudikaTa
BiQMNOBigHOCTI E€Bponeichkin hapmakonei, Lo
BKIlOYaE nepiof NoBTOPHOIo BUNPOOYBaHHS)
(3miHa y 3aTBEpAXKEHOMY NPOTOKOMi CTabinbHOCTI)
OHOBIEHHS NPOTOKONNY MICNAPEECTPLIAHOIO

BMBYEHHS CTabiNbHOCTI ANS Oit0Y0i pe4OBUHM -
Tanirnouepasa anbda. BeegeHHs 3MiH npoTsirom
6-T1 micAauiB nicnsa 3aTBepAXeHHs. 3MiHn | Tuny -

3MiHu 3 sikocTi. FoTOBUIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3miHa y TepMiHax npuaaTHoCTi abo
yMoBax 36epiraHHsi FOTOBOrO NikapCbkoro 3acoby
(3MiHa y 3aTBEpaKEHOMY NPOTOKOMi CTabinbHOCTI)
OHoBneHHs1 MpoTokony nicnsipeecTpauiiHoro
BUBYEHHS cTabinbHocTi T13. BBeaeHHs 3aMiH
NPOTArom 6-Tu MicALIB NiCNS 3aTBEPOXKEHHS.
3miHu | TMny - 3miHKM 3 AkocTi. FoToBUIA NiKapCbKUIA
3aci6. CucteMa KoHTelHep/3akynoptoBanbHUi

3acif. 3mMiHa nocTavanbHUKa nNakyBarbHUX

3a
peuenmom
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
MpoTtanike NTa., mMaTepianis abo KOMMNIEKTYOUMX (KO 3a3Ha4YeHO
I13painb

3aTBEpKEHNX MeToAax BUNpobyBaHHs) HesHauHi

B JOCbe) (3amiHa abo foAaBaHHS nocTayarnbHuKa)
3MiHa Micue3HaxomKeHHs noctavanbHuka West
Pharmaceutical Services of Florida komnoHeHTy
nakyBanbHOro MaTepiany — KoBnayka KpuLLKW. 3
agpecu: 11600 53 rd St. North Clearwater , FL,
USA Ha 5111 Park Street North, St. Petersburg,

FL 33709. Bce obrniagHaHHsi, BUTOTOBIEHHSI
npoLiecM Ta napameTpu KOHTPOIO SKOCTI

HaneXxH1m YMHoOM KBaridikoBaHi Ta nigTBepAXeHi

[0 no4aTky KOMepLIMHOro NocTayYaHHsA KoBnayka
kpuwwkn Big West Pharmaceutical Services of
Florida. BBegeHHs 3miH NpoTarom 6-Tn micauis
nicns 3aTtBepakeHHs. 3MiHn | Tuny - 3MiHn 3
siKocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb

roToBOro nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHSA rOTOBOTO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepOKEHNX MeTodax

BUNpobyBaHHs) HeaHauHi peaakTopcbki 3MiHN Y

mMeToAax KoHTponto sikocTi 13, n. 1. «30BHILLHIN
BUMMAA» 3a4ns Ginblu AeTanbHOro onucy Ta

Y3TO[KEHHST i3 MOTOYHOIO NPAKTUKO

BUpo6HMUTBA. BBEAEHHS 3MiH NPOTArom 6-Tn

MicsiLiB nicnsi 3aTBepAKEHHS. 3MiHu | Tuny - 3MiHK
3 sikocTi. [0TOBMIA Nikapcbkuin 3aci6. KoHTpornb

roToBOro nikapcbkoro 3acoby. 3miHa y meToaax
BUNpPoOYyBaHHs rOTOBOrO NikapCbkoro 3acoby

(He3HayHa 3MiHa y 3aTBepOKEHNX MeTodax

BUNpobyBaHHs) He3HayHi peaakTopChKi 3MiHW y

mMeTofax KoHTpornto sikocTi 113, n. 6. MexaHiuHi

BKITOUEHHS (Micns BiQHOBNEHHs1) 3aans GinbLu

[eTanbHOro onucy Ta Y3rofXKeHHs i3 MOTOYHO

NpakT1Ko BUpoOHULTBA. BBEAEHHS 3MiH

NpOTArom 6-T MicsALIB NiCNS 3aTBEPOXKEHHS.

3miHu | Trny - 3miHK 3 AkocTi. FoToBUIA NiKapCbKUi
3aci6. KoHTponb rotoBoro nikapcbkoro 3acooy.
3miHa y MeTogax BUNpobyBaHHS rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3miHa y

pefakTopChbKi 3MiHW Y MeToAax KOHTPOSHO SIKOCTI
M3 n. 2. BmicT BOoAM 3aans GinbLu geTanbHOro
ONKMCYy Ta Y3roAXXeHHS i3 MOTOYHOIO NPAaKTUKO
BMPOGHMUTBA. BBEAeHHS 3MiH npoTsirom 6-Tu
MicauiB nicnsa 3atBepaxeHHs. 3minu | Tuny -
3miHm 3 akocTi. A®I. KoHTpons A®Il. 3miHa y
MeTofax BunpobyBaHHs ADI abo BuxigHoro
marepiany/npoMiXXHOro NPoayKTy/peareHTy, Lo

BVKOPVCTOBYETbLCS y NpoLeci BupobHuutea AdI

(cyTTeBa 3MiHa y
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

GionoriyHomy/iMyHonoriMHOMY/iMyHOXiMIYHOMY
meTogai BUnpobysaHHs abo MeTogj, y Skomy
BUKOPUCTOBYETLCA BiONOriYHMIA peareHT ansi

GionoriyHoro A®l, abo 1oro 3amiHa) OHOBEHHS
MeToay BUNpobyBaHHS Ailo4oi peyoBMHY 3a
nokasHukom «Yuctorta ll» ((impurities detection of

Host Cell Proteins (HCP) by Sandwich ELISA).

[HopnaBaHHa HOBOro cTaHAapTy kanibpysaHHs HCP
Ta 3MiHW peareHTiB, SKi BUKOPUCTOBYHOTBCS Y
MeTOAuLi 3aans npuBeneHHs ii 4o sumor USP
1132. BBeaeHHsi 3MiH NpoTArom 6-Tn micauiB nicns
3aTBepAKeHHs. 3MiHu I Tuny - 3miHK 3 SKocTi.
A®I. KoHTponb AdL. 3miHa y meTogax
BunpobysaHHs APl abo BMxigHOro
marepiany/npoMixXHOro NpoaykTy/peareHTy, LWo

BUKOPUCTOBYETbLCS Y npoueci BUpobHuLTea Ad|

(cyTTeBa 3miHa y

GionoriyHomy/iMyHoRnoriMHOMY/iMyHOXiMIYHOMY
mMeTogi BunpobyBaHHs abo meTofi, y skomy
BMKOPVCTOBYETLCS BIONOriYHMI peareHT ans
GionoriyHoro A®l, abo 1oro 3amiHa) 3amiHa

MeToay BUNpobyBaHHS Aito4oi pevyoBUHM 3
«ABTOMaTUYHUI enekTpodopes» Ha «KaninapHui
renb-enekTpodopes» 3 BiANOBiAHMMM 3MiHAMN Y
crneun@ikauii Ha gilody pevoBUHY AN NoKasHUKa

«Yucrota lll». BBegeHHs 3MiH NpoTsarom 6-tu
MicauiB nicnsa 3atBepaxeHHs. 3minu I Tuny -
3MiHu 3 skocTi. FoToBUIA Nikapcbkuii 3aci6.

KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y

MeToAax BMNPOoOyBaHHS rOTOBOIO NikapCbKOro

3acoby (cyTTeBa 3miHa y

BionoriyHomy/iMmyHOMoriYHOMY/iMyHOXIMIYHOMY
mMeTogi BUunpobyBaHHs abo meTofi, y sskomy

BUKOPUCTOBYETbCS BionoriyHMM peareHT, abo ix

3amiHa, abo 6ionoriyHoro Npenapary NOpPiBHAHHA
(cTaHgapTHOro npenapary), Lo He 3a3HavYeHnn y
3aTBepakeHoMy npoTokori) 3amiHa meToay
KoHTpoto 13 3 «ABTOMaTU4HWIA enekTpodopes»
Ha GinbLu cyyacHuin metod «KaninapHui renb-
enektpodgopes» (KI'E) 3 BignosigHUMu 3amiHamu y
cneundikauii [M13. BBeaeHHst 3MiH NpoTarom 6-Tu
MicsILiB Micnsi 3aTBEPOKEHHS

159.

ENIFCAPL 22,5
mr

MOPOLLIOK ANst
NPUroTyBaHHS
pO34uHy ans
NiLWKIPHMX iH'eKUin
no 22,5 wmr;
KOMMSEKT MICTUTb 2
NOTKU:

Pekoppari
IHpacTpia
Ximika e
dapmacesTi
ka C.n.A.

ITania

BignoBiganbHUNA 3a
BTOPUHHY YNaKoBKY
Ta BUNycK cepii:
Actennac ®apma
Opon b. B.,
Higepnangwn
BignoBiganbHUIN 3a

Higepnangwn
/ CLWWA

BHECEHHS1 3MiH 40 peecTpauiHMX maTtepianis:
3MiHM | TUny - AQMiHICTPaTVBHI 3MiHW. BunyyeHHs
BUPOGHMYOT AinbHULI (BKMOYaumM AinbHULI Ans
AQI, npomixxHoro npoaykty abo rotoBoro
nikapcbKoro 3acoby, AinbHUL AN NpoBeaeHHS
nakyBaHHsl, BUpoOHWKa, BiAnoBigansHoro 3a
BWMNYCK Cepill, MicLie NpoBeAEHHS KOHTPOMIO cepii)

3a
peuenmom

UA/5758/01/02
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1

- 1 NoTOK MiCTUTb BMPOBHMLTBO abo nocTayanbHKKa BMXIQHOrO matepiany,

nonepegHLo wnpuvua A, wnpuua peareHTy abo JOMOMIXKHOT PEYOBUHY (SIKLLO

HaNOBHEHWI LWINpUL, B, KiHUEeBY ynakoBky 3a3HayeHo y A0Cbe) - BuaaneHHs npomixkHoro

A 3 PO34YMHHUKOM Ta KOHTPOIb SIKOCTI: BMPOGHWMKa, BignoBiganbHOro 3a BUpobHULITBO

(noni(DL-nakTna-ko- Tonmap IHk., CLLA wnpuua A - Tolmar Inc., 1413 Duff Drive, Fort

rnikonig) nonimep, BiAnoBiganbHWIA 3a Collins, CO 80524, USA. 3anuwaetbcs

N-meTun-2- BMPOBHMLUTBO anbTepHaTUBHUIA BUPOOHUK, KOTPUI BUKOHYE TaKy

niponigoH) no 457 wnpuua b Ta noro X dYyHKUI0, Wo 1 BuganeHun (Tonmap IHk., 701

MT, NOpLUEHb BTOPWHHY YMNaKOBKY: LleHTp ABeHto, PT. KonniHe, Ko 80526, CLUA);

wnpuua b Ta Tonmap IHk., CLLA 3MinHn | TMNy - AgMiHicTpaTUBHI 3MiHW. BunyyeHHs

nakeTuk 3 BUPOGHMYOT AinbHULI (BKMOYaumM AinbHULI Ans

BOJIOronornuHanym A, npomixxHoro npoaykty abo rotoBoro

M areHToMm; nikapcbkoro 3acoby, AinbHULi AN NpoBeAeHHS

- 2 NOTOK MICTUTb nakyBaHHs1, BAPOOHMKA, BiANOBiAanbHOro 3a

nonepeaHL0 BUMNYCK Cepili, MicLie NpoBeAEeHHS KOHTPOIIO cepii)

HanoBHEHWIA LLNPUL abo nocTavyanbHKKa BUXIQHOrO matepiany,

B 3 nopotukom, peareHTy abo LONOMiXKHOT PEYOBUHM (SIKLLO

CTepuIbHy ronky Ta 3a3HayeHo y gocbe) - BuganeHHs npomixkHoro

nakeTuk 3 BMPOGHKKa, BignoBiganbHOro 3a BUpobHULITBO

BOJIOronorfmHaym wnpuua b - Cangene bioPharma LLC, USA.

M areHToM. 3anuwaeTbcs anbTepHaTUBHUIN BUPOBHWK, KOTPUIA

KomnnekTt y BUKOHYE TakKy > QyHKLUit0, L0 N BUOaAnNeHum

KapTOHHiIN kopobLi (Tonmap IHk., 701 LeHtp ABeHto, 1. Konnixe, Ko

80526, CLUA)

160.| ENIFAPO 45 MI' | nopoLuok Ans Pekoppari ITania BignoBiganbHUN 3a Higepnanam BHECEHHS1 3MiH 40 peecTpauinHuX maTtepianis: 3a - UA/5758/01/03

NPUroTyBaHHSA IHpacTpia BTOPWUHHY YNaKoBKy / CWWA 3MiHM | TUny - AQMiHICTPaTVBHI 3MiHW. BunyyeHHs peuernmom

po34MHy Ans Ximika e Ta BUNycK cepii: BUPOGHMYOT AinbHULI (BKMOYaYmM AinbHULI Ans

NiLWKIPHWX iH'eKLUin dapmacesTi Actennac ®apma A®I, npomixxHoro npoaykTy abo rorosoro

no 45 Mr; KOMNNeKT ka C.n.A. Opon B. B., nikapcbKoro 3acoby, AinbHUL AN NpoBeaeHHS

MICTUTb 2 NOTKMK: Higepnanan nakyBaHHsi, BUpoOHWKa, BifnoBiganbHoro 3a

- 1 NOTOK MiCTUTb BignosiganbHWUM 3a BUWMYCK Cepil, MicLie NPOBEAEHHS KOHTPOO cepii)

nonepeaHLo BMPOGHMLTBO abo nocTayanbHVKa BUXIQHOrO marepiany,

HanoBHEHUI WNpULY
A 3 PO34YNHHMKOM
(noni(DL-nakTna-ko-
rnikoniag) nonimep,
N-meTun-2-
niponigoH) no 434
MF, MopLUEHb
wnpuua b ta
nakeTuk 3
BOJIOrOMOrnMHa4m
M areHToMm;

- 2 NIOTOK MiCTUTb
nonepeaHLo
HanoBHEHUI LWNpULY
B 3 nopotukom,
CTepwnbHy ronky Ta
nakeTuk 3

wnpuua A, wnpuua
B, KiHUeBY ynakoBky
Ta KOHTPOIb SKOCTi:
Tonmap IHk., CLLA

peareHTy abo JONOMiXHOT PEYOBUHM (SIKLLIO
3a3HayveHo y A0CkE) - BuganeHHs npoMixkHOro
BUPOOHMKa, BigNoBiAansHOro 3a BUPOGHNLTBO
wnpuua A - Tolmar Inc., 1413 Duff Drive, Fort
Collins, CO 80524, USA. 3anuwaeTtbca
anbTepHaTVBHUIA BUPOBHUK, KOTPUI BUKOHYE TaKy
X PyHKLUiI0, Lo 1 BuganeHui (Tonmap IHk., 701
LleHTp ABeHto, OT. KonniHe, Ko 80526, CLLA);
3miHu | TUNY - AgMiHICTpaTUBHI 3MiHW. BunyyeHHs
BUPOGHMYOT AinbHULI (BKMOYaumM AinbHULI Ans
A, npomixHoro npoaykty abo rotoBoro
nikapcbKoro 3acoby, AinbHUL AN NpoBeaeHHS
nakyBaHHsl, BUpobOHWKa, BiANoBiaanbHOro 3a
BUWMYCK Cepili, MicLie NPOBEAEHHS KOHTPOIO cepii)
abo nocTavarnbHVKa BUXigHOro marepiany,
peareHTy abo AONOMiKHOT PEHOBUHM (SIKLLIO
3a3HayYeHo y focbe) - BuganeHHs npoMixxHOro
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1

BOJIOronornuHanym BMPOGHWMKa, BignoBiganeHOro 3a BUpobHULITBO

M areHToM. wnpuua b - Cangene bioPharma LLC, USA.

KomnnexT y 3anuwaeTbcs anbTepHaTUBHUN BUPOBHWK, KOTPUIA

KapTOHHiIN kopooLi BUKOHYE TakKy > QyHKLUit0, LLO N BUaaneHum

(Tonmap IHk., 701 LieHTp ABeHto, d1. KonniHe, Ko
80526, CLUA)
161.| ENIFAPA 7,5 NOPOLUOK ANs Pekopaari ITanis BignoBiganbHWIM 3a Higepnangn BHECEHHS 3MiH 0 peecTpauiHnX 3a - UA/5758/01/01
Mr NPUroTyBaHHA IHpacTpia BTOPWUHHY YNaKoBKy / CWWA marepianis:a3minuv | Tuny - AgMiHiCTpaTUBHI 3MiHW. peuernmom

pPO34MHy ans Ximika e Ta BUNycK cepii: BunyyeHHs BUpOGHMYOI AinbHULI (BKHOYaK4M

NIALWKIPHUX iH'eKUin dapmaceBTi Actennac ®apma OinbHuui ana A®I, npomixkHoro npogykTy abo

no 7,5 Mr; KOMNneKT ka C.n.A. Opon B. B., rOTOBOrO fikapcbKkoro 3acoby, AinbHULi Ans

MICTUTb 2 NOTKK: Higepnangu NpoBeAeHHs NakyBaHHs, BUPOOHMKa,

- 1 NOTOK MICTUTb BignoBiganbHUN 3a BiANOBIgANbHOIO 3a BUMYCK Cepin, Micue

nonepegHLo BMPOBHMLTBO npoBeAeHHS KOHTPOMIo cepii) abo noctavansHuka

HaMOBHEHWI LINPUL, wnpuvua A, wnpuua BUXiQHOro matepiany, peareHTy abo ONOMIKHOT

A 3 PO34YMHHUKOM B, KiHUEBY ynakoBKy PEYOBUHM (SIKLLIO 3a3HAYEHO Y A0CbE) - BuganeHHs

(nomi(DL-nakTna-ko- Ta KOHTPOIb SKOCTI: NPOMIDXHOrO BUpOBHUKa, BiAMOBIAaNbHOro 3a

rnikonia) nonimep, Tonmap IHk., CLLA BUPOGHMLTBO Wwnpuua A - Tolmar Inc., 1413 Duff

N-meTun-2- Drive, Fort Collins, CO 80524, USA. 3anuwaetbcs

niponigoH) no 343 anbTepHaTVBHUI BUPOOHUK, KOTPUIN BUKOHYE TaKy

Mr, NOpLUEHb X OYHKLUtO, Wo 1 Buaanenui (Tonmap IHk., 701

wnpuua b ta LleHTp ABeHto, P1. KonniHe, Ko 80526, CLUA);

nakeTuk 3 3miHu | TUNY - AgMiHICTpaTUBHI 3MiHW. BunyyeHHs

BOJIOronorfMHaymn BUPOBHMYOT AinbHUUI (BKMOYAKO4M AiNbHULI Ans

M areHToM; A®I, npomixkHoro NpoaykTy abo rotoBoro

- 2 NNOTOK MIiCTUTb nikapcbKoro 3acoby, AinbHUL AN NpoBeaeHHS

nonepegHLo nakyBaHHs1, BUpoOHWKa, BifnoBiganbHoro 3a

HaMoBHEHWI LWNpUL, BUWMYCK Cepil, MicLie NPOBEAEHHS KOHTPOMIO cepii)

B 3 nopotukom, abo nocTayanbHVKa BUXIQHOrO marepiany,

CTepUIbHy ronky Ta peareHTy abo AONOMiXXHOT PEYOBUHM (SIKLLO

nakeTuk 3 3a3HayeHo y Aocbe) - BuganeHHs npomixkHoro

BOJIOronorfmHaoym BMpOGHMKa, BiAnoBigansHOro 3a BUpobHULTBO

M areHToM. wnpuua b - Cangene bioPharma LLC, USA.

KomnnekT y 3anuwaeTbcs anbTepHaTUBHUIN BUPOBHWK, KOTPUiA

KapTOHHiIN kopobui BUKOHYE TaKy X (OYHKLUIIO, LLO 1 BUAANeHWi

(Tonmap IHk., 701 LleHTp ABeHto, 1. KonniHe, Ko
80526, CLUA)

162.| EHOAO®AIbK MOPOLLOK ANA Op. ®anbk HimeuumnH Op. ®anbk ®apma Himeuumna/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes - UA/4197/01/01

0OpanbHOro PO34nHY; dapma a 'm6X, HimeuunHa ITanis 3MmiHu | TUny - 3miHu 3 skocTi. CepTudikat peuenma

no 55,318 r m6X (BignoBiganbHWi 3a BignosigHocTi/lE-cepTudikat BignosigHoCTi

MOPOLLIKY Y NaKeTi;
no 6 nakeTiB y
kopo6Lii 3 KapTOHY

BUMNYCK Cepilt
KiHLIeBOro NpoayKTy
Ta anbTepHaTUBHe

BTOPWHHE
nakyBaHHs); Knoke
dapma-Cepsic
'M6X, Himeyunna
(BUPOBHMK
[030BaHoi hopmu,

€Bponencbkin dapmakonei/MoHorpadii. NMogaHHA
HoBoro abo oHoBneHoro ceptudikaTa
BignoBigHOCTi abo BUny4eHHsi cepTudikata
BigNoBigHOCTI €BponeWicbkin hapmakonei: ons
A®I; ansa BuxigHoro
maTepiany/peareHTy/npoMiXXKHOrO NPOAYKTY, L0
BUKOPUCTOBYHOTBCS Y BUPOOHMLTBI ADI; ans
[OMNOMiXHOT pevyoBUHU (cepTudikaT BignosiaHoCTi
€Bponelicbkiii hapmakonei) - OHoBNeHUI
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
nepBUHHE Ta cepTudikaT Bif yXe 3aTBepaKeHOro BUPOGHUKa -
BTOPUHHE NnoJaHHsi OHOBMNEHOro cepTudpikata BiaNoBIAHOCTI
nakyBaHHs1); JlozaH €Bponecbkin dapmakonei Ne R1-CEP 2006-085 -
dapma 'M6X, Rev 03 (3atBepmxeHo: R1-CEP 2006-085 - Rev
Himeuunna 01) ansa gitoyoi pevosuHK makporony 3350 Big Bxe
(BMPOGHMK 3aTBepAkeHoro BMpobHuka The Dow Chemical
[030BaHoi hopMu, Company, CLA. 3miHn | TMny - 3MiHM 3 SIKOCTI.
nepBuHHe Ta A®I. CTabinbHicTb. 3miHa nepiogy NOBTOPHMX
BTOPUHHE BuUNpobyBaHb/nepiogy 36epiraHHst abo ymoB
nakyBaHHs1); C.L.L.T. 36epiraHHst A®I (3a BiaCyTHOCTI y 3aTBEpPAKEHOMY
c.p.n. Cepsisio Aocbe cepTudikata BiANOBIAHOCTI EBPONENCHKIN
IHTepHaujioHane, tbapmakonei, Lo BKNtoYae nepios NOBTOPHOro
ITanis (BMpoBHMK BMNpOoOyBaHHS) (Nepiog NOBTOPHOIO
[[030BaHoi opmu, BunNpobyBaHHs/nepion 36epiraHHs) - 36inbLUeHHSA
nepBUHHE Ta abo BBefeHHS nepiofy NOBTOPHOIO
BTOPUHHE BUNpobyBaHHs/nepiogy 36epiraHHs Ha OCHOBI
naKkyBaHHS) pesynbTaTiB AOCMiMKEHb ¥ peanbHOMYy Yaci -
BBEJEHHS nepioly NOBTOPHOro BUNpobyBaHHSs 2
POKM Aito4oi pevoBuHn Makporony 3350
BupobHuuTBa Avesta Pharma Pvt. Ltd. Ha ocHoBiI
pe3ynbTaTiB gocnigkeHb cTabinbHOCTI.
163.| EPOTOH® Tabnetku no 100 wmr, MPAT YkpaiHa BignosiganbHWi 3a YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a He UA/4652/01/02
no 1 abo no 2, abo "®ITOPAPM BMPOBHMLTBO, 3miHu | Tvny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa peuenmom | niidnseae
no 4 Tabnetkn y " nepBUHHE, BTOPUHHE HaliMeHyBaHHs Ta/abo agpecu 3asiBHUKa
6nicTepi; no 1 nakyBaHHs, (BnacHuka peecTpaLiiHOro NocBiAYeHHs) 3MiHa
6nictepy B nauyuj 3 KOHTPOIb Ta BUMYCK appecu 3asBHMKA - 3MiHM BHECEHI B po3gin
KapToHy; no 4 cepil: "MicuesHaxomxeHHs 3asBHUKA" B IHCTPYKLUito Ans
TabneTku y 6nictepi; MPAT ME[MYHOrOo 3aCTOCYBaHHS NikapcbKoro 3acoby y
no 2 6nictepu B "®ITOPAPM", 3B'SI3Ky 3 YTOYHEHHSIM afpecu 3asiBHMKA.
nadui 3 KapToHy YkpaiHa BBeaeHHs 3MiH npoTsrom 6-Tu MicauiB nicns
BignoBiganbHUN 3a 3aTBEPOKEHHS.
BMPOBHMLTBO,
nepBUHHE, BTOPUHHE
nakyBaHHs,
KOHTPOMb SKOCTI:
TOB "Actpadapm",
YkpaiHa
BiAnoBiganbHWI 3a
BUPOGHMLTBO,
nepBUHHE, BTOPUHHE
nakyBaHHs,
KOHTPOIb SIKOCTi:
MAT "BitamiHn",
YkpaiHa
164 EPOTOH® Tabnetku no 50 mr, MPAT YkpaiHa BignosiganbHWM 3a BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis: 3a He UA/4652/01/01
no 1 abo no 2, abo "OITOPAPM BUPOGHMLTBO, 3MiHn | TMNy - AgMiHiCTpaTMBHI 3MiHWU. 3MiHa peuenmom nionsieae
no 4 Tabnetkn y " nepBUHHE, BTOPUHHE HaliMeHyBaHHs1 Ta/abo agpecu 3asiBHUKA
GnicTepi; no 1 nakyBaHHS, (BnacHuka peecTpaLiHoro NocBigYeHHs) 3MiHa
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
6nictepy B nauui 3 KOHTPOIb Ta BUMYCK agpecu 3asiBHMKA - 3MiHW BHECEHI B pO34in
KapToHy; no 4 cepii: "Micue3HaxomxxeHHs 3asiBHUKA" B iHCTPYKLito Ans
TabneTtkun y bnicrepi; MPAT MeOMYHOro 3acTOCyBaHHSA Nikapcbkoro 3acoby y
no 2 6nictepu B "®ITOPAPM", 3B'A3KY 3 YTOYHEHHSIM agpecy 3asiBHUKA.
navui 3 KapToHy Ykpaina BBeaeHHs 3miH npoTarom 6-Tu micauis nicns
BignoBiganbHUN 3a 3aTBEePOKEHHS.
BUPOGHMLTBO,
nepBuHHE, BTOPUHHE
nakyBaHHs,
KOHTPOMb SIKOCTI:
TOB "AcTtpadapm”,
Ykpaina
BignoBiganbHUN 3a
BMPOBHMLTBO,
nepBUHHE, BTOPUHHE
nakyBaHHs,
KOHTPOIb SKOCTI:
MAT "Bitaminn",
YkpaiHa
165.| ECUUATAIONP | Tabnetku, BKpUTI TOB "TeBa YkpaiHa TOB TeBa Monblwa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a - UA/11732/01/02
AM-TEBA NNiBKOBOO YkpaiHa" OnepenwHs MonaHg 3MiHu | Tuny - 3miHn 3 sikocTi. CepTudpikat peuenmom
obornoHkoto, no 10 BignosigHocTi/lE-cepTudikaTt BianoBigHOCTI
Mr, no 14 TabneTok €BponeWcbkin dhapmakonei/MoHorpadii. NMogaHHs
y 6nicTepi; no 2 HoBoro abo oHoBneHoro ceptudikaTta
6nictepu B kopoOLi BigNoBigHOCTI abo BUny4YeHHs cepTugikara
BignoBigHocCTi €Bponenchkii hapmakonei: ons
ADI; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTbCS Y BUPOOHMUTBI APl; ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTI
€Bponelicbkint hapmakonei) - OHoBNeHWN
cepTudikaT Bif yxe 3aTBEpAXEHOro BUpobHUKa.
[MopgaHHA oHoBREHOro cepTudikaTy BiANOBIAHOCTI
€ponevickkin dpapmakonei RO-CEP 2016-178-
Rev 02 Big BXe 3aTBEpAKEHOTO BUPOOHMKa
Zhejiang Huahai Pharmaceutical Co., Ltd., China
Ail0YOT pevyoBUHU ecumTanonpam (3aTBepmpKeHO:
RO-CEP 2016-178-Rev 01; 3anponoHoBaHo: RO-
CEP 2016-178-Rev 02)
166.| ECUUTANONP TabneTtkn, BKpUTI TOB "TeBa YkpaiHa TOB TeBa Monbwa BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: 3a - UA/11732/01/03
AM-TEBA NniBKOBOKO YkpaiHa" OnepenwHs Monang 3MiHu | Tuny - 3MiHK 3 sikocTi. CepTudikaT peuenmom

obornoHkoto, no 15
mr, no 14 TabneTok
y 6nicTepi; no 2

6nictepu B kopobui

BignosigHocTi/l'E-cepTudikat BignosigHoCTi
€Bponencbkin dapmakonei/MoHorpadii. NMogaHHA
HoBoro abo oHoBneHoro ceptudikaTa
BignoBigHOCTi abo BUny4eHHsi cepTudikata
BigNoBIgHOCTI €BponeWchbkin hapmakonei: ons
A®I; ansa BuxigHoro
maTepiany/peareHTy/npoMixHOro NPOAYKTY, Lo
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

BUKOPUCTOBYHOTLCS Y BUPOBHULTBI ADI; ans
AOMNOMIKHOI peqoBuHU (cepTudikaT BignoBiAHOCTI
€Bponecbkin dapmakonei) - OHoBNeHWi
cepTugikart Bif yke 3aTBepaKEHOr0 BUPOBHMKaA.
MoaaHHa oHoBRNeHoro cepTudikaTty BiANOBIQHOCTI
€Bponevickkin hapmakonei RO-CEP 2016-178-
Rev 02 Big BXXe 3aTBEPAKEHOrO BUPOOHMKA
Zhejiang Huahai Pharmaceutical Co., Ltd., China
Lit0Y0i pevyoBMHK ecLumTanonpam (3aTBepKeHo:
RO-CEP 2016-178-Rev 01; 3anponoHoBaHo: RO-
CEP 2016-178-Rev 02)

167.

ECUUTANONP
AM-TEBA

TabneTkn, BKpUTI
nniBkOBOIO
obornoHkoto, no 20
Mmr no 14 TabneTok y
6nictepi; no 2
6nictepu B kopobui

TOB "TeBa
YkpaiHa"

YkpaiHa

TOB TeBa
OnepenwHs MonaHg

MonbLwa

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3MiHu | Tuny - 3miHn 3 sikocTi. CepTudpikat
BignosigHocTi/lE-cepTudikaTt BignoBigHoCTI
€BponeWcbkin dapmakonei/MoHorpadii. NMogaHHs
HoBoro abo oHoBneHoro ceptudikaTa
BigNoBIgHOCTI abo BUNy4YeHHs cepTugikara
BignoBigHOCTI €BponeWchbkin hapmakonei: ans
A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHWN
cepTudikart Bif yke 3aTBepaKEHOro BUPOBHMKa.
[MopgaHHA oHoBREHOro cepTudikaTy BiANOBIAHOCTI
€ponevickkin dpapmakonei RO-CEP 2016-178-
Rev 02 Big BXe 3aTBEpAKEHOTO BUPOOHMKA
Zhejiang Huahai Pharmaceutical Co., Ltd., China
Ail0YOT pevyoBUHU ecumTanonpam (3aTBepmpKeHO:
RO-CEP 2016-178-Rev 01; 3anponoHosaHo: RO-
CEP 2016-178-Rev 02)

3a
peuerimom

UA/11732/01/04

168.

ECUMUTANONP
AM-TEBA

TabneTkn, BKpUTI
NniBkOBOIO
obornoHkot, no 5 mr,
no 14 tabnetok y
6nicTepi; no 2
6nictepu B kopobui

TOB "TeBa
YkpaiHa"

YkpaiHa

TOB TeBa
OnepenwHa MonaHg

Monbuwa

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis:
3MiHu | Tuny - 3MiHn 3 sikocTi. CepTudikaT
BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponencbkin dapmakonei/MmoHorpadii. NMogaHHA
HoBoro abo oHoBrneHoro ceptudikarta
BignoBigHocCTi abo BUny4eHHs cepTudikata
BiQNOBIQHOCTI €BponeWchbkin hapmakonei: ans
A®I; ansa BuxigHoro
maTepiany/peareHTy/npoMiKHOrO NPoaykKTy, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OMNOMiXHOT pevyoBUHU (cepTudikaT BignosiaHoCTi
€Bponelicbkiit hapmakonei) - OHoBNeHMI
cepTugikar Bif y)ke 3aTBepaKEHOr0 BUPOOHMKA.
[MogaHHA oHoBREHOro cepTudikaTy BiANOBIAHOCTI
€sponevicbkinn papmakonei RO-CEP 2016-178-
Rev 02 Big BXe 3aTBEpAKeHOro BUpobHMKa
Zhejiang Huahai Pharmaceutical Co., Ltd., China
[it040i pevyoBUHU ecuMTanonpaM (3aTBepKeHO:

3a
peuerimom

UA/11732/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
RO-CEP 2016-178-Rev 01; 3anponoHoBaHo: RO-
CEP 2016-178-Rev 02)
169.] ECUUTAM® TabneTkn, BKpUTI TOB YkpaiHa TOB "dapma Crapt” YkpaiHa BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a - UA/15764/01/02
ACIHO NniBKOBOO "ACIHO 3MiHu | Tuny - 3MiHn 3 skocTi. CepTudikat peuernmom
060mnoHKo, no 20 YKPAIHA" BianosiaHocTi/lE-cepTudikaT BiAnoBigHOCTI
mr, no 10 TabneTok €BponeWcbkin dapmakonei/MoHorpadii. NMogaHHs
y 6nictepi; no 1, 3 HoBOro abo oHoBneHoro ceptudikaTta
abo 6 bnicTepiB y BianosigHocTi abo BMNyYeHHs1 cepTudikaTta
KapTOHHIN nayui BignoBigHOCTI €BponeWichkin hapmakonei: ons
A®l; onsa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHYM (cepTudikaT BianoBigHOCTI
€Bponelicbkint hbapmakonei) - OHoBNeHWN
cepTuddikat Bif yxKe 3aTBEpaKEHOro BUPOOHMKa -
noJaHHsi OHOBMEHOrO cepTudikaTa BignoBigHOCTI
€sponericbkin bapmarkonei Ne R1-CEP 2016-178 -
Rev 00 (3atBepaxeHo: RO-CEP 2016-178 - Rev
02) gns APl ecumtanonpamy okcanaTy Bif BXe
3aTBepkeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd., Kutan
170\ ECUMTAM® TabneTkn, BKpUTI TOB YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/15764/01/01
ACIHO NMiBKOBOO "ACIHO 3MiHn | Tuny - 3miHn 3 skocTi. CepTudikat peuernmom
obornoHkoto, no 10 YKPATHA" BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
mr, no 10 TabneTok €Bponencbkin dapmakonei/MoHorpadii. NMogaHHA
y bnictepi; no 1, 3 HOBOro abo OHoOBNEeHOro ceptudikaTa
abo 6 6nicTtepiB y BignoBigHocTi abo BUny4eHHs cepTudikata
KapTOHHIN nayui BiANoBIAHOCTI €Bponencoki hapmakonei: ans
A®I; onsa BuxigHoro
maTepiany/peareHTy/npoMiXXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OMNOMIXKHOI peqoBUHU (cepTudikaT BignoBiaHOCTI
€Bponelicbkiit hapmakonei) - OHoBNeHMI
cepTudikaT Bif yke 3aTBepaKEHOro BUPOBHUKa -
noAaHHsi OHOBIEHOro cepTudikara BignNoBiAHOCTI
€sponelicbkint hapmakonei Ne R1-CEP 2016-178 -
Rev 00 (3aTBepaxeHo: RO-CEP 2016-178 - Rev
02) ana A®| ecuntanonpamy okcanaTy Bif BXe
3aTBepakeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd., Kutawn
171.| E®EPOKC Tabnetku no 25 mkr, ecnapmMma HimeyumH BTOPUHHE HimeuunHa BHECEHHS 3MiH O peeCTpaLiiHUX maTepianis: 3a - UA/19204/01/01
no 25 tabnetok y m6X a nakyBaHHS: ecnapma 3MmiHu | TUNY - AgMiHiCTpaTuBHI 3MiHW. BunyyeHHsi peuenmom

6nictepi; no 4
6nictepu B ynakosLi

dapma Cepsices

'm6X, HimeuunHa;
BUPOGHMUTBO in
bulk, nepBuHHe

BUPOOHMYOT AinbHULUi (BKITHOYAKOYM SiNbHULI Anst
A®I, npomixxHOro NpoAykTy abo rorosoro
nikapcbkoro 3acoby, AinbHUL Ans NpoBeAeHHS
nakyBaHHs, BAPOOHUKA, BiANOBiganbHoOro 3a

nakyBaHHs, BUWMYCK Cepil, MicLie NPOBeAEHHS KOHTPOMIO cepil)
BTOPWHHE abo nocTavanbHyKa BUXigHOrO Matepiany,
nakyBaHHs, peareHTy abo JONOMiIKHOI PEYOBUHM (SIKLLO
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
KOHTPOIb SKOCTI, 3a3HayeHo y Aocbe) AgMiHicTpaTMBHa 3MiHa
BMNYCK cepii: BUINYyYeHHs1 BUpo6HUka AP| NleBOTMPOKCHH HaTpito:
JiHgodapm Mv6X, Excella GmbH&CO.KG, Germany, y 3B'a3ky 3
Himeuunna NPUMUHEHHSM KOHTPaKTy. 3anuiaeTbes
anbTepHaTMBHWIA BUPOBHMK APIl: Peptido GmbH,
Germany.
172.| E®EPOKC Tabnetku no 50 mkr, ecnapmMa HimeuumnH BTOPUHHE HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/19204/01/02
no 25 Tabnetok y mM6X a nakyBaHHs: ecnapma 3MiHu | TUNY - AgMiIHICTPaTUBHI 3MiHW. BunyyeHHs peuernmom
6nictepi; no 4 dapma Cepsices BUPOBHMYOT AinbHUUI (BKMHOYAKYM AiNbHULI Ans
6nicTepu B ynakoBLi 'M6X, HimeuyumnHa; ADI, npomixkHOro NpoaykTy abo rotoBoro
BUPOGHMLTBO in nikapcbKkoro 3acoby, AinbHUL Ans NPOBEAEHHS
bulk, nepsuHHe nakyBaHHs, BUPOOHMKa, BiAnoBiganbHoro 3a
nakyBaHH4, BUNYCK Cepili, MicLie NpoBeAEeHHS KOHTPOIIO cepii)
BTOPUHHE abo nocTayanbHVKa BMXIQHOIO marepiany,
nakyBaHHs, peareHTy abo JONOMiXHOT PEYOBUHM (SIKLLO
KOHTPOIb SKOCTI, 3a3HayeHo y Aocbe) AgMiHicTpaTMBHa 3MiHa
BMNYCK cepii: BUIy4YeHHS BUPOGHMKa AP| JIeBOTUPOKCUH HaTpito:
TNiHoodapm Mv6X, Excella GmbH&CO.KG, Germany, y 3B's3ky 3
HimeuunHa NPUNUHEHHSIM KOHTPaKTy. 3anuiaeTbes
anbTepHaTuBHUIA BUPOGHMK ADI: Peptido GmbH,
Germany.
173.| E®GEPOKC Tabnetkun no 100 ecnapma HimeyumnH BTOPUHHE HimeuunHa BHECEHHS1 3MiH O peeCcTpaLiiHMX maTepianis: 3a - UA/19204/01/03
MKr, Mo 25 TabneTok m6X a nakyBaHHs: ecnapma 3miHu | TUNY - AgMiHICTpaTUBHI 3MiHW. BunyyeHHs peuernmom
y GnicTepi; no 4 dapma Cepsices BUPOBHMYOT AinbHUUI (BKMOYAKOYM AiNbHULI Ans
6nictepu B ynakosLi mM6X, HimewuunHa; A®I|, npomikHOro npoaykTy abo rotoBoro
BUPOOHMLTBO in nikapcbKoro 3acoby, AinbHUL AN NpoBeaeHHS
bulk, nepBnHHe nakyBaHHs1, BUpoOHWKa, BifnoBiganbHoro 3a
nakyBaHHs, BUWMYCK CEpil, MiCLie NPOBEAEHHS KOHTPOMIO cepii)
BTOPUHHE abo nocTayanbHVKa BMXIQHOrO marepiany,
nakyBaHHs, peareHTy abo AONOMIXHOT PEYOBUHM (SIKLLIO
KOHTPOIb SIKOCTI, 3a3HayeHo y Aocbe) AOMiHICTpaTMBHA 3MiHa
BUNYCK cepii: BUIy4YeHHS BUPOGHMKa AP| JIeBOTUPOKCUH HaTpito:
TNinpodapm Mm6X, Excella GmbH&CO.KG, Germany, y 3B's3ky 3
HimeuunHa NPUMUHEHHSIM KOHTPAKTY. 3anuiiaeTbes
anbTepHaTuBHUIA BUPOGHUK ADI: Peptido GmbH,
Germany.
174 €BPO Tabnetku, no 10 abo | TOB «MIBE YkpaiHa Mibe MmM6X HimeuunHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes - UA/10827/01/01
LUUTPAMOH® 20 TabneTtok y YKPAIHA» ApuHanmittens 3miHu | TUny - 3miHm 3 akocTi. CepTudikar peuenma

6nicTepi; no 1
6nictepy B
KapTOHHIN nayui

BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponencbkin dapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOBNEHOrO cepTudikaTa
BignoBigHOCTi abo BUny4eHHs cepTudikata
BigNoBigHOCTI €BponeWicbkin hapmakonei: ons
A®l; onsa BuxigHoro
matepiany/peareHTy/npoMiXXHOrO NPOAYKTY, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHMLTBI ADI; ans
[OMOMIXXHOT peqoBUHU (cepTudikaT BignoBigHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHMI
cepTudikaT Bif yXXe 3aTBepAKEHOro BUPOOHMKa -
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
noJaHHsi OHOBMEHOro cepTudikaTa BiAnoBigHOCTI
€sponevicbkin apmakonei R2-CEP 1993-007-
Rev 06 ans gito4oi peyoBMHN KUCNOTU
aueTuncaniuunoBoi Bi BXe 3aTBEPAXEHOro
BMpobHuka Novacyl y 38’a3Kky 3i 3mMiHotO agpecu
BnacHuka CEP (3aTBepmxeHo: R2-CEP 1993-007-
Rev 05 Novacyl 29 avenue Johannes Masset
France-69009 Lyon; sanponoHosaHo: R2-CEP
1993-007-Rev 06 Novacyl 21, Chemin de la
Sauvegarde France-69130 Ecully).
175 XEBTAHA® KOHUeHTpaT ans TOB Ykpaina CaHogi-AseHTiC HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/11582/01/01
PO34MHy ans "CaHoi- Hownuynang M6X 3MinHn Il Tuny - 3MiHK Wwopao 6eanekn/edheKTUBHOCTI peuenmom nionsieae
iHdy3in, 60 mry 1,5 ABeHTIC Ta hapmakoHarnsgy. 3MiHu y KOpoTkin
mrm; no 1,5 mn YkpaiHa" XapaKTepucTu1Li Nikapcbkoro 3acoby, TeKCTi
KOHLEHTpaTy y MapKyBaHHS Ta iHCTPYKLii AN MeguyHoro
bnakoHi y KOMNNeKTi 3acTOCyBaHHS y 3B’A3KY i3 HOBMMUW JaHUMU 3
3 PO3YMHHUKOM MO SIKOCTi, AOKNIHIYHUMW, KMiHIYHUMK JaHUMK Ta
4,5 mn (eTaHon 96 OaHumK 3 chapmakoHarnsgy - 3MiHM BHeCeHi Jo
%-13 % (m/m), BOOa IHCTPYKUiT ANS MEAUYHOro 3aCTOCYBaHHS
ANs iH'eKuin) y nikapcbkoro 3acoby ao poaainy "lMNobiyHi peakuii”
dnakoHi; no 1 Logo 6e3nekun 3acTocyBaHHS nikapcbkoro 3acoby.
cnakoHy BBegeHHs 3MiH NpoTArom 6-Tn MmicauiB nicns
KOHLeHTpaTy Ta 1 3aTBEpKEHHSA
cnakoHy
PO34YUMHHIKKA B
KapTOHHiIN kopobui
176.| XXEBTAHA® KOHLIeHTpaT Ans TOB YkpaiHa CaHodi-ABeHTIiC HimeuumHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a - UA/11582/01/01
po34nHy Ans "CaHodi- Honunang MmeX 3miHu | TUNY - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI peuernmom
iHdpysin, 60 mry 1,5 ABeHTiC Ta cbapmakoHarnsagy. BeegerHs abo 3miHu oo
mm; no 1,5 mn YkpaiHa" y3aranbHeHUX AaHux npo cuctemy
KOHLIeHTpaTy y dapmakoHarnsaay (BBeAeHHS y3aranbHeHUX AaHnX
nakoHi y KOMNMEKTi npo cuctemy cdapmakoHarnagy, amiHa
3 PO3YMHHMKOM MO yrnoBHOBaXeHoi ocobu, BignoBifanbHoi 3a
4,5 mn (eTaHon 96 3[iACHEHHS (hapMaKoHarnsiay; KOHTakTHoT ocobu 3
%-13 % (m/m), BOOa dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSsI
Ans iH’ekuin) y dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
donakoHi; no 1 Bi ynoBHOBaeHOi ocobu, BignoBigansHoi 3a
bnakoHy 3AiNCHEHHA hapmakoHarnsgy (BKoYaym
KOHUeHTpaTy Ta 1 KOHTaKTHi AaHi) Ta/abo 3MiHW Y PO3MiLLEHHI
dnakoHy macTtep-darina cuctemu chapmakoHarnagy) 3miHa
PO3YMHHUKA B YMNOBHOBaXXEHOI 0COOU 3asiBHMKA, BignoBigansHoi
KapTOHHIl kopobui 3a papmakoHarnsg.
[itova pepakuin: Xogakiscbka TeTsaHa
BsyecnagiBHa. lNponoHoBaHa pepakuis:
Bapdonomeesa IBaHHa OnekcaHapiBHa. 3miHa
KOHTaKTHMX JaHWUX YNOBHOBaXEHOi ocobu,
BiNOBIganbHoI 3a dpapMakoHarnag.
177.| 3ABILE®TA MOPOLLIOK ANsi NOAN3EP CLA Bupo6HuuTBO Bpasunis/ BHECEHHS 3MiH [10 peecTpaLiliHix MaTepianis: 3a - UA/17440/01/01
KOHUEeHTpaTy Ans EWY. CL. M. HaniBnpoayKTy ITanis 3miHu | TMNy - 3MiHK Wwopo 6esneku/edekTUBHOCTI peuyernmom




114

[TponoBkeHHs AoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
pPO34MHy ans KOPIMOPEN CTEPUIbHOT CyMiLli Ta hapmakoHarnsay (iHwi 3miHn) 3MiHM BHECEHI y
iHcpysin, no 2000 LH uedrasmanmy TEKCT MapKyBaHHs nepsuHHoi (n. 3 HOMEP CEPIT
mr/500 mr no 10 kapboHaTty JIIKAPCBbKOI'O 3ACOBY Ta n. 4 ATA
hnakoHiB 3 (uedTasngnmy 3AKIHYEHHA TEPMIHY NPUOATHOCTI) Ta
MOPOLLKOM Y neHTarigpar 3 BTOpUHHOI ynakosku (n. 8 JATA 3AKIHYEHHA
KapTOHHiI kopooLi KapboHaToM TEPMIHY MPUOATHOCTI) nikapcbkoro 3acoby.
HaTpito). BBegeHHs 3miH npoTtarom 12-Tu micauis nicns
TecTyBaHHS npu 3aTBEPOKEHHS.
BUMYCKY:
AHTMGIOTIKOC OO
Bpasin lTaa,
Bpaswunisa
BUPOGHMLTBO,
nakyBaHHs,
KOHTPOMb AKOCTi Ta
BUMYCK Cepil:
EnCiEc Oobdap
C.n.A, Itanis
BMNPOOYBaHHS
cTabinbHoCTi
roToBOro
nikapcbkoro 3acoby
EnCiEc Oobdap
C.n.A,, Itanis
178.| 3BAMEKCEH PO34MH ANS iH eKLin, MpusaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS1 3MiH 4O peecTpauinHuX maTtepianis: 3a - UA/15163/01/01
50 mr/mn, no 2 mn B akuioHepHe akuioHepHe 3MmiHn | TMny - AgMiHiCTpaTUBHI 3MiHW. Buny4yeHHs peuenmom
amnyni; no 10 amnyn | TOBapuCTBO TOBapuCTBO BUPOGHMYOT AinbHULI (BKMOYaYmM AinbHULI Ans
B MayLj 3 KApTOHY; "Nekxim- "Nekxim-Xapkis" A®I, npomixxHoro npoaykTy abo rorosoro
no 2 mn B amnyni; XapkiB" nikapcbKoro 3acoby, AinbHUL AN NpoBeaeHHS
no 5 amnyn B nakyBaHHs1, BUpOOHWKa, BiANoBiaaneHOro 3a
GnicTepi; no 2 BUWMYCK Cepil, MicLie NPOBEAEHHS KOHTPOIO cepii)
6nictepu y navui 3 abo nocTayanbHVKa BUXIQHOrO marepiany,
KapToHy; no 5 mn B peareHTy abo JONOMiXHOT PEYOBUHM (SIKLLIO
amnyni; no 5 amnyn 3a3Ha4eHo y Aocbe) AAMIHICTpaTMBHA 3MiHa
B Nayi 3 KApTOHYy; BUIy4YeHHS BUpobHuKa Aito4oi peyosmHy TOB
no 5 mn B amnyni; "BioH", Pocilicbka ®epepauis. 3anuwaeTbes
no 5 amnyn B anbTepHaTUBHUIA BUPOOHUK fit04OI pevoBUHM
6nicTepi; mo 1 ToBapncTBO 3 0OMEXEHOI0 BiAMOBIAAMBHICTIO
Gnictepy y nauyui 3 "PAPMXIM", YkpaiHa.
KapTOHY
179, 3EPUUAM TabneTtku Mera ABcTpanis [eTepo Nab3 IHais BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: 3a He UA/14835/01/02
racTpope3nCTEHTHI ITandpcaneH TimiTen 3MmiHu | TUNy - 3miHK Wwopo 6e3nekn/edekTUBHOCTI peuenmom | nidnsizae
no 40 mr; no 7 ci3 Ta cpapmakoHarnsgy. 3miHa y KopoTkin
Tabnetok y 6nictepi; | (ABcTpanis) XapakTepucTuLi nikapcbkoro 3acoby, TeKcTi
no 4 6nictepu y MriNTg MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo

KapTOHHI kopobui

3aCTOCyBaHHsI Ha MiAcTaBi perynsipHo
OHOBJTHOBAHOrO 3BiTy 3 6€3Mekun Nnikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHs
nikapcbkoro 3acoby B nicnspeecTpaLiiiuii nepiog,
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

abo sk pe3ynbTaT OLiHKM 3BiTYy 3 4OCHiAXEHb,
NpoBeAEeHNX BiANoBIigHO 40 NnaHy negiatpuyHnx
pocnigpkerb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHMUM YTNOBHOBaXXeHUM opraHom) 3MiHu
BHECEHI [0 iHCTPYKLUIii Ans Mean4Horo
3acToCyBaHHSA Nikapcbkoro 3acoby y po3ain
"MoGiyHi peakwii" BiZNOBIAHO 4O OHOBMNEHOI
iHcbopmalii 3 6e3neku ailoyoi pevoBMHU.
BBepneHHs 3MiH npoTsarom 6-Tu micauiB nicns
3aTBEepPAKEHHSI

180.

3EPLUM

TabneTku
racTpope3nCTEHTHI
no 20 mr; no 7
Tabnetok y bnicrepi;
no 4 Gnictepny
KapTOHHiIN kopoOLi

Mera
JlandcaneH
ci3
(ABcTpanis)
MTi Iltg

ABcTpanis

[eTepo 1a63
Timiteq

IHaisa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTUBHOCTI
Ta hapmakoHarnsay. 3miHa y KopoTkil
XapaKTepucTu1Li Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLii AN MeguyHoro
3aCTOCyBaHHs Ha MiACcTaBi perynsipHo
OHOBMOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro
3acoby, abo gocnigkeHb 3 6e3neky 3acTocyBaHHs
nikapcbkoro 3acoby B nicnspeecTpauiiHui nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 AOCHiAXKEHb,
npoBeAeHnX BigNOBIAHO A0 NnaHy negiaTpuyHmnX
pocnigpkeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHNM YNOBHOBAXXEHUM OpraHom) 3MiHn
BHECEHI [0 iHCTPYKLUiT 4na MeguyHoro
3acTocyBaHHS NikapcbKoro 3acoby y po3ain
"Mo6iyHi peakuii" BiZNOBIAHO 4O OHOBMNEHOI
iHcpopMmalii 3 6e3nekn Ajtoyoi pe4oBUHM.
BBeaeHHs 3MiH npoTsarom 6-Tu MicauiB nicns
3aTBEPKEHHSI

3a
peuerimom

He
nidnsicae

UA/14835/01/01

181.

IBAHOPOHOB
A KUCNOTA
AKKOPQ

KOHLieHTpaT Ans
PO34MHy Ans
iHdpy3in, 1 mr/mn; no
2mMnTtano6mny
dnakoHax, no 1
hbnakoHy y
KapTOHHiI kopobui

Akkopg,
Xernckea
C.JLY.

Icnanis

Bupo6HuuTBO
rotosoro J13,
nepBuUHHE, BTOPUHHE
nakyBaHHs,
KOHTPOIb SIKOCTI:
IHTac
dPapmacbloTUkenc
NimiTen, IHais;
BTopuHHe
naKyBaHHs:
Akkopg Xenckea
JlimiTen, Benuka
BpuTaHis; KoHTponb
SKOCTi: BeccniHr
XaHrepi K.,
YropLwuHa;
BignosiganbHui 3a
BUMNYCK cepii: AKkopa
Xenckea Jlimiteq,
Benvka bputaHis;

Inpis/
Benuka
Bpuranis/
YropwuHa

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3MiHu | Tuny - 3miHn wopno 6esnekn/edPeKTUBHOCTI
Ta cbapmakoHarnagy (iHwi 3miHu) - 3MiHN BHECEHO

00 [HCTPYKUiT ANA MeAnUYHOro 3aCcToCcyBaHHS
nikapcbkoro 3acoby Ao po3aginy "lMob6iyHi peakuii”

(woao nosigoMneHb Npo Migo3ptoBaHi MoGiYHI

peakuii), a Takox o IHCTPyKUii Ans Mean4Horo

3acToCyBaHHS nikapcbkoro 3acoby AoAaHo
po3ainu "3assHuK" Ta "MicuesHaxomKeHHs

3asBHMKa". TepMmiH BBe4eHHS 3MiH NpoTsrom 6

MicsILiB Micnsi 3aTBEPOKEHHS

3a
peuenmom

He
nidnseae

UA/16515/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
KoHTponb aKocTi:
SAPMABANIA NTa.
Mikpo6ionoriyHa
naboparopis,
YropwwmHa
182.| IBYNMPOM Kancynu m'ski no KOHina6, N CLWA Bupo6Humk Higepnanam BHECEHHS 3MiH O peecTpaLiiHMX maTepianis: 6e3 - UA/6045/02/01
CINPUHT KAMNC | 200 mr; no 6 a6o no BignosiganbHWM 3a / MonbLua 3MiHu | Tuny - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI peuernma
10, abo no 12 BMPOBOHMLTBO, Ta cbapmakoHarnsagy (iHwi 3miHn) - OHOBREHHS
kancyn y 6nicrepi; KOHTPOMb Ta BUMYCK TEKCTYy MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI
no 1 Gnictepy B npoaykTy in bulk: yNaKoBOK Nikapcbkoro 3acoby. TepMiH BBeAEHHS
KapTOHHiN kopobuyj; MateoH CodbTaxenc 3MiH NPOTAroM 6 MicALIB Nicns 3aTBEPAXEHHS
no 12 kancyny B.B., Higepnanau;
6nictepi; no 2 Bupo6Humk
6nictepu B BiANoBiAanbHWiA 3a
KapTOHHiIN kopooLyj; YNaKoBKY, KOHTPOIb
no 10 kancyny Ta BUMYCK cepii
6nictepi; no 3 rOTOBOIO NPOAYKTY:
Gnictepu B TOB HOC dapmauis,
KapTOHHiI kopobLi [MonbLla
183.| IMOBAKC cycneHsis ans CaHodi PpaHuis [MoBHWIM LMK PpaHuis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/14266/01/01
nonio® iH'ekuin; no 0,5 mn MacTep BUPOGHMLTBA, YropwuHa 3MiHu | Tuny - 3miHK Wwopao 6e3nekn/ePeKkTUBHOCTI peuenmom nionsieae
BAKUMHA ANA | (1 gosa)y BMNYCK cepii: Ta cbapmakoHarnagy (iHwi 3miHW). 3MiHW BHECeHI
NMPO®INAKTUK | nonepeaHbo CaHodi Macrep, 00 [HCTpyKUii NS MeANYHOro 3aCToCyBaHHsI
n 3anoBHEHOMY dpaHuis; BropuHHe nikapcbkoro 3acoby o poagainy "OcobnmsocTi
noniomMmieNnITY | wnpwui 3 nakyBaHHSI, BUMYyCK 3acTtocyBaHHS" Wwoao 6e3neku 3acToCyBaHHSA
IHAKTUBOBAH | npvikpinneHoto cepii: CaHodi- nikapcbkoro 3acoby.
A PIOKA ronkoto (abo 2-ma AseHrTic Npansit Ko. TepmiH BBeOEHHS 3MiH - NPOTArom 6 Micauis nicnsa

OKpeEMUMM rofnikamuy);
no 1 wnpuuy B
KapTOHHiIl kopobuy;
no 0,5 mn (1 go3a) y
nonepeaHLo
3anoBHeHOMY
wnpuui 3
MPUKPINIEeHo
ronkoto (abo 2-ma
OKpPeMVMU rofikamu)
B CTaHOApTHO-
€KCMOopTHIN
ynakoBLi, sika
MiCTUTBCS Y
KapTOHHiIl kopobui 3
iHCTpyKLUieto Ans
Me[NYHOro
3acTocyBaHHs; no 5
mn (10 gos) y
bnakoHi 3 3aXNCHUM
koBnaykom; rno 1 abo
10 dpnakoHis B

JIta., Mnatcdopma
TNOriCTUKM Ta
AncTpubyuii y m.
Bynanewr,
YropLmHa;
3anoBHEHHs!
LUNpULiB, KOHTPOIb
SAKOCTI
(cTepunbHicTb):
CAHO®I BIHTPOIN
IHOACTPIA,
®paHuia

3aTBEPIKEHHS.
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
KapTOHHiIN kopobLyj;
no 5 mn (10 go3) y
bnakoHi 3 3aXUCHUM
koBnaykom; no 1 abo
10 dpnakoHis B
cTaHgapTHO-
EeKCNOPTHIN
ynakoBLi, sika
MIiCTUTBCS Y
KapTOHHiIN kopobLi 3
iHCTpyKLUi€eto ans
MeANYHOro
3aCTOCYBaHHS.
184.| IMOOIYM® Kancynu no 2 mr, no MakHin AHrnia I>KHTJ1 KoHcblomep ®paHuia BHECEHHS1 3MiH O peeCTpaLiiHMX maTepianis: 6e3 nidnseae UA/9831/01/01
6 abo 20 kancyn y Mpoaaktc Xenc (®paHc) CAC 3MiHu | Tuny - 3miHK Wwopao 6e3nekn/ePeKTUBHOCTI peuenma
6nictepi; no 1 Nimiteq Ta hapmakoHarnsaay (iHwi 3miHn) - 3MiHM BHeceHo
6nictepy B B IHCTPYKUIiO 4151 MEAUYHOrO 3aCTOCYBaHHS
KapTOHHIN nayui nikapcbkoro 3acoby y po3gin «Micue3HaxomKeHHs
npeAcTaBHUKA 3asiBHUKa». TepMiH BBEAEHHS 3MiH
npoTsArom 6 MicsuUiB Nicns 3aTBepAKEHHSA
185.| IMOAOIYM® TabneTku, Lo MakHin AHrnia KaTtaneHnTt FOK Benuka 3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI 6es nionsieae UA/9831/02/01
EKCNPEC ANCMepryoTLes B MpopakTc CsiHaoH 3uaic Bpuranis/ Ta dhapmakoHarnsagy (iHwi 3miHn) 3MiHM BHECEHO B peuenma
POTOBIN NOPOXHWMHI, Tlimiteq Nimiten, Benuka ®paHuis iHCTPYKLUIiO ANs MeANYHOro 3acTOCyBaHHA
no 2 mrno 6 BpuTtaHiga; BropuHHa nikapcbkoro 3acoby y po3gin «Micue3HaxomKeHHs
TabneTtok y bnicrepi; ynakoBKa, A403BiN Ha NPeLCTaBHUKA 3asiBHUKA». TepMiH BBEAEHHS 3MiH
no 1 6nictepy B BUNYCK cepii: npoTarom 6 micsAUiB Nicnsa 3aTBEpAKEHHS
KapTOHHIN ynakoBLji I>KHTJ1 KoHcblomep
Xenc (dPpanc) CAC,
PpaHuia
186./ IHO3UH Tabnetku no 1000 TOB "OKM YkpaiHa TOB "OKM YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a He UA/19823/01/01
NMPAHOBEKC Mr; no 6 TabneTok y "®apmaneBT "®apmaueBTiHa 3MiHn | TUnNYy - 3MiHK 3 gKocTi. [oToBMIA NiKapCbKUIA peuenmom | nidnszae
1000 6nictepi; no 5 nyHa dabpuka" 3aci6. Cuctema KoHTelHep/3aKynopioBanbHUi
GnicTepiB y navui habpuka" 3aci6. 3MiHa po3mipy ynakoBKku roToBoro
abo no 10 TabneTok nikapcbkoro 3acoby (3miHa KinbKoCTi OAUHULIb
y 6nictepi, no 3 abo (Hanpuknag TabneTok, amnyn TOLO) B yNaKoBLii:) -
4 6nictepu y nayui 3MmiHa y fliana3oHi 3aTBEpAKEeHMX PO3MipiB
YNaKoBKM - AOAAETLCA AOAATKOBUIA BU YNAKOBKU:
no 6 Tabnetok y 6nictepi, no 5 6nictepis y nayui 3
BigNoBigHMMM 3MiHaMu Ao po3giny “ MNakyBaHHA”
MKA N3, 6e3 3mMiHW NepBUHHOIO NakyBanbHOro
marepiany. 3MiHW BHECEHO B iHCTPYKLilo ANS
ME[IMYHOrO 3aCTOCYBaHHs NikapCbKoro 3acoby y
po3ain «YnakoBkay 3 BiANOBIAHMMU 3MiHaMK y
TEKCTi MapKyBaHHS YMakoBKW JlikapcbKoro 3acoby
(DogaTkoBa ynakoBKa).
187.| IHOAHPUKC™ cycneHsis ons makcoCwmit Benvka makcoCmiTKnsamH Beneris BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: 3a - UA/13939/01/01
InB iH'ekuin no 0,5 mny KnanH BpuTaHis Bionogxikans C.A. 3MiHu | Tuny - 3miHn 3 sikocTi. ADI. KoHTponb AdI. peuenmom
KOMBIHOBAH nonepeaHLo Ekcnopt 3miHa y napameTtpax cneuudikauin Ta/abo
A BAKUMHA 3anoBHEHOMY JimiTen [OMYCTUMUX MEX, BUSHAYEHUX Y crieumdikaLlisix
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
ana 0ofHOpa3oBOMY Ha A®I, abo BMXiZHMA/MPOMIXKHWIA
MPO®IMAKTUK | wnpuuiy komnnekTi npoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
N OUPTEPII, 3 ronkoto; no 1 abo npoueci BupobHuuTea AP (3BY)XEHHS JONYCTUMMX
NMPABLUA, 10 nonepenHLO MeX, BU3HaA4YeHMX y cneumdikauii) 3By>kxeHHs
KALLJTIOKA 3anoBHEHNX AONYCTUMUX MEX ANs TecTy BusHaveHHs BmicTy
(ALENIONAPH 0L HOPa30oBUX D-aHTureHy noniomienity cepotunie 1,2i 3y
1] wnpuuis y cneungikaLii iHaKTMBOBaHOro MOHOBANEHTHOIO
KOMIMOHEHT) nnacTMKkoBoMy npomixxHoro npoaykty (ISV) npu sunycky. 3minu Il
TA KOHTelHepi; no 1 Tmny - 3MiHK 3 sikocTi. FoTOBUIA NikapcbkMin 3aci6.
NONIOMIENITY | koHTelHepy B KoHTpOsb roToBOro nikapcbkoro 3acoby. 3miHa
KapTOHHiN kopobui napamertpiB cneuudikauin Ta/abo gonycTuMmnx
MeX roTOBOro nikapcbkoro 3acoby (Buny4eHHs
NoKasHWKa, SIKUN MOXe MaTu iCTOTHUI BNAMB Ha
SIKICTb FOTOBOrO MiKapCbKOro 3acofy).
[NepeHeceHHa TecTy BusHaveHHsa BmicTy D-
aHTUreHy noniomienity cepotunis 1, 2 i 3 metogom
ELISA 3 Quality release test Ha Quality monitoring
test, L0 BMKOHYETBCSA AN TPMBANIEHTHOrO
KOHUEHTPOBAHOro npoMixHoro npogykty (CPV.)
188.| IH®IAMIH PO34UH ANS iH eKuin, MpuBaTHe YkpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/16007/01/01
10 mr/mn, no 1,5 mn akuioHepHe akuioHepHe 3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI peuenmom nionsieae
B amnyni, no 100 TOBapUCTBO TOBapUCTBO Ta hapmakoHarnsay. 3miHa y KopoTkil
amnyn y nadi; no "Nekxim- "Nekxim-XapkiB" XapaKTepucTu1Li Nnikapcbkoro 3acoby, TeKCTi
1,5 mn B amnyni; no Xapkis" MapKyBaHHS Ta iHCTPYKLii AN MeguyHoro
5 amnyn y nayuj; no 3acToCyBaHHS Ha MigcTasi perynspHo
1,5 mn B amnyni; no OHOBJTHOBAHOrO 3BiTy 3 6e3nekun Nnikapcbkoro
5 amnyn y 6nictepi; 3acoby, abo gocnimxeHb 3 6e3neku 3acTocyBaHHS
no 1 6nictepy B nikapcbkoro 3acoby B nicnspeecTpaLiiHuin nepioa,
navui abo sk pe3ynbTaT OUiHK/ 3BITy 3 AOCIAKEHD,
npoBeAeHNX BiANoBIgHO A0 NnaHy negiatpudHnx
pocnimxeHb (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHNM YNOBHOBAXXEHUM OpraHom) 3MiHu
BHECEHO B |HCTPYKLjt0 AN MeANYHOro
3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy
"3acTocyBaHHS y nepioa BariTHOCTi abo rogyBaHHs
rpygato” BignosigHO A0 OHOBREHO! iHpopmauii
wono 6e3nekn 3acTocyBaHHS fit040i pevoBUHU
3rigHo 3 pekomeHgauieto PRAC. BeegeHHs 3miH
nNpoTArom 6-Tn MicsAUIB Nicns 3aTBepAXKEHHS
189.| ICEHTPECC TabneTku xyBarnbHi Mepk Wapn i | LWeenuapi Mepk LWapn i Joym Higepnangwn BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis: 3a - UA/9325/02/02
no 100 mr; no 60 Ooym IOEA A B.B., Hinepnanan / CWWA 3miHu | Trny - 3miHm 3 AkocTi. API. (iHLWi 3MiHW) peuernmom
TabneTok m6X (nepBuHHE Ta 3MiHU cTOCYThCS BUNPAaBEHHS MOMUITKA B

XyBanbHUX y
donakoHi; no 1
dnakoHy B
KapTOHHI kopobui

BTOPUHHE
nakyBaHHs1, JO3BIN
Ha BUnyck cepii);
MaTeoH
dapmachbioTikans
IHk., CLLA
(BUPOBHMK

Kopensuii niky NPoAyKTiB riaponi3y akTUBHOI
peyoBVHM panTerpasipy 3i cTpykTypoto | Ta ll
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
Hepo3adhacoBaHoi
NpoAyKLiii)
190.| ICEHTPECC TabneTkn, BKpUTI Mepk Wapni | LWeenuapi Bupo6Humk Cinranyp/ BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a - UA/9325/01/01
NniBKOBOO Hoym IJEA A HeposdacoBaHoi IpnaHais/ 3MmiHn | Trny - 3miHn 3 AkocTi. API. (iHLWi 3MiHW) peuernmom
obonoHkoto, no 400 mM6X npoaykuii Ta Hinepnangu 3MiHM CTOCY0TbCS BUNPAaBEHHS NOMUIIKA B
Mr no 60 TabneTok y KOHTPOSb SIKOCTi: Kopensuii niky NpoAayKTiB rigponisy akTUBHOI
nakoHi; no 1 MC[ IHTepHeLwHN peyvoBuWHM panTerpasipy 3i cTpykTypoto | Ta ll.
hbnakoHy B MG6X (cpinis
KapTOHHiI kopooLi Cinranyp), CiHranyp
MCL IHTepHeLlHN
veX / MCO
Ipnangis
(BenniganH),
Ipnangis
[NepBuHHE Ta
BTOPUHHE
nakyBaHHs1, JO3BIN
Ha BUNYCK cepii:
Mepk LWapn i Joym
b.B., Hinepnanau
191.| ICEHTPECC TabneTku XyBanbHi Mepk Wapni | LWeenuapi Mepk LWapn i Joym Hinepnanam 3MiHn | TMny - 3MiHn 3 sikocTi. ADI. (iHWi 3miHK) 3a - UA/9325/02/01
no 25 wr; no 60 Hoym IOJEA A B.B., Higepnanan / CWWA 3MiHM CTOCYTbCH BUNPAaBEHHS NOMUIIKA B peuernmom
Tabnetok m6X (nepBuHHe Ta Kopensuii niky NpoAyKTiB riAponi3y akTMBHOI
XKyBanbHUX Y BTOPUHHE pevoBuHM panTterpasipy 3i cTpykTypoto | Ta ll
dnakoHi; no 1 nakyBaHHs1, JO3BIN
hbnakoHy B Ha BUNYyCK cepii);
KapTOHHiI kopobui MaTeoH
dapmachbtoTikana
IHk., CLLUA
(BUpPOBHMK
Hepo3dhacoBaHoi
NpoayKLii)
192| non pO34uH Ansi MPAT YkpaiHa BiAnoBiganbHWIA 3a YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: bes nionsieae UA/8248/01/01
30BHILUHLOIO "®ITOPAPM BMPOBHMLTBO, 3miHu | TUny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa peuenma
3acTocyBaHHS, " nepBuHHE HanlMeHyBaHHA Ta/abo agpecu 3asiBHUKA
cnupToBui 5 %, no naKyBaHHs, (BnacHuka peecTpaLiiHOro NOoCBiAYeHHs) 3MiHa
10 mn, abo no 20 KOHTPOrb SKOCTi Ta appecyu 3asiBHMKa. 3MiHV BHECEHi B po3ain
mr, abo no 100 mny BUMYCK Cepii: "Micue3HaxomKeHHs 3asBHUKA" B IHCTPYKLito Ans
dnakoHax MPAT ME[IMYHOrO 3aCTOCYBaHHs NikapCbKoro 3acoby y
"®ITOPAPM", 3B'SI3Ky 3 YTOYHEHHSIM afpecu 3asiBHMKA.
YkpaiHa BBepneHHs 3MiH NpoTsarom 6-Tu MicauiB nicns
BignoBiganbHUN 3a 3aTBEPOKEHHS.
BUPOOHMLTBO,
nepBuHHE

nakyBaHHs Ta
KOHTPOIb SKOCTI:
M "KinAo®",
YkpaiHa
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

193.

KANIYM
CYJIb®YPUKY
M CiNnb
OOKTOPA
LUKOCCNEPA
Ne6

Tabnetku no 80
TabneTok y chnakoHi;
no 1 cpnakoHy B
KapTOHHiIN kopooLi

Lonye
Xowmeonarti-
YHioH OXY-
ApuHanmiTT
enb MmM6X &

Ko.KI

HimeyvuuH
a

[onye Xomeonari-
YHioH OXY-
ApuHanmiTTenb
'mb6X & Ko. KI

Himeyumna

BHECEHHS 3MiH 0O peecTpauinHnX maTepianis:
3MmiHu | Tvny - 3miHK 3 AkocTi. FoToBUI NiKapCbKUI
3aci6. Onuc Ta cknaa. 3miHa abo AoaaBaHHS
LuTaMnis, MOTOBLLEHb abo iHLUINX MapKyBaHb,
yKroyatoum 3amiHy abo gogasaHHs dapb ans
MapKyBaHHS Jikapcbkoro 3acoby (3miHa wramnis,
noToBLLEeHb abo iHWNX MapKyBaHb) 3MiHa
CTOCYETbCS BUNYYEHHS AeTanen onucy Burnagy
TabneTku LWOAO TUCHEHHS Ha TabneTui 3
Bi4NOBIgHMMM 3MiHaMy B po3ain Cneundikauis
MKA N3. 3miHn BHeceHi B po3ain "Ilikapcbka
dopma. OcHoBHI hianko-ximiyHi BnacTmeocTi" B
iHCTpYKLUil0 ANs MeQuYHOro 3acTocyBaHHS
nikapcbkoro 3acoby. 3miHu | Tuny - 3MiHK 3 GKOCTI.
["oTOBMI Nikapcbkuii 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo OMyCTUMUX MEX roTOBOro
nikapcbkoro 3acoby (BHECEHHS 3MiH [0 AOChE
nicns OHOBMEHHS 3aranbHOI CTaTTi Ha rOTOBY
nikapcbky chopmy y AdPY/EBponenichkin
thapmakonei) NnpuBeaeHHs KpUTepito NPURHATHOCTI
3a nokasHukom «MikpobionoriyHa yMctoTa» B
Creundpikauii M3 go € (aitoye BugaHHNA) ans
OPOMYKO3HOIO 3aCTOCYBaHHS, @ TakoX pedakLiviHi
YTOYHEHHS 3a nokasHukamu « CTUpaHHICTbY,
«CepeaHsa Maca/ogHoOpIgHICTb Macu»

6e3
peuyenma

nidnsicae

UA/11883/01/01

194.

KAIIYM
DOCDOPUKYM
Cllb
OOKTOPA
LUKOCCNEPA
Ne5

Tabnetku, no 80
TabneTok y dnakoHi;
no 1 dnakoHy y
KapTOHHiI kopobui

Lonve
Xomeonari-
YHioH OXY-
ApuHanMmITT
enb MmM6X &

Ko.KI

HimeuvuuH
a

Lonye Xomeonari-
YHioH OXY-
ApuHanmiTTens
'mB6X & Ko. KI

Himeyunna

BHECEHHS1 3MiH 4O peecTpauinHuX maTtepianis:
3minu | TNy - 3miHK 3 skocTi. FoTOBUIA NiKapCbKUiA
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa napameTpiB cneuudikauin Ta/abo
AO0MYyCTUMMX MEX roTOBOrO NiKapcbKoro 3acoby
(BHECEHHS 3MiH 4O LOCLE MICNSi OHOBMEHHS
3aranbHOI CTaTTi Ha roTOBY MikapcbKy dopmMy y
LOdY/Esponeiickkini hapmakonei) npuBeaeHHs
KpUTEPIto MPUAHATHOCTI 3@ NOKa3HUKOM
«MikpobionoriyHa unctota» B Cneuudikauii M3
no €O (gitoye BMOAHHSA) ANst OPOMYKO3HOTO
3aCTOCYBaHHS, @ TAKOX peaakuiiHi yTOYHEHHSsI 3a
nokasHukamum «CTmpaHHicTby», «CepeHs
Maca/oAHOPIAHICTb Macu». 3aTBEPOKEHO:
Cneuudikauisa 'T13 npu Bunycky Ta TepmiH
npuaaTHocTi. 3anponoHoBaHo: Cneuundikauis M3
npu BUNYCKy Ta TEPMiH npuaaTHocTi. 3miHu | Tuny
- 3MiHM 3 AkocTi. FoTOBMIA Nikapcbkuii 3aci6. Onuc
Ta cknag. 3miHa abo fofaBaHHs WwWTaMnis,
noToBLLEeHb abo iHLWMX MapKyBaHb, YKIoHaoum
3amiHy abo nopaBaHHs dapb Ans MapKyBaHHS
nikapcbkoro 3acoby (3MiHa wTamnis, NOTOBLLEHb
abo iHWK1X MapKkyBaHb) 3MiHa CTOCYETLCS

6e3
peuenma

nidnsicae

UA/11884/01/01
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

BUIyYeHHS AeTanen onucy BUrnsaay TabneTku
LLIOAO TUCHEHHS Ha TabneTui 3 BianoBiaHMMM
3MiHamu B po3ain Cneundikauis MKA N13.
B3artBepoxeHo: Cneuudikauisa M3 npu Bunycky ta
TepMiH npuaaTHocTi. 3anponoHOBaHO:
Cneumdikauis I'J13 npy BunNycky Ta TepMiH
npugaTHocTi. 3MiHM BHeceHi B po3ain "fikapcbka
dopma". OCHOBHI i3nKo-XiMi4Hi BMacTMeoCTi" B
iHCTPYKLUil0 ANs MeQUYHOro 3acToCyBaHHSA
nikapcbkoro 3acoby

195.

KANIYM
XIOPATYM
cinb
[OKTOPA
LLIIOCCMNEPA
Ne 4

Tabnetku; no 80
TabneTok y dnakoHi;
no 1 conakoHy B
KapTOHHiIN kopobui

Oovive
Xowmeonarti-
YHioH OXY-
ApuHaimiTT
enb mM6X &

Ko.KI

Hime4uuH
a

Honve Xomeonari-
YHioH OXY-
ApuHanmiTTenb
'mb6X & Ko. KI

Himevunna

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHn | TMny - 3MiHK 3 sKocTi. FOTOBMI Nikapcbkuii
3aci6. KoHTposb roToOBOro nikapcbkoro 3acoby.
3miHa napameTpiB cneundikauin Ta/abo
[OMNyCTUMKX MEX rOTOBOTO fikapCbKoro 3acoby
(BHECEHHS 3MiH 40 OOCBLE NICNSA OHOBIEHHS!
3aranbHOI CTaTTi Ha roTOBY MikapCcbKy opmy y
[oY/Esponeickkii hapmakonei) npuBeaeHHs
KPUTEPIO NPUAHATHOCTI 3a NOKa3HMKOM
«MikpobionoriyHa unctota» B Cneundikauii 113
0o €0 (gitoye BMAaHHS) 4nst OpOMyKO3HOro
3aCTOCYBaHHS, a TaKOX pefaKkuUifHi yTOYHEeHHS 3a
nokasHukamu «CtupaHHicTb», «CepegHsi
Maca/oAHOpIAHICTb Macu» 3aTBepaXeHO:
Cneuudikauis ['T13 npu Bunycky Ta TepmiH
npuaaTtHocTi; 3MiHm | TUny - 3MiHKM 3 AKOCTi.
[oToBWI nikapcbkuin 3aci6. Onuc Ta cknag. 3miHa
abo noaaBaHHS WTaMniB, MOTOBLLUEHb abo iHLWNX
MapKyBaHb, YKItouyauy 3amiHy abo JofaBaHHs
dapb Ans MapkyBaHHS nikapcbkoro 3acoby (3miHa
LuTaMnis, NOTOBLLEHb abo iHLINX MapKyBaHb)
3MiHa CTOCYeTbCS BUIyYEHHS AeTanemn onvcy
BUMMsiQy TabneTku WOAO0 TUCHEHHS Ha TabneTui 3
BiQMNOBIAHMMU 3MiHaMu B po3ain Crneumdikauis
MKA 3. 3ateBepaxeHo: Cneuudikauisa 13 npu
BUNYCKY Ta TePMiH NpuaaTHOCTI. 3MiHM BHeCeHI B
po3gin "Nikapcbka dopma". OCHOBHI ¢hiuko-
XiMiYHi BacTnBOCTI" B IHCTPYKLiIO AN MeOUYHOro
3acTocyBaHHs nikapcbkoro 3acoby

6e3
peuenma

nionsieae

UA/12586/01/01

196.

KANbLUIYM
CYNb®YPUKY
M Cinb
OOKTOPA
LUKOCCNEPA
Ne12

Tabnetku, no 80
TabneTok y cnakoHi;
no 1 pnakoHy y
KapTOHHIl kopobui

Lonue
XomeonarTi-
YHioH OXY-
ApuHanmiTT
enb 'mM6X &

Ko. KI

HimeuvuunH
a

Hownye Xomeonarti-
YHioH OXY-
ApuHanmiTTenb
'mbX & Ko. KI

Himeyumna

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3miHu | TMny - 3MiHKM 3 AkocTi. FoToBUIA NiKapCbKuiA
3acib. KoHTponb roToBoro nikapcbkoro 3acoby.
3miHa napameTpiB cneuudgikadi Ta/abo
[OMYyCTUMMX MEX rOTOBOTO MiKapCbKoro 3acoby
(BHECEHHS 3MiH 4O AOCLE MICMNSi OHOBMNEHHS
3aranbHOI CTaTTi Ha roTOBY MikapcbKy dopmMy y
[dY/EBponenicekini hapmakonei) npuBedeHHs
KpUTEPIl0 NPUNHATHOCTI 3@ NOKa3HUKOM
«MikpobionoriyHa ynctota» B Cneundikadii 113

6e3
peuenma

nidnsizae

UA/12195/01/01
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

0o €0 (gitoye BMaaHHS) 4ns OpOMyKO3HOro
3acTOCyBaHHS, a TaKOX peAakuUifiHi yTOYHEHHS 3a
nokasHukamu «CtmpaHHicTby», «CepegHs
maca/ofHopigHicTb Macu». 3miHu | Tuny - 3miHu 3
sikocTi. [oToBMIA Nikapcbkui 3aci6. Onuc Ta cknaga.
3miHa abo goagaBaHHSA WTamnis, NOTOBLLEHb abo
iHLIMX MapKyBaHb, yKIto4akym 3amiHy abo
nonaBaHHs dapb Ans MapkyBaHHS Nikapcbkoro
3acoby (3miHa WwTamniB, NOTOBLLEHb ab0 iHLWMX
MapKyBaHb) 3MiHa CTOCYETbCS BUNMYYEHHS
AeTanei onucy BUrMsiaQy TabrneTku LWoao TUCHEHHS!
Ha TabneTui 3 BigNOBIAHUMW 3MiHaMK B po3gin
Cneumdikauiss MKA N13. 3miHn BHeceHi B po3ain
"OCHOBHiI Di3nKo-ximi4Hi BnactTusocTi" B
iHCTPYKLiO AN MEQMYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby.

197.

KANBLIYM
®NYOPATYM
cinb
[OKTOPA
LLIIOCCNEPA
Ne1

Tabnetku; no 80
TabneTok y dnakoHi;
no 1 cdonakoHy y
KapTOHHiIN kopobui

Horive
Xowmeonari-
YHioH OXY-
ApuHaimiTT
enb MmM6X &

Ko.KI

HimeyuuH
a

Hownye Xomeonarti-

YHioH OXY-
ApuHanmiTTenb
'mbX & Ko. KIr

Himewumna

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHn | TMny - 3MiHK 3 sKocTi. FOTOBMI Nikapcbkuii
3aci6. Onuc Ta cknaa. 3miHa abo aoaaBaHHS
LUTaMnis, MOTOBLLIEHb ab0 iHLLINX MapKyBaHb,
yKroyatoum 3amiHy abo gogasaHHsa dapb ans
MapKyBaHHS Jlikapcbkoro 3acoby (3miHa wTamnis,
NoTOBLUEHb abo iHWMX MapKyBaHb) 3miHa
CTOCYETLCA BUINYYEHHS AeTanen onvicy Burnagy
TabneTku LWOAO TUCHEHHSI Ha TabneTui 3
Bi4NoOBigHMMYM 3mMiHaMu B po3ain Cneundikadis
MKA N3. 3atBepaxeHo: Cneuundikauis M3 npu
BWUNYCKY Ta TePMiH NpUAaTHOCTI. 3MiHM BHeCeHi B
posgin "Nikapcbka dopma". OCHOBHI gisuko-
XiMiYHi BlacTMBOCTI" B IHCTPYKLIiIO ANA Megu4Horo
3acTOCyBaHHs1 Nikapcbkoro 3acoby. 3miHu | Tuny -
3MiHu 3 skocTi. FoTOBMIA Nnikapcbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauin Ta/abo gonycTummnx
MEX roTOBOrO NiKapCbKOro 3acoby (BHECEHHS 3MiH
[0 AOCLE NiCNsi OHOBMNEHHS 3aranbHOi CTaTTi Ha
rotoBy nikapcbky cdopmy y AdPY/EBponeiichkiin
apmakonei) npuBeaeHHS KpUTEPito NPUAHATHOCTI
3a nokasHukoMm «MikpobionoriyHa YMcToTa» B
Cneumdpikauii M3 po € (gitoye BuAaHHA) ans
OPOMYKO3HOTMO 3aCTOCYBaHHS, a TakoX pefakLiviHi
YTOYHEHHS! 3a NnokasHukamu « CTUpaHHICTbY,
«CepefiHsi Maca/oaHOpIgHICTb Macu».
3aTtBepaxeHo: Cneuundikadis M3 npu Bunycky Ta
TepMiH NpuaaTHOCTI. 3anponoHOBaHo:
Cneuudikauis ['T13 npu Bunycky Ta TepmiH
npuaaTHOCTI

6e3
peuenma

nionsieae

UA/12196/01/01

198.

KANbLUIYM
D®OCPOPUKYM

Tabnetku; no 80
TabneTok y dnakoHi;

Lonue
Xomeonari-

HimeuvuuH
a

Hownye Xomeonarti-

YHioH OXY-

Himeyunna

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3miHu | TMny - 3miHK 3 sikocTi. FoTOBMIA NiKAPCbKUIA

6e3
peyenma

nidnsizae

UA/12197/01/01
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

Clib
OOKTOPA
LUIOCCNEPA
Ne 2

no 1 cpnakoHy y
KapTOHHiN kopobui

YHioH OXY-

ApuHanmiTT

enb MmM6X &
Ko.KI

ApuHanmiTTenb
'mbX & Ko. KI

3aci6. KoHTponb roToBOro nikapcbkoro 3acoby.
3MmiHa napameTpie cneumdikauin Ta/abo
OOMNYCTUMMX MEX rOTOBOTO FikapCbKoro 3acoby
(BHECEHHS 3MiH 40 JOCBHE NICNA OHOBIEHHS!
3aranbHOI CTaTTi Ha roTOBY MikapcbKy opmy y
[OodY/Esponerickkin hapmakonei) npyBeaeHHs
KPUTEPIO NPUAHATHOCTI 3a NOKa3HUKOM
«MikpobionoriuHa uictota» B Cneumdikauii M3
0o €0 (gitove BMaaHHS) 4nst OpOMyKO3HOro
3aCTOCYBaHHS, a TaKOX pefakUiiHi yTOYHEHHSA 3a
nokasHmkamu «CtupanHicTb», «CepeaHs
Maca/ofHopigHiCTb Macu». 3aTBepOKeHo:
Cneumdikauis 13 npy Bunycky Ta TepMiH
npuaaTtHocTi. 3MiHn | TUny - 3MiHKM 3 AKOCTi.
["oToBMI nikapcbkuii 3acib. Onuc Ta cknag. 3miHa
abo gogaBaHHS WITaMNiB, NOTOBLLEHb abo iHLWKX
MapKyBaHb, YKIo4auy 3amiHy abo JofaBaHHs
apb 4na mapkyBaHHA nikapcbkoro 3acoby (3miHa
LuTaMnis, NOTOBLLEHb abo iHLINX MapKyBaHb)
3MiHa CTOCYeTbCS BUINyYEHHS AeTanemn onvcy
BUrMsiQY TabneTku WOAO0 TUCHEHHS Ha TabneTui 3
BigNoBigHMMK 3MiHaMu B po3ain Crneundikauis
MKA N13. 3ateBepaxeHo: Cneuudikauisa 113 npu
BUNYCKY Ta TEPMiH NpuaaTHOCTI. 3MiHM BHECEHi y
po3ain "MNikapcbka dopma" OCHOBHI (i3NKO-XiMiYHi
BMacTMBOCTI LWOAO 3MiHW Onucy TabneTkv B
iHCTpYKLUil0 ANs MeQUYHOro 3acToCyBaHHS
nikapcbkoro 3acoby

199.

KANBLIIIO
FMIOKOHAT-
JAPHULIA

Tabnetku no 500 wmr,
no 10 TabneTok y
KOHTYPHUX
YapyHKOBUX
ynakoBkax; no 10
TabneTok y
KOHTYPHil
YapyHKOBIN
ynakoBui; no 3 abo
10 KOHTYPHMX
YapyHKOBUX
yNaKkoBOK B NayLli

MpAT
"®apmaueBT
nyHa cipma

"NapHuug"

YkpaiHa

MpAT
"®apmaueBTnYHa
cipma "OapHuusa”

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis:
3minu | TMny - 3miHK 3 sikocTi. FoTOBUIA NiKapCbKUiA
3aci6. KoHTponb AONOMiXHMX peqyoBUH. 3miHa
napameTpiB cneuudikadin Ta/abo gonyctummnx
MEX ONs1 AONOMIKHOI PEYOBUHU (BUMYYEHHS 3i
cneuudikaLii He3Ha4YHOro NokasHuKa (Hanpuknag
3acTapinoro NokasHuka))

BUIYYEHHS NMOKa3HUKIB SIKOCTi «3aniso» Ta
«AntoMiHin» 3i cneumndikadii 4ONOMKHOT
peyoBuHM KpemHito giokeua KonoigHum
6e3BoaHMI, BIANOBIAHO A0 MaTepianiB BUpobHUKa
3rinHo 3 ICH Guideline «Q3D Elemental
impurities» Ta BUMor gjtoyoi MmoHorpadii €
«Silica, colloidal anhydrous». 3minu | Tuny - 3miHn
3 gKkocTi. FoToBUIA Nnikapcbkuii 3aci6. KoHTponb
OOMOMDKHMX pe4oBUH. 3MiHa napameTpiB
cneuudikauin Ta/abo gonycTumMmnx Mex ans
[OMOMDXHOT peyqoBUHM (iHLWi 3MiHM) CynyTHS 3MiHa
- 3MiHu 3 sikoCTi. FOTOBMIA NiKapCbkuii 3acio.
KoHTponb AonoMmixkHUX pevoBuH. 3MiHa y MeTodax
BUNPoBYBaHHS JOMNOMIXKHOI pEYOBUHU (HE3HAYHI

6e3
peuenma —
Ne 10, Ne
30; 3a
peuenmom —
Ne 100

UA/6589/01/01
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[TponoBkeHHs AoaaTKa 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

3MiHW y 3aTBEpPOXEHNX METOAAX BUNPOOyBaHb)
npuBeaeHHs crneumndikaLii Ta METOAIB KOHTPOMIO
SKOCTi Ha JOMOMIXKHY peyoBuHY KpeMHito giokeng
KonoigHui 6e3BoaHUIA 00 Oil0YNX BUMOT Ta
pekomeHgauiv A®Y, 3 BpaxyeaHHAM Bumor € 3a
NOKa3HMKOM «PO34MHHICTbY, KM NepeHeceHo A0
po3ainy 3ararnbHi BNacTUBOCTI, OCKINTbKM Mae
pekoMeHAaUIMHWUIN XxapakTep Ta 3a NoKa3HUKOM
«MikpobionoriyHa YncToTa» BHECEHO NOCUIaHHS
Ha €®, gitoye BUAaHHs, 6e3 3MiHM HOPMyBaHHS Ta
METOAMKN KOHTPOIO SKOCTi. 3MiHM | Tuny - 3miHn 3
sikocTi. CepTudikat BignosigHocTi/l'E-cepTudikat
BiNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. 3miHW, noB'a3aHi 3
HeoOXigHICTIO NpMBeaeHHs Yy BignoBigHICTb A0
MoHorpadgii [JdY abo €sponerickkoi hapmakoner,
abo iHWoi HauioHanbHOI hapmakonei Aepxasmn €C
(iHWi 3miHK)
npvBeaeHHs po3ainie 3.2.P.4.1 Cneuudikauis Ta
3.2.P.4.2 AHaniTnyHi meToam peecTpauinHoro
[0CbE Ha JOMOMiXKHY peyvoBuHy KpeMHito giokeng
KOnoigHWUiA 6e3BOAHMI Y BiANOBIAHICTL 4O BUMOr
nitoyvoi moHorpadii €@ «Silica, colloidal
anhydrous». Y 38’3Ky 3 LM BHECEHO 3MiHU 80
poaginie: «Onucy», «BTpaTta B maci npu
npoXapoBaHHi», «KinbkicHe BU3HAYEHHS»;
[04aHo po3fin «Xnopuany»; BUNy4YeHo po3ainu:
«HacunHa ryctuHay.

200.

KANEUMBEKC
150

TabneTkn, BKpUTI
NniBkOBOIO
obornoHkoto, no 150
mr, no 10 TabneTok
y 6nictepi; no 3, 6
abo 12 GnictepiB y
KapTOHHiIN kopobui

Akkopp,
Xenckea
C.JLYy.

Icnanis

BupobHuLTBO
roToBOro
nikapcbkoro 3acoby,
nepBuHHE
nakyBaHHs,
BTOPVHHE
nakyBaHHs1,
KOHTPOb AKOCTI
cepii: IHTac
dapmachbtoTikana
NimiTen, IHAis;
Bupo6HuuTBO
roToBOro
nikapcbkoro 3acoby,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs1,
KOHTPOIb AKOCTI
cepii
(anbTepHaTMBHWIA
BMPOGHUK): IHTac

IHgis/
Benuka
Bputanis/
ITanis/
Himeuumnna/
Monbwa/
Icnania

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis:
3MiHu | TUny - 3MiHK 3 sKocTi. FoToBMIA NiKapCbKuiA
3aci6. 3MiHM y BUpOOHMUTBI. 3MiHM ¥ npoLeci
BUPOOHMLITBA rOTOBOTO MiKapCbKOro 3acoby,
BKITHOYaI04M MPOMIKHUI NPOAYKT, WO
3aCTOCOBYETHLCS NPV BUPOGHULITBI FOTOBOIO
nikapcbKkoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOOHMLTBA) HE3HaYHa 3MiHa Y NPOLIECi
BMPOOHMLTBA LLOAO YaCTOTW BHYTPILLHBO
TEXHOMNOrYHUX KOHTpONiB Ansa TabneTok-aaep (Nig
yac cTUCHeHHs) BianosiaHo o SOP, a came «Not
less than «every 30 minutes»» Ans nokasHuka
«CepenHsa maca Tabnetok» i «Not exceeding 1
hour» ans nokasHukiB «OgHOPIAHICTL Macuy,
«ToBwwmHa», «CTUpaHHicTb», «CTilkicTb 40
po3faBntoBaHHsA» Ta «Po3nagaHHs», 3
BignoBigH1MK 3miHamu B po3gin 3.2.P.3.4.
KoHTponb KpUTUYHUX CTagiv i NPOMIKHOT NpoayKLii

3a
peuerimom

UA/14799/01/01
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[TponoBkeHHs AoaaTKa 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

dapmachbioTikans
Nimitea, IHais;
[NepBuHHE Ta
BTOPUHHE
nakyBaHHs: AKkopa
Xenckea Jlimiteq,
Benuka BpuTaHis;
BTOPUHHE
nakyBaHHa: J4J1
Canni YewH, ITanis
CIA, Itanis; CK
dapma NogxuncTike
'M6X, HimeuumHa;
CwnHonTus
IHgacTpian Cn. 3
0.0., MNMonbLua;
KOHTPOIb AKOCTI
cepii: ACTpoH
Pesbopu JlimiTe,
Benuka bpuTaHis;
KOHTPOrb SKOCTI
cepii: AllIC
JTabopaTtopic
(KOKen) Nimiten,
Benuka BpuTaHis;
KOHTpPOrb AKOCTI
cepii: Nabopatopi
dyHpacio JAY,
IcnaHis; ®apmagokc
Xenckea Jlta.,
ManbTa;
BiAnoBiganbHWN 3a
BUMYCK cepii:
Akkoppg Xenckea
NimiTen, Benuka
BputaHis

201.

KANELUMBEKC
150

TabneTku, BKpUTI
NniBKOBOO
obonoHkoto, no 150
mr no 10 TabneTtok y
6nictepi; no 3, 6 abo
12 BnictepiB y
KapTOHHIl kopobui

Akkopg,
Xernckea
C.JLY.

Icnanis

Bupo6HMuTBO
roToBOro
nikapcbkoro 3acoby,
nepBuHHe
naKyBaHHs,
BTOPUHHE
naKyBaHHs,
KOHTPOIb AKOCTI
cepii: IHTac
dapmachbioTikans
Nimiten, IHois;
Bupo6HuuTBO
roToBOro

Inpis/
Benuka
Bputanis/
ITanis/
HimeyumHa/
Monbwa/
Icnanis/
ManbTta

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:

3miHn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI

Ta chapmakoHarnsigy (iHwi 3miHW) 3MiHM BHECEHO

00 [HCTpyKUiT NS MeANYHOro 3aCToCyBaHHs
nikapcbkoro 3acoby o posaginy "lMobivHi peakuii’
(woao noBigoMneHb Npo Migo3ptoBaHi NOGIYHI
peakduii), a Takox Ao IHCTpyKUii Ans Mean4Horo
3acTOCyBaHHS NikapcbKkoro 3acoby AoaaHo
po3ginu "3anBHuK" Ta "Micue3HaxomKeHHs
3aaBHMKA".

TepmiH BBeAEHHS 3MiH NPOTAroM 6 micauiB nicns
3aTBEPOKEHHS.

3a
peuenmom

He
nidnseae

UA/14799/01/01
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Haszea
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[TponoBkeHHs AoaaTKa 3

n/

JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o

202.

nikapcbkoro 3acoby,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPOIb AKOCTI
cepii
(anbTepHaTUBHUIA
BUPOOHWK): IHTac
dapmachbioTikans
NimiTeq, IHais;
lMepBuHHE Ta
BTOPUHHE
nakyBaHHsi: AKkopg,
Xenckea limiteq,
Benuka BpuTaHis;
BTOPUHHE
nakyBaHHs: Q41
Canni YewH, ITanis
CIMA, Itanis; CK
®apma NogxumcTike
'mM6X, HimeuumHa;
CuHonTtus
IHgacTtpian Cn. 3
0.0., MonbLua;
KOHTPOrb SKOCTI
cepii: ACTpoH
Pesbopu NimiTen,
Benvka bputaHis;
KOHTPOrb AKOCTI
cepii: AlIC
TlabopaTopic
(FOKew) Nimiten,
Benvka bputaHis;
KOHTPOIb SIKOCTI
cepii: Jlabopatopi
dyHpacio JAY,
IcnaHis; ®apmagokc
Xenckea JlTa.,
ManbTa;
BignoBiganbHUN 3a
BUNYCK cepii:
Axkopp, Xernckea
JimiTen, Benuka
BpuTtaHis

noceid4yeHHs1

KANELUMBEKC
500

TabneTku, BKPUTI
nniBKOBOO
o6onoHkoto, no 500
mr; no 10 TabneTok
y 6nicTtepi; no 3, 6

Akkopg,
Xenckea
C.JLY.

Icnanis

Bupo6HuuTBO
roToBOro

nikapcbkoro 3acooy,

nepBuHHe

Inpis/
Benuka
Bpuranis/
ITanis/

NnakyBaHH4A,

BHECEHHS1 3MiH 40 peecTpauinHMX maTtepianis:
3MiHu | TUnYy - 3MiHK 3 sikocTi. FoTOBMIA NiKapCbKUiA
3aci6. 3MiHN y BUpOOHMUTBI. 3MiHM Y nNpoLieci
BMPOOHWLTBA rOTOBOTO MikapCcbkoro 3acoby,

Himevyumnna/

BKITHOYaK04M NPOMIDKHUIM NPOAYKT, WO

3a
peuerimom

UA/14799/01/02
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1

abo 12 6nicTepiB y BTOPUHHE Monbwa/ 3aCTOCOBYETHLCS NMPU BUPOBHULTBI FOTOBOrO

KapTOHHiN Kopobui naKyBaHHs, Icnanis nikapcbkoro 3acoby (HesHayHa 3miHa y npoueci

KOHTPOrb SKOCTI BMPOGHMLTBA) HE3HAYHa 3MiHa Yy Mpoueci
cepii: IHTac BMPOGHMLTBA LLOAO HYacTOTU BHYTPILLUHBO
TEXHOMOrYHKX KOHTPONIB AN TabneTok-Aaep (Nig

nikapcbkoro 3acoby,

dapmacbtoTikans
NimiTeq, IHais;
BupobHuLTBO
roToBOro

nepBuHHe
nakyBaHHS,
BTOPUHHE
nakyBaHHs,
KOHTPOIb AKOCTI
cepii
(anbTepHaTUBHUIA
BMPOGHMK): IHTac
dapmachbioTikans
NimiTen, IHais;
MepBuHHE Ta
BTOPUHHE
nakyBaHHsi: AKkopg,
Xenckea lNimiteq,
Benuka BpuTaHis;
BignosiganbHui 3a
BUMNYCK cepii: Akkopa
Xenckea Jlimiteq,
Benvka bputaHis;
BTopuHHe
nakysaHHs: 4l
Canni YewH, ITanis
CIA, Itanis;
KoHTponb skocTi
cepin: ACTpoH
Pesbopu fNimiTen,
Benuka bpuTaHis;
KOHTPOIb SKOCTI
cepii: Jlabopatopi
dyHpacio OAY ,
IcnaHis
KOHTPOIb SKOCTI
cepii: AIIC
JlabopaTopic
(FOKew) Nimitea,

BTOPWHHE
nakyBaHHsi: CK

Benuka bpuTaHis;

dapma NogxumcTike

'mBX, Himev4unHa;

Yyac CTUCHeHHSs) BignosiaHo o SOP, a came «Not
less than «every 30 minutes»» Ans nokasHuka
«CepepgHsi maca Tabnetok» i «Not exceeding 1
hour» gns nokasHukiB «OgHOPIGHICTL Macuy,
«ToBwwHay, «CTUpaHHIiCTby, «CTiNKiCTb A0
po3gaBnoBaHHSA» Ta «Po3nagaHHsy, 3

BiANOBIgHUMK 3MmiHamu B po3ain 3.2.P.3.4.
KOHTpOnb KpUTUYHUX CTagiv i NPOMIKHOT NpoayKLii
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[TponoBkeHHs AoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
KOHTPOIb SKOCTI
cepii: Papmagokc
Xenckea Jlta.,
ManbTa; BTOpUHHE
nakyBaHHs:
CuHonTtus
IHgacTpian Cn. 3
0.0., Nonbwa
203.| KANEUUBEKC TabneTkn, BKPUTI Akkopg, Icnanis BupobHuLTBO Ingis/ BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a He UA/14799/01/02
500 nniBKOBOK Xenckea roToBOro Benwuka 3MminHn | TMny - 3miHn Wwopo 6e3nekn/edhekTMBHOCTI peuenmom nionsieae
obonoHkoto, no 500 C.JYy. nikapcbkoro 3acoby, Bpuranis/ Ta cbapmakoHarnsagy (iHwi 3miHn) 3MiHM BHECEHO
mr no 10 TabneTok y nepBuHHE ITanis/ 00 IHCTpyKUIT ANa MeanyHoro 3acTocyBaHHs
6nictepi; no 3, 6 abo nakyBaHHs, Icnanis/ nikapcbkoro 3acoby o po3aginy "MobivHi peakuii”
12 6nictepiB y BTOPUHHE Himeyvumna/ (woao nosigoMneHb Npo Migo3ptoBaHi NobiyHi
KapTOHHiI kopooLi nakyBaHH4, ManbTa/ peakuii), a Takox 0o [HCTpyKuii ons MeguyHoro
KOHTPOrb SKOCTI MonbLa 3aCcTOCyBaHHs1 Nikapcbkoro 3acoby gogaHo
cepil: po3ginu "3aasHuK" Ta "Micue3HaxomKeHHs
IHTac 3asBHMKA".
dapmachbioTikans TepmiH BBEAEHHA 3MiH NpoTAroM 6 micauis nicns
Nimiten, IHaisa 3aTBEepOKEHHS.

BupobHuLTBO
roToBOro
nikapcbkoro 3acoby,
nepBuHHE
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
KOHTPOb AKOCTI
cepii
(anbTepHaTMBHWIA
BUPOGHUK):
IHTac
dapmacbioTikana
Nimiten, IHaia
lMepBuHHEe Ta
BTOPVHHE
nakyBaHHs:
Akkopp, Xernckea
JimiTen, Benuka
BpuTaHis
BignosiganbHuii 3a
BUMYCK cepii:
Akkopg Xenckea
Nimiten, Benuka
BpuTaHis
BTopuHHe
naKyBaHHs:
O4n Canni YeitH,
ITanis CMA, Itanis
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[TponoBkeHHs AoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
KoHTponb sKoCTi
cepini:
AcTpoH Pe3bopy
JlimiTeq, Benuka
BputaHis
KOHTPOrb SKOCTI
cepii:
JlabopaTopi
dyHpacio JAY ,
Icnanis
KOHTPOIb AKOCTI
cepil:
AJNC NNabopatopic
(FOKew) Nimitea,
Benuka BpuTaHis
BTOPUHHE
naKyBaHHS:
CK ®apma
Nopxuctike TMBX,
HimeyunHa
KOHTPOrb SKOCTI
cepil:
dapmagokc
Xenckea Jlta.,
ManbTta
BTOPUHHE
naKyBaHHs:
CuHonTtus
IHgacTtpian Cn. 3
0.0., MonbLa
204.| KAPBAJIEKC TabneTku TOB YkpaiHa 1. dapma 'm6X ABCTpis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a - UA/6914/01/02
300 MI NPOMNOHIroBaHoI Aji «BAYL 3miHu | TUNY - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI peuenmom
PETAPO no 300 mr no 10 XENC» Ta chapmakoHarnsgy. BeegeHHst abo 3miHu oo
TabneTok y 6nictepi; y3aranbHeHUX AaHux Npo cUcTemy
no 10 6nicTepiB y dapmakoHarnsaay (BBeAeHHS y3aranbHEeHUX AaHuX
KapTOHHiI kopobui npo cuctemy cdapmakoHarnagy, amiHa
yrnoBHOBaXeHoi ocobu, BignoBifanbHoi 3a
3AiNCHEHHA hapMaKkoHarnsay; KOHTakTHOT ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
Bifl ynoBHOBaXeHOi ocobw, BignoBiaanbHOI 3a
30iACHEHHs1 hapMakoHarnsay (Bkovaym
KOHTaKTHi AaHi) Ta/abo 3MiHW Y PO3MiLLEHHI
mMacTep-canina cuctemu apmakoHarnsagy) 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobu
3asiBHMKA, BignosiganbHoi 3a dpapMakoHarmsa.
205.| KAPBAJIEKC TabneTku TOB YkpaiHa .J1. ®apma 'm6X ABCTpis BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a - UA/6914/01/01
600 MI NPOSIOHroBaHoiI Aii «BAYL 3MmiHu | TUNYy - 3miHK Wwopo 6e3nekn/edekTUBHOCTI peuenmom
PETAPQ no 600 mr no 10 XEJC» Ta chapmakoHarnsigy. BeegerHsi abo 3miHu oo
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[TponoBkeHHs AoaaTKa 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

TabneTtok y 6nicrepi;
no 10 6nictepiB y
KapTOHHiIN kopooLi

y3aranbHEeHUX AaHuX Npo cuctemy
bapmakoHarnsgy (BBeAeHHs y3aranbHEHNX AaHnx
npo cuctemy cdapmakoHarnagy, amiHa
YyNOBHOBa)eHOi 0cobu, BignoeigansHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
chapmakoHarnagy 3asBHUKa Ans 30iIMCHEHHA
dapmakoHarnagy B YkpaiHi, siKLLO BOHa BigMiHHa
Bifl ynoBHOBakeHOi ocobu, BignoBiganbHoi 3a
34iicHeHHs chapmakoHarnsgy (BknoYarym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
macTtep-arnna cuctemu dpapmakoHarnagy) 3miHa
KOHTaKTHMX JaHMX YNOBHOBaXKeHOi ocobu
3asiBHMKA, BigNoBiganbHoi 3a dhapMakoHarnag.

206.

KAPBOXOI

niocpinizat ans
pO34uHy ans
iHdy3in, no 150 mr 1
hnakoH 3
nioginizatom B
KapTOHHiI kopooLi

"nenmapk
dapmacbloT
vkanas Jlta.

IHAisA

"meHmapk
IxeHepikc C.A.

ApreHTuHa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MminHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTUBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkil
XapaKTepucTu1Li Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLii AN MeguyHoro
3aCTOCyBaHHs Ha MiACTaBi perynsipHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapCbkoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B nicnspeecTpauiiHuin nepioa,
abo sk pe3ynbTaT OUiHKM 3BiTYy 3 AOCHIAXKEHb,
npoBeAeHnX BigNOBIAHO A0 NnaHy negiaTpuyHmnX
pocnimxeHb (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHUM YNOBHOBaXXEHVM OpraHoMm)
3MiHu BHeceHi Ao IHCTpykKUii Ans MeaMyHoro
3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis
"OcobnusocTi 3actocyBaHHS", "MMobivHi peakuii”
oo 6e3nekn 3acTocyBaHHs NikapcbKoro 3acoby.

3a
peuerimom

He
nidnsicae

UA/15005/01/01

207.

KAPBOXOIn

niocpinizat ans
pO34uHy Ans
iHdy3in, no 450 mr 1
dnakoH 3
nioginizatom B
KapTOHHiI kopobui

"nmenmapk
dapmacbloT
vkans Jlta.

IHAin

"meHmapk
xeHepikc C.A.

ApreHTuHa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3minn | TMny - 3miHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta cdpapmakoHarnsgy. 3miHa y KopoTkin
XapakTepucTuL NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT ANS MEeANYHOro
3aCTOCYyBaHHSA Ha MiACTaBi perynspHo
OHOBIIOBAHOrO 3BiTYy 3 6e3neky Nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3aCTOCyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpaLiiiuin nepion,
abo sk pe3ynbTaT OUiHKM 3BITY 3 AOCHIAKEHb,
NpOBEAEHMX BiANOBIAHO 4O NnaHy negiatpuyHnx
pocnimxeHb (PIP) (3miHy y3rogkeHo 3
KOMMETEHTHVM YNOBHOBaXX€HUM OpraHoM)
3MiHM BHeCeHi [0 IHCTpyKUii Anst MeanyHoro
3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis
"OcobnusocTi 3acTocyBaHHs", "MobiuHi peakuii”
woao 6e3nekn 3acTocyBaHHs fikapcbkoro 3acoby.

3a
peuenmom

He
nidnsieae

UA/15005/01/02

208.

KAPOIO-TPAH

rpaHynu; no 10ry
neHani abo dnakoHi

MpAT
"HauioHanb

YkpaiHa

MpAT "HauioHanbHa
[omeonaTnyHa

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3MiHM | Tuny: 3miHu 3 skocTi. APl BupobHuuTBo.

6e3
peuyenma

UA/8454/01/01




131 [TponoBkeHHs AoaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
3 KpULLIKOLO; Mo 1 Ha Cninka" 3MmiHa BUpoGHMKa BUXIQHOrO/MPOMIXKHOIO
neHany abo [omeonaTny npoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
bnakoHy B mauui Ha Cninka" BUpobHM4omy npoueci A®l, abo amiHa BUpobHMKa

(Bkrtovaroum, fe HeobxigHoO, MicLle NpoBeaeHHS
KOHTponto skocTi) AdI (3a BiACyTHOCTI
cepTudikaTa BignoBigHOCTI €Bponeiichbkii
hapmakonei y 3aTBepmkeHOMY [OChE)(iHLLUi
3MiHM). 3MiHa agpecy MiCLA NPOBaMKEHHS
LiSNbHOCTI 3 BUPOOHMLTBA roMeonaTuyHmX
po3BeneHb (Spigelia 200 CH), wo € nikapcbkumm
cybcTaHuisiMy (BUrOTOBIIEHUMM B YMOBaX anTeku)
y BUPOGHULTBI rpaHyn J13, y 3B’s13ky 3 nepeisgom
AnTekn «HauioHanbHa romeonaTuyHa cninka»
Ne1.
3MinHn | TMny: 3MiHK 3 sikocTi. ADI. BupobHUUTBO.
3MiHa BUpOGHMKa BUXiQHOrO/MPOMIXKHOMO
NpoAayKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
BUpobHM4oMy npoueci A®l, abo amiHa BUpobHMKa
(Bkntovaroum, fe HeobxigHo, MicLe NpoBeaeHHS
KOHTponto sikocTi) ADI (3a BiACyTHOCTI
cepTudgikaTa BignoBigHOCTI €Bponeiichbkii
capmakonei y 3aTBepaxeHoMy fOCbe)(iHLi 3MiHM)
- 3MiHa agpecy MicUs NPOBapKEHHS AiSNbHOCTI 3
BUPOGHMLTBA roMeonaTnyHMX po3BeaeHsb (Cactus
200 CH), wo € nikapcbkuMun cybcTaHuisgsMm
(BUroTOBNEHMMY B yMOBaX anTeku) y BUPOOHMLITBI
rpaHyn 13, y 38’a3ky 3 nepeizgom AnTteku
«HauioHanbHa romeonatunyHa cninka» Ne1t.
3minu | TUny: 3minn 3 akocTi. A®Il. BupobHuuTtso.
3miHa BUpOOHMKa BMXigHOTrO/MPOMiXKHOIO
npoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BMpOGHMYOMY npoueci A®I, abo 3miHa BUpobHUKa
(Bkntovaroum, ae HeobxigHo, MicLe NpoBeaEeHHS
KOHTponto sikocTi) ADI (3a BigcyTHOCTI
cepTudikaTa BignoBigHOCTi €BponechbKii
dapmakonei y 3aTBepaXeHOMy A0Cke)(iHLi 3MiHN)
- 3miHa agpecu Micus NpoBagKeHHS AisnbHOCTI 3
BUPOOHMLTBA roMeonaTnYHMX po3seaeHb (Kalium
carbonicum 200 CH), wo € nikapcbkumu
cybcTaHuisiMu (BUrOTOBMEHUMUN B yMOBaX anTeku)
y BUpoOHMLTBI rpaHyn J13, y 3B’a3ky 3 nepeisgom
AnTtekn «HaujoHanbHa romeonaTuyHa cninka»
Ne1. 3miHu | Tuny: 3miHm 3 sikocTi. ADI.
Brpo6HuuTBO. 3MiHa BUpobHUKa
BMXiAHOro/MPOMIDKHOTO NMPOAYKTY/peareHTy, Lo
BUKOPUCTOBYOTLCS Y BUPOGHUYOMY npotieci AdI,
abo 3miHa BMpoOHMKa (BKMOYaoun, e HeobXxigHo,
MicLie NnpoBefeHHs KOHTponto skocTi) APl (3a
BiCYTHOCTi cepTudikaTa BignosigHoCTi




132 [TponoBkeHHs AoaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
€BponeickKii thapMakonei y 3aTBepaKeHoMy
Aocbe)(iHwWi 3miHn) - 3MiHa agpecu micud
npoBagXXeHHs AisnbHOCTI 3 BUpobHMLTBA
romeonaTuyHnx po3eseneHb (Lachesis 1000 CH),
L0 € NiKapCbKMMKM CybGCTaHLisiMK (BUrOTOBNIEHUMM
B YMOBaXx antekun) y BUpoOHUUTBI rpanyn J13, y
3B’A3KYy 3 nepeizgom Antekn «HauioHanbHa
romeonatuyHa cninka» Ne1. 3miHu | Tuny: 3miHm 3
skocTi. A®l. BupobHuLTBO. 3MiHa BUPOGHWMKa
BMXiAHOro/MPOMI>KHOTO NMPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTBLCS Y BUPOBHMYOMY npoueci ADI,
abo 3miHa BUpoBOHMKa (BKMOYaro4n, ae HeobXiaHo,
Micue npoBefeHHs koHTporto sikocTi) Al (3a
BiCYTHOCTi cepTudikaTa BignoBigHoCTi
€BponeiickKii hapmMakonei y 3aTBepaKeHomy
nocbe)(iHwWi 3MiHM) - 3miHa agpecu micust
NPOBaXXEHHS QiSiNbHOCTI 3 BUPOOHNLITBA
romeonaTu4Hnx posseaeHb (Ignatia 1000 CH), wo
€ nikapcbkrMu cy6cTaHuisiMmy (BUroTOBNEHUMM B
yMoOBax anteku) y BUpobHuuTsi rparHyn J13, y
3B’A3Ky 3 nepeizgom Antekn «HauioHansHa
romeonaTtuyHa cninka» Ne1.
209.| KAPOOCANN®IM | tabnetkun, BKpUTI MeHapiHi ITrokcemby BupobHuuTeo "in HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/7140/01/01
NKOC 20/25 nniBkOBOKO IHTepHeLLOoH pr bulk": JAIYI TexHiyHa nomurika (3rigHo Hakasy MOS3 Big peuenmom
obornoHkoto, no 20 an CAHKIO tOPOYIN 23.07.2015 Ne 460) BunpaBneHHs TEXHIYHOI
Mmr/25 mr, no 14 OnepenioH 'm6X, HimeuunHa; nomunku y po3sgini «Cneumdikadis» amiH go MKA
TabneTok y 6nictepi; c MeHapiHi-®oH N3, wo 6ynu 3atBepaxeHi Hakaszom MOS Big
no 1 abo no 2 ITrokcembypr XewnpeH M'mbX, 16.03.2023 poky Ne 498, a came: fooaHO NPUMITKY
onictepu B C.A. HimeuuunHa; LLIOA0 BM3HAYEHHS nokasHuka «omiwkm N-
KapTOHHiI kopobui MepBuHHE Ta HiTpPO3aMiHy» BignoBigHO A0 MaTepianis
BTOPUHHE peecTpauinHOro AoCheE.
nakyBaHHs1,
KOHTPOMb Ta BUMYCK
cepivi: BEPIIH-
XEMI AT,
HimeyumnHa;
MeHapiHi-PoH
XevnipeH M'm6X,
HimeyuunHa
210.| KAPI3OH® kpem 0,5 mr/1r, no TOB «MIBE YkpaiHa Mibe MMBX HimeuunHa BHECEHHS 3MiH 10 peecTpaLiliHix MaTepianis: 3a - UA/10950/02/01
15r,a6ono 30, YKPAIHA» ApuHaimiTTEnNb 3MiHu | Tuny - 3miHn wopno 6esnekn/ePeKTUBHOCTI peuenmom
abo no 50 ry Ty6i; Ta chapmakoHarnsgy (iHwi 3miHu). OHOBMNEHHS
no 1 T1y6i B TEKCTY MapKyBaHHS! NEPBUHHOI Ta BTOPUHHOT
KapTOHHiIl kopobuyi yMakoBOK NikapcbKoro 3acoby. TepmiH BBeAEHHS
3MiH NpOTSArom 6 MicsUiB Nicns 3aTBEpPAKEHHS.
211.| KACAPK®H Tabnetku no 16 TOB YkpaiHa MAT YkpaiHa BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: 3a - UA/19251/01/01
mr/12,5 mr, no 10 "APTEPIYM "KviBmepgnpenapar” 3MiHn | TUny - 3MiHK 3 gKocTi. FoToBMIA NiKapCbKUiA peuernmom
TabneTok y 6nictepi; nTa" 3aci6. KoHTponb roToBoro nikapcbkoro 3acoby.

no 3 6nictepa B

3mMiHa y MeTogax BMNpobyBaHHS roTOBOro




Ne

Haszea

133

[TponoBkeHHs AoaaTKa 3

n/

JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

212.

KADODETIH®

navuj

nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHNX METoAAxX BUNPOOYBaHHS) - 3MiHU B
3aTBEepAKeHOMY MeTogi BunpobysaHHsa 13 3a
NMOKa3HUKOM «PO34MHEHHS», @ caMe YyTOYHEHHS
LLI0A0 NPUrOTYBaHHS BUNPOGOBYBAHOIO PO3UMHY,
yacy Bigbopy npob Ta po3paxyHKoBOi chopmynu;
3MminHn Il Tuny - 3MiHK 3 akocTi. FoToBUI NikapCbkKin
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa napameTpiB cneumdikalii Ta/abo
[OMNYCTUMMX MEX rOTOBOTO fikapCbKoro 3acoby
(3MiHa 3HaxoamMTbCS Mo3a 3aTBEPAKEHNMN
[OMYyCTUMUMK Mexamiu cneumdikauin) - amiHa
BuMoOr crneuudikauii 113 3a nokasHnkom
«Po3unHerHs» (OPY/ED, 2.9.3; 2.2.29) npu
BUMYCKY Ta TEPMiHY NpUaaTHOCTI

neq|

213.

KBEHTIAKC®

TabneTkn, BKpUTI
NniBKOBOIO
o6onoHkoto, no 200
mr; no 10 TabneTok
y BnicTepi; no 1 abo
2 Gnictepu B
Kopobui

AG6OTT
JlabopaTtopis
mM6X

HimeuvuuH
a

Ankanoig ALl Ckon’e

MiBHiYHa
MakepoHis

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3minu | TUNy - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI
Ta hapmakoHarnsay. 3miHa y KopoTkil
XapaKTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKUii ANS MEANYHOro
3acTOCyBaHHs Ha MiAcTaBi perynsipHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3aCToCyBaHHS
nikapcbkoro 3acoby B nicnspeecTpauiiHuin nepioa,
abo sk pe3ynbTaT OLUiHKM 3BITY 3 AOCHIAKEHb,
NpOBeAEHNX BiANOBIAHO 4O NMaHy negiatpudHnx
pocnimkeHb (PIP) (iHwi 3MiHK) - 3MiHM BHeceHi o
IHCTPYKLUii ANS MeAUYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby y po3ain "3acrtocyBaHHs y
nepiog BariTHocTi abo rogyBaHHs rpyaato”
BiMOBIAHO 4O OHOBMEHOI iHbopMaLlii 3 6e3neku
nito4oi peqoBuHU. 3MiHn | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hbapmMakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii Ansi
MeAMYHOro 3aCTOCYBaHHsI Ha MiACTaBi perynsipHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpaLiiiuin nepion,
abo sk pe3ynbTaT OLUiHKM 3BITY 3 AOCHIAKEHD,
NpOBELEHMX BiANOBIOHO 4O NnaHy negiaTpuyHnx
pocnimxeHb (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHNM YNOBHOBAXXEHUM OpraHoMm) - 3miHu
BHECEHI [0 iHCTPYKLIi Ans Meanu4Horo
3aCTOCyBaHHsI Nikapcbkoro 3acoby y po3ainu
"OcobnueocTi 3acTocyBaHHs", "lMepeno3yBaHHs",
"Mo6iyHi peakuii" BiZNOBIAHO 4O OHOBMNEHOI

iHpopmalii 3 6e3nekn Ait4oi peHoBUHM.

6e3
peuenma

nidnsicae

UA/9605/01/01

TabneTku, BKPUTI

KPKA, a.4.,

CnoBeHisi

BUPOGHMUTBO "in

CnoseHis/

BHECEHHS 3MiH 4O peecTpauiHMX maTtepianis:

3a

UA/16639/01/02
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1

NNiBKOBOO HoBo mecTo bulk", nepBuHHe Ta Xopsarisi/ 3MiHn | TMny - 3MiHK 3 gKocTi. FOTOBMI NikapcbKkuii peuenmom

obonoHkoto, no 100 BTOPUHHE Kutan 3aci6. 3MiHn y BUpoBHMUTBI. 3MiHK ¥ npoueci

mr; no 10 TabneTok nakyBaHHs, BUPOBHMLTBA rOTOBOTO JlikapCbKoro 3acoby,

y BnicTepi, no 3 abo KOHTPOrb cepii Ta BKITHOYAK0UM MPOMIDKHUI NPOAYKT, WO

9 bnictepiB y BUNYCK cepii: 3aCTOCOBYETHLCS NPY BUPOBHULITBI FOTOBOIO

KapTOHHiI kopooLi

KPKA, a.4a., Hoso
mecTo, CroBeHis
BUPOGHMUTBO "in
bulk", nepeuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPOIb cepii Ta
BUMYCK Cepil:
KPKA-®APMA
0.0.0., XopBariqa
KOHTPO~b cepil:
KPKA, a.a., Hoso
mecTo, CroBeHis
KOHTPO~b cepil:
JlabeHa g.0.0.,
CnoBeHis
BUPOGHMLTBO "in
bulk™:
YKEAHT XYAXAM
SAPMACBHIOTIKATN
Ko., N1a., Kuran

nikapcbKkoro 3acoby (He3HayHa 3MiHa y npoLeci
BMpOGHMLTBA) - BBegeHHs gogaTkoBoro
npocitoBaHHA 406aBOK 40 CyMilli ANns NpecyBaHHst
(nakTo31 MoOHorigpaT Ta YacTMHa Lientonosu,
MiKpOKpMCTaniyHoi) Ta KOpUryBaHHs npouenypu -
napamMeTpu NpoLecy BM3HAYaOTLCS WOAO PO3MIpY
napTii Ta obnagHaHHA. [logaTkoBO KOPUTYETLCS
Ha3Ba Lentonosa, MikpokpuctaniyHa (Avicel PH
101) Ha Ha3By Lentono3a, MiKpokpucTarnivyHa.
3MiHn | TMny - 3MiHK 3 sKocTi. FOTOBMI Nikapcbkuii
3aci6. KoHTporb roToBOro nikapcbkoro 3acoby
(iHwi 3miHwn) - Mepeknag MKA 3 pociricbkoi Ha
yKpaiHCbKy MOBY. BBegeHHs 3MiH NpoTArom 6-tu
MicsiLiB nicnsi 3aTBepAKEHHS. 3MiHu | Tuny - 3MiHK
3 gKocTi. FoToBUI nikapcbkuii 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOoOYBaHHS rOTOBOrO NikapCbKoro 3acoby
(oHOBREHHSA npoueaypy BUNpPobyBaHHSA ANS
NpUBEAEHHSA Y BIANOBIAHICTb 3i 3MiHEHOO
3aranbHoto ctatTeto [JOY abo €sponeincbkoi
dapmakonei) - MpueaeHHs T. MikpobionoriyHa
yucToTa Ao BUMoOr 3aranbHoi ctatTti EP. BeBegeHHs
3MiH NPOTSArom 6-TW MiCAILiB NiCNs 3aTBEPOKEHHS.
3miHu | TMny - 3miHK 3 AkocTi. FoToBUIA NiKapCbKUi
3aci6. 3MiHN y BUpoOHUUTBI. 3MiHa
iMnopTepa/amiHu, L0 CTOCYHTLCS BUNYCKY cepii Ta
KOHTPOIIO SKOCTi FOTOBOIO NiKapCbKoro 3acoby
(3amiHa abo goaaBaHHSA BUPOGHKMKA, Lo
BigMNoBigae 3a BBe3eHHs Ta/abo Bunyck cepii) -
Bkntoyatoun koHTponb/BUnpobyBaHHs cepii -
[ofaBaHHA BUpobOHMKa, LLO BiANOBIAAE 3a iMnopT
Hepo3dacoBaHoi npoaykuii B CnoseHito Ans
noganbLuoro nakyBaHHs Krka, dd., Novo mesto,
Smarjeska cesta 6, 8501 Novo mesto Slovenia,
SIKUI 3aTBEPAXEHUI SIK BUPOOHUK, BiAMNOBiAansHUM
3a BUpOOHMLUTBO « in bulk», nepBrHHe Ta
BTOPWHHE NaKyBaHHSsi, KOHTPOIb Cepii Ta BUNYyCK
cepil BHacnigok BBeAEHHS 40OaTKOBOI AinbHULI
ZHEIJANG HUAHAI PHARMACEUTICAL Co.,
Ltd., Kutan. 3minn | Tuny - 3miHun 3 sikocTi. FoTOBUNA
nikapcbkuii 3aci6. 3MiHW y BUPOGHMUTBI. 3amiHa
abo BBeZleHHA JOAATKOBOI AiNbHULL BUPOOHULITBA
ONsi YacTuMHM abo BCbOro BUPOOHNYOro npoLecy
roTOBOIO fikapcbKoro 3acoby (AinbHuUs, Ha skir
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npoBoaaTbcs Oyab-ski BUpobHWYi cTagii, 3a
BMHSITKOM BUMYCKY CEpill, KOHTPOIO SKOCTI,
NEPBUHHOIO Ta BTOPUHHOIO NakyBaHHS, Ansi
HECTEPUIbHMX NikapCbknx 3acobiB) - BBEAEHHS
[0[aTKoBOI AinbHUUI Anst BUpoGHUUTBaA «in bulk»
ZHEIJANG HUAHAI PHARMACEUTICAL Co.,
Ltd., Kutai. MNpouec BUpOOHULTBA HE3MIHHWIA,
Bianosigae 3apeectpoBaHoMy BUpoGHUKY KRKA,
d.d., Novo mesto, Slovenia. BBegeHHsi 3miH
npoTsArom 6-T1 MicsILiB Nicns 3aTBEPYKEHHS.

214.

KBEHTIAKC®

TabneTku, BKpUTI
nniBkOBOIO
obornoHkoto, no 200
mr; no 10 TabneTok
y GnicTepi, no 3 abo
9 GnictepiB y
KapTOHHiIN kopobui

KPKA, a.4.,
Hoso mecto

CnoBeHisi

BMPOGHMLUTBO "in
bulk", nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPOIb cepii Ta
BUMYCK Cepil:
KPKA, a.a., Hoso
mecTo, CrioBeHis
BUPOGHMLTBO "in
bulk", nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTpOMb cepii Ta
BUMYCK Cepil:
KPKA-®APMA
[0.0.0., XopBaris
KOHTPOSb cepii:
KPKA, a.4a., Hoeso
mMecTo, CrnoBeHis
KOHTPOSb cepii:
INabeHa g.0.0.,
CnoBeHiga

CnoseHisi/
XopgarTisa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHn | TMny - 3MiHK 3 sKocTi. FOTOBMI Nikapcbkuii
3aci6. 3MiHM y BUpOGHMLTBI. 3MiHM ¥ npoueci
BUPOBHMLTBA rOTOBOTO MiKapCbKOro 3acoby,
BKIOYa4M NPOMIKHUIA NPOAYKT, WO
3aCTOCOBYETLCS MPY BUPOOHMLITBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
BMpOGHMLTBA) - BBEgeHHs AooaTkoBoro
npocitoBaHHA 406aBOK 4O CyMilli Ansi NpecyBaHHS
(nakTo3u mMoHorigpaT Ta YacTuMHa Lentonosu,
MiKpOKpUCTaniyHoi) Ta KopuryBaHHs npoueaypu -
napameTpu NpoLecy BM3HA4YaTbCS WOAO po3Mipy
naprii Ta obnagHaHHs. [logaTkoBO KOPUrYETBLCA
Ha3Ba Lentonosa, MikpokpuctaniyHa (Avicel PH
101) Ha Ha3By Lentono3a, MiKpokpucTanivyHa.
3miHu | Trny - 3miHK 3 AkocTi. FoToBUIA NiKapCbKUi
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby
(iHwi 3miHn) - Mepeknag MKA 3 pocilicbkoi Ha
YKpaiHCbKy MOBY. BBeAeHHS 3MiH NpoTarom 6-Tu
MicsauUiB nicns 3aTBepxeHHs. 3MiHu | Tuny - 3MiHn
3 gKkocTi. FoToBUIA nikapcbkuii 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa y meTogax
BMNpPoOyBaHHS rOTOBOrO NikapCbkoro 3acoby
(oHOBNEHHS npoLieaypy BUNpPoOyBaHHS Anst
npuBeAeHHS y BiAMOBIAHICTb 3i 3MiHEHOO
3aranbHoto ctatteto [JPY abo €sponeicbkoi
dapmakonei) - MpueaeHHs T. MikpobionoriyHa
yncToTa Ao BUMOT 3aranbHoi ctaTtTi EP. BBeaeHHs
3MiH NpOTSArom 6-TW MiCAILIB NicNs 3aTBEPOXKEHHS.

3a
peuerimom

UA/16639/01/03

215.

KBEHTIAKC®

TabneTku, BKPUTI
NniBKOBOO
obornoHkoto, no 300
mr; no 10 TabneTok
y 6nictepi, no 3 abo
9 bnictepiB y
KapTOHHI kopobui

KPKA, a.4.,
Hoso mecto

CnoseHis

BUPOGHMUTBO "in
bulk", nepBuHHe Ta
BTOPUHHE
naKyBaHHs,
KOHTPOrb cepii Ta
BUMYCK cepii:
KPKA, a.4a., Hoso
mMecTo, CrnoBeHis
BUPOGHMLUTBO "in
bulk", nepBuHHe Ta

CnoseHis/
Xopsaris

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3miHu | TMny - 3miHK 3 AkocTi. FoToBUIA NiKapCbKUiA
3aci6. 3MiHM y BUpOOHMUTBI. 3MiHK Y npoLeci
BMPOOHWLTBA rOTOBOTO MikapCbkoro 3acoby,
BKITHOYAKOUM MPOMIDKHUI MPOAYKT, WO
3aCTOCOBYETHLCS NPY BUPOBGHMULITBI FOTOBOIO
nikapcbkoro 3acoby (He3HayHa 3MiHa y npoLeci
BUpOOHMUTBA) - BBEAEHHA [,OAaTKOBOrO
npocitoBaHHsi 406aBOK A0 CyMilli ANs NPecyBaHHS
(nakTo3u MoHorigparT Ta YacTuHa Lientonosu,

3a
peuenmom

UA/16639/01/04




136 [TponoBkeHHs AoaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
BTOPUHHE MIKPOKPUMCTariyHoi) Ta KOpUryBaHHs npoLeaypm -
nakyBaHHs, napamMeTpu NpoLecy BM3HAYaOTLCS WOAO pO3Mipy
KOHTPOrb cepii Ta napTii Ta obnagHaHHA. [logaTkoBO KOPUTYETLCS
BUMYCK Cepii: Ha3Ba Lentonosa, MikpokpuctaniyHa (Avicel PH
KPKA-®APMA 101) Ha Ha3By Lenono3a, MiKpokpucTanivyHa.
0.0.0., XopBariqa 3MiHn | TMny - 3MiHK 3 sKocTi. FOTOBMI Nikapcbkuii
KOHTPOIb cepii: 3aci6. KoHTponb roToBOro nikapcbkoro 3acoby
KPKA, a.a., Hoso (iHWwi 3miHn) - Mepeknag MKA 3 pociicbkoi Ha
mMecTo, CroBeHis yKpaiHCbKy MOBY. BBefeHHs 3MiH npoTsarom 6-Tn
KOHTPOIb cepii: MicsiLiB nicnsi 3aTBepKEHHS. 3MiHu | Tuny - 3miHn
INabena p.0.0., 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
CnoBeHisi roToBOro nikapcbkoro 3acoby. 3miHa y meTogax
BMNPoOYBaHHS rOTOBOrO NikapCbKoro 3acoby
(oHOBMNEHHSA npoueaypy BUNpPoOyBaHHS ANs
NpUBEAEHHSA Y BIANOBIAHICTb 3i 3MiHEHOO
3aranbHoto ctatTeto [JOY abo €Bponeincbkoi
dapmackonei) - MpueaeHHs T. MikpobionorivyHa
yucToTa 4o BUMoOr 3aranbHoi ctatTti EP. BeBegeHHs
3MiH NPOTAroM 6-Tn MicALIB NicNs 3aTBEPOKEHHS.
216.| KBEHTIAKC® TabneTkn, BKpUTI KPKA, o.4., CnoseHis BMPOBHMLUTBO "in CnoseHis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/16639/01/01
NNiBKOBOO HoBo mecTo bulk", nepBuHHe Ta Xopsarisi/ 3MiHn | TMny - 3MiHK 3 sKocTi. FOTOBMI Nikapcbkuii peuenmom
o6onoHkoto, no 25 BTOPUHHE Kutai 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHM ¥ npoueci
mr; no 10 TabneTok nakyBaHHs, BUPOBHMLTBA rOTOBOTO MiKapCbKOro 3acoby,
y GnicTepi, no 3 abo KOHTPOIb cepii Ta BKIOYa4M NPOMIKHUIA NPOJYKT, WO
9 bnictepiB y BUMYCK cepii: 3aCTOCOBYETLCSI NPY BUPOOHMLITBI FOTOBOrO

KapTOHHiIN kopobui

KPKA, a.a., Hoso
mecTo, CrioBeHis
BUPOGHMLUTBO "in
bulk", nepeuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTpOMb cepii Ta
BUMYCK cepii:
KPKA-®APMA
[0.0.0., XopBaris
KOHTPOSb cepii:
KPKA, a.4a., Hoso
mMecTo, CrnoBeHis
KOHTPOIb cepii:
INabeHa g.0.0.,
CnoBeHisa
BUPOGHMUTBO "in
bulk™:
XEAH XYAXAN
SAPMACBIOTIKAN
Ko., lta., Kutan

nikapcbKkoro 3acoby (He3HayHa 3MiHa y npoLeci
BMpPOOHMLTBA) - BBEAeHHs JoaaTkoBOro
npocitoBaHHsi 406aBOK A0 CyMilli Ansi IPecyBaHHs
(nakTo3u MoHorigpaT Ta YacTMHa Lientonosu,
MIKPOKPUCTariyHoi) Ta KOpUryBaHHs1 npoLenypm -
napameTpu NpoLecy B13Ha4YaloTbCS LWOAO0 PO3Mipy
naprii Ta obnagHaHHs. [logaTkoBO KOPUrYETBLCA
HasBa Lientonosa, MikpokpuctaniyHa (Avicel PH
101) Ha Ha3By Lentono3a, MiKpokpucTarniyHa.
3miHu | Trny - 3miHK 3 AkocTi. FoToBUIA NiKapCbKUi
3aci6. KoHTponb roToBoro nikapcbkoro 3acoby
(iHwi 3miHn) - Mepeknag MKA 3 pocilicbkoi Ha
YKpaiHCbKy MOBY. BBeAeHHS 3MiH NpoTarom 6-Tu
MicsauUiB nicns 3aTBepXeHHs. 3MiHu | Tuny - 3MiHn
3 gkocTi. FoToBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOro Nnikapcbkoro 3acoby. 3miHa y MeToaax
BUNPOBYBaHHS roToBOro Nikapcbkoro 3acoby
(oHOBNEHHS NpoLeaypu BUNPobyBaHHS Ans
NPVBEAEHHS Y BiANOBIOHICTb 3i 3MIHEHOI
3aranbsHoto ctatteto Y abo €Bponeincbkoi
dapmackonei) - MpueneHHs T. MikpobionoriyHa
yucToTa A0 BUMOT 3aranbHoi ctaTtTi EP. BBeaeHHs
3MiH NPOTSArom 6-Tu MICAILIB MiCNs 3aTBEPOXKEHHS.
3miHu | TMny - 3miHK 3 sikocTi. FoTOBMIA NiKapCbKUI
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
iMnopTepa/amiHu, LLIO CTOCYIOTLCSA BUNYCKY cepii Ta
KOHTPOJO SIKOCTi FOTOBOIO NiKapCbKoro 3acobdy
(3amiHa abo foaaBaHHsi BUPOOHUKA, Lo
Bianosigae 3a BBe3eHHA Ta/abo Bunyck cepii) -
Bkntoyatoum KOHTposb/BUNPobyBaHHSA cepii -
[ofaBaHHs BUpobHMKa, Lo BiANOBiAaE 3a iMnopT
Hepo3dacosaHoi npoaykuii B CnoseHito Ans
noganbLuoro nakyeaHHsa Krka, dd., Novo mesto,
Smarjeska cesta 6, 8501 Novo mesto Slovenia,
SIKUI 3aTBEPAXKEHUIA SIK BUPOBHUK, BiAMNOBiAanbHUN
3a BMPOBGHULTBO « in bulk», nepBuHHe Ta
BTOPUHHE NaKyBaHHS, KOHTPOSb Cepii Ta BUMYyCK
cepii BHAcnigok BBEAEHHSA 0OOATKOBOI AiNbHULI
ZHEIJANG HUAHAI PHARMACEUTICAL Co.,
Ltd., Kutan. 3minn | Tuny - 3miHun 3 akocTi. [oToBUIA
nikapcbkui 3aci6. 3MiHn y BUpo6HMUTBI. 3amiHa
abo BBeAeHHA 40AaTKOBOI AiNbHULI BUpOOHUUTBA
ONs1 YacTMHM abo BCbOro BUPOBHMYOro npoLecy
roTOBOrO fikapcbKoro 3acoby (AinbHuUS, Ha sKin
npoBoaaTbes 6yab-aki BUpoGHWYi cTagii, 3a
BUHSITKOM BUMNYCKY CEPiN, KOHTPOSIO AKOCTI,
NEPBUHHOIO Ta BTOPUHHOIO NakyBaHHS, Ansi
HEeCTepUIbHMX NikapCbknx 3acobiB) - BBEAEHHS
[04aTKOBOI AinbHULI AN BUpobHMuTBa «in bulk»
ZHEIJANG HUAHAI PHARMACEUTICAL Co.,
Ltd., Kutan. Mpouec BUpoBbHULTBA HE3MIHHUIA,
BigNoBigae 3apeecTpoBaHoMy BUPOGHMKY KRKA,
d.d., Novo mesto, Slovenia. BBegeHHs 3MiH
nNpoTArom 6-T1 MicsUIB NicNs 3aTBEPAXKEHHS.

217.

KBETUKCON
XR

TabneTku, BKpUTI
NniBKOBOIO
060noHKol10,
NposioHroBaHoi A,
no 150 mr, no 10
TabneTok y 6nictepi;
no 3 6nictepu B
KapTOHHIN naywi

3AT
«Papmnira»

JlntoBcbka
Pecny6bnik
a

KOHTPOIb SIKOCTI,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs, BUNYyCK
cepii: Mepkne M'mb6X,
HimeuvuuHa;
BMPOGHMLUTBO
Hepo3dhacoBaHoi
npoaykuii: Mepkne
'M6X , HimeyunHa

HimeyumHa

BHECEHHS1 3MiH 40 peecTpauinHuX maTtepianis:
3MiHn | TUny - 3MiHK 3 gKocTi. FoToBMIA NiKapCbKUIA
3aci6. 3MiHM y BUpOGHMUTBI. 3MiHM ¥ npoLeci
BMPOOHWLTBa rOTOBOTO MikapCbkoro 3acoby,
BKJTH04AK0UM NMPOMIKHWUIA MPOAYKT, L0
3aCTOCOBYETHLCA NPY BUPOBHMLITBI FOTOBOIO
nikapcbkoro 3acoby (iHwi 3MiHK) - aganTauis
[0Cbe [0 MOTOYHOro BUPOGHMYOro npoLecy 3
BignoBigHWMK 3miHamu B po3ainu 3.2.P.3.2. Cknag
Ha cepito; 3.2.P.3.3. Onuc BupobHu4oro npouecy
Ta KOHTpornto npotecy Ta 3.2.P.3.4. KoHTponb
KPUTUYHWUX CTadin i NpOMDKHOI npogyKuii

3a
peuenmom

UA/19569/01/02

218.

KBETUKCON
XR

TabneTku, BKPUTI
NniBKOBOIO
060nnoHKol0,
NPOSIOHroBaHoI A,
no 200 mr, no 10
TabneTok y 6nictepi;

no 3 Gnictepu B

3AT
«Papmnira»

JlntoBcbka
Pecny6bnik
a

KOHTPOIb SIKOCTI,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs1, BUNYCK
cepii: Mepkne M'mbX,
Hime4vuuHa;
BMPOGHMUTBO

Himeyumna

BHECEHHS1 3MiH 40 peecTpauinHMX maTtepianis:
3MiHn | TUny - 3MiHK 3 SKocTi. FoToBMIA NiKapCbKuUiA
3aci6. 3MiHN y BUPOGHMUTBI. 3MiHM Y nNpoueci
BMPOOHWLTBA rOTOBOTO MikapCcbkoro 3acoby,
BKJTHO4AKUM NMPOMIKHWUIA MPOAYKT, L0
3aCTOCOBYETHLCS NPY BUPOBHULITBI FOTOBOIO
nikapcbkoro 3acoby (iHwWi 3MiHK) - aganTauis

3a
peuenmom

UA/19569/01/03
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
KapTOHHiIN nayui Hepo3dacoBaHoi [0Cbe [0 MOTOYHOro BUPOGHMYOro npouecy 3
npoaykuii: Mepkne BignoBigHMMuM 3miHamu B po3ainu 3.2.P.3.2. Cknag
'M6X , HimeuyunHa Ha cepito; 3.2.P.3.3. Onuc BupobHMYoro npowecy
Ta KoHTpornto npouecy Ta 3.2.P.3.4. KoHTponb
KPUTWUYHWX CTaAiv i TPOMDKHOT MpogyKLii
219.| KBETUKCON TabneTkn, BKpUTI 3AT JInToBCbKa KOHTPOSb SIKOCTI, HimeuyunHa BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a - UA/19569/01/01
XR NniBKOBOO «®apmnira» | Pecny6bnik nepBuHHe Ta 3MiHN | TURY - 3MiHK 3 SKocTi. [oToBMIA NiKaPCbKUIA peuenmom
060110HKoI0, a BTOPUHHE 3aci6. 3MiHn y BUpobHMUTBI. 3MiHK Y npoueci
NPOSIOHroBaHoI A, nakyBaHHs1, BUMYCK BUPOBHMLTBA rOTOBOIO JlikapCbKoro 3acoby,
no 50 mr; no 10 cepii: Mepkne 'mbX, BKITHOYAK0UM MPOMIDKHUI NPOAYKT, WO
TabneTok y 6nicTepi; HimeuuunHa; 3aCTOCOBYETHLCS NPY BUPOBHULITBI FOTOBOIO
no 3 Gnictepu B BUPOBHMLUTBO nikapcbKkoro 3acoby (iHwi 3MiHW) - aganTauis
KapTOHHIN navui Hepo3dacoBaHOI [0CbE [0 NOTOYHOrO BUPOBHMYOro npoLiecy 3
npoaykuii: Mepkne BiAMOBIAHMMN 3MiHamu B po3ainu 3.2.P.3.2. Cknag
'M6X , HimeuyunHa Ha cepito; 3.2.P.3.3. Onuc Bupo6HMYoro npowecy
Ta KOHTponto npouecy Ta 3.2.P.3.4. KoHTponb
KPUTWUYHWX CTaAiv i MPOMDKHOI MpogyKLii
220 KEMOEKC PO34MH AN iH'EKUIN, MpuBaTHe YkpaiHa MNpuBaTHe YkpaiHa BHECEHHS 3MiH 4O peecTpaLinHnX maTepianis: 3a He UA/19022/01/01
IH'EKT 25 mr/mn, no 2 mn B aKuioHepHe akKujioHepHe 3miHu | TUny - 3miHn Wwopo 6esnekn/edeKTUBHOCTI peuenmom | niidnszae
amnyni, no 5 amnyn TOBapucTBo TOBapucTBo Ta dhapmakoHarnsaay. 3miHa y KopoTKin
y GnicTepi, no 1 "Nekxim- "INekxim-Xapkis" XapaKTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
6nictepy B navui XapkiB" MapKyBaHHS Ta iHCTPYKUiT ANS MEANYHOro
3aCTOCYBaHHS Ha MiACTaBi perynspHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3aCToCyBaHHS
nikapcbkoro 3acoby B nicnsapeecTpauinHuin nepioa,
abo sk pe3ynbTaT OUiHKM 3BITY 3 AOCHIAKEHb,
NpOBeAEHNX BiANOBIAHO 4O NnaHy negiatpudHnx
pocnimkenrs (PIP) (3miHy y3rogkeHo 3
KOMMETEHTHUM YNOBHOBAaXEHUM OpraHoMm)
3MiHM BHECEHO [0 iHCTPYKUiT AN MeanyHoro
3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy
"3acTocyBaHHs y nepiog BariTHOCTi abo rofyBaHHs
rpyaar” y 3B'A3ky 3 pileHHsaM KomiTeTy 3 ouiHku
pusukis y dapmakoHarnagi (PRAC)
€BponencbLKoro areHcTBa 3 nikapcbkux npenaparis
(EMA) BignosigHo go iHcopmalii 3 6e3neku
Ait0Y0i pevoBUHM nikapcbKoro 3acoby. BeeaeHHs
3MiH NpOTSArom 6-TW MiCsAILiB NicNs 3aTBEPOXKEHHS.
221, KETAHIKC PO34UH ANS iH'eKUiN, MpuBaTHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3a He UA/3314/02/01
30 mr/Mnno 1 mn B akuioHepHe akuioHepHe 3minn | TMny - 3miHn Wwopo 6e3nekn/edpekTMBHOCTI peuenmom nidnsieae
amnyni; no 10 amnyn | TOBapuCTBO TOBapuCTBO "Nekxim Ta cpapmakoHarnsgy. 3miHa y KopoTkin
y mayui; no 1 mn B "Nekxim - - Xapkis" XapaKTepucTu1Li Nikapcbkoro 3acoby, TeKcTi
amnyni; no 100 XapkiB" MapKyBaHHs Ta iHCTPYKUii ANS MEeAUYHOro

amnyn y navui; no 1
Mn B amnyni; no 5
amnyn B 6nictepi; no
2 6nictepu B nayui

3aCTOCyBaHHS Ha MiACTaBi perynspHo
OHOBJTHOBAHOrO 3BiTy 3 6e3Mekun NikapcbKkoro
3acoby, abo gocniaxeHb 3 6e3neky 3acToCyBaHHs
nikapcbkoro 3acoby B nicnsipeecTpaLiiiuin nepion,
abo sk pe3ynbTaT OUiHKM 3BiTY 3 AOCHIAKEHb,
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[TponoBkeHHs AoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
npoBeAeHnX BigNOBIAHO A0 NnaHy neaiaTpuyHmnx
pocnimkens (PIP) (3miHy yarogxeHo 3
KOMMETEHTHUM YNOBHOBaXXEHUM OpPraHoMm)
3MiHM BHeceHo o IHCTpyKLUii Ans MeguyHoro
3acToCyBaHHs Nikapcbkoro 3acoby Ao po3ainy
"3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHS
rpyaato” wopo 6e3neku 3acTocyBaHHS Aitoyoi
PeYoBMHM KETOpOaky TpOMeTaMiHy BiAnoBiAHO A0
pekomeHgauin PRAC. BeegeHHs 3MiH NpoTsirom 6-
TV MicAUiB Nicnsa 3aTBepaXeHHS
222 KETUNENT® TabneTku, BKpUTI 3AT YropwuHa 3AT YropwuHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/8157/01/01
NNiBKOBOO dapmanesT dapmaueBTUYHUIA 3MiHW | TMNY - AgMiHiCTpaTuBHI 3MiHW. BunyyeHHa peuenmom
obornoHkoto, no 25 MYHWUI 3aBOf, 3aBog ElC BUPOBHMYOT AinbHUUI (BKMOYAKOYM AiNbHULI Ans
mr; no 30 a6o 60 Eric

TabneTok y dnakoHi;
no 1 cdonakoHy y
KapTOHHIN ynakoBLi;
no 10 TabneTtok y
6nictepi; no 3 abo 6
Gnictepis y
KapTOHHIN ynakoBLi

A, npomikHOro NnpoaykTy abo rotoBoro
nikapcbKkoro 3acoby, AinbHULI AN NnpoBegeHHs
nakyBaHHs, BUpOOHWKa, BiANoBiaaneHOro 3a
BUWMYCK Cepil, MiCLie NPOBEAEHHS KOHTPOMIO cepili)
abo nocTavanbHvKa BUXigHOro Matepiany,
peareHTy abo 4ONOMiIKHOI pe4OBUHY (SIKLLO
3a3HaYeHO y AOCLE) - BUNYYEHHS BUPOOHNYOT
ninbHUui Cadila Healthcare Limited ans gitoyoi
peyoBuHM Quetiapine Fumarate; 3minu | Tuny -
3miHn 3 akocTi. A®l. KoHtponb A®I. 3miHa y
mMeTogax BunpobyeaHHs APl abo BuxigHoro
maTepiany/npoMixxHOro NPoAyKTy/peareHTy, Wwo
BMKOPWCTOBYETbLCS y npoueci BupobHuutea AdI
(He3HaYHi 3MiHM y 3aTBEpAXEHNX MeToAax
BMUNpobyBaHHs) - 3MiHa y MeTogax BUNpobyBaHHS
nitoyoi pevosuHn Quetiapine Fumarate 3a
NnokKasHUKoM «Po3mip YacTok»; 3miu | Tuny -
3MiHu 3 AkocTi. FoToBUMIA Nikapcbkuii 3acit. 3miHK y
BMPOGHMUTBI. 3MiHa imnopTepa/3amiHu, Lwo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOSO AKOCTI
roToBOro nikapcbkoro 3acoby (3amiHa abo
[oOaBaHHSA AOiNbHULI, Ha SKiN 30iNCHIETLCA
KOHTpOnb/BUNpobyBaHHs cepii) - 3amiHa AinbHWL,
Ha SIKill 30iNCHIOETLCS] KOHTPOIb MIKpOBGioNOoriYHOI
unctotu M3 3atBepaxeHo: 3AT
dapmaueTnyHuii 3asog EMNC 1106 Bypanewr,
Byn. Kepectypi, 30-38 YropwmHa.
3anponoHoBaHo: 3AT ®apmaLeBTUYHWIA 3aBOA,
ErC 1165 bynanewrT, Byn. BekeHbdenai, 118-
120, YropwuHa; 3miHu | Tuny - 3miHK 3 sKoCTi.
Ceptudikat BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI €EBpONENChHKiIl
apmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBIEHoro cepTudikarta BignosigHocTi abo
BUMYYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkiii papmakonei: ans APl; ans
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

BUXigHOro MaTepiany/peareHTy/npomMixxHoro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
ADI; ons gonomMixkHoi pevoBuHK (cepTudikat
BignoBigHOCTI €Bponevickkin hapmakoner) -
HoBuii ceptudikat Big BXxe 3aTBepaXeHoro
BMPOGHMKa - NogaHHs HOBOro cepTudikaTa
BignoBigHocTi €Bponeicokin tapmakonei Ne RO-
CEP 2016-049 - Rev 01 gns gito4oi pe4oBuHM
Quetiapine Fumarate Big BXe 3aTBepaXeHoro
BupobHuka EGIS Pharmaceuticals PLC (synthetic
route B) B JonoBHeHHsi Ao 3aTBepaxeHoro ASMF

223.

KETUNENT®

TabneTkn, BKpUTI
NniBkOBOIO
obornoHkoto, no 100
mr; no 30 abo 60
TabneTok y dnakoHi;
no 1 dnakoHy y
KapTOHHIN ynakoBLyj;
no 10 TabneTtok y
6nictepi; no 3 abo 6
GnictepiB y
KapTOHHIN ynakoBLi

3AT
dapmanesT
WYHUI 3aBOA

ErIC

YropwuHa

3AT

dapmaueBTUYHUIA

3aBog ElC

YropwmHa

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3MiHW | TMNy - AgMiHicTpaTuBHI 3MiHW. Buny4veHHa
BUPOOHMYOT AinbHULI (BKITIOYAOYM AiNbHULI ANs
A®I, npomixxHoro npogykTy abo rotoBoro
nikapcbKkoro 3acoby, AinbHuULi AN npoBegeHHs
nakyBaHHs1, BAPOOHMKA, BiANOBiAanbHOro 3a
BUMNYCK Cepili, MicLie NpoBeAEeHHS! KOHTPOIIO cepii)
abo nocTayanbHKKa BUXIgHOrO mMatepiany,
peareHTy abo AONOMDKHOI PEYOBUHM (SIKLLIO
3a3HaYeHO Y [0ChE) - BUNYYEHHS BUPOOHMYOT
ninbHUui Cadila Healthcare Limited ans aitovoi
pevoBuHM Quetiapine Fumarate; 3mitm | Tuny -
3MiHu 3 skocTi. ADI. KoHTponb A®PI. 3miHa y
mMeTogax BunpobyBaHHs A®I abo BuxigHoro
marepiany/npoMiKHOro NpoayKTy/peareHTy, LWwo
BMKOPUCTOBYETbLCS y NpoLeci BupobHuutea AdI
(He3HayHi 3MiHM y 3aTBEpAXEHUX MeToaax
BMNpobyBaHHs) - 3MiHa y MeTogax BUNpobyBaHHSA
nitoyoi pevoBnHM Quetiapine Fumarate 3a
NnokasHUKoM «Po3mip YacTok»; 3mim | Tuny -
3MiHK 3 AkocTi. FoToBUIA Nnikapcbkuii 3acid. 3miHn y
BMPOGHMUTBI. 3MiHa iMnopTepa/3amiHu, LWwo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOSO AKOCTI
roTOBOro nikapcbkoro 3acoby (3amiHa abo
[oAaBaHHSA AiNbHULI, Ha AKiA 30iACHI0ETLCS
KOHTpOnb/BUNpobyBaHHs cepii) - 3amiHa AinbHML,
Ha SKil 3[iNCHIOETLCS KOHTPOIMb MIKpOBGionoriYHoi
unctotu M3 3atBepaxeHo: SAT
dapmaueTnyHuii 3asog ErNC 1106 Byganewr,
Byn. Kepectypi, 30-38 YropwumHa.
3anponoHoBaHo: 3AT ®apmaLeBTUYHWIA 3aBOA
ErC 1165 bynanewrT, Byn. BekeHbdenai, 118-
120, YropwwmHa; 3miHn | Tvny - 3MiHM 3 SIKOCTI.
Ceptudpikat BignosigHocTi/lE-cepTudikaT
BiANOBIAHOCTI €EBpONENChHKIl
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIEHoro cepTudikaTta BignosigHocTi abo
BUMYYEHHS cepTudikaTta BignoBigHOCTI

3a
peuerimom

UA/8157/01/02
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Homep

peecmpauiliHo2o

noceid4yeHHs1

€Bponencbkin dhapmakonei: gna A®l; ans
BMXigHOro martepiany/peareHTy/npoOMiKHOIO
NPOAYKTY, LLIO BUKOPUCTOBYHOTLCS Y BUPOBHMLTBI
ADI; ons gonomMixkHoi pevoBuHK (cepTudikat
BiQNOBIQHOCTI €Bponewchbkin hapmakoner) -
HoBun cepTtudcikaTt Big BXE 3aTBEPKEHOrO
BMPOGHMKa - NogaHHs HOBOro cepTudikaTta
BignoBigHocTi €Bponencokin dapmakonei Ne RO-
CEP 2016-049 - Rev 01 gns gitoyoi peqoBuHM
Quetiapine Fumarate Big BXe 3aTBepa)KEHOro
BMpobHuka EGIS Pharmaceuticals PLC (synthetic
route B) B gonoBHeHHs1 go 3ateBepaxeHoro ASMF

224.

KETUNENT®

TabneTkn, BKpUTI
NniBKOBOIO
obornoHkoto, no 200
mr; no 30 abo 60
TabneTok y dnakoHi;
no 1 cdonakoHy y
KapTOHHIN ynakoBLyj;
no 10 Tabnetok y
6nicTepi; no 3 abo 6
GnictepiB y
KapTOHHIN ynakoBLi

3AT
dapmauesT
MYHWUI 3aBOf,

EriC

YropwuHa

3AT

dapmMaueBTUYHUIA

3aBog ElC

YropwmHa

BHECEHHS 3MiH [0 peecTpaLinHNX maTepianis:
3MiHM | TUny - AQMiHICTPaTVBHI 3MiHW. BunyyeHHs
BUPOBHMYOT AinbHUUI (BKMOYAK4YM AiNbHULI Ans
A®I, npomixxHoro npogykTy abo rotoBoro
nikapcbKoro 3acoby, AinbHUL AN NpoBeaeHHS
nakyBaHHsi, BUpoOHWKa, BifnoBigansHoro 3a
BUNYCK Cepili, MicLie NpoBeAeHHS! KOHTPOIIO cepii)
abo nocTayanbHVKa BUXIQHOTO marepiany,
peareHTy abo 4ONOMiIXKHOT pe4OBUHU (SIKLLO
3a3HaYeHO Y [0CbE) - BUNYYEHHS BUPOOHWYOT
pinbHUi Cadila Healthcare Limited gns gitovoi
peyoBuHM Quetiapine Fumarate; 3minu | Tuny -
3miHu 3 skocTi. A®I. KoHTponb A®I. 3miHa y
meTogax BunpobysaHHa AD| abo BuxigHoro
maTepiany/npoMixxHOro NpoaykTy/peareHTy, Lo
BMKOPUCTOBYETbLCS y NpoLeci BupobHuutea AdI
(He3HayHi 3MiHM y 3aTBEPMKEHUX MeToAax
BUNpobyBaHHs) - 3MiHa y MeTogax BUNpobyBaHHS
nitoyoi pevoBnHM Quetiapine Fumarate 3a
NoKa3HMKOM «Po3mip YacTok»; 3mim | Tuny -
3MiHu 3 AkocTi. FoToBUMIA Nikapcbkuii 3acit. 3miHK y
BMPOGHMUTBI. 3MiHa iMnopTepa/3amiHu, Lwo
CTOCYIOTbCS BUMYCKY Cepil Ta KOHTPOIO SKOCTI
roToBOro nikapcbkoro 3acoby (3amiHa abo
[oAaBaHHs AiNbHULI, Ha SKiA 34INCHIOETLCS
KOHTPOMb/BUNPOOYBaHHSA cepii) - 3amMiHa AinbHULI,
Ha SIKill 30iNCHIOETLCSI KOHTPOIb MiKpOGionorivYHoI
unctotu M3 3atBepaxeHo: SAT
dapmaueBTmyHuin 3asog ElNC 1106 bypanewr,
Byn. Kepectypi, 30-38 YropwmHa.
3anponoHoBaHo: 3AT ®apmaueBTUYHWIA 3aBOA
ETIC 1165 byganewrt, Byn. bekenbcenai, 118-
120, YropwumHa; 3miHu | Tuny - 3miHK 3 sKOCTi.
Ceptudpikat BignosigHocTi/lE-cepTudikaT
BiZNOBIQHOCTI €BpONenchKii
apmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBIeHoro cepTudikata BignosigHocTi abo

3a
peuenmom

UA/8157/01/03
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
BUNYYEHHS cepTudikaTa BigNoBIgHOCTI
€Bponencbkin dapmakonei: ana A®l; ans
BUXigHOro MaTepiany/peareHTy/npomMixxHoro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHMLTBI
ADI; ana AONOMIDKHOT peyYoBMHU (CepTudikaTt
BignoBigHOCTI €Bponevickkin hapmakoner) -
HoBun ceptudikaTt Big BXXE 3aTBEPOKEHOrO
BUPOGHKKa - MogaHHs HOBOrO cepTudikaTta
BignoBigHocTi €Bponeicokin dhapmakonei Ne RO-
CEP 2016-049 - Rev 01 gns gitoyoi peqoBuHM
Quetiapine Fumarate Big BxXe 3aTBepaKeHOro
BupobHuka EGIS Pharmaceuticals PLC (synthetic
route B) B gonoBHeHHs1 go 3ateBepaxeHoro ASMF
225, KETOKOHA30 Kpem ans MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes nidnszae UA/4126/01/01
N-OITOPAPM 30BHILUHLOIO "®ITOPAPM 3MiHu | TMNY - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenma
3actocyBaHHs 2 %, " HaliMeHyBaHHS Ta/abo agpecu 3asiBHUKa
no15rabono25ry (BnacHuka peecTpaLinHOro NoCBiA4YeHHS) 3MiHa
Ty6i, no 1 Ty6i y agpecw 3asiBHMKa. 3MiHM BHECEHI B pO3in
nadui 3 KApTOHY "Micue3HaxomKeHHS 3aaBHMKA" B iIHCTPYKLO Ansa
MeOMYHOro 3aCTOCyBaHHSA NikapcbKoro 3acoby y
3B'sI3Ky 3 YTOYHEHHSIM apecu 3asiBHMKA.
BBegeHHs 3MiH NpoTArom 6-Tn MmicauiB nicns
3aTBEPOKEHHS.
226.| KETOPOJAK PO34MH ANt iH'ekuin, AT INatBis BUPOBHMK sIKMIA Natsis/ BHECEHHs1 3MiH O peecTpauiiHMX maTepianis: 3a He UA/17137/01/01
FPIHOEKC 30 mr/mn; no 1 mn B "piHaekc" BignoBiae 3a Bunyck | CrnoBayuuHa | 3miHu | Tvny - 3miHn wopo 6e3nekn/edekTnBHOCTI peuenmom | niidnszae
amnyni; no 5 amnyn cepil, BKIoYaun Ta dhapmakoHarnsaay. 3miHa y KopoTKin
B KOHTYPHIW KOHTPOMb XapakTepucTuL NikapcbKoro 3acoby, TeKCTi
YapyHKOBII ynakoBLj cepii/BunpobyBaHHs: MapKyBaHHS Ta iHCTPYKUii ANS MEeANYHOro
(nigaoHi); no 2 abo AT "Ipinaekc", 3aCTOCYBaHHS Ha MiAcTaBi perynspHo
20 KOHTYPHUX INaTBis; BCi cTapii OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro
YapyHKOBUX BUPOBHMYOro 3acoby, abo pocnigxeHb 3 6e3neky 3acTocyBaHHSA
yMakoBOK (NiAAO0HIB) npotecy, Kpim nikapcbkoro 3acoby B nicnspeecTpauiiiiin nepioa,
B MayLj 3 KApTOHY Bunycky cepii: XM abo sk pe3ynbTaT OUiHKM 3BITY 3 AOCHIAKEHb,
dapma c.p.o., npoBeAeHNX BiANoBIgHO A0 NnaHy negiatpudHnx
CnoBayvyvHa pocnimkers (PIP) (3miHy y3rogkeHo 3
KOMMETEHTHNM YNOBHOBaXEHUM OpraHoMm).
3MiHU BHeCeHi A0 iHCTPYKLii Ans MeguyHoro
3acTOoCyBaHHS NikapcbKoro 3acoby y po3ain
"3acTocyBaHHs y nepiog BariTHOCTi abo roflyBaHHs
rpygao” BignosigHO 40 OHOBReEHO! iHpopmalii 3
©e3neku fito4oi peyoBnHM BBeaeHHS 3MiH
NpoTAroM 6-T1 MicsUIB 3 AaTN 3aTBEPAXKEHHS.
227, KIOBII pO34uH ANs iHdy3in Bakctep Al ABCTpis BMPOGHMLTBO, Benbria/ BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a - UA/16884/01/01
100 mr/mn; no 10 mn nepBuHHE Ta ABCTpis 3miHu | TMny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa peuernmom
(1 r/10 mn) abo no BTOPUHHE HaliMeHyBaHHs Ta/abo agpecu micus
25 mn (2,5 /25 mn), nakyBaHHs, NpoBaXeHHS AiANbHOCTI BUpOGHWKa/imnopTepa

a6o no 50 mn (5 /50
mn), abo no 100 mn
(10 /100 mn), abo

KOHTPOMb SIKOCTI
N3, Bunyck cepii:
Bakcanta bengxiym

roTOBOrO fikapCbKOro 3acoby, BKo4a4um
AinbHUL BUNYyCKy cepii abo micle npoBeaeHHs
KOHTPOJ AKOCTI. (QisNbHICTb, 32 SKy Bignosigae
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1

no 200 mn (20 r/200 MaHydektypiHr CA, BUPOGHMK/IMNOPTEP, HE BKIOHAKUM BUNYCK CEPIlt)

mn), abo no 300 mn Benebrisa 3mMiHa Ha3BuM NigNpMemMCcTBa, BiAnoBiganbHOro 3a

(30 r/300 mn) y KOHTPOIb AKOCTI KOHTPOIb SIKOCTi roTOBOI Npoaykuii, 3 bakctep Al

conakoHi; no 1 Ma3: (Baxter AG) Ydepwtpacce 15, 2304 OpT aH gep

cbnakoHy B Kopobui Takepa Honay, AscTpis, Ha Takega MaHydekuypiHr

MaHydek4ypiHr ABcTpist Al (Takeda Manufacturing Austria AG).

AscTpia Al', ABcTpisa

Agpeca 3anuwiaeTtbes 6e3 3MiH.

TepmiH BBeQEHHS 3MiH NPOTAroM 6 micaui nicns
3aTBepAKEHHS. 3MiHu | TNy - AaMiHiCTpaTUBHI
3MiHW. 3MiHa HaiMeHyBaHHs1 Ta/abo agpecu micus
NpoBaKEHHS AissNbHOCTI BUPODOHWKa (BKNtovaouu,
3a HeobXigHOCTi, MicLe NPOBeAEeHHS1 KOHTPOO
sIKoCTi), abo BracHuka mactep-canna Ha Adl, abo
nocravansHuka A®l/BnxigHoro
matepiany/peareHTy/npoMiXXHOrO NPOAYKTY, Lo
3aCTOCOBYHOTbCS Y BUPOOHMUTBI API (SIKLLO
3a3HavYeHo y JOCbE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikaTa BianoBigHOCTI
€BponeiickKii hapmMakonei y 3aTBepaKeHomy
nocbke, abo BUpobHMKa HOBOI LOMOMIXKHOT
PEYOBUHM (SIKLLO 3a3Ha4YeHo Y Aocbe) 3MiHa Ha3BKn
nignpvemMcTBa, BignoeigansHOro 3a BUPOGHULTBO
Ait0YOoT pevoBNHN NPOMIDKHOTO NpoaykTy Precipitate
G, WO BMKOPUCTOBYETLCS B NpoLeci BUpobHULTBa
nitoyoi pevoBmHu Immune Globulin Infusion
(Human), 3 Baxter Manufacturing S.p.A., Via della
Chimica 5, 02015, S. Rufina, Cittaducale, Pieri,
ITanis, Ha Takeda Manufacturing ltalia S.p.A.
Apgpeca 3anuwaetbcst 6e3 3MiH. TepMiH BBeAEHHS
3MiH NPOTArom 6 MicsAUiB NicNs 3aTBEPIKEHHS.
3minu | TUny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HaViMeHyBaHHs1 Ta/abo agpecu Micus
npoBaXeHHs OisnbHOCTI BUPOGHMKa (BKITHO4aouu,
3a HeobXigHOCTI, MicLle NPOBeAEHHS KOHTPOO
sIKOCTi), abo BnacHuka mactep-canna Ha AP, abo
nocravansHuka A®l/BnxigHoro
matepiany/peareHTy/npoMiXXHOrO MPOAYKTY, Lo
3acToCcoBYOTECA Y BUPOOHMLTBI ADI (kLo
3a3Ha4YeHo y [OCbE Ha Nikapcbkuii 3acib) 3a
BiJCYTHOCTI cepTudikaTa BignosigHOCTi
€Bponevicbkin hapmakonei y 3aTBepaXeHoMy
nocbke, abo BUpobHMKa HOBOI [OMOMIXKHOT
PEYOBMHM (SIKLLO 3a3HAYEHO Y Aocbe) 3MiHa Ha3Bu
Ta agpecy nianpuemcTBa, BiAnoBigansHoro 3a
BMPOGHMLTBO AiH040i Pe4YOBUHMN MPOMIXKHOIO
npoaykTy Precipitate G, L0 BUKOPUCTOBYETLCS B
npotieci BUpobHMLUTBA Ajitoyoi pevoBuHu Immune
Globulin Infusion (Human), 3 Baxter AG,
Industriestrasse 131, A-1221 Vienna, Austria, Ha
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Takeda Manufacturing Austria AG,
Industriestrasse 131, 1221 Vienna, Austria.
Micue3HaxomKeHHs AiINSAHKN He 3MIHIOETbLCS.
PepakuinHi 3miHn go posginis 3.2.5.2.1 Ta
3.2.P.3.1. TepmiH BBEAEHHS 3MiH NPOTAromM 6
MicsuiB nicns saatBepakeHHs. 3MiHu | Tuny -
AOMiHICTpaTUBHI 3MiHW. BunyyeHHs1 BUpOGHMYOT
AinbHUUi (BkMtoYatoum ainbHuui ans Ad,
NPOMIXKHOIO NPOAYKTY abo roTOBOrO NiKapCbKoro
3acoby, AinbHUUI aAnst NpoBeAeHHs NakyBaHHS,
BMPOGHMKa, BiAMNOBiAaNbHOMO 3a BUMYCK Cepin,
MicLle NpoBeaeHHs KOHTPOSto cepii) abo
noctavanbHUKa BMXiAHOrO MaTepiany, peareHTy
ab0o AONOMIXKHOI PEe4OBMHM (SKLLO 3a3HAYEHO y
nocbke) BupganeHHs ginbHuui Sanquin Plasma
Products B.V., Plesmanlaan 125,1066 CX
Amsterdam, The Netherlands 3 peecTpauinHoro
[OCbE, OCKINIbKMN BUKOPUCTAHHSA Uil AiNbHULI
OinblUe He 3acToCcoBYETLCS ANns YkpaiHu. TepMiH
BBEOEHHS 3MiH NPOTSrom 6 micauis nicns
3aTBEPOKEHHS.

228.

KNOBEUT®

kpem, 0,5 mr/r, no 25
ry Ty6i; no 1 Ty6i B
KapTOHHiI kopooLi

TOB "bayL
Xenc"

YkpaiHa

dapmsaBog €nbca
AT.

MonbLwa

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3minu | TUny - 3MiHn Wwopo 6esnekn/edeKTUBHOCTI
Ta hapmakoHarnsay. BeeaeHnHs abo 3miHM oo
y3aranbHeHUX AaHUX Npo CUCTEMY
bapmakoHarnsgy (BBeAeHHs y3ararnbHEHUX AaHux
npo cuctemy papmakoHarnsgy, amiHa
yrnoBHOBaXeHoi ocobu, BignoBifanbHoi 3a
3AiCHEHH: hapmakoHarnsgy; KOHTakTHoOI ocobu 3
dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
BiJ, YNOBHOBaXXEHOI 0CO0M, BiAnoBigansHoi 3a
30iACHEHHs hapMakoHarnsgy (Bkoyaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
mMacTep-anna cuctemu papmakoHarnsagy) 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobu
3asiBHMKA, BignoBiganbHoi 3a dpapMakoHarmsa.

3a
peuenmom

UA/3512/01/01

229.

Knonigoreren
b 3EHTIBA

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, Mo 75
mr; no 10 TabneTok
y 6nictepi; no 3 abo
9 abo 10 6nicTepiB y
navuji 3 KapToHy

3eHTiBa, K.C.

Yecbka
Pecny6bnik
a

BMPOBHMLTBO,
nepBUHHE Ta
BTOPUHHE
naKyBaHHS:
OAPMATEH C.A,,
peuist;
BUPOOHMLTBO,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs1, BUMYCK
cepii:
SAPMATEH

Mpeuis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edheKTUBHOCTI
Ta cpapmakoHarnsgy. 3miHa y KopoTkin
XapaKkTepucTuLi nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
3aCTOCyBaHHsI Ha MiACTaBi perynsipHo
OHOBJTHOBAHOrO 3BiTy 3 6e3nekun Nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neku 3acToCyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpaLiiiuin nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTy 3 AOCHIAXEHD,
npoBeAeHWX BiAnoBigHO A0 NnaHy negiatpudHnx
pocnimxeHs (PIP) (3miHy y3rogxeHo 3

3a
peuerimom

He
nidnsizae

UA/13673/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
IHTEPHELLHN CA, KOMMETEHTHUM YTNOBHOBaXX€HUM OpraHom) - 3MiHu
peuis BHeCEHO A0 IHCTpyKLUii Ana MeandHoro
3acTOCyBaHHs NikapcbKkoro 3acoby Ao po3gainis
"B3aemogisi 3 iHWnMK nikapcbkummn 3acobamu Ta
iHWi BMAau B3aemogint", "OcobnusocTi
3acTocyBaHHS" Wwoao 6e3neku 3acTocyBaHHS
nikapcbkoro 3acoby.
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEpAKEHHS
230.| KONOPEKC C Kancynu Teepgai, no CTAOA HimeyuuH CTAOA Himeyuunna BHECEHHS1 3MiH O peecTpaLiiHuX maTepianis: 6es nionsieae UA/4648/01/01
10 kancyn'y ApuHanmitt a ApuHanmvittens Al 3Mminu | TUny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa peuernma
6nictepi; no 1 abo 2 enb Al Ha3BW fikapcbkoro 3acoby - 3MiHa Ha3Bu
Gnictepun y nikapcbkoro 3acoby: 3aTBepaxeHo: punnoctag®
KapTOHHiIN kopobui C; 3anponoHoaHo: Kongpekc C BeeaeHHs 3miH
npoTsarom 3-x MicauiB nicns 3aTBEPIKEHHS.
231.| KOMBICMNA3M Tabnetku; no 10 OPIrAHOCHU OAE NOBHUI LNKIT IHgis/ BHECEHHS1 3MiH O peeCTpaLiiHMX maTepianis: Ne10; Ne20 - - UA/3088/01/01
® TabneTok y 6nictepi H BMPOBHMLUTBA: CnoseHis 3miHu | TUny - 3miHm 3 akocTi. CepTudikar bes
3 dhonbru NANPCAEH EBepTompxkeH Jand BignosigHocTi/E-cepTudikaT BignoBigHoCTi peuenma;
antoMmiHieBoi Ta CH3 (Eo CaeHcus JliviTen, €Bponencbkin dapmakonei/MmoHorpadii. NogaHHA Ne100 - 3a
nniBku 3ETI) IHAis; NOBHMI LMKN HOBOro abo oOHoBneHoro ceptudikaTa peuenmom
NONiXrOpPBIHINOBOI; BUpobHuLTBa: TOB BignoBigHocTi abo BUNy4YeHHs cepTudikata
no 1 abo 10 "MAPI®APM", BiANOBIAHOCTI €Bponencokiv hapmakonei: ans
6nictepis B CrnioBeHis A®I; onsa BuxigHoro

KapTOHHIN naduj; no
10 TabneTtok B
antoMiHieBomy
6nicTepi; no 1
6nictepy B
KapTOHHIN nayui; no
10 KapTOHHWUX NaYvoK
Y TYPTOBIlA KAPTOHHIN
nauyui; no 10
TabneTok B
antomiHieBomy
onictepi; no 1
6nictepy B
KapTOHHIN nayui; no
10 TabneTtok B
antomiHieBomy
GnicTepi; no 2
Gnictepu B
KapTOHHIN nayui; no
10 TabneTok B
antoMiHieBomy
6nictepi; no 10
GnicTtepis B
KapTOHHIN nayui

maTepiany/peareHTy/npoMiKHOro NpPoAaykKTy, Lo

BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans

[OMNOMIXKHOI peqoBUHU (cepTudikaT BignoBiaHOCTI
€Bponelicbkint hapmakonei) - OHOBNEeHMI

cepTudikaT Bif yxke 3aTBepaXeHOro BUPOOHMKaA -

noAaHHst oHosneHoro ceptudikaty CEP (R1-CEP
2015-377-Rev 00) Big y>xe 3aTBEpOXKEHOIO

BMpo6HMKa Meghmani LLP ans A®I
MapaueTtamony.

B3aTtBepaxeHo: CEP (RO-CEP 2015-377-Rev 01)
3anponoHoBaHo: CEP (R1-CEP 2015-377-Rev
00). 3miHm | TMNy - 3miHm 3 akocTi. CepTudikart

BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponelicbkint hapmakonei/MmoHorpadii. MogaHHs
HOBOro abo OHOBNEHOroO cepTudikaTa
BignoBigHOCTi abo BUny4eHHs cepTudikata
BignoBigHoCTi EBponenchkii hapmakonei: ans
A®l; onsa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykKTy, Lo
BUKOPUCTOBYOTBCS Y BUPOOHMUTBI ADl; ans
[OMOMIXXHOT peqyoBUHU (cepTudikaT BignoBigHOCTI
€Bponelicbkiit hapmakonei) - OHoBNeHMI
cepTudpikaT Bif yxke 3aTBEpOKEHOro BUPOOHMKA -
noAaHHst oHosneHoro ceptudikaty CEP (R1-CEP
2000-144-Rev 06) Big y>xe 3aTBEpOXKEHOIO

BMpoGHUWKa Sri Krishna Pharmaceuticals Limited
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ansa A®l Mapauetamony. 3ateepmpkeHo: CEP (R1-
CEP 2000-144-Rev 05) 3anponoHosaHo: CEP
(R1-CEP 2000-144-Rev 06).

232.

KOMBICNA3M
®

Tabnetky; in bulk: no
1200 Tabnetok y
nakeTax y naykax 3
KapTOHY

OPFAHOCMU
H
NAN®CAEH
CU3 (E®
3ETI)

OAE

NOBHWI LMKN
BMPOOHMLTBA:
EBepTomkeH Jand
CaeHcus JlimiTeq,
IHAiN; NOBHWUIA LMKN
BUpobHuLTBa: TOB
"MAPIPAPM",
CnoBeHiga

IHgis/
CnoBeHisi

BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis:
3Mminu | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikaT BignoBigHOCTI
€sponelicbkin hbapmakonei/moHorpadii. MogaHHsA
HoBOro abo oHoBneHoro ceptudikaTta
BignoBigHoOCTi abo BUNyYeHHs cepTudgikata
BigNoBIgHOCTI €BponeWchkin hapmakonei: ons
A®I; onsa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoAaykKTy, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMNOMIKHOI peqoBUHU (cepTudikaT BigNoBiAHOCTI
€Bponecbkin dapmakonei) - OHoBNeHWiA
cepTuddikat Bif yxKe 3aTBEpAYKEHOro BUPOOHMKa -
nopaHHs oHosneHoro ceptudikary CEP (R1-CEP
2015-377-Rev 00) Big yxxe 3aTBepaKEHOro
BUpobHmka Meghmani LLP gnsa Adl
MapaueTtamony.
3artBepmkeHo: CEP (RO-CEP 2015-377-Rev 01)
3anponoHoBaHo: CEP (R1-CEP 2015-377-Rev
00). 3miHm | TMNy - 3miHm 3 AkocTi. CepTudikart
BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
€Bponelicbkint hapmakonei/MmoHorpadii. MogaHHs
HOBOro abo OHOBNEHOroO cepTudikaTa
BignoBigHoCTi abo BUny4eHHs cepTudikata
BignoBigHocTi EBponenchki hapmakonei: ans
A®I; onsa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykTy, Lo
BUKOPWCTOBYOTbCS Y BUPOOHMLTBI APl; ans
[OMNOMIXKHOI peqoBUHU (cepTudikaT BignoBiaHOCTI
€Bponelicbkiit hapmakonei) - OHOBNeHMI
cepTudikaT Bif yke 3aTBepOKEHOro BUPOBHUKaA -
noAaHHst oHosneHoro ceptudikaty CEP (R1-CEP
2000-144-Rev 06) Big y>xe 3aTBEpOXKEHOIO
BMpobHuKa Sri Krishna Pharmaceuticals Limited
ans A®l MNapauetamony. 3atBepmkeHo: CEP (R1-
CEP 2000-144-Rev 05) 3anponoHoBaHo: CEP
(R1-CEP 2000-144-Rev 06).

UA/3089/01/01

233.

KOMAKCOH 40

PO34MH Ans iH'ekuin,
40 mr/mn, no 1 mn
PO34MHY B
ronepeaHbLo
HamnoBHEHOMY
wnpwui; no 1
Lwnpuuy B Gnictepi;
no 12 wnpwuuis B
KapTOHHI kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

BupobHuuTBO 3a
MOBHUM LMKIOM:
TeBa
dPapmaueBTikan
IHgacTpis JTa.,
I13painb
BupobHuuTBO 3a
MOBHUM LIMKIOM:
HopToH Xenckea

I3painek/
Benuka
Bputanis/
Hinepnangm
/

YropwuHa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3miHu | TMny - 3miHK 3 sikocTi. FoTOBMIA NiKapCbKUIA
3aci6. KoHTponb roToBoro nikapcbkoro 3acoby.
3mMiHa y MeToAax BUNpobyBaHHSA roTOBOro
nikapcbkoro 3acoby (iHWi 3MiHW y MmeTodax
BMNpobyBaHb (BKkMoYakoun 3amiHy abo
nonoBHeHHS)) [lonoBHEHHst MeToA BUNpobyBaHb
st rOTOBOrO Nikapcbkoro 3acoby (6e3 3miH
OONyCTUMUX MEX Y cneumdpikauii ) Ans n. KinbkicHe

3a
peuerimom

UA/6307/01/02
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
Nimiten T/A BMU3HAYEHHS, LOMILLKU/MPOAYKTM po3nagy Ta
AMBEKC MOMEKYNAPHO-MacoBOro Po3noAineHHs
dapmacbioTukana anbTepHaTuBHUM MeToaoM (BEPX) 3
IOK, Benuka BMKOPUCTAHHSIM KOMOHOK («Superdex») Big Toro x
BpuTaHis nocTavarnbHuKa, L0 1 NOTOYHI KONoHKM BEPX
KoHTponb cepii («Superosey). Lli meTogu, 3acHOBaHi Ha HOBMX
(Tinbkm GionoriyHe KonoHkax BEPX, 6yayTb BUKOPUCTOBYBATUCS, K
TECTyBaHHSA): B3aEMO3aMiHHi 3 MeTo4amu, 3aCHOBaHUMM Ha
AGik NlTa., I13painb NOTOYHUX KOJOHKaX. YTOUYHEHHN Ao cneumdikaLii
KoHTponb cepii roTOBOro Nnikapcbkoro 3acoby, a came 3MiHa Kogy
(noBHe TecTyBaHHS, Bepcii cneumdikauii vv-00009890v 4.0 Ha Bepcito
BKIHOYaKOYN Ha QDP 0037309 ansa BMpoGHWUYoOI AinbHuLi Kdap-
CTEPUIbHICTb Ta Caba (Ispainb) Ta PaHkopH(Benwvka bputaHisi) 3
HakTepianbHi BUITYYEHHSAM 3HOCOK Y cneuundikaii. TepmiH
€HOO0TOKCUHW, ane BBEAEHHSA 3MiH - NPOTArom 6 micauis nicns
okpim BionoriyHoro 3aTBepMKeHHs. 3MiHK | Tuny - 3miHn 3 skocTi. ADI.
TeCTyBaHHs): KoHTponb A®I. 3miHa y meTodax BunpobyBaHHS
dapmaxemi b.B., A®I abo BuxigHoro matepiany/npomMixHoro
HipepnaHngu npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
KoHTponb cepii npoueci BupobHmuTea AP (iHWwi 3MiHM y meToaax
(Tinbkn GionoriyHe BUNpobyBaHHs (BKNtoYaoun 3amiHy abo
TECTyBaHHS): nonoBHeHHs1) A®I abo BuxigHOro/npomixkHoOro
AT npoaykty) JJonoBHEHHS MeTOA BUNPOOYBaHb Ansi
dapmaueBTUYHUIA koHTpornto A®I Ta roToBoro nikapcbkoro 3acoby
3aBof Tesa, 6e3 3miH gonycTMMUX MexX Yy cneumdikadii ons n.
YropwwmHa KiNbKiCHE BU3HAYEHHS, JOMILLKU/MPOAYKTH
KoHTponb cepii po3nagy Ta MonekynspHO-MacoBoro
(aHaniTnyHe po3nojineHHst anbTepHaTMBHUM MeTogom (BEPX)
TEeCTyBaHHs Ta 3 BMKOPVCTaHHAM KOJTOHOK («Superdex») Big Toro
BUBYEHHSA XX nocTavanbHuKa, WO 1 NOToYHI konoHkn BEPX
cTabinbHocTi): («Superosey). Lli meToam, 3acHoBaHi Ha HOBUX
Asis Kemikan konoHkax BEPX, 6yayTb BUKOPUCTOBYBAaTUCS, K
IHgacTpis ITa., B3aEMO3aMiHHi 3 MeETO4aMu, 3aCHOBaAHNMU Ha
I13painb NMOTOYHUX KOMOHKaX. 3MiHu | Tuny - 3MiHKM 3 sKOCTi.
A®I. BupobHuuTteo. 3miHn BunpobysaHb abo
AONyCTUMKX MeX Y npoueci BupobHuutea Adl, wo
BCTaHOBIEHI Yy cneumdikauisax (iHwi 3MiHN)
[onoBHeHHs MeTOA BUNPOOYBaHb y NpoLEeCi
BMpo6HMLUTBa AD| 6e3 3MiH AONYCTUMUX MEX Y
cneundikauii AN n. KinbkicHe BU3HAYeHHS,
OOMILLKW/NPOAYKTW po3nagy Ta MOMeKynspHo-
MacoBOro po3noAifieHHs anbTepHaTUBHUM
meToaoM (BEPX) 3 BUKOPUCTaHHSIM KOMIOHOK
(«Superdex») Big TOro X nocrayanbHvKa, Wo 1
noToyHi koroHkn BEPX («Superose»). Lli meToamw,
3acHOBaHi Ha HoBMX kornoHkax BEPX, 6yayTb
BMKOPWCTOBYBATUCS, SK B3aEMO3aMiHHi 3
MeToAamMW, 3aCHOBaHNMM Ha MOTOYHUX KOJOHKaX.
234.| KONAKCOH®- PO34MH ANs iH'eKuiin, TOB «TeBa YkpaiHa BMPOGHMUTBO 3a I3paine/ BHECEHHS 3MiH [10 peecTpaLiiHix MaTepianis: 3a - UA/6307/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
TEBA 20 mr/mn; no 1 mn YkpaiHa» NMOBHUM LMKIOM: Benvka 3MiHn | TMny - 3MiHK 3 gKocTi. FOTOBMI NikapcbKkuii peuenmom

npenapary y Tesa Bputanis/ 3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.

nonepegHL0 dPapmaueBTikan Hinepnangu 3miHa y MeTogax BUNpobyBaHHS roTOBOro

HanoBHEHOMY IHgacTpis JTa., / nikapcbKkoro 3acoby (iHwi 3MiHM y meTogax

Lwnpuui; no 1 I13pain; YropwuHa BMNpobyBaHb (BkNoYatoum 3amiHy abo

nonepegHL0 BMPOGHMLUTBO 3a nonoBHeHHS)) [lonoBHeHHst MeToA BUNpobyBaHb

HamnoBHEHOMY NMOBHUM LIMKIOM: ANS M. KinbKicHe BU3HAYeHHs, JOMILLKU/NPOAYKTH

LUNPULLY B KOHTYPHIi
YapyHKOBIl ynakoBLj
3anasHiv nanepom
abo no 1
nonepegHLo
HamnoBHEHOMY
LUNPULLY B KOHTYPHIl
YapyHKOBIl ynakoBLj
3anasiHivi NNiBKoto;
no 28 nonepeaHbO
HamnoBHEHUX
wnpuuis y
KOHTYPHMX
YapyHKOBMX
ynakoBKax y
KapTOHHiIN kopobui

HopToH Xenckea
Nimiten T/A
AVBEKC
dapmacbioTukana
lOK, Benuka
BpuTtaHis; KOHTponb
cepii (NoBHe
TECTYBaHHS,
BKJTHOYAKOUN Ha
CTepUIbHICTb Ta
GakTepiarnbHi
€HOOTOKCUHWY, ane
OKpiM BGionoriyHoro
TECTyBaHHS):
dapmaxemi 6.B. ,
Higepnanaw;
KOHTpPOIb cepii
(Tinbku GionorivyHe
TecTyBaHHs): AT
dapmaLeBTUHHUIA
3aBof TeBa,
YropLmHa;
KOHTpOrb cepil
(Tinbku GionorivyHe
TecTyBaHHs): ABik
IIta., I3pains;
KOHTpOrb cepil
(ananitTnyHe
TECTyBaHHsA Ta
BUBYEHHS!
crabinbHocTi): Asiga
Kewmikan IHgacTpis
JiTa., 13painb

po3nagy Ta MOneKynsipHO-MacoBOro
po3nogineHHs anbtepHaTuBHMM MeTogom (BEPX)
3 BUKOPUCTaHHSIM KOMOHOK («Superdex») Big Toro
X MocTayanbHKKa, WO N NOTOYHI konoHkn BEPX
(«Superose»). Lli meTogu, 3acHOBaHi Ha HOBMX
KonoHkax BEPX, 6yayTb BUKOPUCTOBYBATUCS, SIK
B3aEMO3aMiHHi 3 METOAaMM, 3aCHOBaHVMU Ha
NOTOYHUX KOMOHKax. OHOBMNEHHS KOAYBaHHS
cneumdikauii sepciia VV- 00009890 V4.0 ans Bcix
BUPOBHMKIB roTOBOro nikapcbkoro 3acoby 3amicTb
Bepcii QD 0037309 3 BuganeHHsM 3HOCOK y
cneumaikadii. TepmiH BBE4EHHA 3MiH - NPOTArom 6
MiCSILIiB MiCNsi 3aTBEPAXKEHHS.
3Minn | Tuny - 3miHm 3 sikocTi. A®I. KoHTponb ADI.
3miHa y MeTofax BunpobyBaHHs APl abo
BUXiQHOro MaTepiany/npoMixXHOro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea API (iHWwi 3MiHM y MeTodax
BMNpobyBaHHs (BKMovaoum 3amiHy abo
ponoBHeHHs1) A®I abo BUXigHOro/mpomMixxHoro
npoaykTy) [lonoBHEHHs1 MeToA BUNpoGyBaHb Ans
M. KiNbKiCHE BU3HAYeHHS1, AOMILLKM/NPOaYKTN
po3nagy Ta MONeKyssipHO-MacoBOro
pos3nojineHHst anbTepHaTMBHUM MeTogom (BEPX)
3 BUKOPUCTaHHSAM KOJTOHOK («Superdex») Big Toro
)X nocTavanbHuKa, WO 1 NoToYHI konoHkn BEPX
(«Superosey). Lli meToam, 3acHoBaHi Ha HOBMX
konoHkax BEPX, 6yayTb BUKOPUCTOBYBAaTUCS, 5K
B3aEMO3aMiHHi 3 METOAaMM, 3aCHOBaHVMU Ha
NMOTOYHUX KOMOHKaX. 3MiHu | Tuny - 3MiHKM 3 sKOCTi.
A®I. BupobHuuTteo. 3miHn BunpobysaHb abo
[ONyCTUMMUX MeX Yy npoueci BUpobHuutea AdI, o
BCTaHOBIEHI Yy cneumndikauisx (iHwi 3MiHN)
[lonoBHeHHs1 MeTof BUNpoOyBaHb y NpoLieci
BMpo6HMLUTBa AD| 6e3 3MiH AONYCTUMUX MEX Y
cneundikauii AN n. KinbKicHe BU3HAYEHHS,
OOMILLKW/NPOAYKTW po3nagy Ta MOMeKynspHo-
MacoBOro po3rnoAifieHHs anbTepHaTUBHUM
meToaoM (BEPX) 3 BUKOPUCTaHHSIM KOTNIOHOK
(«Superdex») Big TOro x nocrayanbHKKa, Wwo 1
noToyHi koroHkn BEPX («Superose»). Lli metoamw,
3acHOBaHi Ha HoBuMX kornoHkax BEPX, 6yayTb
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BUKOPUCTOBYBATUCS, SIK B3BAEMO3aMiHHi 3
MeTodamMu, 3aCHOBAaHMMM Ha NMOTOYHUX KOJTOHKaX.

235.

KOPOAPOH®

PO3YMH ON1A iH'EKUIN,
50 mr/mn; Ne 6: o 3
M B amnyni; no 6
amnyn B NoniMepHnx
YapyHkax y
KapTOHHiIN Kopobui

TOB
"CaHodi-
ABeHTiC
YkpaiHa"

YkpaiHa

CaHodpi BiHtpon
IHpacTpia

®paHuia

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHu | Tuny - 3miHn Wwopo 6e3nekn/edekTMBHOCTI
Ta chapmakoHarnsigy. BeegeHHsi abo 3miHu oo
y3aranbHeHUX AaHuxX Npo cUcTemy
bapmakoHarnsgy (BBeAeHHs y3aranbHEHNX AaHnx
npo cuctemy papmakoHarnagy, amiHa
YyNOBHOBa)eHOi 0cobu, BignoeigansHoi 3a
3aiicHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHsI
cthapmakoHarnagy B YKpaiHi, SKLO BOHA BigMiHHA
Bif, yNOBHOBaXeHOT ocobu, BianosiganbHoil 3a
3AiNCHEHHA hapmakoHarnsgy (BKoYaym
KOHTaKTHI AaHi) Ta/abo 3MiHW y po3MiLLeHHi
MacTep-caina cuctemm chapmakoHarnsay). 3miHa
YNOBHOBaXEHOi 0COOM 3asiBHMKA, BignoBiganbHoi
3a (papmakoHarnsg,.

[itoya pepakuin: Xoaakiscbka TeTaHa
BsiuecnasieHa. NponoHoBaHa peaakuis:
BapdonomeeBa IsaHHa OnekcaHgpiHa. 3miHa
KOHTaKTHMX JaHWNX YNOBHOBaXeHOi ocobu,
BignoBiganbHoi 3a dhapMakoHarnsg

3a
peuenmom

UA/3683/01/01

236.

KOPAINPA3

TabneTkn, BKpUTI
NniBKOBOIO
obornoHkoto, no 10
mr, no 10 TabneTok
y 6nictepi, no 3 abo
9 6nictepiB y
KapTOHHiI kopobui

TOB «TeBa
Ykpaina»

YkpaiHa

MJIBA Xpatcka
A.o.0.

XopsarTisa

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3MiHn | TUny - 3MiHK 3 gKocTi. A®L. (iHLWi 3MiHW)
peAakuinHi 3miHu y po3gini A®l, a came po3again
3.2.S.3.2 Jomiwkun. O6roBopeHHs HiTpo3amiHy
BKITIOYEHHS Yepes3 3aBepLUEHHS AaHNX BiAMNOBIAHO
[0 npenaparax Ans 06MexXeHHsi MOTEHLiNHOro
KaHLIepOreHHoro puauky»; posain 3.2.8.5
CTtaHpapTHi 3pa3ku abo npenapatu. Ceptudikatn
aHanisy cTaHgapTHUX 3pasKiB NiKapCbKnX PeYOBUH
HaAalTbCH 3riAHO NNaHOBOMY NOBTOPHOMY
TecTyBaHHI0 3paskiB; po3ain 3.2.S.6 Cuctema
KOHTelHep/3akynoptoBanbHuii 3acio. OHOBMNEHHs
popaTka oo cneundikaii BTOPUHHOI yNakoBKy
BiANOBIAHO A0 JOAATKOBUX PO3MIpiB
nonieTMneHoBOoro Millka Ta y3romkeHHs COIM,
KU OMUCye npoueaypy 40 404AaTKOBUX PO3MipiB
nonieTuneHoBoro Miwka ta yarogxkeHHsi COlM,
AKUIA OMUCye NpoLeaypy BUMIPIOBaHHSA Ta
Bi3yanbHOro KOHTPOIIO 3 MOTOYHOIO NPAKTUKOLO
[OKYMEHTYBaHHS. 3MiHu | Tuny - 3MiHM 3 sikoCTi.
A®I. CtabinbHicTb. 3miHa nepiogy NOBTOPHUX
BunNpobyBaHb/nepioay 36epiraHHs abo ymos
36epiraHHs Al (3a BigCyTHOCTI y 3aTBEPKEHOMY
[ocbe cepTudikaTa BignoBiaHOCTI €EBpONenchbKin
capmakonei, Lo BKoYae nepiog noOBTOPHOIO
BMNpobyBaHHs) (Nepiof NOBTOPHOIO

3a
peuenmom

UA/19992/01/02
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Homep
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BuUnNpobyBaHHs/nepiod 36epiraHHs) - 36inbLUeHHs
abo BBeAEHHS nepiofly NOBTOPHOIO
BUNpoOyBaHHs/nepiogy 36epiraHHA Ha OCHOBI
pe3ynbTaTiB AoCHiQKeHb Y peanbHoMy Yaci. 3MiHa
nepiogy nosTopHoro BunpobyeaHHs Ad| 3 48
Micsilie oo 60 MicsiLiB NPOMOHYETHLCA HA OCHOBI
pe3ynbTaTiB AOCHiQKEHb Y peanbHOoMy Yaci. 3MiHu
| Tuny - AgmiHicTpaTvBHI 3MiHW. 3MiHa
HaiMeHyBaHHs1 Ta/abo agpecu Micus
NpoBaXXeHHS AiSNbHOCTI BUPOGHMKa (BKIHO4aouu,
3a HeobXigHOCTI, MicLie NPOBEAEHHS1 KOHTPOIO
sIKOCTi), abo BracHuka mactep-caina Ha Adl, abo
noctavanbHuka A®l/BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
3aCTOCOBYHOTbCS Y BUPOOHMUTBI ADI (SIKLLO
3a3Ha4yeHo Y JOCbE Ha Nikapcbkuii 3acib) 3a
BiCYTHOCTI cepTudikaTa BignoBigHoCTi
€BponeiickKii hapMakonei y 3aTBepaKeHoMy
nocbke, abo BUpobHMKa HOBOI 4OMOMIXKHOT
PEeYOBUHM (SIKLLO 3a3HAYEHO Yy AOoCbe). 3MiHa
agpecu Micua BNpoBaaXXeHHs QisnbHOCTI
BnacHuka mactep-ganina Ha Al (Teva
Pharmaceutical Industries Ltd)(6yno 3amiHeHo
afpecy Ta KOHTaKTHy iHhopMaLito BnacHuKa
macTep-danina Ha APl yepes agpecu LWTab-
KBapTUpW KomMnaHii Teea. Agpeca BUPOBHUYMX
NOTYXXHOCTEW 3anuaTbesi 63 3MiH.

237.

KOPAINPA3

TabneTkn, BKpUTI
NniBKOBOO
obonoHKoto, Mo 5 mr,
no 10 TabneTok y
6nictepi, no 3 abo 9
GnicTtepiB y
KapTOHHiI kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

MINIBA XpsaTcka
A.0.0.

XopsarTis

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3MiHn | TUny - 3MiHK 3 gKocTi. A®L. (iHLWi 3MiHW)
pedakuinHi 3amiHn y po3gini A®l, a came posgin
3.2.S.3.2 Jomiwkun. O6roBopeHHs HiTpo3amiHy
BKITOYEHHS Yepes 3aBepLUEHHsI AaHUX BiAnoBigHO
[0 npenapaTax Ans o6MexXeHHs NOTEHLINHOro
KaHLIepOreHHoro puaunky»; posain 3.2.8.5
CTtaHpapTHi 3pa3ku abo npenapatu. CepTtudikatn
aHanisy ctaHAapTHUX 3paskiB MikapCbKyX Pe4OBUH
HaAaTbCH 3riAHO NNaHOBOMY NOBTOPHOMY
TeCTyBaHHI0 3paskiB; po3ain 3.2.S.6 Cucrema
KOHTeWHep/3aKkynoptoBanbHuUiA 3aci6. OHOBMNEHHS
popaTka oo cneundikadii BTOPUHHOI yNakoBKu
BiZNOBIOHO 10 JOAATKOBUX PO3MIpiB
nonieTuneHoBoro Miwka ta yarogxkeHHsi COlM,
SIKUI OMUCye npoueaypy 40 40OAaTKOBUX PO3MipiB
nonieTMNeHoBOro Millka Ta y3romkeHHs COIM,
AKUIA ONUCye NpoLeaypy BUMIPIOBaHHA Ta
Bi3yanbHOro KOHTPOIO 3 MOTOYHOIO NPAKTUKOLO
OOKYMEHTYBaHHA. 3MiHu | Tuny - 3MiHK 3 AKOCTi.
AQ®I. CtabinbHicTb. 3MiHa nepioly NOBTOPHMX
BunNpobyBaHb/nepiogy 36epiraHHs abo ymoB

3a
peuenmom

UA/19992/01/01
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[TponoBkeHHs AoaaTKa 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

36epiraHHst A®I (3a BiaCyTHOCTI y 3aTBEpPOKEHOMY
[ocbe cepTudikaTa BignoBigHOCTI €BponenchbKin
dapmakonei, Wo BKIoYae nepiof NoOBTOPHOTO
BMNpOOyBaHHS) (Nepiog NOBTOPHOIO
BMNpobyBaHHs/Nepioa 36epiraHHs) - 36inbLeHHs
abo BBeaeHHS nepiofy NOBTOPHOIO
BUNpoOyBaHHs/nepiogy 36epiraHHA Ha OCHOBI
pesynbTaTiB AOCAIAKEHb Y peanbHoMy Yaci. 3MiHa
nepiogy noBTOpHOro BunpobysaHHa ADI 3 48
Micsilie go 60 MicsiLiB NPOMOHYETLCA HA OCHOBI
pesynbTaTiB AOCHIMKEHb Y peanbHOMY Yaci. 3MiHu
| TMny - AgMiHicTpaTUBHI 3MiHW. 3MiHa
HaiMeHyBaHHsi Ta/abo agpecu micus
NPOBaXEHHS AiANbHOCTI BUPOOHMKa (BKIHO4a0uW,
3a HeobXigHOCTi, MicLe NPOBeAEeHHS1 KOHTPOSO
sIKOCTi), abo BracHuka mactep-caina Ha Adl, abo
nocravansHuka A®l/BnxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
3aCTOCOBYHOTbCS Y BUPOOHMUTBI ADI (SIKLLO
3a3HavYeHo y JOCbE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikaTa BianoBigHOCTI
€BponeiickKii hapMakonei y 3aTBepaKeHoMy
nocbke, abo BUpobHMKa HOBOI LOMOMIXKHOT
PEYOBUHM (SIKLLO 3a3Ha4YeHo Y AOCbE). 3MiHa
agpecu Micua BNpoBagXeHHs QisnbHOCTI
BrnacHvika mactep-ganna Ha APl (Teva
Pharmaceutical Industries Ltd)(6yno 3miHeHO
ajpecy Ta KOHTaKTHY iHpopmaLiito BnacHuka
macTtep-darnna Ha APl yepes agpecu WTab-
KBapTUpW KoMnaHii Teea. Agpeca BUPOGHUYMX
NOTYXXHOCTEW 3anuaTbesi 63 3MiH.

238.

KOPCAP® H

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, 80
mr/12,5 mr; no 10
TabneTok y 6nictepi;
no 3 abo 6 Gnictepis
y nayui

AT
"®apmak”

YkpaiHa

AT "dapmak”,
YkpaiHa
(dacyBaHHsa Ta
nakyBaHHs 3 in bulk
pipm-BUpOBHUKa
BankaHdapma
OynHuua AT,
Bonrapisi)

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3minu | Trny - 3miHK 3 sikocTi. FoTOBUIA NiKapCbKUiA
3aci6. CucTeMa KoHTelHep/3akynoptoBanbHUi
3aci6. 3miHa napameTpis cneuudikauin Ta/abo
AOMYCTUMUX MeX NepBUHHOI YNakoBKU rOTOBOrO
nikapcbkoro 3acoby (BUMyYeHHS He3Ha4YHOro
nokasHuKa (Hanpukrag 3actapinoro nokasHvka))
OHOBReHHs po3giny 3.2.P.7 Cuctema KoHTeHep/
3aKyrnoproBarnbHWii 3acib, a came BUINyYEHHS 3i
cneuudikauii Ha NNiBKy NOMiMepPHY TPbOXLLApOBY
(PVC/PE/PVAC) He3Hay4HMX NOKa3HWUKIB
«Martepian», «Poamipu pynoHy», «LLnpuHa
NAiBKNY.

Lli nokasHukn He € kpuTKYHI ans sikocTi 113 Ta B
GinbLUi Mipi MalOTb 3HAYEHHS Ars1 NPOBEAEHHS
TEXHOJOrYHOro npoLecy nakyBaHHs (hOpMyBaHHS
GnicTepy) i BU3Ha4aTb OCOBNUBOCTI
TexHomori4Horo obnagHaHHsA npu poboTi 3 AgaHnM

3a
peuerimom
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[TponoBkeHHs AoaaTKa 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

maTepianoM Ta He BNMMBaloTb Ha SIKICTb
nikapcbkoro 3acoby. 3miHu | Tuny - 3miHn 3 sKocTi.
["oToBMI nikapcbkmin 3acib. Cuctema
KOHTeNHep/3akynoptoBanbHuii 3acit. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTummx
MeX NepBUHHOI YNaKOBKM FOTOBOrO MiKapCbKoro
3acoby (iHLWi 3MiHK) oHOBMEHHs po3ainy 3.2.P.7
Cuctema KoHTelHep/ 3akynoptoBarnbHuUi 3acib, a
came BHeCEeHHs 3MiH o crieuundikaLii Ha nniBky
nonimepHy Tpboxwaposy (PVC/PE/PVdC) 3a n.
«30BHiLWHIM BUrNaa» Ta « ToBLWMHaA Gonbrmy.
3MiHn | TMny - 3MiHK 3 sKocTi. [OTOBMI Nikapcbkuii
3aci6. Cnctema KoHTeHep/3aKkynoproBanbHuii
3aci6. 3MiHa nocTayanbHMKa NakyBanbHNX
maTepianis abo KOMMNEKTYIOUUX (SKLLO 3a3HaYeHO
B Aocbe) (3aMiHa abo JoaaBaHHs nocTavanbHUKa)
- OHOBMeHHSA po3giny 3.2.P.7 Cuctema KoHTewHep/
3aKynoptoBarnbHui 3acib, a came foAaBaHHS
nocTtavanbHuKa nniBkM NONIMEPHOI TPbOXLLAPOBOI
(PVC/PE/PVC) Perlen Packaging AG,
LLseriyapis. 3miHu | TMNY - 3MiHK 3 SKOCTI.
["oToBMI Nikapcbkuit 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo gonyctummnx
MEX NepPBUHHOI YNaKOBKM FOTOBOrO MiKapCbKOro
3acoby (OoNoBHEHHS crieundikaLlii HoBUM
NMoKa3HUKOM 3 Bi4NoBiAHUM METOAO0M
BUNpobyBaHHs1) - OHOBMNEHHs po3ainy 3.2.P.7
Cuctema KOHTenHep/ 3aKynoproBarnbHuUiA 3acio, a
came JOMOBHEHHS crneyndikauii Ha nniBky
nonimepHy Tpeoxwaposy (PVC/PE/PVdC)
NOKa3HUKOM «laeHTndikauisy.

239.

KOPCAP® H

TabneTku, BKpUTI
NniBkOBOIO
obornoHkoto, 160
mr/25 mr no 10
TabneTok y 6nictepi;
no 3 abo 6 6nictepis
y navui

AT
"®apmak”

YkpaiHa

AT "®dapmak”,
YkpaiHa
(cbacyBaHHs Ta
nakyBaHHs 3 in bulk
pipm-BUpOBHUKa
BankaHdapma
OynHuua AT,
Bonrapisi)

YkpaiHa

BHECEHHS1 3MiH [0 peecTpauinHMX maTepianis:
3minu | TMny - 3miHK 3 sikocTi. FoTOBUIA NiKapCbKUiA
3aci6. Cuctema KoHTelHep/3aKynopioBanbHUi
3aci6. 3miHa napameTpiB cneuudikauin Ta/abo
AOMYCTUMUX MeX NepBUHHOI YNakoBKU rOTOBOrO
nikapcbkoro 3acoby (BMIyYeHHSI HE3HAYHOTO
nokasHuka (Hanpuknag 3acTapinoro nokasHvka))
OHOBMeHHs po3giny 3.2.P.7 Cuctema koHTeHep/
3aKynoptoBaribHUI 3acib, a came BUIyYEeHHS 3i
cneundikauii Ha NNiBKy NoniMepHy TpbOXLLUapoBy
(PVC/PE/PVAC) He3Ha4HMX NMOKa3HWUKIB
«Marepian», «Po3mipu pynoHy», «LLupuHa
nniBKM».

Lli nokasHukm He € kpuTu4HI ans sikocTi T3 Ta B
OinbLUi Mipi MalOTb 3HAYEHHS AN MPOBEAEHHS
TEXHOMOrYHOro npoLiecy nakyBaHHs ((PopMyBaHHSI
GnicTepy) i BU3Ha4alTb OCOBNUBOCTI

3a
peuerimom

UA/14293/01/02
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[TponoBkeHHs AoaaTKa 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

TexHororiyHoro obnagHaHHsa npy poboTi 3 AaHUM
mMaTepianom Ta He BMNuBakTb Ha SKICTb
nikapcbkoro 3acoby. 3mMiHu | Tuny - 3miHM 3 AKocTi.
["oToBMI nikapcbkmin 3acib. Cuctema
KOHTEeWHep/3aKkynoptoBarnbHuiA 3acit. 3miHa
napameTpiB cneuudikadin Ta/abo gonyctummx
MeX NepBUHHOI YNaKOBKM FOTOBOrO MiKapCbKOoro
3acoby (iHwi 3miHM) oHoBNEHHs po3ainy 3.2.P.7
Cuctema KoHTelHep/ 3aKkynoptoBanbHuWiA 3acib, a
came BHECEHHS 3MiH o crieuundikaLii Ha nniBky
nonimepHy Tpooxwaposy (PVC/PE/PVAC) 3a n.
«30BHiLLHIN BUrNS4» Ta « ToBLMHA onbrmy.
3MiHn | TMny - 3MiHK 3 sKocTi. FOTOBMI Nikapcbkuii
3aci6. Cuctema KoHTelHep/3aKynopioBanbHUi
3aci6. 3MiHa nocTavyanbHUKa NakyBanbHUX
maTepianis abo KOMMNEKTYIOUUX (SKLLO 3a3HaYeHO
B AOCbe) (3amiHa abo JoAaBaHHA NocTavanbHUKa)
- OHOBReHHs po3giny 3.2.P.7 Cuctema koHTenHep/
3aKynoptoBarnbHui 3acib, a came foAaBaHHS
nocTayarnbHvKa niiBK1M NONiMEepHOI TPbOXLLIAPOBOT
(PVCIPE/PVAC) Perlen Packaging AG,
LLseviyapis. 3miHu | TMRY - 3MiHK 3 SKOCTI.
[oToBMI Nikapcbkun 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3acit. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTummx
MeX MepPBUHHOI YMaKOBKM FOTOBOrO MiKapCbKOro
3acoby (gonoBHeHHs cneuwudikauii HoBUM
NMoKa3HUKOM 3 Bi4MNOBiAHUM METOAOM
BUNpobyBaHHs) - OHOBNEHHs po3ainy 3.2.P.7
Cunctema KoHTeHep/ 3akynoptoBanbHUiA 3acib, a
camMe JOoMOBHEHHS crneyndikauii Ha nniBky
nonimepHy Tpeoxiiaposy (PVC/PE/PVAC)
NoKasHUKOM «laeHTudikauisy.

240.

KOPCAP® H

TabneTku, BKpUTI
NniBKOBOKO
obornoHkoto, 160
mr/12,5 mr no 10
TabneTtok y bnicrepi;
no 3 abo no 6
GnicTepiB y navui

AT
"®apmak”

YkpaiHa

AT "®dapmak”,
YkpaiHa
(dacyBaHHsa Ta
nakyBaHHs 3 in bulk
dipm-BUpobHUKa
BankaHdapma
OynHuua AT,
Bonrapis)

YkpaiHa

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3MiHn | TUnNYy - 3MiHK 3 gKocTi. FoToBMIA NiKapCbKUIA
3aci6. CucteMa KoHTenHep/3akynoptoBanbHUi
3aci6. 3miHa napameTpiB cneuudikauin Ta/abo
[OMYyCTUMUX MEX NepBUHHOT YNaKkoBKU rOTOBOrO
nikapcbkoro 3acoby (BuUMyYeHHs He3Ha4YHOro
nokasHuka (Hanpuknag, 3acTapinoro nokasHuka))
OHoBRNeHHSA po3giny 3.2.P.7 Cuctema KoHTewHep/
3aKyrnoproBarnbHWi 3acib, a came BUINyYEHHS 3i
cneundikauii Ha NNiBKy NofiMepHy TPbOXLLUapoBy
(PVC/PE/PVAC) He3Ha4HMX NOKa3HWMKIB
«MarTepian», «Po3mipu pynoHy», «LLnpuHa
nniskny. Lli nokasHWKN He € KPUTUYHI Ans SKOCTi
N3 Ta B 6inbLWiN Mipi MalOTe 3Ha4YEeHHSA ANS
NpoBeeHHsI TEXHOMOrYHOro NpoLecy NakyBaHHs
(dbopmyBaHHs1 GnicTepy) i BU3Ha4aTh

3a
peuenmom

UA/14294/01/01
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[TponoBkeHHs AoaaTKa 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

0cobnmBOCTi TEXHOMOrYHOro obnagHaHHs npu
pob6oTi 3 AaHMM MaTepianom Ta He BNnMBaTb Ha
AKICTb Nikapcbkoro 3acoby. 3MiHu | Tuny - 3miHn 3
sikocTi. [oToBMI nikapcbkuii 3acib. Cuctema
KOHTEeWHep/3aKkynoptoBarnbHuiA 3acit. 3miHa
napameTpiB cneuudikadin Ta/abo gonyctummx
MeX NepBUHHOI YNaKOBKM FOTOBOrO MiKapCbKOoro
3acoby (iHwi 3miHM) oHoBNEHHs po3ainy 3.2.P.7
Cuctema KoHTelHep/ 3aKynoptoBanbHUiA 3acio, a
came BHECEHHS 3MiH o crieuundikaLii Ha nniBky
nonimepHy Tpooxwaposy (PVC/PE/PVAC) 3a n.
«30BHiLLHIN BUrNS4» Ta « ToBLMHA onbrmy.
3MiHn | TMny - 3MiHK 3 sKocTi. FOTOBMI Nikapcbkuii
3aci6. Cuctema KoHTenHep/3aKynoproBanbHUi
3aci6. 3MiHa nocTayanbHWKa NakyBanbHUX
maTepianis abo KOMMNEKTYIOUUX (SKLLO 3a3HaYeHO
B AOCbe) (3amiHa abo JoAaBaHHA NocTavanbHUKa)
OHOBIeHHs po3giny 3.2.P.7 Cuctema koHTenHep/
3aKynoptoBarnbHui 3acib, a came foAaBaHHS
nocTayarnbHvKa niiBK1M NONiMepHOI TPbOXLLIAPOBOT
(PVCIPE/PVAC) Perlen Packaging AG,
LLseviyapis. 3miHu | TMRY - 3MiHK 3 SKOCTI.
[oToBMI Nikapcbkun 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3acit. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTummx
MeX MepPBUHHOI YMaKOBKM FOTOBOrO MiKapCbKOro
3acoby (gonoBHeHHs cneuwudikaLii HoBUM
NMoKa3HUKOM 3 Bi4MNOBiAHUM METOAOM
BMNpPOOYBaHHS) OHOBNEHHSA po3ainy 3.2.P.7
Cunctema KoHTeHep/ 3akynoptoBanbHUiA 3acib, a
camMe JOoMOBHEHHS crneyndikauii Ha nniBky
nonimepHy Tpeoxiiaposy (PVC/PE/PVAC)
NoKas3HUKOM «laeHTudikauis»

241.

KOPCAP® H

TabneTku, BKpUTI
NniBKOBOKO
obornoHkoto, 320
mr/12,5 mr no 10
TabneTtok y bnicrepi;
no 3 abo no 6
GnicTepiB y navui

AT
"®apmak”

YkpaiHa

AT "®dapmak”,
YkpaiHa
(dacyBaHHsa Ta
nakyBaHHs 3 in bulk
dipMun-BnpobHMKa
BankaHdapma
OynHuua AT,
Bonrapis)

YkpaiHa

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3MiHn | TUnNYy - 3MiHK 3 gKocTi. FoToBMIA NiKapCbKUIA
3aci6. CucteMa KoHTenHep/3akynoptoBanbHUi
3aci6. 3miHa napameTpiB cneuudikauin Ta/abo
[OMYyCTUMUX MEX NepBUHHOT YNaKkoBKU rOTOBOrO
nikapcbkoro 3acoby (BUMyYeHHsS He3Ha4YHOro
nokasHuka (Hanpuknag, 3acTapinoro nokasHuka))
OHoBRNeHHSA po3giny 3.2.P.7 Cuctema KoHTewHep/
3aKyrnoproBarnbHWi 3acib, a came BUINyYEHHS 3i
cneundikauii Ha NNiBKy NofiMepHy TPbOXLLUapoBy
(PVC/PE/PVAC) He3Ha4HMX NOKa3HWMKIB
«MarTepian», «Po3mipu pynoHy», «LLUnpuHa
nniskny. Lli nokasHWKN He € KPUTUYHI Ans SKOCTi
N3 Ta B 6inbLWiN Mipi MalOTe 3Ha4YEeHHSA ANS
NpoBeeHHsI TEXHOMOrYHOro NpoLecy NakyBaHHs
(dbopmyBaHHs1 GnicTepy) i BU3Ha4aTh

3a
peuenmom

UA/14295/01/01
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[TponoBkeHHs AoaaTKa 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

0cobnmBOCTi TEXHOMOrYHOro obnagHaHHs npu
pob6oTi 3 AaHMM MaTepianom Ta He BMMBatoTb Ha
AKICTb Nikapcbkoro 3acoby. 3MiHu | Tuny - 3miHn 3
sikocTi. [oToBMI nikapcbkuii 3acib. Cuctema
KOHTEeWHep/3aKkynoptoBarnbHuiA 3acit. 3miHa
napameTpiB cneuudikadin Ta/abo gonyctummx
MeX NepBUHHOI YNaKOBKM FOTOBOrO MiKapCbKOoro
3acoby (iHwi 3miHM) oHoBNeHHs po3ainy 3.2.P.7
Cuctema KoHTelHep/ 3aKynoptoBanbHUiA 3acio, a
came BHECEHHS 3MiH o crieuundikaLii Ha nniBky
nonimepHy Tpooxwaposy (PVC/PE/PVAC) 3a n.
«30BHiLLHIN BUrNS4» Ta « ToBLMHA onbrmy.
3MiHn | TMny - 3MiHK 3 sKocTi. FOTOBMI Nikapcbkuii
3aci6. Cuctema KoHTelHep/3aKynopioBanbHUi
3aci6. 3MiHa nocTayanbHWKa NakyBanbHUX
maTepianis abo KOMMNEKTYIOUUX (SKLLO 3a3HaYeHO
B AOCbe) (3amiHa abo JoAaBaHHA NocTavanbHUKa)
OHOBIeHHs po3giny 3.2.P.7 Cuctema koHTenHep/
3aKynoptoBarnbHui 3acib, a came foAaBaHHS
nocTayarnbHvKa niiBK1M NONiMEepHOI TPbOXLLIAPOBOT
(PVCIPE/PVAC) Perlen Packaging AG,
LLseviyapis. 3miHu | TMRY - 3MiHK 3 SKOCTI.
[oToBMI Nikapcbkun 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3acit. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTummx
MeX MepPBUHHOI YMaKOBKM FOTOBOrO MiKapCbKoro
3acoby (oonoBHeHHs cneuwudikaii HoBUM
NMoKa3HUKOM 3 Bi4MNOBiAHUM METOAOM
BMNpPOOYBaHHS) OHOBNEHHSA po3ainy 3.2.P.7
Cunctema KoHTeHep/ 3akynoptoBanbHUiA 3acib, a
camMe JOoMOBHEHHS crneyndikauii Ha nniBky
nonimepHy Tpeoxiiaposy (PVC/PE/PVAC)
NoKas3HUKOM «laeHTudikauis»

242.

KOPCAP® H

TabneTku, BKpUTI
NniBKOBOKO
obornoHkoto, 320
mr/25 mr no 10
TabneTtok y bnicrepi;
no 3 abo no 6
GnicTepiB y navui

AT
"®apmak”

YkpaiHa

AT "®dapmak”,
YkpaiHa
(dacyBaHHsa Ta
nakyBaHHs 3 in bulk
dipm-BUpobHUKa
BankaHdapma
OynHuua AT,
Bonrapis)

YkpaiHa

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3MiHn | TUnNYy - 3MiHK 3 gKocTi. FoToBMIA NiKapCbKUIA
3aci6. CucteMa KoHTenHep/3akynoptoBanbHUi
3aci6. 3miHa napameTpiB cneuudikauin Ta/abo
[OMYCTUMUX MEX NepBUHHOT YNakoBKU rOTOBOTO
nikapcbkoro 3acoby (BuUMyYeHHsS He3Ha4YHOro
nokasHuka (Hanpuknag, 3acTapinoro nokasHuka))
OHoBRNeHHSA po3giny 3.2.P.7 Cuctema KoHTewHep/
3aKyrnoproBarnbHWi 3acib, a came BUINyYEHHS 3i
cneundikauii Ha NNiBKy NofiMepHy TPbOXLLUapoBy
(PVC/PE/PVAC) He3Ha4HMX NMOKa3HUKIB
«Martepian», «Po3mipu pynoHy», «LLnpuHa
nniskny. Lli nokasHWKN He € KPUTUYHI Ans SKOCTi
N3 Ta B 6inbLWiN Mipi MalOTe 3Ha4YEeHHSA ANS
NpoBeeHHsI TEXHOMOrYHOro NpoLecy NakyBaHHs
(dbopmyBaHHs1 GnicTepy) i BU3Ha4aTh

3a
peuenmom

UA/14294/01/02
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[TponoBkeHHs AoaaTKa 3
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JliKapcbK020
3acoby

®Popma sunycky
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Kpaina
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Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky
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yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

ocobnmBoCTi TEXHOMOriYHOro obnagHaHHS nNpu
pob6oTi 3 AaHMM MaTepianom Ta He BNnMBaTb Ha
AKICTb Nikapcbkoro 3acoby. 3MiHu | Tuny - 3miHn 3
sikocTi. [oToBMI nikapcbkuii 3acib. Cuctema
KOHTEeWHep/3aKkynoptoBarnbHuiA 3acit. 3miHa
napameTpiB cneuudikadin Ta/abo gonyctummx
MeX NepBUHHOI YNaKOBKM FOTOBOrO NiKapCbKOro
3acoby (iHwi 3miHM) oHoBNEHHs po3ainy 3.2.P.7
Cuctema KoHTelHep/ 3aKynoptoBanbHUiA 3acio, a
came BHECEHHS 3MiH o crieuundikaLii Ha nniBky
nonimepHy Tpooxwaposy (PVC/PE/PVAC) 3a n.
«30BHiLLHIN BUrNS4» Ta « ToBLMHA onbrmy.
3MiHn | TMny - 3MiHK 3 siKoCTi. [oTOBMIA NikapCcbkKin
3aci6. Cuctema KoHTelHep/3aKynopioBanbHUi
3aci6. 3MiHa nocTayanbHWKa NakyBanbHUX
maTepianis abo KOMMNEKTYIOUUX (SKLLO 3a3HaYeHO
B AOCbe) (3amiHa abo JoAaBaHHA NocTavanbHUKa)
OHOBIeHHs po3giny 3.2.P.7 Cuctema koHTenHep/
3aKynoptoBarnbHWi 3acib, a caMme foAaBaHHs
nocTayarnbHvKa niiBK1M NONiMEepHOI TPbOXLLIAPOBOT
(PVCIPE/PVAC) Perlen Packaging AG,
LLseviyapis. 3miHu | TMRY - 3MiHK 3 SKOCTI.
[oToBMI Nikapcbkun 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3acit. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTummnx
MeX MepPBUHHOI YMaKOBKM FOTOBOrO MiKapCbKOro
3acoby (oonoBHeHHs cneuwudikaii HoBUM
NMoKa3HUKOM 3 Bi4MNOBiAHUM METOAOM
BMNpPOOYBaHHS) OHOBNEHHSA po3ainy 3.2.P.7
Cunctema KoHTeHep/ 3akynoptoBanbHUiA 3acib, a
camMe JOoMOBHEHHS crneyndikauii Ha nniBky
nonimepHy Tpeoxiaposy (PVC/PE/PVAC)
NoKas3HUKOM «laeHTudikauis»

243.

KOPTIHE®®

Tabnetku no 0,1 wmr,
no 20 Tabnetok y
hnakoHi abo
6nicTepi; no 1
nakoHy abo
6nictepy B
KapTOHHI kopobui

AT "Apamep
dapma"

MNonblia

AT "Apamvep
Papma”

MonbLla

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3MiHn | Tuny - 3miHn 3 skocTi. A®I. KoHTponb ADL.
3miHa y napameTpax cneuudikauin Ta/abo
OOMYyCTUMUX MEX, BUSHAYEHUX Y crieumdikaLlisx
Ha A®I, abo BMXiAHNI/MPOMIKHWI
NpoAyKT/peareHT, L0 BUKOPUCTOBYHOTLCS Y
npoueci BUpobHmuTea ADI (iHwwi 3MiHK) -
BUAaneHHs 3i cneundikawii BXigHOro KOHTPO
ans Aitoyoi pevoBuHU hryapoKOPTU3OHY aueTaTy
BMHOCKW LLOA0 NO3annaHoBOro TeCTYBaHHS
napameTpiB cneuudikauii « CynpoBiaHi 4OMILLKN»
Ta «3anuLKoBi po3unMHHUKU» «1) BunpobyBaHHs
He npoBoauTbCs B JlabopaTtopii KOHTpOMt SIKOCTi;
pesynbTaT KonitoeTbes 3 CepTudikaty aHanisy
BMPOOHMKa.». Kpim Toro, Ha3a BUpobHUKka
OOMOMDKHOI pe4OBUHM NakTo3un 3MmiHunacsa 3 DMV

3a
peuenmom

UA/9532/01/01
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FONTERRA EXCIPIENTS GMBH & CO. KG Ha
DFE PHARMA GMBH & CO. KG.; 3Minu | Tuny -
3MiHn 3 akocTi. CepTudikat BignosigHocTI/lE-
cepTudikaT BiaNnoBiaHOCTI €BpONEnChbKin
chapmakonei/mMoHorpadii. NMogaHHa HoBoro abo
OHOBJIEHOro cepTudikaTta BignoBigHOCTI abo
BUNYyYEHHN cepTudikaTa BignoBIgHOCTI
€Bponencbkin dapmakonei: ana A®I; ans
BUXigHOro MaTepiany/peareHTy/npomMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
ADI; ana AONOMIDKHOT pedYoBMHM (CepTudikaTt
BignoBigHOCTI €Bponeiickkin hapmakoner) -
HoBun ceptudikaTt Big BXE 3aTBEPAKEHOrO
BUPOOHMKA - MOAAHHA HOBOTO cepTudikaTa
BignoBigHocTi €Bponeicokin dapmakonei Ne RO-
CEP 2019-084 - Rev 00 gns A®I
nyapokopTU3OHY aueTaTy Bif BXe
3aTBepaKeHoro BupobHuka Farmabios SpA, Italy

244,

KCANO-®APM

Kpansi OYHi, pO34mnH
no 5 mn y dnakoHi 3
KPULLIKOO-
KpanenbHuueto, no 1
nakoHy y kopobui 3
KapToHY

ToBapucTeo
3
obMexeHo
Bignosigans
HiCTIO
"®APMEKC
reyn"

YkpaiHa

ToBapucTBo 3
0BMexeHo
BiANOBIgaNbHICTIO
«OAPMEKC I"'PYT»

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3miHn | Tvny - 3miHK 3 AkocTi. FoToBUIA NiKapCbKUI
3aci6. CtabinbHictb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHsA roToBOro
nikapcbkoro 3acoby (36inbLUeHHs TepMiHy
npuaaTHOCTI rOTOBOrO fikapcbkoro 3acoby) - [ns
TOProBoi ynakoBku (NigTBEPOXKYETLCA AaHUMU
peanbHOro 4acy) 30inbLUeHHSA TEPMiHY
NpMAATHOCTI rOTOBOTO NikapcbKkoro 3acoby Ha
OCHOBI MO3UTUBHKX Pe3ynbTaTiB JOBrOCTPOKOBUX
[ocnimkeHb cTabinbHOCTI y peanbHOMY Yaci:
3aTtBepakeHo: TepMiH NpPUAATHOCTI. 2 POKM.
TepMiH npugaTHOCTI Npenaparty nicns po3kpUTTS
dnakoHa He binbLue 4 TWXHIB. 3anponoHOBaHO:
TepmiH npuagaTHOCTI. 3 pokn TepMiH npuaaTHOCTI
npenaparty nicns po3kpuTTsi onakoHa He Ginblue 4
TWXHIB. BBegeHHs 3MiH NpoTsarom 6-tu Micsiis
nicnsa 3aTBepmKEHHS.

3a
peuernmom

He
nionsieae

UA/15905/01/01

245,

KCENOOA®

TabneTku, BKpUTI
NniBKOBOKO
obornoHkoto, no 150
mr; in bulk: no 10
Tabnetoky
6nictepax

TOB «Pouu
YkpaiHa»

YkpaiHa

Bupo6HMuTBO
Hepo3dhacoBaHoi
NPOoAYyKUii, NepBUHHE
nakyBaHHs1,
BTOPWHHE
nakyBaHHs1,
BUNpPOBYBaHHS
KOHTPOIO SIKOCTi:
Exkcenna 'm6X eHp
Ko. KI', HimewuunHa
[MepBuHHE Ta
BTOPWHHE
nakyBaHHs1,

Himeuuunna/
LLiBeviLapis

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3MmiHa 3aaBHuka J13 (MIBI) (BnacHuka
peecTpaLinHoro noceig4eHHs) (3rigHo Hakaly MO3
Bia 23.07.2015 Ne 460) BBegeHHs 3MiH NpPOTSiIroM
6-Tv MicaLiB Micnsa 3aTBepAXeHHs; 3miHu | Tuny -
3MmiHu Wwopo 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsgy. BeenerHs abo 3amiHn go
y3aranbHeHuX AaHuX Npo CUcTemy
apmakoHarnagy (BBefeHHs y3aranbHeHVX AaHux
npo cuctemy dapmakoHarnagy, amiHa
YMOBHOBaXeHOi 0cobw, BignosigansHoi 3a
30iNCHEHHS1 (hapMakoHarnsiay; KOHTakTHOT ocobu 3
dapMakoHarnagy 3asBHUKa ANs 34iNCHEHHs!

UA/5143/01/01
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158 [TponoBkeHHs AoaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
BUNPOOYBaHHSA dapmakoHarnagy B YkpaiHi, sKLLO BOHa BigMiHHa
KOHTPOMIO SIKOCTI, Bifl yNoBHOBaXeHOi 0cobw, BignoBigansHoT 3a
BUMYCK Cepii: 3aiicHeHHs hapmakoHarnsgy (BkoYaryn
. XodbdhmaHH-I15 KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
Pow N4, macTtep-arina cuctemmn apmakoHarnagy) -
LLIseninapis 3MiHa ynoBHOBaXeHOi 0cobu 3asiBHMKA,
Bunyck cepii: BignoBigansHoi 3a hapmakoHarnag. Hitova
. XodpdmaHH-J1a pepakuis: Dr Birgitt Gellert. NMponoHosaHa
Pow INTa, pegnakuis: NoyeHko OneHa BonogumumpisHa.
LLIseninapis 3MiHa KOHTaKTHUX AaHMX YNOBHOBaXeHOi ocobu,
BiAnNoBiganbHoI 3a hapmakoHarnag. 3miHa
MicLie3HaxXo4pKeHHA MacTep-danna Ta noro
Homepa. 3MiHa Micus 34iICHEHHS1 OCHOBHOI
AiSNbHOCTI 3 dpapmakoHarnsgy
246.| KCENNOOA® TabneTkn, BKpUTI TOB «Pow YkpaiHa BupobHuLTBO Himeuumnna/ BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a - UA/5142/01/02
NNiBKOBOO YkpaiHa» Hepo3dacoBaHoI LLsenyapis 3MiHa 3asBHuka J13 (MIBI1) (BnacHuka peuenmom
obornoHkoto, no 500 npoaykKuii, nepBUHHe peecTpauinHOro NocBig4eHHs) (3rigHo Hakady MO3
mr; no 10 TabneTok nakyBaHH4, Big 23.07.2015 Ne 460) BeegeHHs1 3MiH NpOTArom
y GnicTepi; no 12 BTOPUHHE 6-TK MicAauiB nicnsa 3aTBepAXeHHs; 3MiHu | Tuny -
Gnictepis y nakyBaHHs, 3MmiHu Wwopo 6esnekn/edekTMBHOCTI Ta
KapTOHHIN ynakoBLi BMNPOOYBaHHS capmakoHarnsigy. BeegeHHs abo 3miHm oo
KOHTPOIIO SIKOCTi: y3aranbHeHNX AaHux Npo cuctemy
Ekcenna 'mM6X eHp apmakoHarnsaay (BBeAeHHS y3aranbHEeHUX AaHuX
Ko. KT, Himeu4nHa npo cuctemy apmakoHarnagy, amiHa
MepBuHHE Ta yrnoBHOBaeHoi ocobw, BianoBigansHoi 3a
BTOPUHHE 3AiCHEeHHs hapmakoHarnsgy; KOHTakTHoOI ocobu 3
nakyBaHHs, hapmakoHarnsigy 3asiBHUKa Ans 340ilCHEHHS
BUNpPOOYBaHHs dapmakoHarnagy B YkpaiHi, KO0 BOHa BigMiHHa
KOHTPOIIO AKOCTI, BiJ, YNOBHOBa)XeHOI 0CO0M, BiAnoBiganbHoi 3a
BUMYCK cepii: 30iACHEHHS hapMakoHarnsgy (Bkoyaym
. XodppmaHH-JIsa KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MiLLEHHi
Pow I1g, macTtep-darina cuctemmn apmakoHarnagy) -
LLsenuapis 3MiHa ynoBHOBaXeHOT 0cobu 3asiBHUKa,
Bunyck cepii: BignoBiganeHoi 3a hapmakoHarnag. Hitova
. XodpdmaHH-J1a pepakuis: Dr Birgitt Gellert. NMponoHoBaHa
Pouw NTa, pepakuisi: JlonueHko OneHa BonogumupisHa.
LLsenuapis 3MiHa KOHTaKTHUX JaHUX YNOBHOBaXeEHOi ocobu,
BiANoBiAanbHOI 3a dhapmakoHarnag. 3miHa
MicLe3HaxomKeHHs MacTep-anna Ta horo
HoMepa. 3MiHa MicLs 34iNCHEHHS] OCHOBHOT
LisNbHOCTI 3 hapmakoHarnsgy
247 KCENOOA® TabneTku, BKPUTI TOB «Pouu YkpaiHa Bupo6HuuTBO Himeuumna/ BHECEHHS 3MiH [10 peecTpaLiiHix MaTepianis: - - UA/5143/01/02
NniBKOBOKO YkpaiHa» Hepo3dhacoBaHoI LLisevuapis 3MiHa 3asBHuka J13 (MIBI1) (BnacHuka
obornoHkoto, no 500 npoaykuii, nepBuHHe peecTpaLinHOro NocBig4eHHs) (3rigHo Hakady MO3
mr; in bulk: no 10 nakyBaHHS, Bia 23.07.2015 Ne 460) BBegeHHs1 3MiH NPOTSAroM
TabneTok y BTOPUHHE 6-Tv MicaLiB nicns 3aTBepAXEHHs!; 3MiHu | Tuny -
onictepax nakyBaHH4, 3MiHn Wwoao 6e3nekn/eeKkTUBHOCTI Ta
BUNpPoBYBaHHS dapmakoHarnsgy. BeenerHs abo 3amiHn go
KOHTPOII SIKOCTi:
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[TponoBkeHHs AoaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
Ekcenna 'm6X eHp thapmakoHarnsgy (BBefAeHHs y3ararbHEHUX gaHux
Ko. KI', HimeuwunHa npo cuctemy papmakoHarnagy, amiHa
MNepBrHHE Ta YyNOBHOBa)eHOi 0cobu, BignosigansHoi 3a
BTOPUHHE 3AiNCHEHHS hapMaKoHarnsgy; KOHTakTHoi ocobu 3
nakyBaHHs, hbapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHS
BUNPOOYBaHHS tapmakoHarnagy B YkpaiHi, sIKLLO BOHa BigMiHHa
KOHTPOSIO SIKOCTI, Bif, yNOBHOBaXXeHOIT 0cobu, BianoBiganbHoi 3a
BMNYCK cepii: 3AiNCHEHHSA hapmakoHarnsgy (BKYaym
. XodbdhmaHH-I15 KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLeHHi
Pow ITg, MacTep-cainna cuctemm hapmakoHarnsgy) -
LLisevinapis 3miHa ynoBHOBaXkeHOT 0cobu 3asiBHUKA,
Bunyck cepii: BignoBiganbHOI 3a hbapmakoHarnag. Litova
. XodbdmaHH-J15 pepaakuisi: Dr Birgitt Gellert. MponoHoBaHa
Pow N4, pepakuis: Jlonvernko OneHa BonogumupisHa.
LLisenuapis 3MiHa KOHTaKTHUX AaHMX YNOBHOBa)XeHOI ocobu,
BignosiganeHoi 3a chapmakoHarnsg. 3miHa
MicLie3HaxomKeHHs macTep-channa Ta horo
HomMmepa. 3MiHa Micus 34iCHEHHS1 OCHOBHOI
[isnbHOCTI 3 hapmakoHarnagy
248, KCENOOA® TabneTkn, BKpUTI TOB «Pouw YkpaiHa BrpobHuuTBO Himeyvumna/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/5142/01/01
NNiBKOBOO YkpaiHa» Hepo3dacoBaHoI LLsenyapis 3MiHa 3asBHuka J13 (MIBI1) (BnacHuka peuenmom
o6onoHkoto, no 150 NPOAYKLiT, NepBUHHE peecTpauiiHoro noceig4yeHHs) (3rigHo Hakasy MO3
mr; no 10 TabneTok nakyBaHHs, BiA 23.07.2015 Ne 460) BBegeHHs 3MiH MPOTSAroM
y GnicTepi; no 6 BTOPUHHE 6-TK MicAauiB nicnsa 3aTBepAXeHHs; 3MiHu | Tuny -
GnicTtepiB y nakyBaHHs, 3MmiHu Wwopo 6e3nekn/edekTMBHOCTI Ta
KapTOHHIN ynakoBLi BMNPOOYBaHHs dapmakoHarnsagy. BeegernHs abo 3aminn go
KOHTPONIO SIKOCTi: y3aranbHeHUX AaHux Npo cUcTemy
Ekcenna Mm6X eHp dapmakoHarnsgy (BBeAeHHs y3aranbHEeHUX AaHuX
Ko. KI', HimewunHa npo cuctemy dpapmakoHarnagy, 3amiHa
MepBuHHE Ta yrnoBHOBaXeHoi ocobu, BignoBifanbHoi 3a
BTOPUHHE 30iACHEHHS (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
nakyBaHHs, apmakoHarnsay 3asiBHUKa Ans 30iNCHEHHS
BUNpoOYBaHHs dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
KOHTPOSIO AKOCTI, Bi ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
BUMYCK cepii: 3aiicHeHHs hapmakoHarnsgy (Bknovaryun
. XodppmaHH-JIsa KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
Pow Jlta, mMacTtep-darina cuctemm papmakoHarnagy) -
LLIserinapisa 3MiHa ynoBHOBaXeHOi 0cobu 3asiBHMKA,
Bunyck cepii: BignosiganeHoi 3a hapmakoHarnag. Hitova
. XopdmaHH-I5 penakuis: Dr Birgitt Gellert. MponoHoBaHa
Pow g, pegpakuis: NoyeHko OneHa BonogumumpisHa.
LLseniuapis 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOI ocobu,
BiAnoBiganbHoI 3a chapmakoHarnsg. 3miHa
MicLie3HaxomKeHHs MacTep-channa Ta horo
HoMepa. 3MiHa MicLs 34iNCHEHHS] OCHOBHOT
JisiNbHOCTI 3 dapmakoHarnsgy
249, KCUNO-TEBA cnpen HasanbHUu, TOB «TeBa YkpaiHa Mepkne 'mbX, HimeyumHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: bes - UA/8161/01/02
po3uuH 1 Mr/mn no YkpaiHa» HimevyunHa 3miHu | TMny - 3miHK 3 sikocTi. FoTOBMIA NiKapCbKUIA peuenma
10 M y CKNsiHOMY (QinbHWUS, sika 3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.
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yeaHHsT*
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cnakoHi 3
aosatopowm; no 1

dnakoHy y
KapTOHHiIN kopooLi

BignoBsigae 3a
BMPOGHMLUTBO
npenapary in bulk,
nakyBaHHsi Ta
BMNYCK cepin;
OinbHUUA, gka
BignoBsigae 3a
KOHTPOb SKOCTI)

3miHa y MeTogax BUNpobyBaHHS roTOBOro
nikapcbkoro 3acoby (OHOBMNEHHS npoLeaypu
BUNpoOyBaHHA ANA NpuBeAEeHHS Y BigNoBigHICTb 3i
3MiHeHoto 3aranbHoto ctatteto [1dY abo
€sponelcbkoi hapmakonei) 3amiHa BHYTPILLHLOTO
meToay «OAHOpPIAHICTb A030BaHMX OAMHMLbBY Ha
chapmakoneiHuii BBeaeHHs 3MiH NpoTarom 6-Tu
micauiB nicnsa 3aTBepaxeHHs. 3MiHu | Tuny - 3MiHn
3 sikocCTi. F0TOBMIA Nikapcbkuin 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHS roTOBOrO nikapcbkoro 3acoby (ans
npvBeAeHHs y BianoBigHicTb 3 AdY abo
€Bponencbkoo hapMakoneeto Ta BUNyYeHHS
NOCUNAaHHA Ha 3acTapinuii BHYTPILLHIN MEeTOA
BUNpobyBaHHs i horo Homep) 3miHa meToamkn D-
034 (6e3 HanoBHeHHs1 Hacocy) Ha hapmakoneHy
(i3 HaNoBHEHHSIM HacoCy) ANs HasanbHUX
nikapcbkux 3acobie 3 MeTolo npusedeHHs go EP
BBefgeHHs 3MiH NpoTArom 6-Tn MmicauiB nicns
3aTBepAKeHHA. 3MiHM | Tuny - 3MiHM 3 AKOCTI.
["oToBMI Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo 4OMyCTUMUX MEX roTOBOro
niKapcbkoro 3acoby (3BY>XEHHsI OMYCTUMUX MEX)
BHeceHHs1 amiH go p.3.2.P.5.1 Cneundikauisi, a
came- 3miHa BMMoru BunpobyeaHHsa «CepepaHs
KinbKicTb 403 y chnakoHi» 3 «x- = 100 £10%» Ha
«He meHLwwe 81». BBeAeHHs 3MiH NpOTAroM 6-u
MicauiB nicnsa 3aTBepxeHHs. 3MiHu | Tuny - 3MiHn
3 gKkocTi. FoToBWIA nikapcbkuii 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa y meTopax
BMNPOOYBaHHSA rOTOBOrO NiKapCbKOro 3acoby (iHLi
3MiHM Yy MeToAax BUNpobyBaHb (BKIHOYaK4M
3amiHy abo JonoBHeHHs1)) MeToaunky
BMNpobyBaHHs «[]o3a piAKOro HasanbHOro cnpeto
(cepepHin o6'em go3un)» D-042 (BunpobyBaHHS 6e3
nonepeaHbOro HaMnoBHEHHS HAcoCy) 3MiHEHO Ha
meToamky D-00531901 (3 nonepenHim
HamnoBHeHHAM Hacocy). HoBa meToauka
aganToBaHa [0 npoueaypu YMHHOTO BuaaHHs EP.
Kpim Toro, po3gin 3.2.P.6 CtaHgapTHi 3pasku Ta
npenapaTtu AONOBHEHO iHopMaLlieto LWoao
dopmMu cTaHAapTy AOMiLKkKU A, a came, Lo
AoMilwka A BUKOPUCTOBYETBCH Y BUMMSAAI
rigpoxnopuay. BBeaeHHs 3miH npoTsrom 6-tu
MicsILiB Micnsi 3aTBEPAXKEHHS.

250.

KCUNO-TEBA

crper HasanbHUi,
po3uuH 0,5 mr/mn;
no 10 mny

TOB «TeBa
YkpaiHa»

YkpaiHa

Mepkne M'm6X,
HimevuunHa
(minbHUUS, sika

Himeyunna

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3miHu | TMny - 3miHK 3 sikocTi. FoTOBMIA NiKAPCbKUIA
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.

6e3
peuenma

UA/8161/01/01
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[TponoBkeHHs AoaaTKa 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

CKNsiHOMY (bnakoHi 3
aosatopowm; no 1

dnakoHy y
KapTOHHiIN kopooLi

BignoBsigae 3a
BMPOGHMLUTBO
npenapary in bulk,
nakyBaHHsi Ta
BMNYCK cepin;
OinbHUUA, gka
BignoBsigae 3a
KOHTPOIb SKOCTI)

3miHa y MeTogax BUNpobyBaHHS roTOBOro
nikapcbkoro 3acoby (OHOBMNEHHS npoLeaypu
BUNpoOyBaHHA ANA NpUBEAEHHS Y BigMNoBigHICTb 3i
3MiHeHoto 3aranbHoto ctatteto [1dY abo
€sponelcbkoi hapmakonei) 3amiHa BHYTPILLHLOTO
meToay «OAHOpPIAHICTb A030BaHMX OAMHMLbBY Ha
capmakoneiHui BBeaeHHst 3MiH NpoTsarom 6-Tu
micauiB nicnsa 3aTBepaxeHHs. 3MiHu | Tuny - 3MiHn
3 sikocCTi. F0TOBMIA Nikapcbkuii 3aci6. KoHTpornb
roToBOro nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHS roTOBOrO nikapcbkoro 3acoby (ans
NnpvBeAeHHs y BianoBigHicTb 3 dY abo
€Bponencbkoo hapMakoneeto Ta BUNyYeHHS
NOCUNAaHHA Ha 3acTapinuii BHYTPILLHIN MEeTOA
BUNpobyBaHHs i noro Homep) 3miHa meTogukm D-
034 (6e3 HanoBHeHHs1 Hacocy) Ha hapmakoneHy
(i3 HaNoBHEHHSIM HacoCy) ANs HasanbHUX
nikapcbkux 3acobie 3 MeTolo npusedeHHs go EP
BBegeHHs 3MiH NpoTarom 6-Tn micauiB nicns
3aTBepAKeHHA. 3MiHM | Tuny - 3MiHM 3 AKOCTI.
["oTOBMI Nikapcbkuii 3acib. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo 4OMyCTUMUX MEX roTOBOro
niKapcbkoro 3acoby (3BY>XEHHsI OMYCTUMUX MEX)
BHeceHHs1 amiH go p.3.2.P.5.1 Cneundikauisi, a
came- 3miHa BMMoru BunpobyeaHHsa «CepepaHs
KinbKicTb 403 y chnakoHi» 3 «x- = 100 £10%» Ha
«He meHLwwe 81». BBeAeHHs 3MiH NpOTAroM 6-u
MicauiB nicnsa 3aTBepxeHHs. 3MiHu | Tuny - 3MiHn
3 gKkocTi. FoToBUIA nikapcbkuii 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa y meTopax
BMNPOOYBaHHSA rOTOBOrO NiKapCbKOro 3acoby (iHLi
3MiHM Yy MeToAax BUNpobyBaHb (BKIHOYaK4M
3amiHy abo JonoBHeHHs1)) MeToaunky
BMNpobyBaHHs «[]o3a piAKOro HasanbHOro cnpeto
(cepeqHin o6'em go3sun)» D-042 (BunpobyBaHHSA 6e3
nonepeaHbOro HaMnoBHEHHS HAcoCy) 3MiHEHO Ha
meToamky D-00531901 (3 nonepenHim
HanoBHeHHAM Hacocy). HoBa meToauka
aganToBaHa [0 npoueaypu YMHHOTO BuaaHHs EP.
Kpim Toro, po3gin 3.2.P.6 CtaHgapTHi 3pasku Ta
npenapaTtu AONOBHEHO iHopMaLlieto LWoao
dopmu cTaHAapTy AOMiLKKU A, a came, LLO
AoMilwka A BUKOPUCTOBYETBCH Y BUMMSAAI
rigpoxnopuay. BBeaeHHs 3miH npoTsrom 6-tu
MicsILiB Micnsi 3aTBEPAXKEHHS.

251.

JIAHTYC®
COJIOCTAP®

PO34MH Anst iH'ekuin,
100 Oa./mn; Ne 5: no
3 MmNy KapTpuaxi,

TOB
"CaHodi-
ABeHTIC

YkpaiHa

CaHodi-ABeHTiC
Donunang MeX

Himeyunna

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MmiHu | TUNYy - 3miHK Wwopo 6e3nekn/edekTUBHOCTI
Ta chapmakoHarnsiny. BeegeHHsi abo 3miHu oo

3a
peuerimom

UA/8106/01/01
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[TponoBkeHHs AoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
BMOHTOBaHOMY B Ykpaina" y3aranbHeHUX AaHuX Npo cUcTemy
O[HOPAa30BY LUNPULL- hapmakoHarnagy (BBefeHHs y3aranbHeHVX AaHux
pyuyKy (6e3 ronok npo cuctemy cpapmakoHarnsgy, amiHa
ONns iH ekuin); no 5 YyNOBHOBa)eHOi 0cobu, BignoeigansHoi 3a
LLNPULI-PYYOK Y 34iicCHEeHHs1 (hapMaKoHarnsay; KOHTaKTHOI ocobu 3
KapTOHHiI kopooLi thapmakoHarnagy 3asiBHUKa Ans 30iMCHEHHA
dapmakoHarnagy B YkpaiHi, siKLLO BOHa BigMiHHa
Bifl ynoBHOBakeHOi ocobu, BignoBiganbHoi 3a
34iicHeHHs chapmakoHarnsgy (BknoYaryn
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
macTtep-arnna cuctemu dpapmakoHarnagy) 3miHa
yNOBHOBa)eHOi 0cobu 3asiBHMKa, BignoBigansHoi
3a chapmakoHarnsig.
[itoya pepakuis: Xogakiscbka TeTaHa
BsayecnagisHa. lNponoHoBaHa peaakuis:
BapdonomeeBa IsaHHa OnekcaHgpiHa. 3miHa
KOHTaKTHMX AaHWNX YNOBHOBAXEHOi ocobu,
BiANOBIganNbHOI 3a hapMakoHarnag.
252.| NA®EPOBIOH Kpanni HasanbHi No TOB "3 YkpaiHa TOB "$3" YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 6e3 - UA/13779/02/01
100000 MO/mMnno 5 | "BIOPAPMA BIOPAPMA" 3miHn | Trny - 3miHK 3 AkocTi. FoToBUIA NiKapCbKUiA peuenma
My chNnaKoHi, " 3aci6. 3MiHM y BUpPOGHMLTBI. 3MiHM ¥ npoueci
3aKyrnopeHomy BMPOGHMLTBA rOTOBOIO fikapcbKoro 3acoby,
MiKpOZ03aTOPOM- BKITHOYAKOUM MPOMIKHUI MPOAYKT, WO
KpanenbHuueto; no 1 3aCTOCOBYETLCS MPY BUPOBHMLITBI FOTOBOrO
dnakoHy y nauyui 3 nikapcbkoro 3acoby (HeaHayHa 3MiHa y npoLeci
KapToOHy BMpobHMUTBA) MNepenayva TexHonorivyHoi cragii
"ETukeTyBaHHA" 3i cTagii BMpobHMUTBa
Hepo3dacoBaHoi npoaykuii (onepauis 3.1) Ha
CTagilo nakyBaHHs (onepauis 4.2) nig
BiANOBIAANbHICTb LieXy NakyBaHHS. 3MiHu | Tuny -
3MiHu 3 AkocTi. FoToBUMIA Nikapcbkuii 3acit. 3miHK y
BMPOBHMLTBI. 3MiHM y npoLeci BUpOGHMLTBa
roTOBOrO fikapcbKoro 3acoby, BKIoYaym
NPOMIDXHUWIA NPOAYKT, L0 3aCTOCOBYETLCS MpK
BUPOOHMLTBI rOTOBOIO NikapcbKoro 3acoby
(He3HayHa 3MiHa y npoueci BUpobHuLTBA)
IHCNeKTyBaHHS (ONakoHiB MPOMDKHOI NpoayKuil
(onepauis 3.1) Ta OTPMMaHHS NaKyBarnbHUX
matepianis (onepauisi 4.1) BUHECEHO B OKpeMi
onepaLjii TeXHONoriYHOro Npouecy BUPOGHMLTBA
npenapary y peecTpauiiHoMy [OCbE
253, NA®EPOBIOH cnpe HasarnbHWUii No TOB "®3 YkpaiHa TOB "®3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiHix MaTepianis: 6e3 - UA/13779/03/01
100000 MO/Mnno 5 | "BIO®PAPMA "BIO®APMA" 3miHu | TMny - 3miHK 3 sikocTi. FoTOBMIA NiKapCbKUIA peuenma

My donakoHi,
3aKyrnopeHomy
MiKpO403aToOpOM-
posnunioBaveM; no
1 donakoHy y nayui 3
KapToHYy

3aci6. 3MiHN y BUpOOHMUTBI. 3MiHM Y nNpoLieci
BMPOOHMLTBA rOTOBOrO NikapCbKoro 3acoby,
BKITHOYAI04M MPOMIKHUI NPOAYKT, WO
3aCTOCOBYETLCS MPY BUPOOHMLITBI FOTOBOTO
nikapcbkoro 3acoby (He3HayHa 3MiHa y npoLeci
BUpoGHMUTBA) MNepenadva TexHonorivyHoi cragii
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[TponoBkeHHs AoaaTKa 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

"ETukeTyBaHHS" 3i cTadii BUpobHMLTBa
HeposdacoBaHoi npoaykuii (onepauisa 3.1) Ha
cTagito nakyBaHHs (onepauia 4.2) nig
BignoBiganeHiCTb Lexy nakyBaHHs. 3MiHu | Tuny -
3MiHu 3 siKocTi. FoToBWI Nikapcbkuii 3aci6. 3miHu y
BUPOOBHMLTBI. 3MiHM ¥ npoueci BUpobHMLTBA
roTOBOrO flikapcbKoro 3acoby, BKIovaym
NPOMDKHUI NPOAYKT, LLIO 3aCTOCOBYETLCS NpK
BMPOGHMLTBI rOTOBOrO fikapcbKoro 3acoby
(He3Ha4Ha 3MiHa y npoueci BUpoOHMLTBA)
IHCnekTyBaHHA dnakoHiB MPOMiIXKHOT MPOAYKLUi
(onepauis 3.1) Ta OTpMMaHHS NakyBarnbHUX
maTepianie (onepauis 4.1) BUHECEHO B OKpEMi
onepaLwii TEXHONOriYHOro NpoLecy BUPOGHMLTBa
npenapary y peecTpauiiiHomy JoCbe

254,

JIETPO30N
ACTPA

TabneTkn, BKpUTI
NniBKOBOIO
ob6onoHkoto, no 2,5
mr, no 10 TabneTok
y Bnictepi, no 3
6nictepa B kOpoOLj
3 KapTOHY

TOB
"ACTPA®A
PM"

YkpaiHa

TOB
"ACTPAGAPM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3MiHn | TUny - 3MiHK 3 gKocTi. FoToBMIA NiKapCbKUIA
3aci6. 3MiHM y BUpoBHUUTBI. 3MiHa po3mipy cepii

(BKroYatoumM gianasoH po3Mipy cepii) roToBoro

nikapcbKkoro 3acoby (3meHLweHHst fo 10 pasis)

BBeAEHHS foaaTKkoBoro po3mipy cepii ans M3.
3aTBepoKeHo:

TeopeTuyHuii po3mip cepii 472 500 OJ13.
QuikyBaHuii poamip cepii: 450 000 013 -15 000
Ne30. 3anponoHoBaHo: TeopeTuyHuiA po3mip cepii

472 500 ON3; 315 000 OAJ13. OuikyBaHun

po3mip cepii: 450 000 O4J13; 300 000 OAN3

3a
peuernmom

UA/18544/01/01

255.

JNIIBATIH-M®

necapii no 400 wmr,
no 5 necapiiB y
cTpuni; no 1 abo 2
CcTpvnu B Nayi 3
KapToHY

NAT
"MoHdapm"

YkpaiHa

MAT "MoHdapm"

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3miHu | Tvny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHA Ta/abo agpecu 3asiBHVKa
(BnacHuka peecTpauinHoro noceig4eHHs) - 3miHa
appecu 3asiBHVKa (BMacHMKa peecTpayinHoro
noceigyeHHs1). TepMiH BBEAGHHS 3MiH - NPOTArom
6 micsuiB nicns 3aTBepaKeHHs. 3MiHu | Tuny -
AamiHicTpaTuBHI 3MiHU. 3MiHa HalMeHyBaHHS
Ta/abo agpecu MicLsl NPOBafXXEHHs! QisNbHOCTI
BMPOOHWKa/imnopTepa roToBoro fikapcbKoro
3acoby, BKMoYa4m AinbHuULI BUNycky cepii abo
MicLie NPOBEEHHS KOHTPO SIKOCTI. (AiSNbHICTb,
3a AKy Bignosigae BUPOGHMK/iMNopTep,
BKITI0HAK0UM BUMYCK cepilt) - 3miHa agpecu
BupoGHuka M3 MNAT "MoHdpapm", YkpaiHa, 6e3
3MiHM MicLsl BUPOOHMLUTBA. TEepMiH BBEAEHHS 3MiH
- NpOTSAroM 6 micsuiB nicns 3aTBepaXeHHs. 3MiHu |
Tuny - 3MiHK Wwoao H6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. BeenerHs abo 3miHn go
y3aranbHeHUX AaHuX Npo CUcTemy
apmakoHarnagy (BBefeHHs y3aranbHeHVX AaHux
npo cuctemy dapmakoHarnsgy, amiHa

6e3
peuenma

nidnseae

UA/13883/01/01
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

yNOBHOBa)eHOi 0cobu, BignoeigansHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
chapmakoHarnagy 3asBHUKa Ans 30iIMCHEHHA
tapmakoHarnagy B YkpaiHi, kLo BOHa BigMiHHa
Bifl ynoBHOBakeHOi ocobu, BignoBiganbHoi 3a
34iicHeHHs chapmakoHarnsgy (Bkovarym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
macTtep-arina cuctemmn apmakoHarnagy) -
3MiHa ynoBHOBaXeHOi 0cobu 3asiBHMKA,
BignoBigansHoi 3a hapmakoHarnag. Hitoya
pepakuis: Cosrupa Ceprivi Ceprinosuy.
[NponoHoBaHa peaakuis: MNactyweHko IHHa
BikTopiBHa. 3MiHa KOHTAKTHUX AaHKX
YNOBHOBaXEHOi 0COOM 3asiBHMKA, BignoBigansHoi
3a chapmakoHarnsg. 3MiHa mMicLe3HaxoaKeHHs!
macTep-daiina cuctemu papmakoHarnsgy. 3miHa
Micus 34iINCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnagy.

256.

NIHAOEKC

Kancynu Teepgi no 5
mr; no 10 kancyn y
6nictepi; no 1 abo
no 3 Gnictepny
KapTOHHiIN kopobui

leTepo
Jla63
Nimiten

IHAis

[eTepo Nab3
Jlimiten

IHgia

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3minu | TUny - 3miHK Wwopo 6esnekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkilt
XapaKkTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKUii ANS MEANYHOro
3acTOCyBaHHs Ha MiACcTaBi perynsipHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3aCTOCyBaHHS
nikapcbkoro 3acoby B nicnspeecTpaLiiiuin nepioa,
abo sk pe3ynbTaT OLUiHKM 3BITY 3 AOCHIAKEHb,
NpOBEAEHNX BiANOBIAHO 4O NnaHy negiatpudHnx
pocnimxeHb (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHUM YNOBHOBAaXXEHUM OpraHoMm)
3MiHM BHECEHI 0 iIHCTPYKLIi AN MeauyHoro
3acTocyBaHHS NikapcbKoro 3acoby y po3ain
"OcobnuBocTi 3acTocyBaHHs" BiANOBIAHO A0
OHOBIIEHOI iHchopmalii 3 6esneku aitoyoi
peyoBMHWN. TepMiH BBEAEHHS 3MiH - NPOTAroM 6
MicsiLiB micnsi 3aTBEpPOXKEHHS.

3a
peuernmom

He
nionsieae

UA/18687/01/01

257.

NIHALQEKC

Kancynu TBepgi no
10 mr; no 10 kancyn
y 6nictepi; no 1 abo
no 3 Gnictepuy
KapTOHHIl kopobui

leTepo
Ja63
Nimiten

IHAin

leTepo Nab3
TNimiten

IHAisa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3miHu | TUny - 3miHK Wwopo 6e3nekn/edekTUBHOCTI
Ta cpapmakoHarnsgy. 3miHa y KopoTkin
XapakTepucTuLi nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
3aCTOCyBaHHsI Ha MiACTaBi perynsipHo
OHOBJTHOBAHOrO 3BiTy 3 6e3nekun Nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neku 3acToCyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpaLiiiuin nepioa,
abo sk pe3ynbTaT OUiHKM 3BiTYy 3 AOCHiAXKEHb,
nNpoBeAeHNX BiANoBIigHO 40 NnaHy negiatpuyHnx
pocnimxeHs (PIP) (3miHy y3rogxeHo 3

3a
peuerimom

He
nidnsizae

UA/18687/01/02
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

KOMMETEHTHMM YNOBHOBa)XX€HMM OpraHoM)
3MiHM BHECEeHi A0 iIHCTPYKLii AN MeguyHoro
3acToCyBaHHSA Nikapcbkoro 3acoby y po3ain
"OcobnuneocTi 3acTocyBaHHA" BignoBigHO 40

OHOBMEHOT iHhopMaLlii 3 6e3neku gitoyoi
peyoBMHN. TepMiH BBEAEHHS 3MiH - NPOTAroM 6
MicaUiB Nicnsa 3aTBEPAXEHHS.

258.

JIHALLEKC

Kancynu Teepai no
25 wr; no 10 kancyn
y BnicTepi; no 1 abo
no 3 Gnictepu y
KapTOHHiIN kopoOLi

leTepo
Jla63
Nimiten

IHAis

[eTepo 1a63
Jimiteq

IHaisa

BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis:
3MminHn | TMny - 3miHn Wwopo 6e3nekn/edhekTMBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepu1cTuui nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLii AN MeguyHoro
3aCTOCyBaHHsI Ha MiACcTaBi perynsipHo
OHOBMOBAHOTO 3BiTYy 3 6e3neku nikapCbkoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B nicnspeecTpauiiHui nepioa,
abo sk pe3ynbTaT OUiHKM 3BiTYy 3 AOCHiAXKEHb,
npoBeAeHnX BigNOBIAHO A0 NNaHy negiaTpuyHmnX
pocnigpkeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHVM OpraHoMm)
3MiHV BHECeHi [0 iHCTPYKLii 4ns MegnyHoro
3acTocyBaHHS NikapcbKoro 3acoby y po3ain
"Ocob6nuBocTi 3acTocyBaHHA" BigMNoBigHO 40
OHOBJEHOI iHpopmalii 3 6esnekn aitoyoi
peyoBuHWN. TepMiH BBEAEHHS 3MiH - NPOTAroM 6
MicsILLiB Micnsi 3aTBEPOXKEHHS.

3a
peuerimom

He
nidnsicae

UA/18687/01/03

259.

NIHAOEKC

Karncynv TBepai no
10 wmr; no 10 kancyn
y Bnictepi; no 1 abo
no 3 6nictepu y
KapTOHHiIN kopobui

leTepo
Jlab3
JlimiTen

IHAis

[eTepo [1ab63
JlimiTen

IHaia

BHECEHHS1 3MiH [0 peecTpauinHuX maTepianis:
3MiHu | Tuny - 3miHn wopno 6esnekn/ePeKTUBHOCTI
Ta dbapmakoHarnsaay. 3MiHW y KOpOTKil
XapakTepucTuL NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT ANS MEeANYHOro
3aCTOCYBaHHSA reHepu4HNX/ribpnaHux/6ionoaioHnx
nikapcbkux 3acobiB nicnst BHECEHHsI Tiei camoi
3MiHWN Ha pedepeHTHUIN Npenapart (3MiHa He
notpebye HagaHHS XOOHUX HOBUX AOAATKOBUX
AaHux). 3MiHM BHECEHI [0 iHCTPYKUiT Ans
MeAMYHOro 3acTOoCyBaHHS Nikapcbkoro 3acoby y
po3ginu "®apmakonorivHi BnacTmBocTi"
(peparyBaHHs1), "lNpoTunokasaHHsa" (pegaryBaHHs),
"Ocobnusi 3axoau 6e3nekun”, "OcobnmBocCTi
3actocyBaHHs", "3acTocyBaHHs y nepios
BariTHocTi abo rogyBaHHs rpyaato”, "MobivHi
peakuii” 3rigHo 3 iHbopmaLieto LWoao MeandYHOro
3acTOCyBaHHSI pedepeHTHOrO fikapcbKoro 3acoby
(REVLIMID, hard capsules 5 mg, 10 mg, 25 mg).
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEpPAKEHHSA

3a
peuernmom

He
nidnseae

UA/18687/01/02

260.

NIHAOEKC

Karcynv TBepai no
25 wr; no 10 kancyn

leTepo
J1ab3

IHAis

[eTepo 1a63
JlimitTeq

IHaisa

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3MiHu | Tuny - 3miHKn wopno 6esnekn/edPeKTUBHOCTI

3a
peuenmom

He
nionsieae

UA/18687/01/03
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[TponoBkeHHs AoaaTKa 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

y BnicTepi; no 1 abo
no 3 Gnictepu y
KapTOHHiIN kopooLi

Nimiten

Ta hapmakoHarnsgy. 3MiHu y KOpoTkin
XapaKTepucTuui nikapcbkoro 3acoby, TekcTi
MapKyBaHHs Ta iHCTPYKUii ANS Meau4Horo
3aCTOCyBaHHS reHepU4HNX/ribpuaHmx/GionogibHmMx
nikapcbkunx 3acobiB Micns BHeCEHHs Tiei camoi
3MiHM Ha pedbepeHTHUI NpenaparT (3MiHa He
notpebye HagaHHS XOOHUX HOBUX JOAATKOBUX
AaHux). 3MiHM BHECeHi A0 iHCTpyKUil Ans
ME[MYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3ginu "®apmakonoriyHi BnactueocTi"
(peparyBaHHs), "lpoTunokasaHHsA" (peaaryBaHHs),
"Ocobnusi 3axoau 6e3nekn”, "OcobnmBocCTi
3acTocyBaHHs", "3acTocyBaHHs y nepiog,
BariTHoCTi abo rogyBaHHsi rpyaar”, "MobiyHi
peakuii” 3rigHo 3 iHdopmMaLieto Woao MeanyHoro
3acTOCyBaHHsi pedhepeHTHOro fnikapcbKoro 3acoby
(REVLIMID, hard capsules 5 mg, 10 mg, 25 mg).
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBEPAKEHHS

261.

NIHALEKC

Kancynum Teepgi no 5
mr; no 10 kancyny
6nictepi; no 1 abo
no 3 6nictepuy
KapTOHHiI kopooLi

leTepo
Jla63
Nimiten

IHAinA

[eTepo Nab3
Timiteq

IHaisa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3miHK Wwopao 6e3nekn/ePeKTUBHOCTI
Ta hapmakoHarnsgy. 3MiHu y KOpoTkin
XapaKTepucTu1Li Nnikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLii AN MeguyHoro
3aCTOCYBaHHsI reHepnYHUX/ribpruaHMx/GionoaibHmnx
nikapcbkunx 3acobiB nicnst BHECEHHs Tiei camoi
3MiHW Ha pedepeHTHUIA Npenapart (3MiHa He
notpebye HagaHHS XOOHUX HOBUX OOAATKOBUX
naHux). 3MiHM BHECEHI [0 iIHCTpYKUii ons
ME[MYHOrOo 3aCTOCYBaHHs NikapCbKoro 3acoby y
po3ainu "®apmakonoriyHi BnactusocTi”
(peparyBaHHs1), "lNpoTunokasaHHsA" (peaaryBaHHs),
"Ocobnusi 3axoau 6e3nekun”, "OcobnmBocCTi
3acTocyBaHHs", "3acTocyBaHHs y nepioa
BariTHOCTi abo rogyBaHHsi rpyaar”, "MobiyHi
peakuii” 3rigHo 3 iHpopmauieto LWoAO0 MeaNYHOro
3aCTOCyBaHHsI pedepeHTHOrO fikapcbkoro 3acoby
(REVLIMID, hard capsules 5 mg, 10 mg, 25 mg).
BBeaeHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
3aTBEPKEHHS

3a
peuerimom

He
nidnsicae

UA/18687/01/01

262.

JNIHE®OP

Karcynv TBepai no
300 wr; no 14
kancyn y 6nictepi;
no 4 6nictepu B
KapTOHHIl kopobui

dPapmaueBT

MYHUI 3aBOf,

"Monbdapm
a"C.A.

Monbwa

dapmaLeBTUYHWIA
3aBog "lMonbgapma”
C.A.

Monblwa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MiHu | Tuny - 3MiHK 3 sikocTi. CepTudikaT
BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponencbkin dapmakonei/MmoHorpadii. NMogaHHA
HoBoro abo oHoBneHoro ceptudikaTa
BignoBigHOCTi abo BUny4eHHsi cepTudikata
BigNoBIgHOCTI €BponeWchbkin hapmakonei: ons
A®I; ansa BuxigHoro
maTepiany/peareHTy/npoMixHOro NPOAYKTY, Lo

3a
peuerimom

UA/18144/01/03
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[TponoBkeHHs AoaaTKa 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

BUKOPUCTOBYHOTLCS Y BUPOBHULTBI ADI; ans
AOMNOMIKHOI pevoBuHU (cepTudikaT BignNoBIAHOCTI
€Bponecbkin dapmakonei) - OHoBNeHWi
cepTugikart Bif yke 3aTBepaKEHOr0 BUPOBHMKaA.
MoaaHHa oHoBMNEHoOro cepTudikarta BignoBiAHOCTI
€Bponewickkin hapmakonei gns Ad|
okcumeTasoniHy rigpoxnopugy CEP R1-CEP
2016-220-Rev 00 (nonepeaHs sBepcisa CEP RO-
CEP 2016-220-Rev 02) Bif BXe 3aTBEPAKEHOIO
BupoGHmKa Alembic Pharmaceuticals Limited, y
3B’A3KY 3 BUNPABEHHAM TEXHIYHUX MOMUIOK Y
CEP

263.

JNIHE®OP

Kancynu TBepgi no
150 mr; no 14
kancyn y 6nictepi;
no 4 Gnictepu B
KapTOHHIN kopobui

dapmanesT

W4HWIA 3aBOg

"Monbdapm
a" C.A.

MNonblia

dapmaueBTUYHUIA
3aBog "MNonbgapma”
CA.

MonbLwa

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3MiHn | Tuny - 3MmiHn 3 skocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
€BponeWcbkin dapmakonei/MoHorpadii. NMogaHHs
HOBOro abo oOHoBneHoro ceptudikaTa
BignoBigHoCTi abo BUNy4YeHHs cepTudikata
BignoBigHOCTI €BponeWchbkin hapmakonei: ans
A®I; onsa BuxigHoro
matepiany/peareHTy/npoMiXXKHOrO NPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMIKHOI peqoBUHU (cepTudikaT BignNoBiAHOCTI
€Bponecbkin dapmakonei) - OHoBNeHWiA
cepTudikaT Bif yxe 3aTBEpAXEHOro BUpobHUKa.
MoaaHHa oHoBNeHoro cepTudikarta BigNoBIAHOCTI
€sponevicbkin dpapmakonei ans A®I
okcumeTasoniny rigpoxnopugy CEP R1-CEP
2016-220-Rev 00 (monepeaHs Bepcisa CEP RO-
CEP 2016-220-Rev 02) Big BxXe 3aTBEpOXEHOIO
BUpo6GHuKa Alembic Pharmaceuticals Limited, y
3B’A3KY 3 BUNPABIEHHSAM TEXHIYHUX MOMUIIOK Y
CEP

3a
peuenmom

UA/18144/01/02

264.

JNIHE®OP

Karncynv TBepai no
75 mr; no 14 kancyn
y 6nicTepi; no 4
Gnictepu B
KapTOHHiIN kopobui

dapmauesT

W4YHWIA 3aBOg

"Monbdapm
a" C.A.

MNonblia

dapmaLeBTUHHUIA
3aBog "Monbgapma”
C.A.

MonbLla

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3MiHn | Tuny - 3MiHn 3 skocTi. CepTudikaT
BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponelicbkint hapmakonei/MmoHorpadii. MogaHHs
HOBOro abo OHOBNEHOroO cepTudikaTa
BignoBigHOCTi abo BUny4eHHs cepTudikata
BignoBigHoCTi EBponenchkii hapmakonei: ans
A®l; onsa BuxigHoro
maTepiany/peareHTy/npoMiKHOIO NPoaykKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOOHMUTBI ADl; ans
[OMOMIXXHOI pevyoBUHU (cepTudikaT BignoBiAHOCTI
€Bponelicbkiit hapmakonei) - OHoBNeHMI
cepTudikaT Bif yxe 3aTBEpPAXEHOro BUpOBHUKA.
MonaHHsa oHoBNeHoro cepTudikarta BignoBiAHOCTI
€sponevicbkinn dpapmakonei ans AdI
okcumeTasoniHy rigpoxnopugy CEP R1-CEP

3a
peuenmom

UA/18144/01/01




168 [TponoBkeHHs AoaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
2016-220-Rev 00 (nonepeaHs Bepcis CEP RO-
CEP 2016-220-Rev 02) Bif BXe 3aTBEPAXEHOIO
BUpoGHMKa Alembic Pharmaceuticals Limited, y
3B’A3KY 3 BUNPAaBIEHHSIM TEXHIYHUX MOMUIIOK Y
CEP
265.| NIHKOMILUUHY kancynu no 250 wmr; My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a - UA/1562/01/01
riaPoOXnopPua | no 10 kancyny akKuioHepHe akuioHepHe 3MinHu | TUNY - 3milu Wono 6e3nekun/edeKTUBHOCTI peuenmom
6nictepi, no 2 TOBapuCTBo TOBapuCTBO Ta dhapmakoHarnsaay (iHwi 3amiHn) - 3miHa y 3B'A3Ky
Gnictepu y nayui "HaykoBo- "HaykoBo- YTOYHEHHSs BUKNageHHa po3ainy "[doaaTtkosa
BUPOBHMYMI BUPOGHMYMIA LEHTP iHdbopmauis. Al-1. Ynakoka" MKA Ta posginy
LEeHTp "BopLuariBCbkui 3.2.P.7. Oitova pepakuis: MKA N3 JOOATKOBA
"BopLuariscb XimiKo- IHOPOPMALIA (OI) Po3gin Ol-1. Ynakoeka. Mo 10
KW XiMiKO- thapmaueBTUYHUI kancyn y 6nictepi i3 nniBkM NOMIBIHINXNOPWUAHOI i
hapmauesT 3asog" donbrv antoMiHiEBOT 3 OAHOCTOPOHHIM MOKPUTTAM
NYHUI TEPMOSIakoM i APYKOM 3 Apyroi cTopoHu. Mo 2
3aBoa” onictepu pa3oM 3 iHCTPYKLiE Ans MeanyHoro
3aCTOCyBaHHS MOMILLAIOTL Y MaYKy 3 KApTOHY 3
MapKyBaHHAM YKPaTHCbKOK Ta POCIACHKO0
MOBaMW Ta MapKyBaHHAM WpudTom bpanns
YKpaiHCbKOK MOBOI. [TponoHoBaHa pefakuis:
MKA N3 JOOATKOBA IHPOPMALIA (OI) Po3ain
[I-1. Ynakoeka. Mo 10 kancyn y 6nicTepi i3 nnisku
NoniBiHINXNOPWAHOT | OMNbr1 antoMiHIiEBOT 3
OOHOCTOPOHHIM MOKPUTTSM TEPMOIAKOM i APYKOM
3 gpyroi ctopoHu. Mo 2 6nictepu paszom 3
iHCTpYKLUi€0 ANs MeANYHOro 3aCTOCYBaHHS
NoMmiLLalTb Y Nayky 3 kapToHy. OHOBMNEHHS TEKCTY
MapKyBaHHs1 yNakoBKM MikapcbKoro 3acoby y
3B'A3Ky 3 BUITyYEHHSIM iH(OpMaLlii POCiiCbKO
MOBOI0. TepMiH BBEAEHHS 3MiH - MPOTAroM 6
MicsILIiMB Nicns 3aTBEPAKEHHS.
266.| NO3AN® TabneTtkn, BKpUTI TOB YkpaiHa AT "CaHeka CnoBaubka BHECEHHS 3MiH JO peeCcTpaLiiHUX maTepianis: 3a - UA/3906/01/04
obornoHkoto, no 100 "CaHodi- dapmachbtoTikans", Pecnybnika/ | 3MiHn | Tuny - 3MiHu Wopo 6e3neku/eekTUBHOCTI peuenmom
mr; Ne 30 (10x3), Ne ABeHTiC CnoBaubka Yecbka Ta hapmakoHarnsagy. BeegeHHs abo amiHn go
30 (15x2), Ne 60 Ykpaina" Pecny6bnika Pecnybnika y3aranbHeHUX AaHuX Npo cUcTemy

(10x6), Ne 60 (15x4),
Ne 90 (10x9), Ne 90
(15x6): no 10
TabneTok y 6nictepi;
no 3, 6 abo no 9
GnicTepiB y
KapTOHHiIl kopobuyj;
no 15 tabnetok y
6nictepi; no 2, 4 abo
no 6 Gnictepis y
KapTOHHI kopobui

(BupobHuLTBO 13,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs1,
KOHTPOSIb Ta BUMYyCK
cepin); TOB
"3eHTiBa", Yecbka
Pecny6bnika
(BupoGHMLTBO 13,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPOJIb Ta BUMYyCK
cepin)

dapmakoHarnsay (BBeAeHHs y3aranbHEeHUX AaHuX
npo cuctemy papmakoHarnsgy, amiHa
YNOBHOBAXeEHOI 0cobu, BignosigansHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
dapMakoHarnagy 3asBHUKa ANs 34iNCHEHHS
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
Bi ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
30iACHEHHs1 hapMakoHarnsay (Bkovarym
KOHTaKTHi fjaHi) Ta/abo 3MiHW y pO3MiLLiEHHi
macTtep-darina cuctemu chapmakoHarnagy) 3miHa
yMNOBHOBaXeHoI ocobu 3asiBHMKa, BiANOBigansHoi
3a hapmakoHarnsga.
[itova pepakuin: Xogakiscbka TeTaHa
BsivecnasisHa. [ponoHoBaHa peAakuis:
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[TponoBkeHHs AoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
BapdonomeeBa IsaHHa OnekcaHgpiBHa. 3miHa
KOHTaKTHWX [aHUX YNOBHOBaXeEHOT 0cobu,
BignoBigansHoi 3a chapmakoHarnsg
267, NO3AN® TabneTku, BKPUTI TOB Ykpaina AT "CaHeka CnoBaubka BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: 3a - UA/3906/01/03
obonoHkoto, no 50 "CaHodi- dapmacbtoTikans", Pecny6nika/ | 3Minun | Tvny - 3miHu Wwono 6e3nekun/edeKTUBHOCTI peuenmom
mr, Ne 30 (10x3), Ne ABeHTiC CnoBaubka Yecbka Ta cbapmakoHarnsagy. BeegerHst abo 3miHu oo
30 (15x2), Ne 60 Ykpaina" Pecnybnika Pecny6nika y3aranbHeHUX AaHux npo cuctemy
(10x6), Ne 60 (15x4), (BpobHuuTBO M3, hapmakoHarnsay (BBeAeHHS y3aranbHEeHUX AaHuX
Ne 90 (10x9), Ne 90 nepBuHHE Ta npo cuctemy cdapmakoHarnagy, amiHa
(15x6): BTOPUHHE YyNOBHOBa)eHOI 0cobu, BignoeigansHoi 3a
no 10 Tabnetok y nakyBaHHS, 30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
6nictepi; no 3, 6 abo KOHTPOSb Ta BUMYCK thapmakoHarnagy 3asiBHUKa Anst 30iMCHEHHA
9 GnictepiB y cepin); TOB thapmakoHarnagy B YKpaiHi, SKLO BOHA BigMiHHA
KapTOHHiIN kopobuyj; "3eHTiBa", Yecbka BifJ ynoBHOBaXeHOi ocobw, BignoBiaanbHOI 3a
no 15 tabnetok y Pecny6nika 3aiicHeHHs dhapmakoHarnsgy (Bkrovarym
6nictepi; no 2, 4 abo (BupoGHMLTBO 13, KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
6 6nictepiB y nepBuHHe Ta macTep-arna cuctemu dpapmakoHarnagy) 3miHa
KapTOHHiI kopooLi BTOPUHHE yNOBHOBa)eHOi 0cobu 3asiBHMKA, BignosigansHoi
nakyBaHHs, 3a chapmakoHarnsig.
KOHTPOIb Ta BUMYCK [Hitoya pepakuis: XogakiBcbka TeTsaHa
cepin) BsayecnagisHa. lNponoHoBaHa pefakuis:
BapdonomeeBa IsaHHa OnekcaHgpiHa. 3miHa
KOHTaKTHMX AaHWNX YNOBHOBAXEHOi ocobu,
Bi4noBiganbHOI 3a hapmakoHarnag
268.| NO3AN® TabneTtkn, BKpUTI TOB YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS1 3MiH JO peeCTpaLiiHUX maTtepianis: 3a - UA/9435/01/01
nnoc o6onoHkoto, Ne 10, "CaHoi- Pecny6bnika 3minn | TMny - 3miHn Wwopo 6e3nekn/edpekTMBHOCTI peuenmom
Ne 30 (10x3), Ne 90 ABeHTiC Ta hapmakoHarnsagy. BeegeHHs abo amiHn go
(10x9): no 10 Ykpaina" y3ararnbHEeHUX AaHux npo cuctemy
TabneTok y 6nictepi; dapmakoHarnsaay (BBeAeHHS y3aranbHEeHUX AaHuX
no 1,3 abo 9 npo cuctemy cdapmakoHarnagy, amiHa
6nictepiB y yMOBHOBaXeHoi ocobw, BiANOBiAanbHOI 3a
KapTOHHIN kopobLyj; 3AiCHEHH: hapmakoHarnsgy; KOHTakTHoOI ocobu 3
Ne 30 (15x2), Ne 90 dapMakoHarnagy 3asBHUka Ans 34iNCHEHHs
(15x6): no 15 dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
TabneTtok y bnicrepi; BiJ, YNOBHOBaXXEHOI 0CO0M, BiAnoBigansHoi 3a
no 2 abo 6 Gnictepis 30iACHEHHs hapMakoHarnsgy (Bkoyaym
Y KapTOHHIlA kopobui KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
mMacTep-anna cuctemu papmakoHarnsagy) 3miHa
YMNOBHOBaXeHOI 0cobu 3asiBHUKa, BigNoBiganbHOT
3a chapmakoHarnsig.
[itoya pepakuis: Xogakiscbka TeTaHa
BsivecnasieHa. MNponoHoBaHa peaakuis:
Bapdonomeesa IBaHHa OnekcaHapiBHa. 3miHa
KOHTAKTHMX AAaHWX YNOBHOBaXXeHOi ocobu,
BignosiganbHoI 3a dhapmMakoHarmsg
269.| nokcupon PO34MH ANS iH'eKLin TOB YkpaiHa ®apmaBixH CaH. Be TypeyurHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a He UA/18268/01/01
15 mr/1,5mn; no 1,5 «YorPng Tipx. A.LL. 3MiHuM | TUNY - 3MiHK 3 AKOCTI. FoTOBUI NMikapCbKK peuenmom nionsieae
mMn B amnyni, no 3 MEOWLIH» 3aci6. CtabinbHicTb. 3miHa y TepMiHax

amnyrnu B KApTOHHIV

npugaTHocTi abo ymoBax 36epiraHHs roToBOro
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

Kopobui

nikapcbkoro 3acoby (36inbLeHHs TEPMiHY
npuAAaTHOCTI rOTOBOrO nikapcbKkoro 3acoby) - Ansi
TOProBoOi yNakoBKu (MiATBEPAKYETHCA AaHUMM
peanbHOro 4acy) 30inbLIeHHS TEPMiHY
npuAATHOCTI FOTOBOTO NiKapcbkoro 3acoby
(3aTBEpOKEHO: TEepMiH NPUAATHOCTI 3 PoKY;
3anporoHOBaHO: TePMiH NpuaaTHoOCTI 5 pokis).
3MiHM BHECEHO B IHCTPYKLIitO AN MEAUYHOro
3acTocyBaHHS NikapcbKoro 3acoby y po3ain
«TepMiH npugaTHOCTI». BBEOeHHS 3MiH NpOTArom
6-TK MicAUB nicnsa 3aTBEPAXEHHS.

270.

JIOMEKCUH®

Kancynu BariHanbHi
M’siki no 600 mr, no 1
abo no 3 kancynu y
6nictepi; no 1
Gnictepy B
KapTOHHiIN kopobui

Pekopaari
Aineng Ita

IpnaHgis

KaTaneHT ITani
C.n.A

ITania

BHECEHHS 3MiH 0O peecTpaLinHuX maTepianis:
3MinHn | TMny - 3miHun 3 sikocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€BponeWcbkin dapmakonei/MoHorpadii. NMogaHHs
HoBoro abo oHoBneHoro ceptudikaTa
BigNoBIgHOCTI abo BUNy4YeHHs cepTugikara
BignoBigHOCTI €BponeWchkin dapmakonei: ons
A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHWN
cepTuddikat Bif yxKe 3aTBEpA)KEHOro BUPOOHMKa -
NnoAaHHs OHOBMEHOro cepTudikaty BignoBigHOCTI
€sponevicbkin dapmakonei R1-CEP 2014-374-
Rev 00 Big BXe 3aTBEpAKEHOTO BUPOOHMKa
RECORDATI INDUSTRIA CHIMICA E
FARMACEUTICA S.P.A,, Italy gito4oi pe4oBuHM
eHTMKOHa3ony HiTpaT (3aTBepaxeHo: RO-CEP
2014-374-Rev 01; 3anponoHosaHo: R1-CEP 2014-
374-Rev 00).

3a
peuerimom

UA/6094/01/01

271.

JIOMEKCUH®

Kancynu BariHanbHi
M’siki no 200 mr o 3
abo no 6 kancyny
6nicTepi; no 1
6nictepy B
KapTOHHiIN kopobui

Pekopparti
Aineng It

Ipnangis

KaTaneHT ITani
C.n.A

ITania

BHECEHHS1 3MiH [0 peecTpauinHuX maTepianis:
3miHu | TUny - 3miHu 3 gkocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponelicbkint hapmakonei/MmoHorpadii. MogaHHs
HoBoro abo oHoBrneHoro ceptudikaTta
BigNoBigHOCTI abo BUny4YeHHs cepTugikara
BignoBigHoCTi EBponenchkii hapmakonei: ons
A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOOHMUTBI ADl; ans
[OMNOMiXHOT peqyoBUHU (cepTudikaT BignosiaHoCTi
€Bponelicbkint hbapmakonei) - OHoBNeHWI
cepTudikaT Bif yke 3aTBepaKEHOro BUPOBHMKA -
NnoJaHHs OHOBMEHOro cepTudikarty BignoBigHOCTI
€sponevicbkin apmakonei R1-CEP 2014-374-
Rev 00 Big BXe 3aTBEpAKEHOrO BUPOOHMKa
RECORDATI INDUSTRIA CHIMICA E

3a
peuerimom

UA/6094/01/02
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

FARMACEUTICA S.P.A., ltaly gitouoi pe4oBuHM
deHTMKOHa3ony HiTpaT (3aTBepaxeHo: RO-CEP
2014-374-Rev 01; 3anponoHoBaHo: R1-CEP 2014-
374-Rev 00).

272.

JIOMEKCHUH®

kpem 2 % no 30ry
Ty6i; no 1 Ty6i y
KapTOHHiN kopobui

Pekopaari
Aineng Ita

Ipnangis

BAM®APMA C.P.J1.,
ITanis; Pekopaari
IHpacTpia Ximika e

dapmacesTika
C.n.A,, Itanis

ITanis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHn | TMny - 3miHm 3 sikocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaTt BignosigHoCTI
€sponelicbkin hapmakonei/moHorpadii. MoaaHHsA
HoBoro abo oHoBneHoro ceptudikaTa
BignoBigHoCTi abo BUNyYeHHs cepTudgikata
BiQNOBIQHOCTI €BponeWnchbkin hapmakonei: ons
A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiXXHOrO NPOAYKTY, Lo
BUKOPUCTOBYHOTbCS Yy BUPOOHMLTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€Bponecbkin dapmakonei) - OHoBNeHWiA
cepTudikaT Bif ye 3aTBepa4KeHOro BUPOOHMKa -
noJaHHsi OHOBMEHOrO cepTudikaTy BiANOBIAHOCTI
€Bponevickkin hapmakonei R1-CEP 2014-374-
Rev 00 Bia BXe 3aTBEpAKEHOro BUPOOHMKa
RECORDATI INDUSTRIA CHIMICA E
FARMACEUTICA S.P.A., ltaly gitouoi pe4oBuHM
deHTMKOoHa3ony HiTpaT (3aTBepaxeHo: RO-CEP
2014-374-Rev 01; 3anponoHoBaHo: R1-CEP 2014-
374-Rev 00).

6e3
peuenma

UA/6094/02/01

273.

JIOMEKCUH®

Kpem BariHanbHum 2
%, no 78 r kpemy y
Ty6i; no 1 1y6i y
KOMMMEKTi 3
annikaTopom y
KOHTelHepi; no 1
KOHTEViHepy B
KapTOHHiI kopobui

Pekoppaari
Aineng It

Ipnangis

Pekopgaarti IngacTpia
Ximika e
dapmacesTika
C.n.A., Itanis;
BAM®APMA C.P.J1.,
ITanis

ITanis

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3miHu | TUny - 3miHu 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHoCTI
€Bponencbkin dapmakonei/MoHorpadii. NMogaHHA
HoBoro abo oHoBrneHoro cepTudikarta
BigNoBigHOCTI abo BUny4YeHHs cepTugikara
BigNOBIQHOCTI €BponeWchkin hapmakonei: ons
A®I; ansa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykKTy, LWo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTi
€Bponelicbkint hapmakonei) - OHoBNeHMI
cepTudikaT Bif yke 3aTBepAKeHOro BUPOOHMKa -
NnoAaHHs OHOBMEHOro cepTudikarty BignoBigHOCTI
€sponevicbkint dpapmakonei R1-CEP 2014-374-
Rev 00 Bia BXe 3aTBEpAXEHOro BUPOOHMKa
RECORDATI INDUSTRIA CHIMICA E
FARMACEUTICA S.P.A,, Iltaly gitouoi pevoBuHu
deHTMKOHa3ony HiTpaT (3aTBepaxeHo: RO-CEP
2014-374-Rev 01; 3anponoHoBaHo: R1-CEP 2014-
374-Rev 00)

6e3
peuenma

UA/6094/03/01

274.

JIOPUHOEH® A

masb no 15 r B Ty0i,
no 1 Ty6i B kopobui

TOB "bayw
Xenc"

YkpaiHa

dapmsaBog €nbca
AT.

MonbLwa

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis:
3miHu | TUNYy - 3miHK Wwopo 6e3nekn/edekTUBHOCTI
Ta dhapmakoHarnsay. BeegeHHs abo 3miHM oo

3a
peuerimom

UA/1717/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
ysaranbHeHWX faHnX Npo cucTemy
hapmakoHarnagy (BBefeHHs y3aranbHeHVX AaHux
npo cuctemy dapmakoHarnagy, amiHa
YyNOBHOBa)eHOi 0cobu, BignoeigansHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
chapmakoHarnagy 3asBHUKa Ans 30iIMCHEHHA
dapmakoHarnagy B YkpaiHi, siKLLO BOHa BigMiHHa
Bifl ynoBHOBakeHOi ocobu, BignoBiganbHoi 3a
34iicHeHHs chapmakoHarnsgy (BknoYaryn
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
macTtep-arnna cuctemu dpapmakoHarnagy) 3miHa
KOHTaKTHUX AAHWUX YMOBHOBaXeEHOi 0cobun
3asiBHMKA, BigNoBiganbHoi 3a dhapMakoHarnag.
275, NOPICTA® H TabneTkn, BKpUTI KPKA, o.4., CnoseHis BMPOGHMLUTBO "in CnoseHis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/12084/01/01
100 NNiBKOBOO HoBo mecTo bulk", nepBuHHe Ta TexXHiYHa nomunka (3rigHo Hakaly MO3 Big peuenmom
o6onoHkoto no 100 BTOPUHHE 23.07.2015 Ne 460) - sika 6yna gonyLeHa nig vyac
mr/12,5 mr; no 10 nakyBaHH4, BHECEHHS 3MiH O MaTepianiB peecTpavuinHoro
TabneTtok y 6nicrepi; KOHTPOSb Ta BUMYCK nocbe N3, ski Binbynucs 23.12.2021 y nepeknagi
no 3 abo no 6 cepii: KPKA, o.4., MKA 3 pocincbkoi Ha ykpaiHCbKy MOBY, a came B
Gnictepis y HoBo mecrTo, cneuudikauii He BipHO NO3HA4YeHO Ha3Bn
KapTOHHiIN kopooLyj; CnoBeHisi; KOHTPOIb BMNpoOyBaHb NokasHukiB "MikpobGionoriyHa skicTb"
no 14 Tabnetok y cepii: (3aTBEepOKeHO: 3ararnbHa KinbKicTb aepobHMX
6nicTepi, mo 2 abo KPKA, a.4., Hoso 6aktepin (TAMC), 3aranbHa KinbKiCTb APiKOAXOBUX
no 4 Gnictepny mecTo, CrnoBeHisi; i nniceHeBux rpubis (TYMC)) Ta "CynyTHi
KapTOHHiIl kopobuy; KOHTpOrb cepil: OOMILLKW"(3aTBEPKEHO: -CyMa AOMILLIOK);
no 15 rabnetoky IlabeHa p.o.0., 3aMporoHOBaHO HOBi Ha3BM BUMPODyBaHb
6nicTepi, no 2 abo CnoBeHisi nokasHukis "MikpoGionorivyHa sikicTb" - 3aranbHa
no 4, abo no 6 KinbKicTb aepobHux mikpoopraHiamis (TAMC),
onictepiB y 3aranbHa KinbKiCTb APDKIPKOBUX Ta NiiceHeBmX
KapTOHHiI kopobui rpubis (TYMC) Ta "CynyTHi gomiwkn" - cyma -
NpVBEAEHHS Y BiANOBIAHICTb A0 peecTpaLinHmX
(apxiBHMX) MaTepianis, siki nogaBanuncb Ha
BHECEHHS 3MiH
276, MATHE-B6® TabneTku, BKpUTI TOB YkpaiHa BUPOGHMLTBO, PpaHuisi/ BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 6es nidnsizae UA/5476/02/01
obornoHkoto, Ne 50 «Onenna KOHTPOIb SKOCTI, YropwuHa 3miHu | TUny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa peuenma
(10x5): no 10 Xenckea nakyBaHHs, HaliMeHyBaHHs Ta/abo agpecu micus
TabneTok y 6nictepi, YkpaiHa» MapKyBaHHS, BUNYCK npoBaXeHHs AisnbHOCTi BUpoGHMKa/imnopTepa
no 5 GnictepiB y cepii: roTOBOrO fikapCbKOro 3acoby, BKo4ar4m
KapTOHHiIl kopobuyj; CAHO®I BIHTPOIN AinbHWL BUNYycKy cepii abo micLe npoBeaeHHs
Ne 60 (20x3): no 20 IHOACTPIA, KOHTPOIO AKOCTI. (AIANbBHICTb, 3a Ay BignoBiaae
TabneTok y 6nictepi; ®paHuis BMPOGHWK/iMNOpTEp, BKIOYaKYX BUMYCK CEpiit)
no 3 Gnictepu y BUPOGHULTBO, 3MiHa HaliMeHyBaHHs BupobHuka M3 3 XIHOIH
KapTOHHiIl kopobuyj; KOHTPOIb SIKOCTI, 3aBog PapmaueBTUYHMX Ta XiMivHux MNpoaykTis
Ne 100 (20x5): no 20 nakyBaHHs, Mpawsit Ko. Jlta. MNignpremcTso 2 ( nignpmemcTso
TabneTok y 6nictepi; MapKyBaHHS1, BUNYCK Bepeleapxas), YropwumHa Ha Onenna Xenckea
no 5 Gnictepis y cepii: XaHrepi K., YropwuHa 3 yToMHEHHSIM agpecw,
KapTOHHiI kopooLi Onenna Xenckea 6e3 3MiHM MicLs BUPOOHULITBA.
XaHrepi Ko, 3MiHM BHECEHO B IHCTPYKLIitO ANt MEAUYHOTO

YropwwmHa

3acTOCYBaHHs nikapcbkoro 3acoby y posainu
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep

n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o

n 3acoby ynakoeka) noceid4yeHHs1

MikpoGionoriyHui «BupobHuk» Ta «MicLe3Haxoa)XeHHst BUPOOHUKa
KoHTponb [T13: Ta agpeca Micusa NpoBaKEHHS NOro AisNbHOCTI» 3
XIHOTH 3aBog BiANOBIOHUMW 3MiHAMK Y TEKCTIi MapKyBaHHSA

PapmaueBTUYHUX Ta ynakoBKU fikapcbkoro 3acoby (3miHa Ha3Bu Ta
XimiyHmx MpogykTis MicLie3Haxo4KeHHs1 BUpOGHMKa). BBeaeHHs 3MiH
MpawmsiT Ko. JlTA4., NpOTArom 6-T MicsLiB Nicns 3aTBepKEHHS
Mignpuemcteo Ne3 3MiHn | TMny - 3MiHK 3 gKocTi. FOTOBMI Nikapcbkuii

(MinnpuemcTBo B 3aci6. 3MiHM y BUPOBOHMUTBI. 3MiHa
YaHikBenbab), iMnopTepa/amiHn, Lo CTOCYHOTLCS BUMYCKY cepii Ta

YropwuHa KOHTPOIO SIKOCTi FOTOBOTO NiKapCbKoro 3acoby

MiKpoGionorivyHmi (3amiHa abo foaaBaHHs AinbHULLI, Ha SKi
KOHTponb MN3: 3AINCHIOETBCA KOHTPOSL/BMNPOBYBaHHS cepii)

E€YPOAII XaHrepi [oAaBaHHSA AiNbHULI, Ha AKiN 30iACHI0ETLCS
Nra., YropwmHa Mikpo6ionoriunuii korTpons M3 XIHOTH 3ason

dapmaneBTUYHUX Ta XimivHux MpoaykTie MparsiT
Ko. Jltg., Nignpuemcteo Ne3 (MignpuemcTeo B
Yaniksenbap), 3510, Miwkonbl, YaHikBenbab,
YropwwmHa/CHINOIN Pharmaceutical and
Chemical Works Private Co. Ltd. Site 3
(Csanyikvolgy site), 3510, Miskolc, Csanyikvolgy,
Hungary. BeBegeHHs 3MiH npoTarom 6-tu micauis
nicna 3aTBepaXXeHHsi. 3MiHu | Tuny - 3miHn 3
sKocTi. [oToBMI Nikapcbkuii 3aci6. 3mMiHn y
BMPOBHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOSO AKOCTI
roTOBOro nikapcbKoro 3acoby (3amiHa abo
[oAaBaHHSA AiNbHULI, Ha SKiA 34INCHIOETLCS
KOHTponb/BUNpobyBaHHs cepii) foaaBaHHs
[inbHULI, Ha SKIN 3AINCHIOETBCA MIKpobionoriyHMn
koHTponb [T13 EYPOATmI Xanrepi Jitg., Byn. To 1-
5, Byaoanewrt, 1045,YropwuHa/EUROAPI Hungary
Ltd.,To utca 1-5., Budapest, 1045, Hungary 3
3a3HavYeHHsIM PYHKLIN BXe 3aTBepIKEHNX
BUPOGHWKIB. BBEeAEHHSI 3MiH NpoTAroM 6-Tu
MicsILLiB Micnsi 3aTBEPOXKEHHS.

277 MEOAKCA NMOPOLLIOK Mepak HimeuuunH Mepak NesenbladT HimeuuunHa BHECEHHS1 3MiH 40 peecTpauinHuX maTtepianis: 3a - UA/4884/01/01
niodpinizoBaHun Ans [esenbwad a rop KniHiwe TexHiyHa nomurika (3rigHo Hakazy MO3 Big peuenmom
NPUroTyBaHHSA T chrop LLneuiansnpenapat 23.07.2015 Ne 460) BunpaBneHo TexHi4Hy
pO34MHy Ans KniHiwe e M6X, HimeuwunHa NOMUIKY B TEKCTi MapKyBaHHSi BTOPUHHOI
iHcpysin (5 mr/mn) no | Lneuiansnp (BUPOBHUK, LIO ynakoBKU nikapcbkoro 3acoby y n. 17 IHWE wopo
50 mr; 1 cknaHun enapare BignoBigae 3a 3a3Ha4YeHHs1 OAMHULL BUMIpIOBaHHS B cucteMi Cl.
nakoH 3 NOPOLLKOM M6X BUMYCK cepii, 3a3HaueHe BUNpaBreHHs! BiAnosigae matepianam
Y KapTOHHIl kopobui BTOPUHHE peecTpauinHOro AoCheE.

naKyBaHHs,

MapKyBaHHS,
KOHTponb/BnpobyBs

aHHSA cepin);

OHkoTek ®apma
MpopakiiH M6X,
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
HimeyuunHa
(BUPOBHUK, LIO
BignoBsigae 3a
BUMNYCK cbopmM in
bulk, nepsuHHe
nakyBaHHs,
KOHTPOnb/BUNpobyB
aHHA cepiin)
278, MEOAKCA NOpOLLOK Mepak HimeuuunH Mepak NesenbwadT HimeuuunHa BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3a - UA/4884/01/03
nioginizoBaHun anga [esenbwad a brop KniHiwe TexHiyHa nomunka (3rigHo Hakasy MOS Big peuenmom
NPUroTyBaHHA T chrop LLineuianbnpenapat 23.07.2015 Ne 460) BunpasneHo TexHi4Hy
PO34MHY Ans KniHiwe e M6X, HimeuunHa NOMWIIKY B TEKCTi MapKyBaHHSA BTOPUHHOI
iHdysin (5 mr/mn) no | LUneuiansnp (BUPOBHWK, WO ynakoBkW nikapcbkoro 3acoby y n. 17 IHLWE wopo
150 mr; 1 cknsHuA enaparte Bignosigae 3a 3a3HaYeHHs OAVHULbL BUMIptoBaHHA B cuctemi Cl.
bnakoH 3 NOPOLLKOM M6X BUMYCK Cepil, 3asHayeHe BUMNpaBfeHHs BianoBigae MmaTepianam
Y KapTOHHIlA kopobui BTOPUHHE peecTpauiiHoro 4oCLE.
nakyBaHHs,
MapKyBaHHS,
KOHTPOMb/BUNpobyB
aHHSA cepin);
OHkoTek ®apma
MpopakwH MvbX,
HimeyunHa
(BUPOBHWK, WO
BignoBsigae 3a
BMNyck coopmu in
bulk, nepBuHHe
nakyBaHHs,
KOHTponb/BrnpobyBs
aHHs cepii)
279. MEOAKCA NOpOLLOK Mepak HimeuumnH Mepak NesenbliadT HimeuunHa BHECEHHS 3MiH JO peeCTpaLiiHMX maTepianis: 3a - UA/4884/01/02
nioginizoBaHwUn Ans lesenbliad a drop KniHiwe TexHiyHa nomurnika (3rigHo Hakasy MO3 Big peuernmom
NpUroTyBaHHS T dorop Lneuianbnpenapat 23.07.2015 Ne 460) BunpaBneHo TexHi4Hy
po34nHy Ans KniHiwe e M6X, HimeuwunHa NOMUIKY B TEKCTi MapKyBaHHSi BTOPUHHOT
iHdpysin (5 mr/mn) no | Lneuiansnp (BMPOBHWK, IO ynakoBKu nikapcbKkoro 3acoby y n. 17 IHWE wopo
100 wmr; 1 cknsAHUIA enapaTte BignoBigae 3a 3a3HaYeHHs 0aVHULL BUMIptOBaHHS B cucTeMmi Cl.
nakoH 3 NOPOLLKOM M6X BUMYCK cepii, 3asHaueHe BUNpaBrieHHsI BiAnoBigae matepianam
Y KapTOHHIl KopoobuUi BTOPUHHE peecTpauinHoro AOCkE.
nakyBaHHs,
MapKyBaHHS,
KOHTpOnb/BrnpobyB
aHHs cepiit);

OHkoTek ®apma
MpopakwH MvbX,
HimeuunHa
(BUPOBHUK, LIO
Bignosigae 3a
BUnNyck oopmu in
bulk, nepBuHHE
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

nakyBaHHs1,
KOHTPONb/BMNpPObYB
aHHs cepiin)

280.

ME3AKAP®

CycneHsist oparnbHa,
100 mr/5 mn, no 100
My donakoHi; no 1
nakoHy 3 MipHUM
CTaKaH4YMKOM Y
KapTOHHIN ynakoBLi

TOB
"TMEOPAP
mnaTa”

Ykpaina

TOB "KYCYM
OAPM"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis:
3MiHu | Tuny - 3miHn Wwopo 6e3nekn/edekTMBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepu1cTuui nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT ANS Mean4Horo
3acTOCyBaHHs Ha MiACTaBi perynsipHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbKoro
3acoby, abo gocnimkeHb 3 6e3nekn 3aCcTOCyBaHHS
nikapcbkoro 3acoby B nicnspeecTpauiiHui nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 4OCHiAXEHb,
npoBeAeHVX BiANOBIAHO A0 MnaHy neaiaTpuyHnX
pocnigpkerb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBaXEHUM OpraHoMm).
3MiHU BHECEHI A0 iHCTPYKLii ANs MeanyHoro
3acTOCyBaHHs1 Nikapcbkoro 3acoby y po3ainu
"B3aemogis 3 iHWnMK nikapcbkummn 3acobamu Ta
iHWi BMAwn B3aemogin”, "OcobnmeocTi
3actocyBaHHs", "[iTn", BIONOBIAHO 4O OHOBMEHOI
iHdbopMalii 3 6e3nekun gjt4oi pevoBUHN.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepakeHHs. CynyTHsi 3aMiHa- 3MiHuM wopao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsgy.
BHeceHHs1 abo 3miHa(u) 0o 3060B'A3aHbL Ta yMOB
BMAaui peecTpauinHoro NocBigvYeHHs, BKoYaym
MnaH ynpaBniHHSA puankamm (3acToCyBaHHS
TEKCTY, SIKUI MOTOMKEHNIN 3 KOMMETEHTHUM
opraHoMm). 3asiBHMKOM HajaHO OHOBMeHWI MNnaH
ynpaeniHHs puankamu Bepcis 1.4. 3MiHM BHECEHO
0o yactuH: | «3aranbHa iHopmauiay |l
«Cneuudikauis 3 6e3nekm» (mogyne CV
«MicnsapeecTpauinHuii gocsigy)

V «3axogu 3 miHimizauii pusukiy, VI «Pestome
nnaHy ynpasniHHa pusukamuy, VII «Jogatkn»
(mopatok 2),

y 3B’SI3Ky 3 OHOBIIEHHAM iHdopmalLlii 3 6e3nekn
[itoyoi pevyoBUHU kapbamaseniH, Lo € pyTUHHUMMN
3axogamu 3 MiHimisauii puaukis.

3a
peuenmom

He
nionsieae

UA/9832/03/01

281.

MEJIOKCUK

PO34MH Ans iH'ekuin,
15 mr/1,5 mn no 1,5
M B amnyni; no 3
abo 5 amnyn B
KOHTYPHil
YapyHKOBIN
ynakoBui; no 1
KOHTYPHIl
YapyHKOBIN ynakoBLi

dPapmaueBT
NYHUI
3aBoa
«Monbdapm
a» C. A.

Monbwa

dapmaLeBTUYHWIA
3aBoa
«Monbapmar C. A.

Monblwa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MiHu | TUnNY - 3MiHK 3 sikocTi. FoTOBMIA NiKapCbKUiA
3aci6. KoHTpornb AONOMiXXHMX pevoBUH. 3MiHa Y
mMeToAax BMNpobyBaHHSA AOMOMIXKHOI Pe4OBUHU
(iHWi 3MiHM y MeTodax BUNPOByBaHHS (BKIOYaK4K
3amiHy abo AogaBaHHs)) - 3miHu y TecTi M/1-0250
Ha YMCTOTY Ta BU3HAYEHHS CYMNpPOBIAHUX AOMILLIOK
MeToA0M ra3oBoi xpomaTorpadii o06yMmoBneHo
aganTauiero JoKyMeHTaUii Big BUpobHUKa

3a
peuerimom

UA/13584/01/01
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B KapTOHHIN nayui

[OMOMDKHOT peqoBUHYM rnikodypony; 3MiHu | Tuny -
3MmiHK 3 sikocTi. FoTOBUIA Nikapcbkuii 3aci6.
KoHTposb JOMOMDKHUX pe4yoBUH. 3MiHa
napameTpiB cneuudikadin Ta/abo gonyctummnx
MeX AN AONOMDKHOI PEYOBUHM (3BY)XEHHS
OONYCTUMMUX MEX) - 3BY)XXEHHS JONYCTUMUX MEX Y
cneumdikaLii 4ONOMIKHOT pe4oBUHM rmnikodypon
3a nokasHnkom «CynpoBigHi AOMILLKUY -
TeTparigpodypdyponosuii cnupt; 3miHn | Tuny -
3MiHu 3 AkocTi. FoTOBMIA Nnikapcbkuii 3aci6.
KoHTponb A0NOMDKHMX peqoBuH. 3MiHa
napameTpiB cneuudikauin Ta/abo gonyctummx
MeX ANl JOMOMDKHOI PEYOBUHM (BUMYYEHHS 3i
cneuudikaLii He3HaYHOro NoKasHuKa (Hanpvknag
3acTapinoro nokasHuka)) - BUNyYeHHst 3i
cneumaikauii 4ONOMKHOT pevoBUHK rnikodypon
HEe3Ha4yHOro nokasHuka «Baxki metanuy. 3minHu |
Tmny - 3MiHKM 3 sikocTi. FoToBUIA NikapckkMit 3aci6.
KoHTponb JOMOMDKHUX pe4yoBUH. 3MiHa
napameTpiB cneuudikadin Ta/abo gonyctummnx
MeX ANs AONOMIXKHOI pe4oBUHU (4ONOBHEHHS
cneumdikauii HOBMM MOKa3HUKOM 3 Bi4noBigHUM
MeTOAO0M BUMPOOYBaHHSA) - AOMOBHEHHS
cneumdikauii HOBMM MOKa3HMKOM 3 Bi4noBigHUM
meTogoM «Cyma OOMILLIOK» Anst AOMOMiKHOI
peyoBUWHM rmikodypony

282.

MENOKTAM

pPO34MH Ans iH'ekuin,
15 mr/1,5 mn; no 1,5
mn (15 mr) B
amnynax; no 5
amnyn B KaceTi B
nayui

MicTtpan
Kenitan
MeHepxmeH
T JlimiTeq

AHrnia

XENM C.A.

peuis

BHECEHHS1 3MiH 4O peecTpauinHuX maTtepianis:
3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI
Ta dhapmakoHarnsaay. 3miHa y KopoTKin
XapakTepucTuL NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
3aCTOCYBaHHS Ha MiACTaBi perynspHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHs
nikapcbkoro 3acoby B nicnsapeecTpauinHui nepioa,
abo sk pe3ynbTaT OLUiHKM 3BITY 3 AOCHIAKEHb,
npoBeAeHNX BiANoBIgHO A0 NnaHy negiatpudHnx
pocnimkenrs (PIP) (3miHy y3rogkeHo 3
KOMMETEHTHUM YNOBHOBAXEHUM OpraHoMm).
3MiHM BHECEHO [0 iHCTPYKUiT Ans MeaM4Horo
3acToCcyBaHHS NikapCbKoro 3acoby y po3Ain
"3acTocyBaHHs y nepiog BariTHOCTi abo roflyBaHHs
rpygao” BignoBigHO 40 OHOBReEHO! iHpopmalii 3
©e3neku fito4oi pedoBnHM BBeaEHHS 3MiH
NpoTAroM 6-T1 MicsUIB 3 AaTN 3aTBEPAXKEHHS.

3a
peuerimom

He
nidnsicae

UA/19319/01/01

283.

METACMPEU

cnpew HasanbHUi,
no3oBaHuii, 50
mkr/go3y no 10 r (60
fo3) abo 18 r (140

TOB
"BAJTAPTIH
DAPMA"

YkpaiHa

TOB "Mikpodapm"

YkpaiHa

BHECEHHS1 3MiH 0 peecTpauinHMX maTtepianis:
3MiHu | Tuny - 3miHK wopno 6esnekn/ePeKTUBHOCTI
Ta cpapmakoHarnsgy. 3miHa y KopoTkin
XapaKkTepuCTULL NikapcbKoro 3acoby, TEeKCTi

3a
peuenmom

He
nionsieae

UA/19139/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
0o3)y MapKyBaHHS Ta iHCTPYKLi Ans MeguyHoro
nonieTuneHoBomy 3aCTOCyBaHHS Ha MiagcTaBi perynsipHo
cnakoHi 3 HacocoM- OHOBJHOBAHOrO 3BiTY 3 6Ge3nekn Nnikapcbkoro
[03aTopoMm Ta 3acoby, abo gocnigxeHb 3 6e3neky 3acToCcyBaHHs
Hacafkoto- nikapcbkoro 3acoby B nicnspeecTpauinHuiA nepioa,
po3nunoBayeM i3 abo sk pe3ynbTaT OLiHKM 3BiTYy 3 4OCHiAXEHb,
3axXUCHUM npoBeaeHVX BiANOBIAHO A0 MnaHy neaiaTpu4HmnX
KOBMa4kom, no 1 pocnigpxkeHb (PIP) (3miHy y3romkeHo 3
hbnakoHy B KOMMETEHTHUM YNOBHOBaXXEHUM OpraHoMm). 3miHn
KapTOHHIN nayui BHECEHi [0 iHCTPYKLIi Ans MeguyHoro
3aCTOCyBaHHS fnikapcbkoro 3acoby y po3ginu
"MokasaHHs", "3acTocyBaHHS y nepion BariTHOCTI
abo rogyBaHHs rpyaato”, "Oitn", sk Hacnigok y
po3ain "Cnocib 3actocyBaHHs Ta 403W" BIiANOBIAHO
[0 OHOBIeHOI iHdbopMmaLii 3 6e3nekn gitoyoi
PEYOBUHM.
284, METOPTPIT PO34MH ANS iH'eKUin, K.T. PymyHis K.T. POM®APM PymyHis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/18524/01/01
POM®APM 10 mr/mn; no 0,75 POM®APM KOMMAHI C.P.N., 3Minn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI peuenmom nionsieae
mn abo no 1 mn, abo KOMMAHI PymyHis (koHTponb Ta hapmakoHarnsay. 3miHa y KopoTkil
no 1,5 mn, abo no 2 C.P.JL BUXigHWX XapakTepucTuLi NikapCbKoro 3acoby, TeKCTi
MAy nonepeaHbo marepianis, MapKyBaHHS Ta iHCTPYKLii AN MeauyHoro
HamnoBHEHOMY KOHTPO~b 3acTOCyBaHHs Ha MiACcTaBi perynsipHo
Lwnpuui; no 1 NPOMIXHOro Ta OHOBMOBAHOTO 3BiTYy 3 6e3neku nikapCbkoro

wnpwuuy B 6rictepi;
no 1 6nictepy pasom
3 O[IHOPa30BOIO
FOMKOK B KAPTOHHIN
navuj

KIHLIEBOrO NPOAYKTY,
BTOPUHHE
nakyBaHHs Ta
Bunyck cepii M3;
BUFOTOBIEHHS
nikapcbkoro 3acoby,
acenTuyHe
HanoBHEHHS
nikapcbknum 3acobom
winpuuis, ix 36ipka
Ta MapKyBaHHS)

3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B nicnspeecTpaLiiHuin nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTY 3 AOCHIAXKEHb,
npoBeAeHNX BiANOBIAHO A0 NnaHy negiaTpuyHnx
pocnimxeHb (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHVUM YNOBHOBaXXEHVM OpraHoMm) -
3MiHU BHeCeHi A0 iHCTPYKLii Ans MeguyHoro
3acTocyBaHHS NikapcbKoro 3acoby y po3ain
"Ocob6nuBocTi 3acTocyBaHHA" BigMNoBigHO 40
OHOBMeEHOT iHdopMaLlii 3 6e3neku gioyoi
peyoBuHW. BBEAeHHSA 3MiH NpoTSArom 6-Tu Micauis
nicnsa 3aTBepAXeHHs. 3MiHu | Tuny - 3MiHM Wwoao
6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii Ansi
MEeAMYHOro 3aCTOCYBaHHs Ha MiACTaBi perynsipHo
OHOBMOBAHOTO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acTOCyBaHHs
nikapcbkoro 3acoby B nicnsipeecTpaLiiiuin nepion,
abo sk pe3ynbTaT OUiHKM 3BITY 3 AOCHIAKEHb,
NpOBEAEHNX BiANOBIOHO 4O NnaHy negiaTpuyHnx
pocnimxeHb (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHNM YNOBHOBaXEHUM OpraHoMm) - 3miHu
BHECEHI [0 iHCTPYKLIi Ans Meau4Horo
3acTocyBaHHS NikapcbKoro 3acoby y po3ain
"3acTocyBaHHs y nepioa BariTHOCTi abo rofyBaHHs
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rpyoar” BignoBigHO 40 OHOBREHOT iHbopmalii 3
6e3neku Aito4oi pevoBuHW. BBeaeHHS 3MiH
NpOTArom 6-Tu MicsALiB NiCNs 3aTBEPYKEHHS.
3MminHn | TMny - 3miHn Wwopo 6e3nekn/edhekTMBHOCTI
Ta dhapmakoHarnsgy. 3miHa y KopoTkin
XapaKTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLii Ans MeguyHoro
3aCTOCYBaHHS Ha MiACTaBi perynspHo
OHOBJHOBAHOrO 3BiTY 3 6Ge3nekun Nikapcbkoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpaLuiiiuin nepion,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 4OCHiAXEHb,
npoBeAeHnX BigNOBIAHO A0 NNaHy negiaTpuyHmnX
pocnimkenrs (PIP) (3miHy y3rogkeHo 3
KOMMETEHTHUM YTNOBHOBaXXE€HUM OpraHom) - 3MiHu
BHECEHI [0 iHCTPYKLUiT 4ns MeguyHoro
3acTOCyBaHHS NikapCcbKoro 3acoby y po3ain
"Mo6ivHi peakuii" WoA0 BaXXIMBOCTI 3BiTYBaHHS
npo noGiyHi peakuji. BBegeHHs 3MiH npoTarom 6-
TV MiCSILB MicNsi 3aTBEPOAXKEHHS.

285.

METPOr®

rens ans
30BHILIHLOIO
3acTocyBaHHs, 10
mr/r, no 30 ry Ty6i 3
antomMiHito abo
namiHoBaHoro
nnacTuky, no 1 Ty6i
B KapTOHHII kopobui

"FOHik
dapmacbloT
vkan
JlabopaTopis

(BipaineHHs
dipmun
"[x.B.

Kemikans
eHg
dapmacbloT
nkans Jitg.")

IHAis

"HOHik
dapmacbioTukan
JTabopaTtopiz"
(BigaineHHs cipmun
"x.B. Kemikana eHa
dapmacbioTukana
Nra.")

IHgia

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3MiHn | TMny - 3MiHK 3 sKocTi. FOTOBMI Nikapcbkuii
3aci6. KoHTponb rotoBoro nikapcbkoro 3acooy.
3MiHa y MeTogax BUNpobyBaHHS rOTOBOro
nikapcbkoro 3acoby (iHWi 3MiHM y meTodax
BMNpoOyBaHb (BKIO4aoun 3amiHy abo
[OOMNOBHEHHST)) 3MiHa MeToay BUNpobyBaHHS: 3a
nokasHukom «MikpobionoriyHa ymctoTar. B
3aTBepAKeHOMY METOAi BUKOPUCTOBYBABCS METOA
MeMbpaHHoi dinbTpadii, 3anponoHoBaHO
BMKOPUCTOBYBaTN METOA, MUBUHHOMO BUCIBaHHS.
BBeneHHs 3miH npoTsarom 3-x MicsiuiB nicns
3aTBEPAKEHHS.
3minu | TMny - 3miHK 3 sikocTi. FoTOBUIA NiKapCbKUiA
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa napameTpiB cneuudikaui Ta/abo
AOMYyCTUMMX MEX roTOBOrO NiKapcbKoro 3acoby
(oonoBHeHHS abo 3amiHa Noka3HuKa cneumdikauii
3a pesynbTaTamu gochnimkeHb 3 6e3nekun abo
SIKOCTi (32 BUHATKOM NikapCbKkux 3acobis
6ionoriyHoro/iMyHOMNOriYHOro NOXOMXKEHHS)) 3MiHa
BMMoOr crneuundikadii 13 3a nokasHukom
«MikpobionoriyHa unctoTa». BBeaeHHst 3amiH
npoTsArom 3-x MicaUiB nicns 3aTBepAXXEeHHs!

3a
peuerimom

UA/2871/03/01

286.

METPOHIOA30

J1Y BEH3O0AT

MOPOLLIOK
(cybcTaHuis) y
MilLiKax 3 NniBKW
nonieTuneHoBoi ansa
hapmaLeBTUYHOIO

MPAT
"®ITOPAPM

YkpaiHa

Aaprti Oparc Jlimiteq

IHaisa

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3miHu | TUny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu 3asiBHUKa
(BnacHWka peecTpaLiHOro NocBiAYeHHs) 3MiHa
agpecu 3asiBHUKa

UA/5406/01/01
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3aCTOCyBaHHA

287.

MET®OPMIH-
TEBA

TabneTtku no 500 wmr;
no 15 tabnetok y
GnicTepi; no 2
6nictepu y kopobui

TOB «TeBa
YkpaiHa»

Ykpaina

TOB TeBa

OnepenwHs Monang

Monbwa

BHECEHHS 3MiH [0 peecTpauiiHX maTepianis:
3MiHuM | TUNYy - 3MiHK 3 AKkocCTi. FoTOBUIA NikapChbKKi
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.
3MmiHa napameTpie cneumdikauin Ta/abo
[OMNYCTUMKX MEX rOTOBOTO fikapCbKoro 3acoby
(BonoBHEHHs1 abo 3aMiHa NokasHuka crieumdikawii
3a pesynbTaTtamu ocrigpkeHb 3 6e3neku abo
SIKOCTi (32 BUHSAATKOM flikapCbKMX 3acobiB
6ionoriYyHoro/iMyHONOriYHOro NOXOAXKEHHS)).
BBeaeHHs koHTponto Aomiluok N-
HiTpO3oAMMeTUNamMiHy B cneundikadito Ha M3
MeTdopmiH-Tesa, TabneTtkm no 500 wmr, 3
BiANoBigHNMK Mexamu «He Ginble 0,032 ppm» Ta
mMeTogom BunpobysaHHa GC-MSMS. 3minm | Tuny
- 3MiHM 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. (iHLWi
3MiHN). BHeceHHs 3miH 0o nyHKTy 4.2
(MakcumanbHa gobosa gosa) goaatky Annex |l
“Elemental Impurities Risk Assessment Report” B
po3gini 3.2.P.5.5 3 meToto BUNpaBneHHA NOMUIIKN
Yy po3paxyHKy MakcumarbHoi go6osoi gosm 13
BiANOBIQHO 4O PEKOMEHOOBAHOIO 3HAYEHHS Y
KopoTkin xapaktepuctuui 113 (3000 mr/goby).
Takox 6yno yTouyHeHo BuKnag iHdpopmalii B
po3gini 3.2.P.5.2 B onuci metoauku
«HiTpo3ogomiwwku:N-HiTpo3ogumeTunamix
(NDMA)» MPC023683/3, a came- gogaHo cxemy
BBEJEHHS PO34MHIB i 36inbLLEHO po3Mip
XpomaTorpam Ans KpaLoro onucy nikis. B poaaini
3.2.P.6 O6rpyHTyBaHHsi cneumdikaLii yTOYHEHO
MicuesHaxomkeHHs goaatky Annex 1 «N-
nitrosamine risk summary worksheet»

3a
peuyerimom

UA/7769/01/01

288.

MET®OPMIH-
TEBA

TabneTku, BKpUTI
NniBkOBOIO
obonoHkoto, no 1000
mr, no 10 TabneTok
y 6nicTepi, no 3
onictepu y kopobui,
no 15 tabnetok y
6nicTepi, no 2 abo 6
GnicTtepiB y kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

BMPOGHMLUTBO 3a
NMOBHUM LIMKMOM:
TeBa
dapmauesTikan
IHgacTpis ITa.,
I13painb
nepBuHHA Ta

BTOPUHHa ynakoBKa,
KOHTPOIb SIKOCTi Ta

[03BiN Ha BUNYCK
cepin:
AT

dapmaueBTUHHUIA

3aBof TeBa,
YropwuHa
BMPOGHMLUTBO
Hepo3dpacoBaHoi

I3paine/
YropuwuHa/
Yecbka
Pecny6nika

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3miHu | TUny - 3miHu 3 gkocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponelicbkint hapmakonei/MmoHorpadii. MogaHHs
HoBoro abo oHoBrneHoro ceptudikaTta
BigNoBigHOCTI abo BUny4YeHHs cepTugikara
BignoBigHocCTi EBponenchkii hapmakonei: ons
A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOGHUMLTBI ADIl; aons
[OMNOMiXHOT peqyoBUHU (cepTudikaT BignosiaHoCTi
€Bponelicbkint hbapmakonei) - OHoBNeHWI
cepTudikaT Bif yke 3aTBepaKEHOro BUPOBHMKA -
NnoJaHHs OHOBMEHOro cepTudikata BigNoOBIAHOCTI
€poneickkin dpapmakonei Ne R1-CEP 2004-124-
Rev 06 (3aTBepmkeHo: R1-CEP 2004-124-Rev 05)
ansa A®| metdopMiHy rigpoxnopuay Big Bxe

3a
peuerimom

UA/12382/01/01
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NPOAYKLiT, KOHTPOSb
SKOCTI:
Tesa Yex IHgacTpis
C.p.0., Yecbka
Pecnybnika

3aTBepakeHoro BupobHnka GRANULES INDIA
LIMITED, India. 3miHu | Tuny - 3MiHun 3 AKOCTi.
Ceptudpikat BignosigHocTi/E-cepTudikaT
BiZNOBIgHOCTI €Bponenchkin
hapmakonei/MoHorpadii. MogaHHa HoBoro abo
OHOBJIEHOro cepTudikaTta BignoBigHOCTI abo
BUNYyYEHHN cepTudikaTa BignoBIgHOCTI
€Bponencbkin dapmakonei: ana A®I; ans
BUXigHOro MaTepiany/peareHTy/npomMixXHOro
NPOAYKTY, LLIO BUKOPUCTOBYHOTLCS Y BUPOBHMLTBI
ADI; Ana AONOMIDKHOT peYOBUHU (CepTudikat
BignoBigHOCTI €Bponeiickkin hapmakoner) -
OHoBReHui cepTudikaT Bif, y>xe 3aTBepAXeHoro
BUPOBHMKa - NOAAHHSI OHOBMNEHOrO cepTudikata
BignoBigHocTi €Bponeicokin dhapmakonei Ne R1-
CEP 1998-079-Rev 10 (3atBepaxeHo: R1-CEP
1998-079-Rev 09) ana APl meTdopmiHy
rigpoxnopuay Big BXe 3aTBepaXeHOro BUpo6HMKa
Wanbury Limited, India. 3minn | Tuny - 3miHm 3
akocTi. CepTudpikat BignosigHocTi/l E-cepTudikat
BiNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBrEeHoro cepTudikarta BignosigHocTi abo
BUNYYEHHN cepTudikaTa BiaNOBIAHOCTI
€Bponecbkin dapmakonei: gna A®l; ans
BVXifHOrO MaTtepiany/peareHTy/npOMiDKHOTO
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
A®I; ons gonomixkHoi pevoBuHM (cepTudikat
BigNOBIQHOCTI €Bponewichkin hapmakoner) -
OHoBneHW cepTudikaT Bif ye 3aTBepOKEHOro
BMPOGHMKa - NoAaHHS OHOBMEHOro cepTudikara
BiAMNoBigHOCTI €Bponencoki papmakonei Ne R1-
CEP 2008-043-Rev 07 (3atBepmxeHo: R1-CEP
2008-043-Rev 05) anst A®I meTdopmiHy
rigpoxnopuay Bif BXe 3aTBepaXXeHOoro BUpobHuka
Shouguang Fukang Pharmaceutical Co., Ltd.,
China.

289.

ME®EHAMIHK
A®

TabneTkn, BKpUTI
o6GornoHkoto, no 500
mr, no 10 TabneTok
Y KOHTYPHIl
YapyHKOBIN
ynakoBui; no 1 abo
Mo 2 KOHTYPHi
YapyHKOBi YNaKoBKU
B nayui

MpAT
"®apmaueBT
nyHa cipma

"OapHuus”

YkpaiHa

MpAT
"®apmaueBTNYHa
dipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis:
3miHu | TMny - 3miHK 3 sikocTi. FoTOBMIA NiKapCbKUIA
3aci6. KoHTponb JONOMiXHMX peqyoBUH. 3miHa
napameTpiB cneuudikadin Ta/abo gonyctummx
MeX ONs1 JONOMIKHOI PEYOBUHU (BUMYYEHHS 3i
cneuudikaLii He3Ha4YHOro NoKasHuKa (Hanpuknag
3acTapinoro NokasHuka))

BUIYYEHHS NMOKa3HUKIB sIKOCTi «3aniso» Ta
«AntoMiHin» 3i cneumndikadii 4ONOMKHOI
peyoBuHM KpemHito giokeua KonoigHun
6e3BoaHMI, BIANOBIAHO A0 MaTepianiB BUpobHUKa
3rigHo 3 ICH Guideline «Q3D Elemental

6e3
peuenma

UA/14487/01/01
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

impurities» Ta BUMor aito4oi MoHorpagii €
«Silica, colloidal anhydrous». 3minHu | Tuny - 3miHn
3 sikocCTi. F0TOBMIA Nikapcbkuin 3aci6. KoHTpornb
[OMOMDKHUX pevyoBUMH. 3MiHa napameTpis
cneuudikauin Ta/abo gonycTumMmnx Mex ans
[OMOMIDKHOI pe4oBUHM (iHLWi 3MiHK) CynyTHS 3MiHa
- 3MiHu 3 sikoCTi. FOTOBMIA NikapCbkuii 3aciO.
KoHTponb AonomipkHuX pevoBrH. 3MiHa y MeToaax
BUNPOOYBaHHSA LOMNOMIXKHOI pe4oBUHU (HE3HauHiI
3MiHW Y 3aTBEpPOXKEHNX METOAAX BUNPOOyBaHb)
npuBeaeHHs cneumndikaLii Ta METOAIB KOHTPOMIO
SIKOCTi Ha JOMOMIXKHY pevoBuHY KpeMHito giokeng
KonoigHui 6e3BoaHUIA 00 Oil0YNX BUMOT Ta
pekomeHgauiv A®Y, 3 BpaxyBaHHAM BuMor € 3a
NOKa3HMKOM «PO34YMHHICTbY, KU NepeHeceHo Ao
po3ainy 3aranbHi BNacTUBOCTI, OCKINbKM Mae
pekoMeHAaUIHWI XxapakTep Ta 3a NOoKa3HUKOM
«MikpobionoriyHa YnctoTa» BHECEHO NMOCUITaHHs
Ha €®, gitoye BUAaHHs, 6e3 3MiHM HOPMyBaHHS Ta
METOAMKN KOHTPOIO AKOCTi. 3MiHM | Tuny - 3miHn 3
sikocTi. CepTudikat BignosigHocTi/l'E-cepTudikat
BiNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. 3miHW, NoB'a3aHi 3
HeoOXigHICTIO NpMBeAeHHs Y BigNOBIgHICTb 4O
MoHorpadgii [JdY abo €sponerickkoi hapmakoner,
abo iHWoi HauioHanbHOI hapmakonei Aepxasn €C
(iHLWi 3MiHW)
npuseaeHHs po3ginis 3.2.P.4.1 Cneuundikauis Ta
3.2.P.4.2 AHaniTnyHi meToam peecTpauinHoro
[0CbE Ha AONOMiKHY pevoBuHY KpemHito giokeuna
KonoigHui 6e3BoAHUIA Y BIANOBIAHICTE 40 BUMOT
niroyvoi MmoHorpadii €@ «Silica, colloidal
anhydrous». Y 3B’a3Ky 3 LM BHECEHO 3MiHN A0
poaginie: «Onuc», «BTpaTta B maci npu
npoXapoBaHHi», «KinbkiCHe BU3HAYEHHS»;
[0AaHO MOKa3HUK «Xnopuany»; BUNyYeHo po3ainu:
«HacunHa ryctuHa.

290.

MIACEP®

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 30
mr; no 10 TabneTok
y 6nictepax; no 2
Gnictepu B
KapTOHHIN nayui

Pisochapm
CA

LLiseviuapi
a

Pisodpapm CA

LLiBeviLapis

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis:
3MmiHu | TUny - 3miHK Wwopo 6e3nekn/edPekTUBHOCTI
Ta cbapmakoHarnsiny. BeegeHHsi abo 3miHu oo
y3aranbHEeHUX AaHuX Npo CUcTemy
dapmakoHarnsgy (BBeAeHHs y3ararnbHEeHUX AaHuX
npo cuctemy papmakoHarnsgy, amiHa
YMOBHOBaXeHOi 0cobw, BignosigansHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
dapmakoHarnagy 3asBHUka Ans 34iNCHEHHs
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bi ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
30iMCHEHHs1 hapMakoHarnsay (BknYanym

3a
peuerimom

UA/14722/01/02
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
macTep-anna cuctemu dpapmakoHarnagy) 3miHa
KOHTaKTHMX JAHMX YNOBHOBaXXeHOi 0cobu
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsg.
3MiHa KOHTaKTHOI 0CObU 3asiBHUKA,
BifgnoBigansHoi 3a dhapmakoHarnag B YKpaiHi.
[itoua pepakuis: Wuronesa MapiaHHa BikTopiBHa.
MponoHoBana pepakuis: Wynby Onbra CepriiBHa.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocobu
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsag B
YkpaiHi. 3miHa MicLe3HaxomkeHHa MacTep-danna
cuctTemmn dhapmakoHarnagy. 3miHa micus
30iMCHEeHHS OCHOBHOI OisiNbHOCTI 3
dapmakoHarnsay.

291.

MIACEP®

TabneTkn, BKpUTI
NNiBKOBOO
o6onoHkoto, no 60
mr; no 10 TabneTok
y Bnictepax; no 2
6nictepu B
KapTOHHIN navui

Pisodhapm
CA

Lsenuapi
A

Pisocapm CA

LLsenyapis

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta hapmakoHarnsgy. BeeaeHHs abo 3miHu oo
y3aranbHeHNX AaHux Npo cuctemy
dapmakoHarnsgy (BBeAeHHs y3aranbHeHUX AaHuX
npo cuctemy capmakoHarnagy, amiHa
yNoOBHOBa)eHOi ocobu, BignoeigansHoi 3a
3AiicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa AN 30iNCHEHHsI
thapmakoHarnagy B YKpaiHi, SKLO BOHA BigMiHHA
Bi ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
macTep-darina cuctemu capmakoHarnagy) 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXXeHOI 0cobu
3asiBHMKA, BignosiganebHoi 3a dhapMakoHarnsag.
3MiHa KOHTaKTHOI 0cobu 3asiBHUKA,
BiNoBiganbHoi 3a hapmakoHarnag B YKpaiHi.
[itova pepakuis: LWuronesa MapiaHHa BikTopiBHa.
MponoHoBaHa pepakuis: WWynby Onbra CepriiBHa.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocobu
3asiBHMKA, BignosigansHoi 3a dhapMmakoHarnsag B
YkpaiHi. 3miHa MicLe3HaxoKeHHs MmacTep-daiina
cuctemn hapmakoHarnagy. 3miHa micus
30iCHEHHS OCHOBHOI AisiNbHOCTI 3
apmakoHarnsay.

3a
peuerimom

UA/14722/01/03

292.

MIACEP®

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 10
mr; no 10 TabneTok
y 6nictepax; no 2
Gnictepu B
KapTOHHIN nayui

Pisochapm
CA

LLisenuapi
o

Pisodpapm CA

LLisenuapis

3minn | TMny - 3miHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta chapmakoHarnsiny. BeegeHHsi abo 3miHu oo
y3aranbHeHUX AaHux Npo cUctemy
bapmakoHarnsgy (BBeAeHHs y3ararnbHEHUX AaHuX
npo cuctemy papmakoHarnsgy, amiHa
yrnoBHOBaxeHoi ocobu, BignoBiganbHoi 3a
3AiCHEeHHs hbapmakoHarnsgy; KOHTakTHoOT ocobu 3
dapmakoHarnagy 3asBHUka Ans 34iNCHEHHs!
dapmakoHarnagy B YKpaiHi, KO BOHa BigMiHHa

3a
peuerimom

UA/14722/01/01
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[TponoBkeHHs AoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
Bif, yNOBHOBaXXeHOT 0cobMu, BianoBiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
mMacTep-aiina cuctemu papmakoHarnsgy) 3miHa
KOHTaKTHUX AaHWNX YNOBHOBaXeHOi 0cobun
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsg.
3MiHa KOHTaKTHOI 0cobu 3asiBHUMKa,
Bi4noBiganbHoI 3a dpapmakoHarnsg B YKpaiHi.
[itoua pepakuis: Wuronesa MapianHa BikTopiBHa.
MponoHoBaHa peaakuis: WWynby Onbra CepriiBHa.
3MiHa KOHTaKTHWUX AaHUX KOHTaKTHOI 0cobu
3asBHMKa, BiANOBIiAanbHOI 3a dhapMakoHarnsag B
YkpaiHi. 3miHa MicLie3HaxomkeHHs MacTep-danna
cuctemmn hapmakoHarnagy. 3miHa micus
30iMCHEeHHS OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsay.
293.| MIKA®YHIIH- NMOPOLLOK ANA Mictpan AHrnis BMPOBHMLTBO PymyHis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/19972/01/02
BICTA KOHLeHTpaTy ans Kenitan roTOBOI NiKapCbKOi 3MiHuM | TUNYy - 3MiHK 3 akocTi. FoToBUI NikapCbkKi peuenmom nidnsicae
PO34MHY Ans MeHepxmeH copmu, NnepBUHHA 3aci6. CtabinbHictb. 3MiHa y TepMiHax
iHpysin no 100 mry T Nimiteq ynaxkoBka: npugaTHocTi abo ymoBax 36epiraHHs roToBOro
conakoHi; 1 donakoH POM®APM nikapcbkoro 3acoby (36inbLeHHs TEPMiHY
B nauuj KOMMAHI CPJ1, npuaaTHOCTI rOTOBOrO fikapcbkoro 3acoby) - [Ans
PymyHis; BTOpMHHa TOProBoi YNakoBku (MiATBEPAXKYETLCA AaHUMU
ynakoBKa, KOHTPOIb peanbHOoro 4acy) - 36inbLweHHs TeEpMiHY
cepil, BUMNyCK cepii: npuaaTHOCTI FOTOBOrO NikapCbKoro 3acoby Ha
POM®APM OCHOBI MO3UTUBHWX pe3yrnbTaTiB JOBrOCTPOKOBMX
KOMIMAHI CP/1, JocnimxeHb cTabinbHOCTI y peanbHOMY Yaci:
PyMyHis 3aTBepaxeHo: TepMiH npuaaTHocTi 1 pik
3anponoHoBaHo: TepmiH npugaTtHocTi 30 mic.
BBeaeHHs 3MiH NpoTsarom 6-Tu MicauiB nicns
3aTBEPKEHHS
294, MIKA®YHIH- MOPOLLOK ANA Mictpan AHrnis BMPOGHMLTBO PymyHis BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3a He UA/19972/01/01
BICTA KOHUeHTpaTy Ans Kenitan roToBOI NiKapCbKoi 3MiHu | TUny - 3MiHK 3 sKocTi. FoTOBMIA NiKapCbKuiA peuenmom | nidnsizae
po34nHy Ans MeHnepxmeH cdopmMu, NepBrHHA 3aci6. CtabinbHicTb. 3miHa y TepMiHax
iHcpysin no 50 mry T Nimiteq ynaxkoBka: npuaaTHocTi abo ymoBax 36epiraHHA roToBoro
chnakoHi; 1 donakoH POM®APM nikapcbkoro 3acoby (36inbLIeHHs TEpMiHY
B navui KOMIMAHI CP/1, npuaaTHOCTI FOTOBOro Nikapcbkoro 3acoby) - Ans
PymyHis; BTOpuHHa TOProBoi yNakoBku (MiATBEPAXKYETLCA AaHUMU
ynakoBKa, KOHTPOmb pearnbHoro Yacy) - 36inbLIeHHs TEpMiHY
cepii, BUNycK cepii: npuaaTHOCTI FOTOBOrO MikapCbKoro 3acoby Ha
POM®APM OCHOBI MO3UTUBHYMX pe3yrnbTaTiB JOBrOCTPOKOBUX
KOMIMAHI CP11, JocnimxeHb cTabinbHOCTI y peanbHOMY Yaci:
PyMyHis 3aTBepaxeHo: TepMiH npuaaTtHocTi 1 pik
3anponoHoBaHo: TepmiH npugatHocTi 30 mic.
BBeaeHHs 3MiH npoTsarom 6-Tu micauiB nicns
3aTBEPKEHHS
295, M HOCIK Kpanni opanbHi 3 Mini Benuka pakype IHAis BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: bes - UA/0567/01/01
PPYKTOBUM CMaKOM; Xenckepe BpuTaHis dapmachbioTikanc 3MiHu Il Tuny - 3miHn 3 sikocTi. A®I. BupobHuuTBO. peuenma
no15mny Jlimiteq 7O 3MmiHa BUpoGHMKa BUXIQHOrO/MPOMiXKHOIO
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3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

CKNsiHOMY (hrakoHi;
no 1 dnakoHy 3
rpagynoBaHo
nineTko B
KapTOHHIN ynakoBLi

npoayKTy/peareHTy, L0 BUKOPUCTOBYIOTECS Y
BMpPoBHMYoMy npoueci AP, abo 3miHa BUpobHUKa
(Bkrtoyaroum, fe HeobxigHO, MicLle NpoBeaeHHS
KOHTponto sikocTi) A®I (3a BigcyTHOCTI
cepTudikaTa BignoBigHOCTIi €BpoNenchbKiin
chapmakonei y 3aTBepAXeHOMY A0Cbe)(BBEAEHHS
HoBoOro BMpo6Huka APl 3 HagaHHSM MacTep-
chaiina Ha A®l). BBeaeHHs1 HoBoro Bupo6Huka AdI
(xnopdeHipamiHy Manear) 3 HagaHHsIM MacTep -
banna,
3aTBepakeHo: BUpobHuk APl: Green Waves
Pvt.Itd, IHgis; 3anponoHoBaHO: BUPOGHMK ADI:
Green Waves Pvt.lItd, IHgis;

Supriya Lifescience Limited, IHgia. TepmiH
BBEAEHHSA 3MiH - NPOTArom 6 micauis nicns
3aTBEPOKEHHS.

296.

MOBIPUKA®

Kancynu Teepgi no
75 mr, no 7 kancyn B
6nictepi; no 2
6nictepu B
KapTOHHiI kopoOLi

Mosi Xenc
mM6X

LLiseviuapi
A

ATtnanTik Papma -
Mpoaykoc
dapmachioTikac,
C.A.

MopTyranis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3Minn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta hapmakoHarnsay (iHwi 3miHn) 3MiHM BHECEHi
00 IHCTPYKUIT ANS MeanyYHOro 3acToCyBaHHS
nikapcbKkoro 3acoby y po3ainu "dapmakosnoriyHi
BnactusocTi", "B3aemogiq 3 iHWnMn nikapCbknmm
3acobamu Ta iHWi Buam B3aemopain”, "OcobnmneocTi
3acTocyBaHHs", "3acTocyBaHHS y nepiop,
BariTHocTi abo rogyBaHHs rpyaato”, "3aaTHicTb
BMNMBATU Ha LUBMAKICTb PeakLii Mpy KepyBaHHi
aBTOTpaHCNOpTOM abo iHWKMMKU MexaHiamamu",
"Cnocib 3acTocyBaHHs Ta 4o3un",
"Mepeno3yBaHHs", "Mobi4HI peakuii” BignoBigHO
[0 OHOBIEHOI iHbopMaLlii 3 6e3neku gitoyoi
peyoBUHU. TepMiH BBeAEHHS 3MiH MPOTAroM 6
MicsILLiB Micnsi 3aTBEPOXKEHHS.

3a
peuerimom

He
nidnsicae

UA/19773/01/02

297.

MOBIPUKA®

Karncynuv TBepai no
150 mr, no 7 kancyn
B BnicTepi; no 2
Gnictepu B
KapTOHHiI kopobui

Mosi Xenc
m6X

LLsewuapi
A

ATnaHTik ®apma -
Mpoaykoc
dapmachbtoTikac,
C.A.

MopTyranis

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3MmiHu | TUNy - 3miHu Wwopo 6e3nekn/edeKTUBHOCTI
Ta dhapmakoHarnagy (iHwi 3miHn) 3MiHM BHECEHI
00 IHCTPYKUIT ANS MeAnYHOro 3acToCyBaHHSA
nikapcbkoro 3acoby y po3ginu "®apmMakonorivHi
BnactmsocTi", "B3aemogis 3 iHLIMMKM nikapCbkumu
3acobamu Ta iHwWi Buam B3aemopain", "OcobnmBocTi
3acTocyBaHHs", "3acTocyBaHHs y nepioa
BariTHOCTi abo rogyBaHHsi rpyaar”, "3gatHicTb
BMMMBATU Ha WBMAKICTb peakLuii Npy KepyBaHHI
aBTOTpaHCNOPTOM abo iHWKMMU MexaHiamamu",
"Cnoci6 3acTtocyBaHHsi Ta 4o3n",
"Mepepno3yBaHHs", "MobiyHi peakuii” BignosigHO
[0 OHOBIEHOI iHbopMallii 3 6e3neku gitoyoi
peyoBuHU. TepMiH BBEAEHHS 3MiH NpoTArom 6
MicsiLiB micnsi 3aTBEpPOXEHHS.

3a
peuerimom

He
nidnsicae

UA/19773/01/03

298.

MOBIPUKA®

Kancynu TBep,Eli no

Mosi Xenc

LLIsenuapi

AtnaHTik Papma -

MopTyranis

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:

3a

He

UA/19773/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
50 wr, no 7 kancyn B m6X A Mpoaykoc 3MminHn | TMny - 3miHn Wwopo 6e3nekn/edhekTMBHOCTI peuenmom | nidnsieae
6nictepi; no 2 dapmachbtoTikac, Ta cdhapmakoHarnsagy (iHwi 3mMiHM) 3MiHM BHECEHI
Gnictepu B C.A. 00 IHCTPYKUIT ANs MeanyHoro 3acTocyBaHHS
KapTOHHiIN kopooLi nikapcbKkoro 3acoby y po3ainu "®apmakonoriyHi
BrnactmsocTi", "B3aeMogis 3 iHLIMMKM nikapCbKummn
3acobamu Ta iHwWi Buam B3aemopin", "OcobnmBocTi
3acTocyBaHHs", "3acTocyBaHHS y nepiog,
BariTHocTi abo rogyBaHHs rpyaat”, "3aaTHicTb
BMMMBATU Ha LWBMAKICTb peakLii Npy KepyBaHHi
aBTOTpaAHCNOPTOM abo iHWKMMK MexaHiamamu”,
"Cnocib 3acTocyBaHHs Ta 4o3un",
"Mepeno3yBaHHs", "MobiyHi peakuii” BignoBigHO
[0 OHOBIReHOI iHdbopmalii 3 6e3neku gitoyoi
peyoBuHU. TepMiH BBEAEHHSA 3MiH NpoTArom 6
MicAUiB Nicnsa 3aTBEPAXEHHS.
299. MOKCAHALUMWH | po3uunH ans iHdyasin, MicTtpan AHrnia AH®APM XEJTNAC peuis BHECEHHs1 3MiH O peecTpauiiHMX maTepianis: 3a - UA/19478/01/01
400 mr/250 mn; no Kenitan CA TexHi4Ha nomunka (3rigHo Hakady MO3 Big peuernmom
250 mn (400 mr) y MeHegxmeH 23.07.2015 Ne 460). BunpaBneHHs1 TeXHi4YHOI
cdnakoHi; 1 donakoH T JlimiTeq noMunku, 3rigHo n.2.4. posainy VI Hakazy MO3
B nayui Ykpainu Big 26.08.2005p. Ne 426 (y peaakuii
Hakazy MO3 Ykpainu Big 23.07.2015 p Ne 460) —
BunpaBneHHs TEXHIYHOI MOMUIIKK, NOB’sI3aHO 3
HEBIAMOBIAHICTIO (Pi3HOYNTAHHS) B MEXax OfHOro
[OOKyMeHTa, A0MyLUEeHHS NOMUIIKA NPU HanUCaHHi
crneundikalii Ha BUMYCK Ta B METOAaX KOHTPOSHo,
a came y po3aini «KonboposicTb». 3a3HayeHe
BUNpPaBIeHHS BignoBigae apxiBHUM MaTepianam
peecTpauinHoro JochbeE.
300, MOKCU®DIIOKC | posuuH ans iHdysin, TOB YkpaiHa MAT "Tanuudpapm” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/19671/01/01
ALUWH 400 mr/250 mn; no "APTEPIYM 3MiHu | TUny - 3MiHK 3 siKocTi. FoToBMIA NiKapCbKuiA peuenmom | nidnsizae
250 mn y nnawui nTa" 3aci6. CtabinbHicTb. 3miHa y TepMiHax
CKNSHIN (bnakoHi); npuaaTHocTi abo ymoBax 36epiraHHS roToBoro
no 1 N CKNSHIN nikapcbkoro 3acoby (iHLWi 3MiHK) 36inbLUEHHS
(dbnakoHi) B navui TepMiHy NpMAATHOCTI FOTOBOrO NiKapCbKoro 3acoby
Ha OCHOBI MO3UTUBHUX pe3ynbTaTiB KoHTpornto [T13
B YMOBaXx [JOBrOCTPOKOBOrO AOCHIAXKEHHS
cTabinbHOCTI B peanbHOMy yaci npotsirom 18
Mmicauis. 3arsepmxkeHo: TEPMIH MPUOATHOCTI
1 pik. 3anponoHosaHo: TEPMIH MPUOATHOCTI
18 micsuiB. 3MiHM BHeCeHI B iHCTpYyKLUito ans
MeOMYHOro 3aCTOCyBaHHSA NikapcbKoro 3acoby y
po3ain "TepmiH npugaTtHocTi". BBegeHHs 3MiH
nNpoTArom 6-Tn MicsAUIB Nicns 3aTBepAXKEHHS
301, MOMEOEPM® kpem, 1 mr/rno 151 TOB "bayw YkpaiHa ®apm3saBog €nbda MonbLa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a - UA/10968/02/01
abo no 30 ry Ty6i; Xenc" AT. 3MmiHu | TUNYy - 3miHK Wwopo 6e3nekn/edPekTUBHOCTI peuenmom

no 1 T1y6i B
KapTOHHiIl kopobuyi

Ta hapmakoHarnsgy. BeeaeHHs abo 3miHu oo
y3aranbHEeHUX AaHuX Npo cuctemy
apmakoHarnsay (BBeAeHHs y3ararnbHeHUX AaHuX
npo cuctemy chapmakoHarnagy, amiHa
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yNOBHOBa)eHOi 0cobu, BignoeigansHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
chapmakoHarnagy 3asBHUKa Ans 30iIMCHEHHA
tapmakoHarnagy B YkpaiHi, kLo BOHa BigMiHHa
Bifl ynoBHOBakeHOi ocobu, BignoBiganbHoi 3a
34iicHeHHs chapmakoHarnsgy (BkoYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
macTtep-arnna cuctemu dpapmakoHarnagy) 3miHa
KOHTaKTHMX JaHMX YNOBHOBaXXeHOi 0cobu
3asiBHMKA, BignoBiganbHoi 3a dpapMakoHarnsg

302.

MOMEJEPM®

masb, 1 mr/r; no 151
y Ty6i; no 1 Ty6i B
KapTOHHiIN kopoOLi

TOB "bayw
Xenc"

Ykpaina

dapm3sasog €nbda
AT.

Monbwa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta hapmakoHarnsay. BeeaeHnHs abo 3miHM oo
y3aranbHeHUX AaHux Npo CUcTemy
dapmakoHarnsgy (BBeAeHHs y3aranbHeHUX AaHuX
npo cuctemy hapmakoHarnsgy, amiHa
yMOBHOBaXeHoi ocobw, BiaNoBiAanbHoI 3a
3AiicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnagy 3asiBHUKa Ans 30iMCHEHHA
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bif, yNOBHOBaXeHOT ocobu, BianosiganbHoi 3a
3aiicHeHHs dhapmakoHarnsgy (BknoYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLieHHi
mMacTep-daiina cuctemu papmakoHarnsgy) 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobu
3asiBHUKA, BiANoBiAanbHoi 3a hapmakoHarnsg

3a
peuerimom

UA/10968/01/01

303.

MOMEWNQ
MA3b

ma3b 0,1 %, no5r
abo 15y Ty6i; no 1
TyOi y KApTOHHIW
ynakoBLUj

"menmapk
dapmacbloT
vkans Jita.

IHAis

"meHmapk
dapmacboTukan3
Ira.

IHaia

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3MiHM | Tuny - AQMiHICTPaTVBHI 3MiHW. BunyyeHHs
BUPOOHMYOT AinbHULUI (BKITHOYAKOYM AiNbHALI ANst
A®I, npomixxHoro npoaykTy abo rorosoro
nikapcbKoro 3acoby, AinbHuULi ANS NpoBeAEHHS
nakyBaHHsi, BUpOOHWKa, BifnoBiAansHOro 3a
BUWMYCK Cepili, MicLie NPOBeAEHHS KOHTPOMIO cepii)
abo nocTavanbHKKa BUXIQHOrO matepiany,
peareHTy abo AONOMDKHOT PEYOBUHM (SIKLLIO
3a3Ha4yeHo Yy JOCbE) BUMYYEHHS BUPOOHMYOT
AinbHuui M3 "MeHmapk PapmacbkioTukana
Nimiten (Kiwannypa, bagai-Hanarapx Poya, p-H
ConaH, Ximayan MNpageww, 173 205, IHgis)" 3
MapKeTUHIOBUX MipKyBaHb. 3anuiaeTbes
anbTepHaTUBHUIA BUPOOHUK - MeHmapk
dapmacbtotukana Jita. (dinbHuus Ne Y-37/39,
Em.An.[i.Ci., Catnyp, Hacik - 422 007, IHgjs).
3MiHW BHECEHI B iHCTPYKLiO AN MeanyHoro
3aCTOCyBaHHsI Nikapcbkoro 3acoby y po3ainu
"Brpo6Huk", "Micue3HaxomKkeHHs BUpoOHuKa Ta
agpeca Micusa NpOBaMKEHHS KOro AisinbHOCTI" 3
BigMNOBIgHVMM 3MiHAMUW B TEKCTi MapKyBaHHSI
ynakoBku. BBedeHHsi 3MiH NpoTArom 6-Tn micsiuis

3a
peuernmom

He
nidnseae

UA/7827/02/01
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n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
nicns 3aTBepAKEHHs!
304, MOHOIMPOCT® | kpanni ouHi, po3unH, | JIABOPATY PpaHuis EKCEJBI3IOH ®paHuis BHECEHHS 3MiH [0 peecTpauiiHX maTepianis: 3a He UA/16308/01/01
50 mkr/mn no 0,2 mn AP TEA 3MiHu | Tuny - 3miHK Wwopno 6e3nekn/ePeKTUBHOCTI peuenmom nionsieae
B O[HO030BOMY Ta dhapmakoHarnsgy. 3miHa y KopoTkin
KOHTeWHepi; no 5 XapaKTepucTuui nikapcbkoro 3acoby, TekcTi
0OHOO030BMX MapKyBaHHs! Ta iHCTPYKUii ANS MeaU4HOro
KOHTEHepIB, 3aCTOCyBaHHS Ha MiacTaBi perynspHo
3’€AHaHNX Mix OHOBIOBAHOIO 3BiTYy 3 6e3neky NikapcbKoro
coboto y CTpidky 3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHS
(cTpun), y cawe; no nikapcbkoro 3acoby B nicnapeecTpauiiHuin nepiog,
6 calle y KapTOHHIN abo sik pe3ynbTaT OLUiHKK 3BIiTY 3 AOCNIAXKEHD,
Kopobui npoBeAeHnX BigNOBIAHO A0 NnaHy negiaTpuyHmnX
pocnigpkeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHUM OPraHoM).
3MiHN BHeceHo o IHCTpyKLUii Ans MeguyHoro
3acTocyBaHHS Nikapcbkoro 3acoby Ao po3ainy
"MobiuHi peakuii” BigNoBiagHO A0 iHbopmaLii 3
6e3neku gito4oi pevyoBUHMN.
305, MOTUNIYM® TabneTkn, BKpUTI MakHin AHrnis IDKHTI KoHcblomep ®paHuis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes nidnszae UA/10190/01/01
NMiBKOBOO MpopakTc Xenc (®paHnc) CAC 3MiHM | Tuny - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI peuenma
o6onoHkoto, no 10 Nimiteq Ta hapmakoHarnsay (iHwi 3miHu). 3MiHM BHeCeHo
mr; no 10 TabneTok B iHCTPYKLit0 ANSt MEANYHOrO 3aCTOCYBaHHSA
y 6nictepi; no 1 abo nikapcbkoro 3acoby y po3ain «Micue3HaxomKeHHs
3 Gnictepu B npeacTaBHuKa 3asBHMKa». TepMiH BBEOEHHS 3MiH
KapTOHHIN ynakoBLi; npoTarom 6 micsAuiB Nicnsa 3aTBEpAKEHHS.
no 30 Tabnetok y
6nicTepi; no 1
6nictepy B
KapTOHHIN ynakoBLi
306. HATPIYM TabneTkun no 80 Lonve HimeuuunH Lonye Xomeonari- HimeuuunHa BHECEHHS1 3MiH 4O peecTpauinHuX maTtepianis: bes nionsieae UA/12219/01/01
CYNb®YPUKY TabneTok y dnakoHi; | Xomeonari- a YHion OXY- 3MiHM | Tuny: 3MiHW 3 akocTi. FoTOBMI NikapcbKu peuenma
M Clllb no 1 cpnakoHy y YHioH OXY- ApuHaimiTTenb 3aci6. Onuc Ta cknaa. 3miHa abo AoaaBaHHS
OOKTOPA KapTOHHiI kopobui ApuHanmitt Mv6X & Ko. KIF LuTaMnis, NOTOBLLEHb abo iHLINX MapKyBaHb,
LUKOCCNEPA enb M'v6X & yKIntoyaroun 3amiHy abo gogasaHHsA dapb ans
Ne 10 Ko. KI MapKyBaHHS nikapcbKoro 3acoby (3MiHa wrtamnis,

noToBLUEHb abo iHWMX MapKyBaHb) - 3MiHa
CTOCYETbCS BUIyYEHHS AeTanel onucy Burnsay
TabneTku LWOAO TUCHEHHS Ha TabneTui 3
BiANOBIAHMMU 3MiHaMu B po3ain Crneumndikauis
MKA N3. 3miHn BHeceHi B po3ain "llikapcbka
dopma. OCHOBHI hi3nko-ximi4Hi BnacTmBocTi" B
iHCTpYKLUil0 ANs MeauyYHOro 3acTocyBaHHs
nikapcbkoro 3acoby; 3miHu | Tuny: 3miHu 3 siKOCTi.
["oToBMI Nikapcbknii 3acib. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneundikaui Ta/abo JonNyCcTUMMX MEX rOTOBOro
nikapcbKkoro 3acoby (BHECEHHS 3MiH 4O [OChE
nicns OHOBMEHHS 3aranbHOI CTaTTi Ha roToBY
nikapcbky copmy y APY/EBponewchkin
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chapmakonei) - NpMBeAeHHsT KpUTEPI
NPUAHATHOCTI 3a noka3Hukom «MikpobionoriyHa
uunctota» B Cneuudikadii M3 go € (pitoue
BWAAHHS) AN OPOMYKO3HOIO 3aCTOCYBaHHs, a
TakoX pedakuinHi yTOYHEHHS 3a MOKa3HUKaMmn
«CTupaHHicTb», «CepeaHsa maca/ogHopIgHICTb
mMacu»

307.

HATPIYM
®OCPOPUKYM
Clib
OOKTOPA
LUIOCCNEPA
Ne 9

Tabnetkun no 80
TabneTok y cdnakoHi;
no 1 cpnakoHy y
KapTOHHiN kopobui

Oovive
Xomeonarti-
YHioH OXY-
ApuHaimiTT
enb mM6X &

Ko. KI

Hime4uuH
a

Honve Xomeonari-
YHioH OXY-
ApuHanmiTTenb
Mv6X & Ko. KIF

Himevunna

BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis:
3MiHu | Tuny: 3MiHM 3 skocTi. F0TOBMI NiKapCbkuii
3aci6. Onuc Ta cknaa. 3miHa abo AoaaBaHHS
LuTamnis, NOTOBLLEHb abo iHLWMX MapKyBaHb,
yKIntoyaroun 3amiHy abo gogasaHHs dapb ans
MapKyBaHHS Jikapcbkoro 3acoby (3miHa wTamnie,
NOTOBLUEHb abo iHWMX MapKyBaHb) - 3MiHa
CTOCYETbCSI BUIyYEHHS AeTanen onucy Burnsgy
TabneTku LWOAO TUCHEHHS Ha TabneTui 3
Bi4NOBIgHMMYM 3mMiHamu B po3ain Cneundikadis
MKA 3. 3miHn BHeceHi B po3ain "llikapcbka
dopma. OcHoBHI hianko-ximiyHi BnactmeocTi" B
iHCTPYKLUiO AN MEOUYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby; 3mMiHu | Tuny: 3MiHM 3 SIKOCTI.
["oTOBMI Nikapcbkuii 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumndikaui Ta/abo 4oNyCTUMMX MEX FOTOBOro
nikapcbkoro 3acoby (BHECEHHS 3MiH 4O AOChE
nicns OHOBIEHHS 3aranbHOI CTaTTi Ha rOTOBY
nikapcbky copmy y AdPY/EBponeiichkin
dapmakonei) - npuBeAeHHS KpUTEPIto
NPUAHATHOCTI 3a NokasHukom «MikpobionoriyHa
ynctota» B Cneuudikauii M3 go €O (gitove
BUAAHHS) AN OPOMYKO3HOIO 3aCTOCYBaHHS, a
TaKoX pefaKuifnHi yTOYHEHHS 3a NOKa3HUKaMmn
«CTupaHHicTby», «CepegHs Maca/ogHOpPIAHICTb
Macuy»

6e3
peuenma

nionsieae

UA/12220/01/01

308.

HATPIIO
Xnoewua-
OAPHUUA

PO34MH Ans iH'ekuin,
9 mr/mn

no 5 mn B amnyni;
no 5 amnyny
KOHTYPHil
YapyHKOBIN
ynakoBui; no 2
KOHTYPHi YapyHKOBI
ynakoBku B nayuj; no
10 mn B amnyni; no
5 amnyn y KOHTYpHi
YapyHKOBIN
ynakoBLi; no 2
KOHTYPHI YapyHKOBI
yNaKkoBKW B NayLi

MpAT
"®apmaueBT
nyHa cipma

"NapHuug"

YkpaiHa

MpAT
"®apmaueBTNYHa
cipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MmiHu | TUNy - 3miHun Wwopo 6e3nekn/edeKTUBHOCTI
Ta papmakoHarnsagy (iHwi 3miHu)
3MiHM BHECEHI B TEKCT MapKyBaHHS yMakoBKU
nikapcbkoro 3acoby, a came BUNy4YeHO TEKCT,
3a3HadeHuit pocincobkoro Mosoto, Ta n.17 IHLIE
[OMNoBHEHO 3a3HayeHHAM QR-koay. BBegeHHs
3MiH NPOTArom 6-Tn MicsLiB Nicns 3aTBepAKEHHS

3a
peuerimom

UA/7493/01/01
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n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
309 HENPOMYNbT | Tabnetku, BKpUTI TOB "bayw YkpaiHa [.J1. dapma 'm6X, ABcTpis BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 6e3 - UA/5926/01/01
UBIT NniBKOBOIO Xenc" AscTpist; [.JI1. ®apma 3miHu | TUny - 3miHKn Wwopo 6e3nekn/edPekTUBHOCTI peuernma
o6onoHkoto, no 10 'M6X, ABCTpis Ta chapmakoHarnsgy. BeeaeHHs abo 3miHM oo
TabneTtok y 6nicrepi; (BMPOGHMK y3aranbHeHUX AaHuX Npo cuctemy
no 2 6bnictepu B BiANOBiAaNbHUIA 3a apmakoHarnsay (BBeAeHHS y3aranbHEeHNX AaHuX
KopobLji 3 KapTOHY BUWMYCK NPOAYKTY) npo cuctemy cpapmakoHarnsgy, amiHa
YyNOBHOBa)eHOi 0cobu, BignoeigansHoi 3a
30iNCHEHHST (hapMaKkoHarnsiay; KOHTakTHOT ocobu 3
chapmakoHarnagy 3asBHUKa Ans 30iIMCHEHHA
tapmakoHarnagy B YkpaiHi, sIKLLO BOHa BigMiHHa
Bifl ynoBHOBakeHOi ocobu, BignoBiganbHoi 3a
3aiicHeHHs dhapmakoHarnsgy (BkioYarymn
KOHTaKTHI AaHi) Ta/abo 3MiHW y po3MiLLeHHi
macTtep-arna cuctemu dpapmakoHarnagy) 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobu
3asBHMKA, BiANOBI4aNbHOI 32 hbapMakoHarnag
310 HEMPOLUTUH pO34uH ANs iHdy3in TOB "lOpis- YkpaiHa TOB "lOpis-®apm" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/14906/01/01
® no 50 mn, 100 mn, dapm” 3Minn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI peuenmom | nidnsieae
200 mn y naswui; no Ta dhapmakoHarnsay (iHwi 3MiHn) 3MiHM BHECEHI B
1 nnAwui B nayui po3ain "YnakoBka" B iHCTPYKLIilO Ansi MEANYHOrO
3acTocyBaHHS NikapcbKoro 3acoby Ta B po3gin
"Tun Ta BMICT NEPBUHHOI YNaKOBKN" B KOPOTKY
XapaKTepucTuKy nikapcbkoro 3acoby. BBegeHHs
3MiH NPOTAroM 6-T1 MicsaUiB NicNs 3aTBEPLKEHHA
311.| HEOKAPOUN kancynu no 10 TOB YkpaiHa TOB "BANAPTIH YkpaiHa BHECEHHS1 3MiH JO peeCTpaLiiHUX maTtepianis: 6e3 - UA/11357/01/01
kancyn y 6nictepi no | "BAJTAPTIH PAPMA" 3miHn | Trny - 3miHK 3 AkocTi. FoToBUIA NiKapCbKUi peuenma
3 6nictepu B DAPMA" 3aci6. CucteMa KoHTenHep/3akynoptoBanbHUi
ynakoBLi 3acib. 3miHa y meTogax BUNpobyBaHHsS NEPBUHHOT
yMakoBKM rOTOBOrO NikapCbKoro 3acoby (iHLUi 3MiHK
y MeTogax BunpobyBaHb (BKovaoum 3amiHy abo
[o[aBaHHS))
- 0[aBaHHs anbTepHaTUBHOIO MeToady
BU3HAYEHHS TECTy «AZresis ApyKy» y MeTogax
BUNpobyBaHHsA nepBUHHOI ynakosku M3 donbru
arnoMiHIEBOI.
312, HIMECYNIAQ- Tabnetku no 100 mr MPAT YkpaiHa MPAT "®ITODPAPM" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a He UA/2963/01/01
DITOPAPM no 12 rabnetoky "®ITOPAPM 3miHu | Tvny - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenmom | nidnszae
6nicTepi; no 1 " HariMeHyBaHHA Ta/abo agpecu 3asiBHUKA
Gnictepy y nauui (BnacHuka peecTpaLinHoro NocBiaYeHHs1) 3MiHa
afpecw 3asBHVKa. BBegeHHs 3MiH npoTsirom 6-Tu
MicsILiB Micnsi 3aTBEPAKEHHSA
313.| HOBOKC®-500 | Tabnetku, BKpUTI OPrAHOCMU OAE EBepTomkeH Jland IHAisa BHECEHHS 3MiH [0 peecTpauiiHuX MaTepianis: - - UA/12674/01/01
NniBKOBOO H CaeHcus Jlimiten 3MiHn | TUny - 3MiHK 3 SKocTi. FoToBMIA NiKapCbKuUiA
obornoHkoto, no 500 NAN®CAEH 3aci6. 3MiHn y BUpoGHMUTBI. 3MiHa po3mipy cepii
mr; in bulk: no 1000 CUN3 (Ed® (Bkntovatoum dianasoH po3Mipy cepii) roToBoro
TabneTok y 3ETI) nikapcbkoro 3acoby (3meHweHHs Ao 10 pasis) -

NoABIMHOMY NakeTi;
no 1 nakety B
KapTOHHIN ynakoBLi

3MeHLUEeHHs po3mipy cepii J13 3i 200 000 TabneTok
Ha 50 000 TabneTok
3artBepakeHo: Poamip cepii 150 000 TabneTok,
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n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
200 000 TabneTok; 3anponoHoBaHo: Po3mip cepii
150 000 TabneTtok 200 000 TabneTok
50 000 TabneTok
314.| HOBOKC®-500 | Tabnetku, BKpUTI OPrAHOCU OAE EBepTomken Jland IHAisA BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/12673/01/01
NniBKOBOO H CaeHcus Jlimiteq 3MiHN | TURY - 3MiHK 3 gKocTi. FoToBUI NiKapCbKUIA peuernmom
ob6onoHkoto, no 500 NAASCAEH 3aci6. 3MiHM y BUpoOHULTBI. 3MiHa po3mipy cepii
mr; no 5 TabneTok y CUN3 (E® (BKntOMatouM giana3oH po3Mipy cepii) roToBoro
6nictepi; no 1 3ET ) nikapcbkoro 3acoby (3meHLweHHs fo 10 pasis) -
Gnictepy B 3MeHLUEeHHs po3Mmipy cepii J13 3i 200 000 TabneTok
KapTOHHiIl ynakoBLi Ha 50 000 TabneTtok
3atBepakeHo: Po3mip cepii 150 000 TabneTok,
200 000 TabneTok; 3anponoHoBaHo: Po3mip cepii
150 000 TabneTok 200 000 TabneTok
50 000 TabneTok
315.| HOBOKC®-750 | Tabnetku, BKpUTI OPIrAHOCHU OAE EBepTomkeH Naid IHais BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: - - UA/12674/01/02
NMiBKOBOO H CaeHcus Jliviteq 3MiHn | TUny - 3MiHK 3 gKocTi. [oToBMIA NiKapCbKUIA
obornoHkoto, no 750 NANGCAEH 3aci6. 3MiHn y BUpoGHMUTBI. 3MiHa po3mipy cepil
mr; in bulk: no 1000 CH3 (Ed (BKroYatoumM gianasoH po3Mipy cepii) roToBoro
TabneTok y 3ETI) nikapcbkoro 3acoby (3meHweHHs ao 10 pasis) -
NnoABIMHOMY NakeTi; 3MeHLLeHHs po3mipy cepii J13 3i 150 000 TabneTok
no 1 nakety B Ha 50 000 TabneTok.
KapTOHHIN ynakoBLi BaTtBepaxeHo: Poawmip cepii 150 000 TabneTok;
3anponoHoBaHo: Po3mip cepii 150 000 TabneTtok
50 000 TabneTok
316, HOBOKC®-750 | TtabneTtku, BKpUTI OPrAHOCU OAE EBepTompkeH Jland IHAisA BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a - UA/12673/01/02
NniBKOBOO H CaeHcus JliviTen 3MiHn | TUnNYy - 3MiHK 3 gKocTi. FoToBMIA NiKapCbKUIA peuernmom
obornoHkoto, no 750 NAADCAEH 3aci6. 3MiHn y BUpoGHMUTBI. 3MiHa po3mipy cepii
mr; no 5 TabneTok y CU3 (Eo (BKnOYaouM gianasoH po3Mipy cepii) roToBoro
6nicTepi; no 1 3ETI) nikapcbkoro 3acoby (3meHweHHsA ao 10 pasis) -
6nictepy B 3MeHLLeHHs1 po3mipy cepii J13 3i 150 000 TabneTok
KapTOHHIN ynakoBLji Ha 50 000 TabneTok.
3artBepokeHo: Poamip cepii 150 000 TabneTok;
3anponoHoBaHo: Po3mip cepii 150 000 TabneTok
50 000 TabneTok
317, HOBOKCUKAM | posuuH ans iH'exuin, ToBapuctBo YkpaiHa ToBapwucTBo 3 YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX MmaTepianis: 3a - UA/12940/01/01
10 mr/mn, no 1,5 mn 3 obmexeHoto 3miHu | TUny - 3miHu 3 gkocTi. CepTudikat peuenmom
y chnakoHi; no 5 obmexeHow BiAnoBiganbHICTO BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
nakoHiB y Bignosigans ipma "Hosodpapwm- €Bponelicbkint hapmakonei/moHorpadii. MoaaHHs
KOHTYPHil HicTio dpipma BiocuHTtes" HoBoro abo oHoBneHoro ceptudikaTa
YapyHKOBIl "Hosodapm- BiAnoBigHOCTI abo BUny4eHHs cepTudikata
ynakoBLyj; ro 1 BiocuHTes" BiANoBIAHOCTI €Bponencoki apmakonei: Ans
KOHTYPHil A®I; ansa BuxigHoro

YapyHKOBIN yrnakoBLi
y nauui 3 kKapToHy

matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OMNOMiXHOT peqyoBUHU (cepTudikaT BignosiaHoCTi
€Bponevicbkin dapmakonei) - HoBui ceptudikat
Bif] HOBOro BMPOGHMKa (3aMiHa abo JONOBHEHHS)
CynyTHs1 3miHa - 3MiHK 3 sikocTi. ADI. KoHTponb
A®I. 3miHa y napameTpax cneundikadivi Ta/abo
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[ONyCTUMMX MEX, BU3HAYEeHWX Y cneumndikauiax
Ha A®I, abo BUXiOHUA/NPOMiKHUIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea AP (iHwi 3miHK)
NoAaHHs HOBOTO cepTudikara BignoBigHOCTI
€Bponecbkin dapmakonei Ne R1-CEP 2014-261 -
Rev 00 ans gitovoi pevoBuHM Meloxicam Big
HoBoro BupobHunka SWATI SPENTOSE PVT.
LTD.(gonoBHeHHS). Ak Hacnigok, BHECEHHS 3MiH
0o cneundikauii gitoyoi pe4oBuHM BUPOBHUKA
113, a came Ansa nokasHuka «3anuLKOBI KiNbKOCTi
OopraHiYHMX PO34YMHHUKIBY» BKa3aHO HOPMYBaHHS
ONns po3ynHHKUKa «MeTtaHon» He Ginbwe 0,3%
(3000 ppm) y BignosigHocTi Ao BuMor CEP. 3miHn
| TMny - 3MiHu 3 sikocTi. CepTudpikat
BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
€Bponencbkin dhapmakonei/MoHorpadii. 3miHun,
noB'A3aHi 3 HeobXiAHICTIO NpMBeaeHHs y
BignoBigHicTb 40 MoHorpadii APY abo
€sponewcbkoi dapmakonei, abo iHwoi
HauioHanbHoi chapmakonei gepxasu €C (3miHa y
crneunikauisx, nos'sisaHa 3i amiHamu B ®Y, abo
€Bponewcbkin hapmakonei, abo iHLwin
HauioHanbHi hapmakonei gepxasu €C)
npuseaeHHs cneuudikauii APl menokcukam y
Bi4NOBIgHICTb 4O BUMOr MoHorpadgii Meloxicam EP
3a nokasHukamu: Onuc (3aTBepaxeHo: MopoLok
CBITNO-XOBTOrO KOMbOPY; 3anpornoHoBaHo:bnigo-
XKOBTUIA MOPOLLOK); |aeHTudikauisa (3aTsepmxeHo:
BignosigHicTb I4-cnektpy ®C3 Menokcukamy;
BignosigHicTb Y®-cnektpy ®C3 menokcukamy;
3anponoHoBaHo: BignosigHicts 14-cnektpy ®C3
MeroKcuKkamy); Baxki meTanu — nokasHuk
BUIy4eHo; KinbkicHe BU3HAYEHHS — (3aTBEPAXEHO:
He meHwe 99,0% i He Ginbwe 100,5% (y
nepepaxyHKy Ha Cyxy pe4oBUHY); 3anponoHOBaHO:
He meHwe 99,0% i He 6inbwe 101,0% (y
nepepaxyHKy Ha cyxy peyqoBuHy). 3minu | Tuny -
3miHm 3 akocTi. A®l. KoHtponb A®Il. 3miHa y
napameTpax cneuudgikadi Ta/abo gonycTummx
MeX, BU3Ha4YeHux y crneumdikauisx Ha A®I, abo
BUXIOHWA/NPOMDKHWUIA NPOOYKT/peareHT, LWo
BMKOPUCTOBYOTLCS Y npoLeci BupobHuutea AdI
(iHWi 3MiHK) BHECEHHS 3MiH Ao crieuyudikauii
nitoyoi pevoBuHu Meloxicam, 3okpema JOMOBHEHO
cneuudikauito HopmyBaHHsM MeHwe 1,1 MO/mr
Ons nokasHuka «bakTepianbHi eHOOTOKCMHWY, ANS
HoBoro Bupo6Huka APl SWATI SPENTOSE PVT.
LTD.
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318.| HO-X-WWA® PO34MH Ans iH'ekuin, MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a - UA/3611/03/01
20 mr/mn, no 2 mn B akKujioHepHe akuioHepHe 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. BunyyeHHs peuenmom
amnyni; no 5 abo no TOBapUCTBO TOBapUCTBO BUPOBHMYOT AinbHUUI (BKMHOYAKOYM AiNbHULI Ans
100 amnyn y nayui 3 "Nekxim- "Nekxim-Xapkis" A®I, npomixxHOro NpoaykTy abo rotoBoro
KapTOHy; No 2 Mn B XapkiB" nikapcbKkoro 3acoby, AinbHUL AN NPOBEAEHHS
amnyni; no 5 amnyn nakyBaHHs, BAPOOHMKa, BignNoBiganbHoro 3a
y GnicTepi; no 1 BUMNYCK Cepili, MicLie NpoBeAEHHS KOHTPOIIO cepii)
6nictepy B nayui 3 abo nocTavanbHWKa BUXigHOro MaTepiany,
KapToHY peareHTy abo LONOMiIKHOT pe4OBUHY (SIKLLO
3a3HayeHo y 4ocbe) AgMiHicTpaTMBHa 3MiHa
BUIyYeHHs1 BUpobHuka fitodoi peqoBrHu BAT
"lp6iTChKMIA XiMikO-(hapMaLeBTUYHMI 3aBoA",
pocilicbka heaepadis. 3anuwaerbcs
anbTepHaTVBHWUIA BUPOBHUK Ail04OI pe4OBUHM
Zhejiang Apeloa Kangyu Pharmaceutical Co., Ltd.,
China.
319, HO-LUNA® PO34MH ANS iH'eKUin, TOB YkpaiHa XIHOIH 3aBog YropwuHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/0391/02/01
20 mr/mn Ne25 "Onenna dapmaueBTUYHNX Ta 3Minn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI peuenmom nidnsicae
(5x5): no2mnB Xenckea XimiyHmx MpogykTis Ta dhapmakoHarnsay (iHwi 3miHn) 3MiHM BHECEHO
amnyni; no 5 amnyn, Ykpaina" Mpamsit Ko. JlTa., A0 IHCTPYKUiTl ANA MeAMYHOro 3aCToCyBaHHS
PO3MILLEHNX Y MignpnemcTtao Ne 3 nikapcbkoro 3acoby o poaginy "OcobnmsocTi
nigaoHi; no 5 (NignpuemcTtBo B 3acTocyBaHHA" BignoBiaHO Ao iHdopmauii 3
nigaoHIB y YaHikBenbab), ©e3nekn JOMOMDKHOT pe4oBMHN. TepMiH BBEAEHHS
KapTOHHiIN kopobui YropwumHa 3MiH NPOTAroM 6 MicALiB NicNs 3aTBEPAKEHHS.
320, OBECTUH® Kpem BariHanbHun, 1 AcneH IpnaHais AcneH bag- HimeyunHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: bes - UA/2281/03/01
mr/r; no 15 ry Ty6i; dapma Onbpecno Mv6X., 3miHn | Trny - 3miHK 3 AkocTi. FoToBUIA NiKapCbKUi peuenma
no 1 1y6iy TpengiHr HimeyuunHa 3acib. KoHTponb rotToBoro nikapcbkoro 3acoby.
KOMMNIEKTi 3 Jlimiten (BMPOGHUK 3miHa y meTogax BUNpobyBaHHS rOTOBOrO
annikaTopom B nauui BignoBiganbHWIM 3a nikapcbKoro 3acoby (He3HayHa 3miHa y
BUPOGHMLTBO, 3aTBEpOKEHMX MeTofax BUNPobyBaHHS) -
nepBuHHE Ta He3HayHa 3MiHa B 3aTBEpKEHOMY MeTofaj
BTOPUHHE BuNpobyBaHHs 13 3a nokasHukom «Po3mip
nakyBaHHs, yactok» (Ph.Eur.2.9.37), a came 3miHa B

KOHTPOMb AKOCTi Ta
BUNYCK cepili)

pO3paxyHKy Yncna 4acTok ecTpiony Ta peaakuinHi
3MiHM B onuci meToAy BunpobyBaHHA. 3MiHu | Tuny
- 3MmiHK 3 AkocTi. FoToBMIA Nikapcbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
mMeToAax BMMPOOyBaHHSA roTOBOrO NiKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBEPIXKEHNX
mMeToAax BUNpobyBaHHs) - He3HayHa 3miHa B
3aTBepKeHMX MeTofax BunpobysaHHs 113 3a
nokasHukamu «KinbkicHe BU3Ha4YeHHsi. EcTtpion»
(BEPX) Ta «Oomiwkn» (BEPX), a came noaaBaHHs
NPUMITKM LLLOAO MOXITMBOCTi BUKOPUCTAHHS Pi3HMX
06’emiB konb, HaBaXoK Ta po3BefeHb 3a yMOBU
36epexeHHs KiHLEBOI KOHLIEHTpaLlii pO34MHIB.
OHOBIEHHS BHOCUTBCS NULLE 3 METOH
npvBeAEHHs Yy BIANOBIAHICTb A0 Ai0YMX BUMOT
OiNbHUUi, TPUHLMN aHaniTUYHOro MeToay
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3anuwaeTbes He3MiHHUM. 3MiHK | Tuny - 3MiHK 3
sikocTi. FoToBMIA Nikapcbkuid 3acib. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa y meTopax
BMNPOOYBaHHSA rOTOBOrO NikapcbKkoro 3acoby (iHLwi
3MiHM) HE3HaYHa 3MiHa B 3aTBEPO)KEHOMY MeTogaj
BunpobyBaHHs 113 3a nokasHnkom
«lgeHTndikauisa. [itoya pedoBmHa Ta KOHCEPBAHT»
(TLX), a came goaaBaHHSA NPUMITKY LLIOAO
MOXITMBOCTi BUKOPUCTaHHSA pPi3HUX 06’eMmiB konb,
HaBaXXOK Ta po3BeAeHb 33 YMOBY 30epexeHHs
KiHLLeBOI KOHLEHTpaLii po3ynHiB. OHOBMEHHS
BHOCWTbCS NULLIE 3 METOO NPUBEAEHHS Y
BiAMNOBIOHICTb A0 Ait0YMX BUMOT LiNbHUL, NPUHLMN
aHaniTMYHOro MeToay 3anuLIaeTbCsl HE3MIHHUM.
3MiHn | TMny - 3MiHK 3 sKocTi. FOTOBMI Nikapcbkuii
3aci6. KoHTposb roTOBOro nikapcbkoro 3acoby.
3miHa y MeTogax BunpobyBaHHS roToBOro
nikapcbkoro 3acoby (iHwi 3MiHM) He3HayHa 3MiHa B
3aTBepaKeHOMy MeTogi BunpobysaHHsa 13 3a
nokasHukom «KinbKicHe BU3HaYeHHS.
XnoprekcuauHy gurigpoxnopua» (BEPX), a came
Oo[aBaHHsi TPUMITKM WOAO MOXIMBOCTI
BVIKOPVCTaHHS Pi3HMX 00’eMiB konb, HaBaXoK Ta
po3BefeHb 3a YMOBU 36epeXeHHs KiHLEeBOT
KOHLIEHTpaUjii po34mHiB.
3miHu | Tvny - 3miHK 3 AkocTi. FoToBUIA NiKapCbKuii
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby
(iHwi 3miHK) nepeknapg Tekcty MKA Ha ykpaiHCbky
MOBY

321.

OKTAMNAC nr

pO34MH Ans iHdYy3in,
45 - 70 mr/mn; no
200 mn B
cTepunbHOMY,
nnactudikoBaHOMy
KOHTeViHepi Ans
KpoBi 3
nonisiHinxnopuay;
no 1 KoHTelHepy B
nakeTi 3 Npo3opoi
noniamia/nonietnne
HOBOI nnisku; no 1
nakeTy B KApTOHHIN
kopobui 3
MapKyBaHHSM

YKpaiHCbKOI MOBOIO.

OkTannac 1T
yMakoBYETbCH B
OKpeMi KOHTeWHepu
3a TakMmu rpynamu

OxTtadapma
dapmauesT
nKa
MpoaykTioHC
rec. M.6.X.

ABcTpis

BUPOGHMK,
BignoBiganbHUN 3a
BMPOGHMLTBO 3a
MOBHUM LMKIOM:
Oktadcapma Ab

LLBeuis

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3MmiHu | TUNy - 3miHu Wwopo 6e3nekn/edPeKTUBHOCTI
Ta dhapmakoHarnsagy (iHwi 3miHn) 3MiHM BHECEHO B
TEKCT MapKyBaHHS yNaKoBKW NikapCcbKoro 3acoby y

n. 8. «dATA 3AKIHYEHHA TEPMIHY
MNPUOATHOCTI» Ta B n. 13. «tHOMEP CEPIi
JTIIKAPCBbKOIO 3ACOBY».

TepmiH BBEOEHHS 3MiH - NPOTArom 6 Micauis nicnsa
3aTBEPAKEHHSI

3a
peuerimom

UA/15584/01/01
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Kposi: 'pyna kposi A
(I1), M'pyna kposi B
(1), Fpyna kposi AB
(IV), Fpyna kposi O
(0]
322, ON®EH® renb 1 %, no20r TOB «TeBa YkpaiHa Mepkne M'mM6X HimeuyunHa BHECEHHS 3MiH O peecTpaLiiHMX maTepianis: bes - UA/0646/02/01
riAPOreEnb abo 50 r, abo 100 r Ykpaina» (BMPOGHWK, SKUIA 3MiHu | Tuny - 3MiHn 3 skocTi. CepTudikat peuenma
rento B Ty6i; no 1 BignoBigae 3a BignosigHocTi/lE-cepTudikaTt BignoBigHoCTI
Ty6i B KOpoObUi BUPOBHMLUTBO €BponeWckkin dapmakonei/MoHorpadii. NMogaHHsA
npoaykty in bulk, HOBOro abo OHOBNEHOroO cepTudikaTa
nepBuHHe BianosigHocTi abo BMNyYeHHs1 cepTudikaTta
nakyBaHH4, BignoBigHOCTI €BponeWchbkin hapmakonei: ans
BTOPUHHE A®I; ansa BuxigHoro
nakyBaHHs, matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
KOHTpPOIb cepii; BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
BUPOBHMK, SIKMI [OMOMDKHOI peqoBUHYM (cepTudikaT BianoBigHOCTI
Bignosigae 3a €Bponelicbkint hbapmakonei) - OHoBNeHWN
BUNYCK cepii) cepTudikarT Bif y)ke 3aTBepaKEHOro BUPOBHMKa.
[NogaHHA oHOBREHOro cepTudikarta BignNoOBIAHOCTI
€sponevicbkin dapmakonei Ne R1-CEP 2002-022-
Rev 05 (3atBepmxeHo: R1-CEP 2002-022-Rev 04)
0N [ioyoi pedvoBUHN ANKNodeHaky HaTpito Big
Bupo6HMka ARCH PHARMALABS LIMITED, India
323./ OMENPA30/ kancynu no 20 wmr, AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHs1 3MiH O peecTpauiiHMX maTepianis: 3a - UA/19799/01/02
no 7 kancyny "®apmak” 3miHu | Trny - 3miHK 3 AkocTi. FoToBUIA NiKapCbKUi peuernmom

onictepi, no 1 abo 4
6nictepu y navuj, no
10 kancyny
onictepi, no 1 abo 3
Gnictepu y navui

3aci6. Cuctema KoHTelHep/3aKynopioBanbHUi
3aci6. 3MiHa nocTavyanbHUKa nNakyBanbHUX
maTepianis abo KOMMNEKTYIUMNX (SKLLO 3a3HaveHo
B AOCbe) (3aMiHa abo JoAaBaHHA NocTavarnbHUKa)
BHECEHHS 3MiH Jo p. 3.2.P.7. CucTtema KoHTenHep/
3aKkynoptoBarnbHui 3acib, a came goaaBaHHSA
anbTepHaTUBHOIO MocTayanbHuka onbrm
namiHOBaHoOI NoniBiHINXNoOpKaoM Ta noniamigom
Amcor Flexibles Singen GmbH, HimeuuunHa. 3miHu
| Tuny - 3MmiHn 3 sKoCTi. FOTOBMI NiKapcbkuin 3acib.
CucTemMa KoHTenHep/3akynoptoBanbHUiA 3acib.
3miHa napameTpiB cneuudikaui Ta/abo
[OMYyCTUMUX MEX NepBUHHOT YNaKkoBKU rOTOBOMO
nikapcbkoro 3acoby (BUMyYeHHs He3Ha4YHOro
nokasHuka (Hanpuknag, 3acTapinoro nokasHuka))
OHOBRMeHHSA po3giny 3.2.P.7 Cuctema KoHTewHep/
3aKyrnoproBarnbHWi 3acib, a came BUINyYEHHS 3i
cneungikauii Ha onbry namiHoBaHy
noniBiHINXnopuaomM Ta noniamigom He3Ha4yHoro
nokasHuka «Matepian». 3minu | Tuny - 3miHK 3
sikocTi. [oTOBMI Nikapcbkui 3aci6. Cuctema
KOHTEMHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTummnx
MeX NepPBUHHOI YNaKoBKW rOTOBOTO NikapCbKOro
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324.

3aco0y (BWIy4YeHHs He3HaYHOro NoKasHuKa
(Hanpuknag 3acTapinoro NokasHmka)) OHOBIIEHHS
po3giny 3.2.P.7 Cuctema koHTelHep/
3aKynoptoBarsibHuI 3acib, a came BUITyYEHHS 3i
cneuudikauii Ha NNiBKY NOMiMEPHY TPbOXLLApOBY
(PVC/PE/PVdC) He3Ha4yHOro nokasHuka
«MaTepian». 3miHu | TMNy - 3MiHM 3 SKOCTI.
[oToBWI Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuii 3acit. 3miHa
napameTpiB cneuudikadin Ta/abo gonyctummx
MeX MepPBUHHOI YNaKOBKM FOTOBOrO MiKapCbKOoro
3acoly (BWy4YeHHs HE3HAYHOro NoKa3HuKa
(Hanpuknag 3acTapinoro nokasHuka)) OHOBIEHHS
posginy 3.2.P.7 Cuctema KoHTenHep/
3aKyrnoproBanbHWi 3acib, a came: BUNyYEHHS 3
cneumdikauii Ha bonbry antoMmiHieBy nakoBaHy
ApykoBaHy n. «Bug donbruy Ta «WupuHa donbrm
OPYKOBaHOI»

OMENPA30N

kancynu no 40 wr,
no 7 kancyny
6nictepi, no 1 abo 4
6nictepu y nayui, no
10 kancyny
6nictepi, no 1 abo 3
Gnictepu y navui

AT
"®apmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 4O peecTpaLinHnX maTepianis:
3miHn | Tvny - 3miHK 3 AkocTi. FoToBUIA NiKapCbKUI
3aci6. Cnctema KoHTeHep/3aKkynoproBanbHuii
3aci6. 3MiHa nocTavyanbHUka nNakyBanbHWUX
matepianis abo KOMMNEKTYIOUMNX (SKLLO 3a3HaYeHo
B Aocbe) (3aMiHa abo JoaaBaHHs nocTavanbHUKa)
BHECEHHS 3MiH o p. 3.2.P.7. Cuctema KoHTenHep/
3aKkynoptoBarnbHui 3acib, a came goaaBaHHSA
anbTepHaTMBHOrO NocTavanbHuKa honbrn
namiHOBaHoOI NoniBiHINXNoOpKAoM Ta noniamigom
Amcor Flexibles Singen GmbH, HimeuyunHa. 3miHn
| Tuny - 3MiHM 3 sikocTi. FoTOBMI Nikapcbkuin 3aci6.
CucTtemMa KoHTelnHep/3akynoptoBanbHUiA 3acib.
3miHa napameTpiB cneundikauin Ta/abo
AOMYCTUMUX MeX NepBUHHOI YNakoBKU rOTOBOrO
nikapcbkoro 3acoby (BUMyYeHHsS He3Ha4YHOro
nokasHuKa (Hanpukrag 3actapinoro nokasHvka))
OHoBRNeHHs po3giny 3.2.P.7 Cuctema koHTenHep/
3aKyrnoproBanbHui 3acib, a came BUINyYEHHS 3i
cneuudikauii Ha donbry namiHoBaHy
noniBiHiNxnopnaomM Ta noniamigom He3Ha4yHoro
nokasHuka «Matepian». 3minu | Tuny - 3miHK 3
skocTi. [oToBMI Nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHuiA 3acit. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTummnx
MEX MepPBUHHOI YMaKOBKM FOTOBOrO MiKapCbKOoro
3acoby (BMNYyYEeHHsI HE3HAYHOTO NMoKa3HWKa
(Hanpvknag 3acTapinoro rnokasHuka)) OHOBIEHHSI
po3giny 3.2.P.7 Cuctema koHTenHep/
3aKyrnoproBarnbHui 3acib, a came BUINyYEHHS 3i
crneundikauii Ha NNiBKy NoniMepHy TpbOXLUapoBy

3a
peuernmom

UA/19799/01/03
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[TponoBkeHHs AoaaTKa 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

(PVC/PE/PVdC) He3Ha4yHOro nokasHuka
«Martepian». 3miHu | TNy - 3MiHK 3 AKOCTI.
["oToBMI nikapcbkmin 3acib. Cuctema
KOHTeNHep/3akynoptoBanbHuii 3acit. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTummx
MeX NepBUHHOI YNaKOBKM FOTOBOrO NiKapCbKoro
3aco0y (BWy4YeHHs He3HaYHOro NoKasHMKa
(Hanpuknag 3acTapinoro NokasHmka)) OHOBIIEHHS
po3giny 3.2.P.7 Cuctema koHTelHep/
3aKyrnoproBanbHui 3acib, a came: BUNyYEHHs 3
cneuudikaLii Ha donbry antoMiHieBy nakoBaHy
apykosaHy n. «Bug donbrn» Ta «WupuHa cdonbrn
OPYKOBaHOI»

325.

OMENPA30nN

kancynu no 10 wmr,
no 7 kancyny
6nictepi, no 2 abo 4
6nictepu y navui

AT
"dapmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHn | TMny - 3MiHK 3 siKocTi. [oTOBMIA Nikapcbkni
3aci6. Cnctema KoHTeHep/3aKkynoproBanbHuii
3aci6. 3MiHa nocTayanbHMKa NakyBanbHNX
maTepianis abo KOMNMEKTYUNX (SKLLO 3a3Ha4YeHO
B Aocbe) (3aMiHa abo JoaaBaHHs nocTavanbHuKa)
BHECeHHSs 3MiH go p. 3.2.P.7. Cuctema KoHTenHep/
3aKynoptoBasibHUI 3acib, a came goAaBaHHA
anbTepHaTMBHOrO NocTavanbHuKa honbrn
namMiHOBaHOI NONIBIHINXIOPUAOM Ta noniaMigom
Amcor Flexibles Singen GmbH, Hime4unHa. 3miHn
| Tuny - 3MiHM 3 sikocTi. FoTOBMI Nikapcbkuin 3acib.
CucTtema KoHTenHep/3akynoproBanbHuUiA 3acio.
3miHa napameTpiB cneuudikauin Ta/abo
AOMYCTUMUX MeX NepBUHHOI YNakoBKU rOTOBOrO
nikapcbkoro 3acoby (BMIyYeHHSI HE3HAYHOTO
nokasHuka (Hanpuknag, 3acTapinoro nokasHuka))
OHoBRNeHHs po3giny 3.2.P.7 Cuctema KoHTeHep/
3aKyrnoptoBarbHWI 3acib, a came BUITyYEeHHS 3i
crneungikauii Ha onbry namiHoBaHy
noniBiHiNxnopnaomM Ta noniamigom He3Ha4yHoro
nokasHuka «MaTtepiany». 3miHu | Tuny - 3miHn 3
sikocTi. [oTOBMI Nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHuii 3aci6. 3MiHa
napameTpiB cneuudikadin Ta/abo gonyctummnx
MeX NepBUHHOI YMaKoBKW rOTOBOTO NikapcbKoro
3acoby (BMNYyYEeHHsI HE3HAYHOrO NoKa3HWKa
(Hanpuknag 3acTapinoro NokasHMka)) OHOBIIEHHS
poaginy 3.2.P.7 Cuctema koHTenHep/
3aKyrnoproBarnbHWi 3acib, a came BUINyYEHHS 3i
cneumdikauii Ha NNiBKy NOMiMepPHY TPbOXLLApOBY
(PVC/PE/PVAC) He3Ha4HOro nokasHuka
«Martepiany. 3miHu | TNy - 3miHK 3 AKOCTI.
["oToBMI nikapcbkmi 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHuii 3acit. 3miHa
napamMeTpiB cneuudikauin Ta/abo AonycTumumx

3a
peuerimom

UA/19799/01/01
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yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

MEX NepBUHHOI YNaKOBKM FOTOBOrO MiKapCbKoro
3acoby (BUIyYeHHsI HE3HAYHOTO MOKa3HMKa
(Hanpuknag 3acTapinoro NokasHMka)) OHOBIEHHS
po3giny 3.2.P.7 Cuctema koHTelHep/
3aKyrnopoBarnbHUi 3acib, a came: BUINYYEHHS 3
cneumdikaii Ha donbry antoMiHieBy nakoBaHy
apykosaHy n. «Bug donbrmy» Ta «WWnpuHa donbrn
APYKOBaHOI»

326.

OMENPA30N

nioginizat gns
pO34uHy Ans
iHdy3in no 40 wr; 1
nakoH 3
nioginizatom B
nayui

TOB
"®APMEKC
reym"

YkpaiHa

TOB "®APMEKC
rPyrm"

YkpaiHa

BHECEHHS 3MiH 0O peecTpauinHnX maTepianis:
3MiHu | Tuny - 3miHK Wwopno 6e3nekn/ePeKTUBHOCTI
Ta dhapmakoHarnsgy. 3miHa y KopoTkin
XapaKkTepucTu1Li Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLii AN MeguyHoro
3aCTOCYBaHHS Ha MiACTaBi perynspHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B nicnspeecTpauinHui nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTY 3 AOCHiAXEHb,
npoBeAeHnX BigNOBIAHO A0 NnaHy negiaTpuyHmnX
pocnimkenrs (PIP) (3miHy yarogxeHo 3
KOMMETEHTHUM YNOBHOBaXXEHUM OpraHoMm) - 3miHu
BHECEHO A0 iHCTPYKUIT ANa MeanyHoro
3acToCcyBaHHS NikapCbKoro 3acoby y posainu:
"OcobnueocTi 3actocyBaHHs", "MobiYHI peakuii”
BiMOBIAHO 4O OHOBMEHOI iHpopMaLii 3 6e3neku
Aitoyoi pevoBuHN. BBeAeHHS 3MiH NpoTarom 6-Tu
MicsiLiB Micns 3aTBEpPOXKEHHS

3a
peuyerimom

He
nidnsicae

UA/12924/01/01

327.

OMHALPEH®
250

PO34MH ONiNHUIA Ansi
iH'ekuin mo 1 mny

amnyni; no 5 amnyn
Y KapTOHHIl Kopoobui

TOB
«BAYL
XENC»

YkpaiHa

dapm3saBog €nbda
AT.

Monbwa

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3minn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI
Ta chapmakoHarnsigy. BeegeHHsi abo 3miHu oo
y3aranbHEeHUX AaHux nNpo cucTtemy
bapmakoHarnsgy (BBeAeHHs y3aranbHEHUX AaHux
npo cuctemy papmakoHarnsgy, amiHa
yrnoBHOBaXeHoi ocobu, BignoBifanbHoi 3a
3AiCHEHHs hapmakoHarnsgy; KOHTakTHoOI ocobu 3
dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs
dapmakoHarnagy B YkpaiHi, KO0 BOHa BigMiHHa
BiJ, YNOBHOBaXXEHOI 0CO0M, BiANOBiganbHoI 3a
30iACHEHHs1 hapMakoHarnsay (Bkovaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
mMacTep-anina cuctemu papmakoHarnsagy) 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobu
3asiBHMKA, BignosiganbHoi 3a dpapMakoHarmsa.

3a
peuenmom

UA/5204/01/01

328.

OHTAS3EH -
1000

MOPOLLIOK AN
PO34MHY Ans iH'eKuin
no 1000 wr; 1
hnakoH 3 MOPOLLKOM
Y KapTOHHI
yMaKkoBLi

CeHc
JlabopaTopi
c Mert. NlTA.

IHAis

CeHc lNabopatopic
MeT. JlTA.

IHaia

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MmiHu | TUNy - 3miHK Wwopo 6e3nekn/edekTUBHOCTI
Ta hapmakoHarnsay. 3miHa y KopoTkil
XapakTepucTuLi nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
3aCTOCYBaHHS Ha MiACTaBi perynspHo

3a
peuerimom

He
nidnsizae

UA/17128/01/01
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Hasea
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3acoby

®Popma sunycky
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3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro
3acoby, abo gocnimkeHb 3 6e3nekn 3aCTOCyBaHHS
nikapcbkoro 3acoby B nicnapeecTpauinHui nepioa,

abo sk pe3ynbTaT OLiHKM 3BiTYy 3 4OCHiAXEHb,
NpoBeAEeHNX BiANoBigHO 4O NnaHy negiatpudHnx
pocnigpkerb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHUM OpPraHoMm)
3MiHM BHECEeHi A0 iHCTPYKLii AN MeguyHoro
3acTocyBaHHS NikapcbKoro 3acoby y po3ain
"MoGiyHi peakwii" BiZNOBIAHO 4O OHOBMNEHOI
iHdbopmalii 3 6e3neku Ailo4oi pevoBMHM LWOJ0
renatuTy. TepMiH BBEAEHHS 3MiH - NpoTArom 6
MicsiLiB nicnst 3aTBepAKEHHS. 3MiHu | Tuny - 3MiHK
woao 6esnekun/edhekTUBHOCTI Ta
tapmakoHarnagy. 3MiHa y KopoTKil

XapaKTepucTu1Li Nnikapcbkoro 3acoby, TEKCTI

MapKyBaHHS Ta iHCTPYKUii ANS MEANYHOro
3aCTOCyBaHHs Ha MiACcTaBi perynsipHo

OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocniaxeHb 3 6e3neky 3aCToCyBaHHS
nikapcbkoro 3acoby B nicnspeecTpauiiHui nepioa,

abo sk pe3ynbTaT OLiHKM 3BiTY 3 AOCHiAXEHb,
npoBeAeHVX BiANOBIAHO A0 MnaHy neaiaTpudHmnX
pocnigpkeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHUM OpraHoM) 3miHu
BHECEHI [0 iHCTPYKLIi Ans Mean4Horo
3acTOCyBaHHs1 Nikapcbkoro 3acoby y po3ainu
"OcobnusocTi 3actocyBaHHs", "MobivHi peakuii”
BiZNOBIOHO 10 OHOBMEHOI iHhopMmaLlii 3 6e3neku
[itoY0i pevoBMHM Woao eHuedanonaTii. TepMiH
BBeJEHHS 3MiH - NpoTSArom 6 Micsuis nicns
3aTBEPKEHHSI

329.

OHTA3EH-2000

MOPOLLIOK ANst
PO34MHY AN iH'eKUin
no 2000 mr no 1

dnakoHy y
KapTOHHIN ynakoBLji

CeHc
IlabopaTopi
c Mer. NlTA.

IHAis

CeHc JlabopaTopic
MeT. JlTA.

IHaia

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3MmiHu | TUNy - 3miHKn Wwopo 6e3nekn/edeKTUBHOCTI
Ta dhapmakoHarnsaay. 3miHa y KopoTKin
XapakTepucTuL NikapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
3aCTOCYBaHHS Ha MiACTaBi perynspHo
OHOBMOBAHOTO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHs
nikapcbkoro 3acoby B nicnsapeecTpauiiHui nepioa,
abo sk pe3ynbTaT OUiHKM 3BITY 3 AOCHIMXEHD,
nNpoBeAeHNX BiAnoBigHO A0 NnaHy negiatpudHnx
pocnimkerb (PIP) (3miHy y3rogeHo 3
KOMMETEHTHUM YNOBHOBaXXEHUM OpraHoMm)
3MiHU BHECeHI [0 iHCTPYKLiT Ans MeanyHoro
3acToCcyBaHHS NikapCcbKoro 3acoby y po3ain
"Mob6iuHi peakuii" BigNoBiAHO 4O OHOBMEHOT
iHpopMmalii 3 6e3nekn Aito4oi peYoBMHM LWoa0

3a
peuerimom

He
nidnsicae

UA/17128/01/02
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renaTuty. TepmiH BBe4eHHS 3MiH NpoTsirom 6
micauiB nicnsa 3aTBepaxeHHs. 3MiHu | Tuny - 3MiHn
wopno 6esnekun/edhekTUBHOCTI Ta
dapmakoHarnagy. 3MiHa y KopoTKil
XapaKTepucTuui nikapcbkoro 3acoby, TekcTi
MapKyBaHHs Ta iHCTPYKUii Ans MeaM4Horo
3acTOCyBaHHs Ha MiACcTaBi perynsipHo
OHOBJIOBAHOIO 3BiTYy 3 6e3neky NikapcbKoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B nicnsapeecTpauiiHuin nepiog,
abo sik pe3ynbTaT OLUiHKM 3BITY 3 AOCHIAKEHD,
npoBeAeHnX BigNOBIAHO A0 NnaHy neaiaTpuyHNX
pocnigpkeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHNM YNOBHOBAXXEHUM OpraHom) 3MiHn
BHECEHI [0 iHCTPYKLUiT Ans MeguyHoro
3aCcTOCyBaHHs1 Nikapcbkoro 3acoby y po3ainu
"OcobnusocTi 3actocyBaHHA", "lM06iuHI peakuii”
BiZNOBIQHO [0 OHOBMEHOI iHpopMaLii 3 6e3neku
[itoyoil peqoBuHM Wo[o eHuedanonarii. TepmiH
BBEOEHHS 3MiH NPOTSrom 6 micauis nicns
3aTBEPAKEHHS

330.

OPTO®EH

TabneTkn, BKpUTI
060roHKo,
KMLLKOBOPO3YMHHI NO
25 wr, no 10
TabneTtok y bnicrepi;
no 3 6nictepu y
nayui 3 KapToHy; No
10 TabneTok y
6nicTepi; no 100
6nicTepi y kopobui
3 KapToHy; no 10
TabneTok y 6nictepi

MpAT
"TexHonor"

YkpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3minu | TUny - 3MiHn Wwopo 6esnekn/edeKTUBHOCTI
Ta hapmakoHarnsay. 3miHa y KopoTkil
XapakTepucTuL NikapCcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT ANS MEeANYHOro
3acTOCyBaHHs1 Ha MiACcTaBi perynsipHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3aCToCyBaHHS
nikapcbkoro 3acoby B nicnspeecTpauiiHuin nepio,
abo sk pe3ynbTaT OLUiHKM 3BITY 3 AOCHIAKEHb,
NpOBeAEHNX BiANOBIAHO 4O NraHy negiatpudHnx
pocnimxeHb (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHUM YNOBHOBaXEHUM OpraHoMm)
3MiHM BHeCeHO [0 IHCTpyKLUii Ana meguyHoro
3acTocyBaHHs Nnikapcbkoro 3acoby Ao po3ainy
"3acTocyBaHHs y nepiog BariTHOCTi abo rofyBaHHs
rpyaa" woao 6e3nekn 3acTocyBaHHs Aitoyol
pPevYoBUHM ANKNOdEeHaK HaTpito BiANOBIAHO A0
pekomeHaauii PRAC.

Y npoueaypi 3MiH 3asiBHUKOM HalaHO OHOBJIEHMN
MnaH ynpaeniHHs pu3nkamu Bepcis 2.0. 3miHn
BHECEHO A0 YacTuH: | «8aranbHa iHpopmauis», |1
«Cneumdikauisa 3 6e3neku» (mogyni CVII
«lpeHTudikoBaHi Ta NoTeHUinHI puankmy, CVIII
«Pestome npobnem 6e3nekny), Il «MnaH 3
dapmakoHarnagy», V «3axoau 3 MiHimisauii
pusukiB», VI «Pe3tome nnaHy ynpasniHHS
pusnkammny VII «dogaTtkmy» y 3B’A3Ky 3i 3MiHOO

3a
peuenmom

He
nionsieae

UA/5047/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
Knacuaikauii npobnem 3 6esnekun BHacNigok
OHOBIEHHS iH(hopMaLii 3 6e3nekn B NPoekTi
iHCTPYKLUIii 4N MEeAMYHOro 3aCTOCYBaHHS Ha
nigctasi pekomeHgauii PRAC. 3MiHu | Tuny -
3MmiHu Wwopo 6e3nekn/edPekTMBHOCTI Ta
dapmakoHarnagy (iHwi 3miHm)
3MiHM BHeceHo [0 IHCTpyKLUii Ans MeguyHoro
3acToCyBaHHs Nikapcbkoro 3acoby Ao po3ainy
"MoGiyHi peakuii" LWoao 3BiTyBaHHSA NPO NOGIYHI
peakuii.
331, O®EB® Kancynm m'ski no BepiHrep HimeuumnH MepBuHHE HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/16115/01/02
150 wmr, no 10 IHrenbxanim a (6nictepu) Ta 3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI peuenmom
kancyn y 6nictepi, IHTEepHeLwWwHnN BTOPUHHE Ta hapmakoHarnsgy. 3miHa YactoTu Ta/abo
no 6 Gnictepis y m6X nakyBaHHs, TEPMiHiB NOAAHHS PerynsapHO OHOBIIOBAHUX 3BITiB
KapTOHHIN ynakoBLi MapKyBaHHS, 3 Ge3neku nikapcbkunx 3acobis - 3mMiHa YacToTh Ta

KOHTPOIb SIKOCTI,
KOHTPOIb SKOCTi 3a
NOKa3HUKOM
MikpobionoriyHa
yucToTa Ta BUMYyCK
Cepin nikapcbkoro
3acoby: bepiHrep
IHrenbxanm ®apma
'm6X i Ko.KT,
HimeuumnHa;
BupobHuuTBo,
ynakoBka Ta
KOHTPOMb SIKOCTi (3a
BUKITIOYEHHSIM
MikpobionorivyHoi
4YMCTOTU) Kancyn
bulk (e
po3dacoBaHoi
npoaykuii):
KataneHt
HimeuunHa EGepbax
'M6X, HimeuuunHa;
AnbTepHaTUBHI
OinbHUUi ans
BTOPUHHOIO
nakyBaHHs Ta
MapKyBaHHS:
LteremaHH
JIbOHbepnakyHreH
yHA TNoricTiwep
Cepsic e. K.,
HimeyunHa
®apwmllor dapma
TogxicTik MTMG6X,

TEpPMiHy NofaHHsA perynsipHoO OHOBIIOBAHOIO 3BiTY
3 B6e3neku nikapcbKoro 3acoby: [litova pepakuis:
YacToTta nogaHHsa PO3E — 1 pik; KiHueBa gata
Ons BKMtoveHHs aaHux go PO3b6 — 15.10.2019 p;
Oarta nogaHHsa — 24.12.2019 p. MNMponoHoBaHa
peaakuisi: Yactota nogaHHs PO3b6 — 6 Micsuis
KiHueBa gata ans BkntoYeHHs aaHux go PO36 —
15.04.2023 p.; JaTta nogaHHs — 24.06.2023 p.
PekomeHaoBaHO A0 3aTBEPKEHHS BiAMNOBIAHO A0
nepioanMYHOCTI NOAAHHS PerynsipHO OHOBIOBAHMX
3BiTIB 3 6e3nekn nikapcbkux 3acobis y
€sponeticbkomy Cotosi
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HimeyumnHa;
AnbTepHaTuBHI
naboparopii ans
npoBeaeHHs
KOHTPOIMO SIKOCTi (3a
BUKIMOYEHHAM
Mikpob6ionoriyHoi
ynctotn): A eng Em
LWUTABTECT Jlabop
dyp AHaniTUK yHa
CrabinitatcnpydyHr
'mM6X, HimeuuunHa;
HysicaH 'm6X,
HimeyunHa
AnbTepHaTuBHa
nabopatopis gns
NpoBeAEHHS
KOHTPOIMHO SIKOCTI
MikpobionoriyHoi
uuctotu: CI'C
IHCTUTYT PpeseHiyc
'M6X, HimeuumHa;
Jlabop JIC CE eHp
Ko. KI', HimeyynHa

332.

O®EB®

Kancynu m siki no
100 wmr, no 10
kancyn y 6nicrepi,
no 6 Gnictepis y
KapTOHHIN ynakoBLji

BepiHrep
IHrenbxanm
IHTepHeLHn

mM6X

HimeuvuuH
a

MepBuHHE
(bnictepu) Ta
BTOPVHHE
nakyBaHHs,
MapKyBaHHS,
KOHTPOIb AKOCTI,
KOHTPOMb AKOCTi 3a
NMOKa3HWKOM
MikpobionoriyHa
4yucToTa Ta BUMYyCK
Ccepin nikapcbkoro
3acoby: bepiHrep
IHrenbxanm ®apma
'mM6X i Ko.KT,
HimeuuuHa;
Bupo6HuuTBO,
ynakoBka Ta
KOHTPOMb AKOCTI (3a
BUKIIOYEHHAM
MikpobiornoriyHoi
YWCTOTK) Kancyn
bulk (e
po3dacoBaHoi
npoaykuii):
KataneHt

HimeyumHa

BHECEHHS1 3MiH 4O peecTpauinHuxX maTepianis:
3minn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI
Ta chapmakoHarnsgy. 3miHa yactotu Ta/abo
TEPMIHiB NOAAHHS perynspHO OHOBMOBAHUX 3BiTiB
3 6e3neku nikapcbkunx 3acobis - 3mMiHa YacToTh Ta
TepMiHy NogaHHs perynsipHo OHOBIOBAHOrO 3BiTy
3 B6e3neku nikapcbkoro 3acoby: [itoya pepakuis:
YactoTta noganHsa PO36 — 1 pik; KiHueBa gata
Ans BKMoYeHHs AaHnx go PO36 — 15.10.2019 p.;
Hata nogaHHsA — 24.12.2019 p. MNMponoHoBaHa
pepakuisi: Yactota nogaHHsa PO3b — 6 micsiuis
KiHueBa gata ans BkntoYeHHs aaHux go PO36 —
15.04.2023 p.; Oata nogaHHsA — 24.06.2023 p.
PekomeHaoBaHO [0 3aTBepAKEHHS BiANOBIAHO A0
nepioAMYHOCTI NOAAHHS pPerynsipHO OHOBIOBaHMX
3BiTIB 3 6e3nekun nikapcbkux 3acobis y
€ponercbkomy Cotosi

3a
peuenmom

UA/16115/01/01
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

HimeyunHa E6epbax
'm6X, HimeuunHa;
AnbTepHaTuBHI
OinbHUUI ansa
BTOPWHHOIO
nakyBaHHs Ta
MapKyBaHHS:
LLiteremaHH
JIbOHepnakyHreH
yHa JloricTiwep
Cepgice. K,,
HimeyunHa
dapwmSlor dapma
TNopgxicTik FTM6X,
HimeuumnHa;
AnbTepHaTuBHI
naboparopii ans
npoBeAeHHs
KOHTPOIO SIKOCTi (3a
BUKITOYEHHSAM
MikpobionoriyHoi
unctoTn): A eHg Em
LWUTABTECT Na6op
dyp AHaniTKK yHa
CrabinitatcnpydyHr
'm6X, HimeuunHa;
HysicaH 'mM6X,
HimeyuunHa
AnbTepHaTuBHa
nabopatopis ans
npoBeaeHHs
KOHTPOIIO SIKOCTI
MikpoGionoriuHoi
unctotu: CI'C
IHCcTUTYT Ppeseniyc
'm6X, HimeuunHa;
TNa6op NC CE eHg
Ko. KI', HimeuynHa

333.

NANCET

PO34MH ANs iH'ekuin
no 50 mkr/mn; no 5
MIT PO3YUHY Y
donakoHi; no 1
dnakoHy B
KapTOHHiIl kopobuyi

MicTtpan
Kenitan
MeHexmeH
T JlimiTeq

AHrnia

PA®APM CA

peuis

BHECEHHS1 3MiH 40 peecTpauinHMX maTtepianis:
TexHi4Ha nomunka (3rigHo Hakady MO3 Big
23.07.2015 Ne 460). BunpaBneHHS TEXHIYHOI
nomunku, 3rigHo n.2.4. posginy VI Hakazy MO3
Ykpainu Big 26.08.2005p. Ne 426 (y pepakuii
Haka3y MOS Ykpainu Big 23.07.2015 p Ne 460) —
BunpaBneHHs TeXHIYHOI MOMUIIKK, MOB’SI3aHO 3
HEBIAMNOBIAHICTIO (Pi3HOYUTAHHST) B MEXaX OHOro
[OKYMEHTa, JOMYyLLEHHS NOMUIKM B cneundikauii
J13, a came: HeBipHO 3a3Ha4YeHO AOMYCTUMI MEXi
3a nokasHvkamu «pH» Ta «CynpoBigHi 4OMILLKU».

3a
peuerimom

UA/19673/01/01




203

[TponoBkeHHs AoaaTKa 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

3asHayeHe BUMpaBreHHs BignoBigae apxiBHNUM
martepianam peecTpauiniHoro Jocbe

334.

nAHOUMAO

MOPOLLIOK ANst
pO34uHy Ans

iH ekuin no 40 wr; 1
abo 5, abo 20
hnakoHiB 3
MOPOLLKOM Y
KapTOHHiI kopooLi

AHaHTa
Megikeap
Nra.

Benuka
Bputanis

JIABOPATOPIO

PENI XO®PE C.A.

IcnaHia

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHN | TURY - 3MiHK 3 SKocTi. [oToBMIA NiKaPCbKUIA
3aci6. MpoekTHWI NpoCTip Ta nicnspeecTpaLiiHnn

NPOTOKON ynpasniHHS 3MiHaMW. BHECEHHS 3MiH,
Lo nepenbayeHi y 3atBepaXeHOMy nNpoToKoni
ynpaeniHHS 3MiHaMW (BHECEHHS 3MiHW BMMarae
noganbLMX NiATBEpAXYBanbHUX OaHNX) BBEAEHHS
HOBOI BUPOBHMYOI AiNAHKM 3 HOBUM 0BnagHaHHAM
(ctepunbHa 3oHa Ill) ans BupobHuuTea M3, i3
BignoBigHMM 36inbLUeHHsIM po3Mipy cepii 293 n
(112 212 cbnakoHiB)) Ha AogaTok 4o
3aTBEPKEHOr0 po3mipy cepii 122 n (46785
cdnakoHiB). O6maBi BUPOGHMYI 30HN MOXYTb BYyTH
BMKOPWCTaHI 4Nnsi BUpobHUMTBA MikapcbKoro
3acoby, KOXXHa 3 HUX AN BiANOBIAHOMO PoO3Mipy
cepii. Y HoBIlt BUpOOHWYI 30Hi Ha eTani
3MilyBaHHSA Byae BYKOPUCTOBYBaTUCS
ofHopa3oBe obnagHaHHs (single-use system

(SUS)). BBeaeHHs 3miH npoTtsirom 3-x Micsiuis

nicns 3aTBepAXKEHHs!

3a
peuenmom

UA/17039/01/01

335.

nAHOLWA

NOPOLLOK Ans
PO34MHY Ans

iH ekuin no 40 mr; in
bulk: 20 dprakoHis 3
MOPOLLKOM Yy
KapTOHHiIN kopobui

AHaHTa
Megikeap
Nnra.

Benvka
BputaHia

JIABOPATOPIO

PENI XO®PE C.A.

Icnania

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHuM | TUNYy - 3MiHK 3 skocTi. FoToBUI NikapCbKKi
3acib. MpoekTHWI NpocTip Ta nicnapeecTpauinHuii

NPOTOKON YNpPaBriHHA 3MiHamMWU. BHECEHHSs 3MiH,
Lo nepeabayeHi y 3atBepAXKeHOMy NpPOTOKOMi
ynpaBniHHS 3MiHaMW (BHECEHHS 3MiHW BMMarae
nopanbLMX NiATBEPAXYBanbHUX AaHNX) BBEAEHHS
HOBOI BUPOBHUYOI JiNsSHKM 3 HOBUM 06nagHaHHAM
(ctepunbHa 3oHa lll) ans BupobHuuTtea 13, i3
BigNOBIgHMM 36inbLUEHHsIM po3Mipy cepii 293 n
(112 212 dnakoHiB)) Ha AoAaTok Ao
3aTBEPKEHOr0 po3mipy cepii 122 n (46785
dnakoHiB). O6mABI BUPOBHMYI 30HN MOXYTb ByTK
BMKOPUCTaHI AN BUPOOHUMTBA NiKapcbKoro
3acoby, KOXHa 3 HUX AN BiANOBIQHOrO po3Mipy
cepii. Y HOBI BUPOGHWYI 30Hi Ha eTani
3MillyBaHHs Oyae BMKOpPUCTOBYBaTUCS
ofHopa3oBe obnagHaHHSA (single-use system

(SUS)). BBeaeHHs 3miH npoTsirom 3-x Micsiuis

nicns 3aTBepaAXeHHs

UA/17040/01/01

336.

NEHECTEP®

TabneTkn, BKpUTI
000noHKoH0, Mo 5 Mmr;
Ne 30 (15x2): no 15
Tabnetok y 6nicrepi;
no 2 6nictepuy
KapTOHHiIl kopobuyj;
Ne 90 (30x3): no 30

3eHTiBa, K.C.

Yecbka
Pecny6bnik
a

3eHTiBa, K.C.

Yecbka
Pecny6bnika

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3miHu | TNy - 3miHK 3 AkocTi. FoToBUIA NiKapCbKUi
3aci6. CucTeMa KoHTelHep/3akynoptoBanbHUi
3aci6. 3miHa po3mipy ynakoBKu roToBOro
nikapcbkoro 3acoby (3MiHa KinbKoCTi oaNHULb
(Hanpuknag TabneTok, amnyn TOLO) B yNakoBLi:) -
3mMiHa nosa fdiana3oHoM 3aTBepAXEHWX po3MmipiB

3a
peuenmom

He
nionsieae

UA/6000/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
TabneTtok y 6nicrepi; yNaKkoBKM - BBEAEHHS [OOATKOBOI YNaKoBKU, a
no 3 bnictepun y came Ne 90 (30x3): no 30 Tabnetok y 6nictepi; no
KapTOHHiIN kopooLi 3 BnicTepu B kKapTOHHI kOpOOLi, 3 BiANOBIZHUMM
3MiHamu y p. «YnakoBka» MKA J13. BBeaeHHs 3miH
nNpoTArom 6-Tm MicsAUIB NicNs 3aTBEPAXKEHHS.
337.| NEHTANIIH- Tabnetku no 10 TOB YkpaiHa TOB "dapma Ctapt” YkpaiHa BHECEHHS 3MiH O peecTpaLiiHMX maTepianis: 3a He UA/2617/01/01
»C TabneTok y 6nicTepi; "ACIHO 3MiHu | Tuny - 3MiHn Wwopo 6e3nekn/edekTMBHOCTI peuenmom | niidnseae
no 1 6nictepy B YKPAIHA" Ta papmaroHarnsagy (iHwi aminm).
nauyui 3 KapToHy; No 3MiHW BHECEHO B iHCTPYKLitO A4Ns MeANYHOro
10 TabneTok y 3acToCyBaHHSA NikapcbKoro 3acoby y po3ain
6nictepax "Cknag" 3 BignoBigHMMU 3MiHaMW Y TEKCTi
MapKyBaHHs1 yMakoBKU MikapcbKoro 3acoby.
TepmiH BBeAEHHA 3MiH NpoTAroM 6 micsauis nicnsa
3aTBEPAKEHHS
338, NEHUUKNOBIP | kpem 1%, no5ry MPAT YkpaiHa MPAT "®ITODPAPM" YkpaiHa BHECEHHS 3MiH A0 peecTpauinHnx 6e3 nidnsicae UA/14731/01/01
-®ITO®APM Ty6i; no 1 1y6i B "®ITOPAPM matepianis:3MiHn | Tuny - AGMiHICTPaTUBHI 3MiHW. peuenma
navui 3 KapToHy " 3miHa HariMeHyBaHHSA Ta/abo agpecu 3asBHUKA
(BnacHuka peecTpauiiHoro nocBigYeHHs)
3MiHa agpecwu 3asiBHMKa. 3MiHW BHECEHI B po3in
"Micue3HaxomKeHHs 3asBHUKA" B iHCTPYKLito Ans
MELMYHOro 3aCTOCYBaHHs NikapcbKoro 3acoby y
3B'A3KY 3 YTOYHEHHSAM afpecy 3asiBHMKa.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS.
339.| NEPUHAOMNPU | TtabneTtkn, BKpUTI TOB «TeBa YkpaiHa AT YropwuHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a - UA/14925/01/02
N/IIHOANAMIO- NniBKOBOIO YkpaiHa dapmaLeBTUYHUIA 3MiHn | TMny - 3MiHK 3 aKocTi. [OTOBMI NiKapCbKni peuenmom
TEBA obornoHkoto, no 2,5 3aBopg Tesa 3aci6b. KoHTponb rotoBoro nikapcbkoro 3acoby.
mr/0,625 mr no 30 3miHa y meToaax BUNpobyBaHHS rOTOBOrO
TabneTok y nikapcbKkoro 3acoby (iHWi 3MiHM y meToaax
KOHTeWHepi; no 1 BUNpobyBaHb (BkMOYakoun 3amiHy abo
KOHTENHepy B [OMOBHEHHS)) - 3MiHa MeToAy BUNPOOYyBaHHSA 3a
Kopobui nokasHukom «OHOPIHICTE 4O30BaHUX OAMHULLb»
(Ph.Eur. 2.9.40) npv BMnycky Ta Ha TEPMiH
NpYAATHOCTI 3 MeToAy OAHOPIAHOCTI BMICTY
(BEPX) Ha po3paxyHKOBO-Barosuii MeTO.
BBeaeHHs 3MiH npoTsarom 6-Tu micauiB nicns
3aTBEPAKEHHS.
340, NEPIHAONPEC | tabnetku no 4 mr/5 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a He UA/17768/01/01
®A mrno 10 Tabnetoky | "®apmaueBT "®apmaueBTuiHa 3MiHu | TUnNY - 3MiHK 3 sikocTi. FoTOBMIA NiKapCbKUiA peuenmom | nidnsizae
KOHTYPHil n4yHa cipma dipma "JapHuua” 3aci6. CtabinbHicTb. 3miHa y TepMiHax
YapyHKOBIl "NapHuus" npuaaTHocTi abo ymoBax 36epiraHHs roToBOro
ynakosi; no 3 nikapcbkoro 3acoby (36inbLIeHHs TEPMiHY
KOHTYPHi YapyHKOBI NpYAATHOCTI FOTOBOrO fikapcbkoro 3acoby) - [Ans
yMakoBKM B nauyuli TOProBoi yNakoBku (MiATBEPAXKYETLCA AaHUMU
peanbHoro Yacy) 36inbLIeHHs TEpMiHY
NpUAATHOCTI FOTOBOTO JlikapCbkoro 3acoby 3 2
pokiB Ao 3 pokiB. BBeAeHHS 3MiH npoTarom 6-Tu
MicsILiB Micnsi 3aTBEPAXKEHHS.
341, NEPIHAONPEC | tabnetku no 8 mr/10 MpAT YKpaiHa MpAT YKpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX MaTepianis: 3a He UA/17768/01/02
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
®A mr no 10 TabneTtoky | "®apmaueBT "®apmaueBTUYHa 3MiHuM | TUNYy - 3MiHK 3 AKkocCTi. FoTOBUIA NikapCbKKin peuenmom | nidnsieae
KOHTYPHIl n4yHa cipma dipma "JapHunua" 3aci6. CtabinbHicTb. 3MiHa y TepMiHax
YapyHKOBIn "NapHuus" npvaaTHocTi abo ymoBax 36epiraHHs roTOBOro
ynakoBui; no 3 nikapcbkoro 3acoby (36inbLeHHs TEPMiHY
KOHTYPHI YapyHKOBI npuAAaTHOCTI rOTOBOrO nikapcbKkoro 3acoby) - Ans
ynakoBKM B nayui TOProBoi yNakoBku (MiATBEPAXKYETLCA AaHUMU
peanbHOro 4acy) 30inbLIeHHS TEPMiHY
npuaaTHOCTI FOTOBOIO MikapcbKoro 3acoby 3 2
pokiB 4o 3 pokiB. BBegeHHs 3MiH NpoTsirom 6-t1
MicsUiB Micnsa 3aTBepAXEHHS.
342, MIMA3MOBEH® | po3uuH ans iHdysin MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/17779/01/01
no 500 mny "dapmaueBT "®apmMaueBTUYHa 3MiHM wopo 6e3nekn/edpeKkTMBHOCTI Ta peuenmom nionsieae
dnakoHi nyHa dipma cipma "dapHuua” dapmakoHarnagy (iHwi 3miHm) - 3MiHK BHeCeHi Jo
"OapHuus” IHCTPYKLUii ANs MeAWMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "Cnocit
3acTocyBaHHs Ta Jo3un" (qoJaBaHHS anroputMy
3aCTOCyBaHHS) 3rigHO 3 MaTepianamu
peecTpauifiHoro gocke. BeBegeHHs 3MiH npoTsirom
6-TV MicsLiB nicns 3aTBEPOKEHHSA
343| NOBIAOH-NOA | nopotwuok TOB YkpaiHa 3EH KEMIKANC IHAisA BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: - - UA/13843/01/01
(cybeTaHuin) y "®APMEKC MBT. NTA. 3MiHn | TMny - 3MiHn 3 sikocTi. A®l. BUpoGHMLTBO.
nakertax reyn" 3miHa BUpOOHWMKa BMXiAHOrO/MpOMiXKHOro
nonieTMIeHoBMX npoayKTy/peareHTy, Lo BUKOPUCTOBYHOTLCS Y
ans BUpobHM4oMy npoueci A®l, abo amiHa BUpobHMKa
hapmaLeBTU4HOro (Bkrtoyaroum, fe HeobxigHoO, MicLle NPoBeAEeHHS
3acToCcyBaHHS KOHTponto skocTi) AdI (3a BiacyTHOCTI

cepTudikaTa BignoBigHOCTi EBpoNechbkin
dapmakonei y 3aTBepaxeHoOMy
[0CbE)(3anponoHOBaHUI BUPOOHMK HanNexuTb 40
Tiel camoi BUpoBHUYOI rpynuy NianpuemcTs, Lo
3aTBEPIKEHWIA)
3MiHa MicLa NPOBaAXXeHHS OisiNbHOCTI BUPOOHMKa
AdI MNosigoH-Moa y 38'a3ky 3 nepeHeceHHaM
BMPOGHMYOI AinbHuUUi. 3anponoHoBaHa AinbHULSA
BXOAWTb [10 OAHIEI i TieT )X BUPOOHMYOT rpynu, Lo 1
3aTBepakeHa AinbH1UA. 3MiHa NpUsHaYeHHs
3actocyBaHHsi AD| (3aTBepaxeHo: Ans
BMPOBHMLTBA HECTEPUIMBHUX FliKapCbkux hopm;
3anponoHoBaHo: Ans hapmMaleBTUYHOro
3aCTOCYBaHHS).
3miHu | TUny - 3miHu 3 gkocTi. APl. KoHTponb AdPI.
3miHa y napameTpax cneuudikauin Ta/abo
OOMyCTUMUX MEX, BU3HAYEHUX y crieumdikaLlisax
Ha A®I, abo BMXiZHMA/MPOMIKHWIA
NpoAyKT/peareHT, L0 BUKOPUCTOBYHOTLCS Y
npoueci BUpobHMuTBa AD| (BUNYyYEHHS
He3Ha4yHoro nokasHvKa sKocTi (Hanpuknag
BWITyYEHHS 3aCTapinoro nokasHuka)) 3amiHu y
crneundikauii Ta metogax koHTponto APl MosigoH-
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
o, NopoLLok (cybcTaHuia) ans
(hapmaLEeBTMYHOIO 3aCTOCYBaHHS, a caMme
BUIYYEHHS NokasHuKa sikocTi AD| “Baxki metann”
Ons npvBeaeHHst o MmoHorpadii USP Povidon-
lodine.
344. NONI-MIKC b niocpinizat ans BxapaTt IHgis Bxapat Cipamc eHp, IHais BHECEHHS 3MiH O peecTpaLiiHMX maTepianis: 3a He UA/18622/01/01
PO34MHYy Ans iH'eKuin Cipamc eHg BakuwuHc Jlimiteq 3MiHn | TUny - AOMiHiCTpaTMBHI 3MiHW. 3MiHa peuernmom nionsieae
no 500 000 MO; 1 BakumHc HalMeHyBaHHs Ta/abo agpecu micus
nakoH 3 JlimiTen NpoBaKeHHs OisnbHOCTI BUpobHUKa/imMnopTepa
nioginizatom y roTOBOrO JlikapCbKoro 3acoby, BKo4aro4m
KapTOHHiN kopobui AinbHUL BUNYycKy cepii abo micue npoBeaeHHst
KOHTPOJIO SIKOCTI. (QisNbHICTb, 3a SKy Bignosigae
BUPOGHMK/iMNIOPTEp, BKIOYAOUM BUMYCK CEPIlt) -
3wmiHa agpecwu BupobHuka 113 bxapat Cipamc eHg
BakuuHc Jlimiten, I1HAia, 6e3 amiHn Micus
BUpobHMUTBA. TepMiH BBEAEHHSI 3MiH NPOTAroM 6
MicsILLiB Micnsi 3aTBEPOXKEHHS.
345. NOCTEPU3AH cynoauTopii no 5 Op. Kage HimeuumH Op. Kage HimeuyunHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 6e3 - UA/4864/02/02
®OPTE CynosuTopiis y dapmauesT a dapmaueBTnyHa 3miHu | TUny - 3miHm 3 akocTi. CepTudikar peuenma
CTpvni; No 2 cTpunu n4Ha Pabpuka M'm6X BignosigHocTi/lE-cepTudikaTt BianoBigHOCTI
B KAPTOHHIl nayui dabpuka €BponeWcbkin dhapmakonei/MoHorpadii. NMogaHHs
m6X

HOBOro abo oOHoBneHoro ceptudikaTa
BigNoBIigHOCTI abo BUNy4YeHHs cepTudikara
BignoBigHOCTI €BponeWchbkin hapmakonei: ans
A®I; onsa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUPOOHMUTBI APl; ans
[OMNOMIXKHOI peqyoBUHU (cepTudikaT BignoBiaHOCTI
€Bponelicbkint hapmakonei) - OHoBReHWN
cepTudikaT Bif yke 3aTBepaKEHOro BUPOBHUKa -
noAaHHsi OHOBIEHOro cepTudikara BignNoBiAHOCTI
E€sponevicbkin dapmakonei Ne RO-CEP 2012-163-
Rev 01 (3aTBepaxeHo: RO-CEP 2012-163-Rev 00)
ans A®| rigpokopTU3oH Big BXe 3aTBepaXeHOoro
BUpobHMKa Sanofi Chimie, ®paHuis, Skuin 3MiHMB
Ha3By Ha EUROAPI FRANCE, ®paHuisi.
3MmiHu | TUny - 3miHu 3 gkocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponelicbkiit hapmakonei/MmoHorpadii. MoaaHHs
HoBoro abo oHoBrneHoro cepTudikarta
BignoBigHOCTI abo BUNy4YeHHs cepTudikata
BignoBigHocTi EBponenchkii hapmakonei: ans
A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOOHMUTBI ADIl; ans
[OMNOMiXHOT peqoBUHU (cepTudikaT BignosiaHoCTI
€Bponelicbkint hapmakonei) - OHoBRNeHWIN
cepTudpikaT Bif yke 3aTBEpOKEHOrO BUPOOHMKA -
NnoJaHHs OHOBMEHOro cepTudikata BignoBiAHOCTI
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

€poneickkin dpapmakonei Ne RO-CEP 2019-166-
Rev 01 (3atBepaxeHo: RO-CEP 2019-166-Rev 00)
ons A®I rigpokopTu3oH Big BXxe 3aTBepaKEHOro
BUpobHMKa Sanofi Chimie, ®paHuis, akuin 3MiHMB
Ha3sy Ha EUROAPI FRANCE, ®paHuis.

346.

NOCTEPU3AH
®OPTE

Ma3sb no 25 ry Tybi
arntoMmiHieBin 3
annikatopom; no 1
Tybi B KQPTOHHIN
navuj

Op. Kage
dapmanesT
n4yHa
dabpuka
m6X

HimeyvuuH
a

Op. Kape
dapmaueBTuyHa
®abpuka M6X

Himeyumna

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MmiHu | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikaTt BignoBigHoCTI
€BponeWckkin dapmakonei/MoHorpadii. NMogaHHs
HoBoro abo oHoBneHoro ceptudikaTa
BianosigHocTi abo BMNyYeHHsi cepTudikaTta
BignoBigHOCTI €BponeWchbkin hapmakonei: ans
A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBiaHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHWN
cepTuddikat Bif yKe 3aTBEpAKEHOro BUPOOHMKa -
noJaHHsi OHOBMEHOrO cepTudikaTa BignoBigHOCTI
€sponevicbkin dapmakonei Ne RO-CEP 2012-163-
Rev 01 (3atBepmxeHo: RO-CEP 2012-163-Rev 00)
ons A®I rigpokopTu3oH Big BXe 3aTBepaKEHOro
BUpobHuka Sanofi Chimie, ®paHuis, akun 3MiHMB
Ha3sy Ha EUROAPI FRANCE, ®paHuisi.
3miHu | TUny - 3miHu 3 gkocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponelicbkint hapmakonei/MoHorpadii. MogaHHs
HoBoro abo oHoBneHoro ceptudikaTa
BigNoBIgHOCTI abo BUNy4YeHHs cepTugikara
BignoBigHoCTi €Bponenchkii hapmakonei: ans
ADI; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTbCS Y BUPOOHMUTBI APl; ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTI
€Bponelicbkint hapmakonei) - OHoBReHWN
cepTudikaT Bif yke 3aTBepOKEHOro BUPOGHMKaA -
NnoJaHHs OHOBMEHOro cepTudikata BiANOBIAHOCTI
€sponevicbkin dapmakonei Ne RO-CEP 2019-166-
Rev 01 (3aTBepaxeHo: RO-CEP 2019-166-Rev 00)
ans A®I rigpokopTU3oH Big BXe 3aTBepAXeHOoro
BUpobHMKa Sanofi Chimie, ®paHuis, Akuin 3MiHMB
Ha3By Ha EUROAPI FRANCE, ®paHduisi.

6e3
peuyenma

UA/4864/01/02

347.

NPEBEHAP®
13/
PREVENAR®
13 BAKUMHA
NMHEBMOKOKO
BA
NONICAXAPULO

cycneHsis ans
iH’ekuin; no 1 gosi
(0,5 mn)y
nonepeaHLo
HanoBHEHOMY
wnpwui; no 1
nonepegHLO

Mdpanzep
Eny.Ci.Ni.
Kopnopeww
H

CLUA

Mdpansep
MeHtodekdypuHr
Benbria HB,
Benbris; MNdpanzep
lpneng
$apmaceyTukarnc,
Ipnangis

Benbrisi/
IpnaHais

BHECEHHS1 3MiH 40 peecTpauinHMX maTtepianis:
3miHu | Trny - 3miHK 3 AkocTi. FoToBUIA NiKapCbKUIA
3aci6. 3MiHM y BUpOOHMUTBI. 3MiHM ¥ npoLeci
BMPOOHWLTBA rOTOBOTO MikapCcbkoro 3acoby,
BKJTHO4AKUM NMPOMIKHWUIA MPOAYKT, L0
3aCTOCOBYETHLCS NPY BUPOOHULITBI FOTOBOIO
nikapcbkoro 3acoby (iHwi 3MiHn) BBegeHHs

3a
peuenmom

UA/15864/01/01




208 [TponoBkeHHs AoaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
HA HanoBHEHOMY AKTUBHUX KOHTENHEPIB ANA MOPCbKUX NepeBe3eHb
KOH’IOOBAH LUApULLY Ta OAHIN KIHLLeBOro NPoAyKTY MiXX BUPOBHUYMM
A BiJOKPEMIEHIN ronui MangaH4dukom lMdpansep, MNyypc, benbria i
(TPUHAQUATU | B iHamBigyansHomy KiIHLLEBUMUW NyHKTaMK NPU3HaYeHHs. 3MiHu | Tuny -
BAJIEHTHA 4oxni y 3aKkputomy 3MiHu 3 sKocTi. FoTOBWI NikapcbkuiA 3aci6. (iHLi
AOCOPBOBAH | nnactukoBomy 3MiHM) BunpaBneHHs NOMUIIOK y pe3yrnbTaTtax
A) KOHTelHepi; no 1 KBanidikaLii i3011b0BaHOro KOHTEWHEPY Anst
nnacTMKkoBoMy TpaHcnopTyBaHHsA Silverpod LD7 Half PAG (ans
KOHTENHepY Y O[HO4030BMX (hriakoHiB. 3MiHu | TUNy - 3MiHKM 3
KapTOHHiI kopooLi sIKOCTi. [oTOBMI Nikapcbknii 3aci6. (iHWi 3MiHK)
BunpaBneHHst nOMUoK y pesynbTatax
kBanigikauii akTUBHUX KOHTENHEPIB ANA MOPCbKNX
nepeB3eHb (Ans nonepeaHbO HaNOBHEHMX
LnpuuiB, 0AHOO030BMX | 6araTogo30BMX
dnakoHiB)
348. NPEBEHAP® cycneHsis gns Mdpaiizep CLWA Mdparizep Benbrisi/ BHECEHHs1 3MiH O peecTpauiiHMX maTepianis: 3a - UA/15864/01/01
13/ iH’exuin; mo 1 gosi Eny.Ci.NMi. MeHtodekdypuHr IpnaHais 3MmiHu | TUny - 3miHm 3 akocTi. A®l. KoHTponb AdI. peuernmom
PREVENAR® (0,5mn)y Kopnopewww Benbris HB, 3miHa y napameTpax cneuudikadi Ta/abo
13 BAKLUMHA nonepeaHL0 H Benbrig; Ndansep [ONyCTUMMX MEX, BU3HAYEHMX Y cneulmndikauiax
NMHEBMOKOKO | HanoBHeHOMy lpneng Ha A®I, abo BMXiZHMA/MPOMIKHMWI
BA wnpwuui; no 1 dPapmaceyTukarnc, npoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
MONICAXAPUL | nonepeaHbo Ipnangis npoueci BupobHuuTBa AP (3BY)XEHHS 4ONYCTUMMX
HA HanoBHEHOMY MeX, BU3Ha4YeHuX y cneumdikauii) 3miHa kputepito
KOH’KOFOBAH LINpuULy Ta ogHin NPUAHATHOCTI NokasHuka Bacterial Endotoxin gns
A BiJOKpPEeMIeHin ronui BUXigHoi pevyoBuHu Ceramic Hydroxyapatite Type
(TPUHAQUATU | B iHOMBIQyansHOMY |, Lo BUKOPUCTOBYETLCSA Nif Yac BUPOOHMLITBA
BANEHTHA Yyoxni y 3aKkpuTomy nonicaxapugis, 3 < 0.25 EU/mg Ha < 5 EU/g.
ALOCOPBOBAH | nnactukoBomy 3miHu | Tuny - 3miHm 3 sikocTi. API. (iHLWi 3MiHK)
A) KOHTeViHepi; no 1 KopuryBaHHS LIBUAKOCTI LLeHTPUAYryBaHHS Npu
nnacTMKoBOMY ocagkeHHi CRM197 Working Cell Banks.

KOHTenHepy y
KapTOHHiIN kopobui

3atBepaxeHo: Centrifuge bottles at 6000 x g for
30 minutes at 4°C. 3anponoHoBaHo: Centrifuge
bottles at 6084 x g for 30 minutes at 4°C. 3miHu |
TMny - 3MiHK 3 sikocTi. AL, (iHwi 3miHK) 3miHa
KkinbkocTi nakoHiB CRM197 Working Cell Banks,
LLIO BMKOPUCTOBYIOTLCA AS151 KOHTPOSO AKOCTI in-
process Ha etani Filling Phase (Step IV) 32 go 3.
3miHu | TUny - 3miHm 3 akocTi. APl. KoHTponb AdPI.
3miHa y napameTpax cneuudikauin Ta/abo
OOMyCTUMUX MEX, BU3HAYEHUX y crnieumdikaLlisx
Ha A®I, abo BMXiaHMA/MPOMIXKHWI
NpoAyKT/peareHT, L0 BUKOPUCTOBYHOTLCS Y
npoueci BUpobHMUTBa ADI (3BY>KEHHS AOMYCTUMMUX
MeX, BU3Ha4yeHunx y crneumdikauii) 3miHa kputepito
NPUMHATHOCTI NokasHuka Microbial Evaluation ans
BUXiaHoi pevoBuHM Ceramic Hydroxyapatite Type
|, O BUKOPUCTOBYETLCSA Nif, Yac BUPOOHULITBA
nonicaxapuais. 3aTeepaxeHo: Total Aerobic
Count: < 1000 CFU/g. 3anponoHoBaHo: Total
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peecmpauiliHo2o
noceid4yeHHs1

Aerobic Count: < 100 CFU/g.
3Mminu | TUnYy - 3miHm 3 akocTi. A®l. KonTponb AdI.
3miHa y napameTpax cneuudikadiv Ta/abo
[ONyCTUMMX MEX, BU3HAYEHUX Y cneumadikauiax
Ha A®I, abo BUXiOHUA/NPOMiXKHUIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea AP (3BY)XEHHS JONYCTUMMX
MeX, BU3HaYeHuX y cneumdikadii) 3miHa knacy
crneungikauii 3 «<HekomneHginbHoro» Ha «USP»
ans BuxigHoi pedosuHu Cupric Sulfate, 5-Hydrate,
sika BUKOPUCTOBYETLCSA Npu BUPoBbHMUTBI CRM197.
3MinHun | Tuny - 3miHm 3 sikocTi. A®I. KoHTponb ADI.
3miHa y napameTpax cneuudikadi Ta/abo
OOMyCTUMUX MEX, BUSHAYEHUX y crieumdikaLlisix
Ha A®I, abo BMXiaHMA/MPOMIXKHWIA
npoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci BupobHuutea API (iHwi 3MiHK) 3miHa
Knacy cneumaikauii 3 «kHeKoMneHgianbHoro» Ha
«USP» ans BuxigHoi pevoBuHu Zinc Sulfate, 7-
Hydrate, sika BUKOPUCTOBYETLCA NPU BUPOOHNLTBI
CRM197. 3minHun | TMny - 3miHn 3 sikocTi. AdDI.
KoHTponb A®L. 3miHa y napameTpax cneumdikauin
Ta/abo [oMyCTUMUX MEX, BUSHAYEHUX Y
crneundikauisix Ha APl, aGo BUXigHUA/NPOMIXKHWIA
npoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci BUpobHmutea AP (iHwi 3MiHK) 3miHa
Knacy crneundikauii 3 «<HeKoMneHgianbHoi» Ha
«USP Ta Ph.Eur» ans suxigHoi peyosuHu Nicotinic
Acid, slka BUKOPUCTOBYETLCSA NPY BUPOOHNULTBI
CRM197.

349.

NPEQHI3OMNOH
-OAPHULISA

TabneTkn no 5 mr no
10 TabneTok y
KOHTYPHi
YapyHKOBIN
ynakosui, no 4
KOHTYPHi YapyHKOBI
ynaKkoBKuW B nayLi

MpAT
"®apmaueBT
nyHa cipma

"OapHuus”

YkpaiHa

MpAT
"®apmaueBTUYHa
cipma "OapHuus”

YkpaiHa

BHECEHHS1 3MiH 40 peecTpauinHuX maTtepianis:
3MiHu | Tuny - 3miHn wopno 6esnekn/edPeKTUBHOCTI
Ta chapmakoHarnsagy (iHwi 3miHum).
3MiHM BHECEHO B TEKCT MapKyBaHHs yNaKoBKM
nikapcbKkoro 3acoby, a came BUITy4YEHO TEKCT,
BUKIaAEeHU POCINCLKO MOBOIO, Ta AOMNOBHEHO M.
17 IHWE iHdopmauieto woao HaHeceHHs QR-
koay. BBefeHHs 3MiH NpoTArom 6-Tu MicsiLiB nmicnsi
3aTBEPKEHHS

3a
peuenmom

UA/2587/02/01

350.

APEOHITON®

ma3b 0,25 % no 10
r,abo 30r,abo50r
y Ty6i; no 1 Ty6i B
KapTOHHIN nayui

TOB «MIBE
YKPAIHA»

YkpaiHa

mibe MMoX
ApuHaimiTTenb

Himeyumna

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3minn | TMny - 3miHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta cbapmakoHarnsgy (iHwi 3miHM) OHOBREHHSI
TEKCTY MapKyBaHHS yNakoBKW NikapcbKoro 3acoby
y n. 8 AATA 3AKIHYEHHA TEPMIHY
MPUOATHOCTI, n. 12 HOMEP
PEECTPALIMHOIO NOCBIOYEHHSA Ta n. 13.
HOMEP CEPIi IKAPCbKOIO 3ACOBY.
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS

3a
peuenmom

UA/10283/02/01




210 [TponoBkeHHs AoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
351.| NPOTAPIron® NMOPOLLOK Anst TOB "UcTtok- YkpaiHa BUPOGHMLTBO, YkpaiHa BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 6e3 - UA/15042/01/01

po34nHy ans Mrroc” nepBuHHe Ta 3MinHu | TUNY - 3milu Wono 6e3nekun/edheKTUBHOCTI peuernma

iHTpaHasanbHoro BTOPUHHE Ta hapmakoHarnsgy (iHwi 3miHn) OHOBNEHHS

3acTOCyBaHHs MO nakyBaHHs, TEKCTYy MapKyBaHHS YNaKkoBKM FikapCbKoro 3acoby

0,21, 1 conakoH 3 KOHTPOIb SKOCTI, (n. 8 AATA 3AKIHYEHHA TEPMIHY

NOPOLLUKOM Y BignosiganbHWM 3a NMPNOATHOCTI - nepBrHHa ynakoeka; n. 17 IHLWWE

KOMMNIEKTI 3 Bunyck cepii: TOB - BTOPMHHA ynakoBKa)

po34nHHMKOM o 10 "UcTok-TMnroc”,

mn (Boga ons YkpaiHa; BupobHuk

iH'ekuin) B PO3YMHHUKA:

0QHOA030BOMY BUPOGHMLTBO,

KOHTENHEpI 3 nepBuHHE

KPULLIKOHO- nakyBaHHs,

KpanenbHuLero y MapKyBaHHS,

KopobLi 3 kapToHy; 1 KOHTPOIb SKOCTi:

hnakoH 3 NOPOLLKOM TOB "lOpis-dapm”,

y KOMNIeKTi 3 Ykpaina

PO34MHHMKOM no 10

mn (Boga ons

iH'ekuin) B

04HOO030BOMY

KOHTENHEpI 3

HazanbHUM

po3nunoBavem y

kopobui 3 kKapToHy; 1

hbnakoH 3 MOPOLLKOM

Yy KOMNIeKTi 3

MipHUM NPUCTPOEM

(mipHa npobipka abo

MIpHWIA cTakaH) i

KPULLIKOO-

KpanernbHuLero y

kopobui 3 kapToHy; 1

(hnakoH 3 MOPOLLKOM

Yy KOMNIeKTi 3

MipHUM NPUCTPOEM

(mipHa npobipka abo

MIpHWIA CTakaH) i

Ha3anbHUM

po3nunoBavem y

KopobLi 3 KapTOHyY
352.| MCOTPION® renb, 50 mkr/r/0,5 TOB «MIBE YkpaiHa Mibe MMBX HimeuunHa BHECEHHS 3MiH 10 peecTpaLiliHix MaTepianis: 3a - UA/19635/01/01

mr/r;no 30ry YKPATHA» ApuHanmiTTens 3MiHu | TUnNYy - 3MiHK 3 sikocTi. FoTOBMIA NiKapCbKuiA peuernmom

nakoHi 3
KpanensHum
f[03aTopoM Ta
KPULLIKOHO, LLO
3arBUHYyETLCS; No 1
dnakoHy y nayui

3aci6. 3MiHN y BUpOOHMUTBI. 3MiHM Y nNpoLieci
BMPOOHMLTBA rOTOBOTO MikapCbkoro 3acoby,
BKITHOYAI04M MPOMIKHUI NPOAYKT, WO
3aCTOCOBYETLCS MPY BUPOOHMLITBI FOTOBOTO
nikapcbkoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOGHMLTBA) 3MiHa y Npoueci BUpOGHMLTBA, a
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[TponoBkeHHs AoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
came: 3 BnpoBagKeHHsAM po3mipy cepii 1000 kr
6yno niaTBepAKeHO AOCKOHaNiWWi eTan
po34mHeHHs calcipotriol monohydrate. Ak Hacnigok
3MiHWM 0 Niapo3Aainy peecTpauinHoro 4ocke
3.2.P.3.3. Onuc Bupo6Huyoro npotecy Ta
KOHTpoOrto npouecy. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
[oToBMI nikapcbkuii 3aci6. 3miHKM Yy BUPOBHMLTBI.
3miHa po3mipy cepii (BkroYaoum gianas3oH
po3Mipy cepii) roToBOro nikapcbkoro 3acoby
(36inbLeHHs o 10 pasiB NopiBHSAHO i3
3aTBEpPAKEHNUM PO3MiIPOM) BBEAEHHS AOAATKOBOIO
po3mipy cepii I'M13 — 1000 kr (33 333 chnakoHiB).
3arteepokeHo: 100 kr (3 333 donakoHis), 250 kr (8
333 dnakoHiB); 3anponoHosaHo: 100 kr (3 333
cdonakoHiB), 250 kr (8 333 conakonis), 1000 kr (33
333 donakoHiB).
353, NYNIbMO3UM® | po3unH ans TOB «Pouw YkpaiHa MepBuHHE CLIA/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/12438/01/01
iHransauin, 2,5 mr/2,5 YkpaiHa» nakyBaHH4, LLseviuapis/ 3MiHu | Tuny - 3miHK Wwopao 6e3nekn/ePeKTUBHOCTI peuenmom
Mf; no 2,5 mn B BUPOBHMLUTBO Himeyunna Ta phapmakoHarnsay (iHwi 3miHu). 3mMiHM BHeCeHo
amnyni; no 6 amnyn Hepo3dhacoBaHoi B TEKCT MapKyBaHHS NEPBUHHOI (MPOMIKHOT)
Yy KOHTEeWHepi; no 1 npoaykuii: Byacrok ynakoBKW nikapcbkoro 3acoby y n.6. TepMiH
KOHTENHEpPY Y Crepaiin ContowH3s BBEAEHHSA 3MiH - NPOTSAromM 6 micauine nicns
KapTOHHIN ynakoBLi IHKk., CLUA; 3aTBEepOKEHHS.
BTopuHHe
nakyBaHHs, BUNYyCK
cepil:
. XohdmaHH-I5
Pouw NTa,
LLiBeviLapis;
BunpobyBaHHs
KOHTPONIO SIKOCTi:
Pow [iarHocTuke
'vm6X, HimeyynHa
354, NYMNAH® Tabnetku, no 12 TOB YkpaiHa Pixappg BittHep Al ABCTpis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 6es - UA/10049/01/01
TabneTtok y bnicrepi; «MEPPITO 3wmina 3asiBHuka J13 (MIBIT) (BnacHuka peuenma
no 1, 2, 3abo4 YKPAIHA» peecTpauinHoro noceig4eHHs) (3rigHo Hakazy MO3
Gnictepun y Big 23.07.2015 Ne 460): BBegeHHs 3MiH NpOTSiroM

KapTOHHiIN kopobui

6-Tv MicaUiB nicnsa 3aTBepMKeHHs. 3MiHu | Tuny -
3MmiHu Wwopo 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsgy. BeenerHs abo 3amiHn go
y3aranbHEeHUX AaHuxX Npo cucTemy
dapmakoHarnsay (BBeAeHHs y3ararnbHeHUX AaHuX
npo cuctemy papmakoHarnsgy, amiHa
YNOBHOBaXeHOi 0cobu, BignosigansHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
dapmakoHarnagy 3asBHUka Ans 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bil ynoBHOBaxeHOi ocobu, BignoBiganbHoi 3a
30iNCHEHHs1 hapMakoHarnsay (BknYyanym
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KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
macTtep-carina cuctemmn dapmakoHarnagy)
3MiHa ynoBHOBaXeHOi 0cobu 3asiBHMKA,
BignoBigansHoi 3a hapmakoHarnag. Hitova
pepakuisa: George Nicolas. lNponoHoBaHa
pepakuisi: PapuHeub OkcaHa MakcumiBHa. 3MiHa
KOHTaKTHMX JAHMX YNOBHOBaXXeHOi 0cobu
3asBHUKA, BiANOBIAANbHOI 3a papmakoHarnsg.

355.

MYCTUPHUKA
HACTOMKA

HacTomnka no 25 mny
cdnakoHax

MPAT
"®OITOPAPM

YkpaiHa

MNPAT "®ITOPAPM"

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHuX maTepianis:
3MiHn | TMNy - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecy 3asiBHMKa
(BnacHuka peecTpauiiHoro NocBig4eHHs1) amMiHa
aapecwu 3asBHWKa. BBeaeHHs 3MiH NnpoTsarom 6-tu
MiCsILIiB Micnsi 3aTBEPAKEHHSA

6e3
peuenma

nidnsicae

UA/8058/01/01

356.

PAEHOM

TabneTkn, BKpUTI
NMiBKOBOO
obonoHkoto, no 7,5
Mr; no 14 TabneTok,
BKPUTUX MMiBKOBOIO
060noHKoM, Y
6nicTepi; no 2 abo 4
6nictepu B
KapTOHHiIN kopobui

BAT
"l'epeoH
PixTep"

YropwuHa

epeoH Pixtep
PymyHis A.T.

PyMyHis

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3miHu | TUny - 3miHn Wwopo 6esnekn/edeKTUBHOCTI
Ta papmakoHarnsgy. 3miHa YactoTu Ta/abo
TEPMIiHIB MOA4AHHA perynspHO OHOBOBaHWUX 3BITiB
3 6e3neku nikapcbknx 3acobis - 3miHa TepmiHy
NOAaHHS perynsipHO OHOBITIOBAHOIO 3BiTy 3
6e3neku:

[itoya pepakuis: MNMepiognyHicTb Ta AaTn NogaHHSA
perynsipHo OHOBIIOBAHMX 3BIiTiB 3 6e3neku
nikapcbkux 3acobis 3rigHo 3 JoaaTtkom 10 go
Mopsaaky 3aiicHeHHs dapmakoHarnsay,
3aTBepaxeHoro Hakasom MO3 Big 27 rpyaHsa 2006
poky Ne 898 (y pepakuii Hakady MO3 Ykpainu Bia
26 BepecHs 2016 poky Ne 996), a came: Yactota
noganHs PO3B: 1 pik KiHueBa aarta ans
BKNtoYeHHs aaHux go PO3B 25.04.2018, pata
nopgaHHs PO3b 0o KOMNETEHTHMX OpraHiB
04.07.2018 p. NMponoHoBaHa pefakuis:
MepiogunyHicTb Ta gatn nogaHHs PO3B 3rigHo 3
CTaHOapTHUM Ans KpaiHu BUpoGHMKa, YneHa €C
(YropwuHa): Yactora nogaHHa PO3B: 3 pokn
KiHueBa gata ans BkntoyeHHs gaHux o PO3b
25.04.2023, TepmiH nogaHHst PO3B go
KOMMNeTEHTHUX opraHis 24.07.2023.

3a
peuenmom

UA/17512/01/01

357.

PAMI3EC®
KOM

Tabnetku no 5 mr/25
mr, no 10 TabneTok
y GnicTepi; no 3
6nictepu B navui 3
KapToHY

AT
"®apmak”

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3minHn | TMny - 3miHn Wwopo 6e3nekn/edpeKTUBHOCTI
Ta hapmakoHarnsay. 3miHa y KOpoTKil
XapakTepucTuLL NikapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPYKUii ANA Mean4Horo
3aCTOCyBaHHS Ha MiACTaBi perynspHo
OHOBJIIOBAHOrO 3BiTYy 3 6e3neky NikapcbKoro
3acoby, abo gocniaxeHb 3 6e3neky 3acToCyBaHHS
nikapcbkoro 3acoby B nicrnsapeecTpauiiHui nepioa,
abo sk pe3ynbTaT OUiHKM 3BITY 3 AOCHIAKEHb,
NpoBeAEHMX BiANOBIAHO 4O MNaHy negiaTpuyHux

3a
peuernmom

He
nionsieae

UA/12569/01/02
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[TponoBkeHHs AoaaTKa 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

pocnigpkeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHNM YNOBHOBAXXEHUM OpraHoM) 3MiHn
BHeCeHi [0 IHCTpyKUii Ans MeanyHoro
3acTOCyBaHHs NikapcbKkoro 3acoby Ao po3gainis
"OcobnueocTi 3actocyBaHHs", "MobiuHi peakuii”
Lono 6esnekn 3acTocyBaHHSA NikapCbKoro 3acooy.
TepmiH BBeAEHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEPAKEHHS

358.

PAMI3EC®
KOM

Tabnetku no 2,5
mr/12,5 mr, no 10
TabneTok y 6nicTepi;
no 3 Gnictepu B
naJui 3 KapToOHy

AT
"dapmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 4O peecTpaLinHnX maTepianis:
3MminHn | TMny - 3miHn Wwopo 6e3nekn/edhekTMBHOCTI
Ta dhapmakoHarnsgy. 3miHa y KopoTkin
XapaKkTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLii AN MeguyHoro
3aCTOCYBaHHS Ha MiACTaBi perynspHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B nicnspeecTpauinHui nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 4OCHiAXEHb,
npoBeAeHnX BigNOBIAHO A0 NnaHy negiaTpuyHmnX
pocnimkenrs (PIP) (3miHy yarogxeHo 3
KOMMETEHTHUM YNOBHOBaXEHUM OpraHom) 3miHu
BHeCeHi 0 [HCTPyKUii Ans meguyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainis
"OcobnueocTi 3actocyBaHHs", "lMobivHi peakuii”
oo 6e3nekn 3acTocyBaHHS nikapcbkoro 3acoby.
TepmiH BBeOEHHS 3MiH NPOTAroM 6 micauiB nicns
3aTBEPAKEHHS

3a
peuenmom

He
nidnsicae

UA/12569/01/01

359.

PAMI3EC®
KOM

Tabnetku, 10 mr/25
mr, no 10 TabneTok
y 6nicTepi; no 3
6nictepu y nayui

AT
"®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3miHn | TMny - 3miHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta cdpapmakoHarnsgy. 3miHa y KopoTkin
XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT ANS MEeANYHOro
3aCTOCyBaHHSA Ha MiACTaBi perynsipHo
OHOBJIIOBAHOrO 3BiTYy 3 6e3neky Nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3aCTOCyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpaLiiiuin nepion,
abo sk pe3ynbTaT OUiHKM 3BITY 3 AOCHIAKEHb,
NpOBeAEHNX BiANOBIAHO 4O NMaHy negiatpudHnx
pocnimxeHs (PIP) (3miHy y3rogxeHo 3
KOMMNETEHTHWUM YNOBHOBAXEHNM OpraHom) 3miHu
BHECeHi A0 IHCTpyKUii Ans MeanyHoro
3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis
"OcobnusocTi 3acTocyBaHHs", "MobiuHi peakuii”
Lono 6esnekn 3acTocyBaHHS NikapCbKoro 3acoby.
TepmiH BBeQEHHS 3MiH NpOTAroM 6 micauis nicns
3aTBEPOAKEHHS

3a
peuenmom

He
nidnseae

UA/15545/01/01

360.

PAMI3EC®
KOM

Tabnetkn, 5 mr/12,5
mr no 10 TabneTtok y
Gnictepi, no 3

AT
"®apmak”

YkpaiHa

AT "®dapmak”

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3miHu | TUNYy - 3miHK Wwopo 6e3nekn/edekTUBHOCTI
Ta dpapmakoHarnsay. 3miHa y KOpoTKin

3a
peuerimom

He
nidnsizae

UA/15545/01/02
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[TponoBkeHHs AoaaTKa 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

Gnictepu y nayui

XapaKTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT ANS MEeANYHOro
3acTOCyBaHHs Ha MiACcTaBi perynsipHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbKoro
3acoby, abo gocnimkeHb 3 6e3nekn 3aCTOCyBaHHS
nikapcbkoro 3acoby B nicnsapeecTpauiiHuin nepiog,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 4OCHiAXEHb,
NpoBeAEeHMX BiANOBIAHO 40 NnaHy negiatpuyHnx
pocnigpkeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHNM YNOBHOBaXXEHUM OpraHoM) 3MiHu
BHECeHi A0 IHCTpyKUii AN MeanyHoro
3acToCcyBaHHs Nikapcbkoro 3acoby Ao po3ainis
"OcobnueocTi 3actocyBaHHs", "lMobivHi peakuii”
Loao 6e3nekun 3acTocyBaHHSA NikapcbKoro 3acoby.
TepmiH BBEAEHHA 3MiH NpoTAroM 6 micauis nicns
3aTBEPAKEHHS

361.

PAMI3EC®
KOM

Tabnetkn, 10
mr/12,5 mr; no 10
Tabnetok y 6nicrepi;
no 3 6nictepuy
navuj

AT
"dapmak”

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3miHK Wwopao 6e3nekn/ePeKTUBHOCTI
Ta hapmakoHarnsay. 3miHa y KopoTkil
XapaKTepucTu1Li NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLi AN MeguyHoro
3acTOCyBaHHs Ha MiACcTaBi perynsipHo
OHOBMOBAHOTO 3BiTY 3 6e3nekn nikapcbkoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B nicnspeecTpaLiiHuin nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTY 3 AOCHIAXKEHb,
npoBeAeHNX BiANoBIigHO A0 NnaHy negiatpudHnx
pocnimxeHb (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHNM YNOBHOBAXXEHUM OpraHoMm) - 3miHu
BHeCeHi A0 IHCTpyKUii Ans MeanyHoro
3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis
"OcobnusocTi 3actocyBaHHA", "MMobiuHi peakuii”
oo 6e3nekn 3acTocyBaHHS nikapcbkoro 3acoby.
TepMiH BBEAEHHS 3MiH - 6 MicAUiB nicns
3aTBEPKEHHSI

3a
peuerimom

He
nidnsicae

UA/15546/01/01

362.

PAMITYC

cupon, 30 mr/5 mn
no 120 mny
dnakoHi; no 1
dnakoHy 3 MipHUM
KOBMaYkoM y
KapTOHHIN ynakoBLi

Makneoac
dapmacbloT
mKarc
Nimiten

IHAis

Makneoac
dPapmacbioTukanc
JlimiTen

IHaia

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3minu | TMny - 3miHK 3 sikocTi. FoTOBUIA NiKapCbKUiA
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.
3MiHa y MeTofax BUNPOBYBaHHSI rOTOBOrO
nikapcbkoro 3acoby (HesHayHa 3miHa y
3aTBEpKEHNX MeTofax BUNpobyBaHHs) He3Ha4yHa
3MiHa B 3aTBEpMAXXEeHOMY MeTOAi BUNpobyBaHHs
N3 3a nokasHukoM «CynyTHi AOMILLKU», @ came
[0[aBaHHA NPUMITKM, WO MiK 3 BiAHOCHUM YacoM
yTpuMyBaHHs 1,27 BiGHOCHO niKy
neBoApONponi3uHy He Byae BpaxoByBaTuUCH B
po3paxyHkax AoMiLLOK (Mik nnaue6o). 3minu | Tuny
- 3MmiHK 3 sikocTi. FoTOBMIA NikapcbkuiA 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y

3a
peuerimom

UA/6153/01/01
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[TponoBkeHHs AoaaTKa 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

mMeToAdax BMNPoGyBaHHSA roTOBOIO NiKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBEPIXKEHUX
mMeTofdax BUNpobyBaHHSA) He3Ha4yHa 3MiHa B
3aTBepAKeHOMY MeTogi BunpobysaHHsa 113 3a
nokasHukom «CynyTHi OMILLKN», a came
[oaaBaHHA NPUMITKK, LWO MKW 3 BiGHOCHUM Yacom
yTpumyBaHHsi 0,13, 0,14, 0,19 BigHOCHO niky
NeBoApPONpPONi3nHy He OyayTb BpaxoByBaTUCS B
po3paxyHkax AOMILLOK (nik nraue6o). 3miHm | Tuny
- 3MiHu 3 sikoCTi. FOTOBMIA NikapCbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
MeToAdax BUNPobyBaHHSA rOTOBOrO NikapCbKOro
3acoly (He3HayHa 3MiHa y 3aTBEPKEHUX
meTogax BunpobysaHHsA) CynyTHS 3MmiHa - 3MiHN 3
siKocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb
roTOBOro nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo 4OMyCTUMUX MEX roTOBOro
nikapcbkoro 3acoby (iHLWi 3MiHW) BHECEHHS
He3HaYHMX 3MiH 0O 3aTBepKEHOro MeToay
BMNPOOYBaHHS 3a NokasHuKoM «lgeHTudikauis b.
BapsHuk MoHco 4R» i3 BignoBigHUMK 3MiHaMK
BuMoOr cneuudikauii. 3miHn | Tuny - 3MiHK 3 AKOCTI.
[oToBMI Nikapcbkuin 3acib. KoHTponb roToBoro
nikapcbkoro 3acoby. 3miHa y meTofax
BMNPOoOYBaHHS rOTOBOrO NikapCbKoro 3acoby (iHLi
3MiHM Y MeTogdax BUNpobyBaHb (BKITHOYa4m
3aMiHy abo JONOBHEHHS1)) HE3HAYHI peaakuUiiHi
3MiHW B 3aTBEPXEHUX MeToaax koHTponto 113 3a
nokasHukamu «Maca ogHoro mn (npu 25°C)»,
«CynyTHi goMmilwKkmny, «KinbkicHe BU3Ha4YeHHs. A.
IleBogponponianHy, «KinbkicHe BU3Ha4eHHs. b.
Hatpito meTunnaparigpokcmbeHsoaT Ta HaTpito
nponinnaparigpokcmbeHsoary.

363.

PAMNTEH 75

pPO34MH Ans iH'eKkuin,
25 mr/mn; no 3 mn
(75 mr) B amnyni; no
5 amnyn y 6nictepi;
no 1 6nictepy B
KapTOHHIN ynakoBLi

"Xemoapm
" Al

Cepbisi

"Xemopapm" A}

Cepbis

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3MiHu | Tuny - 3miHn wopno 6esnekn/ePeKTUBHOCTI
Ta cdpapmakoHarnsgy. 3miHa y KopoTkin
XapakTepucTuL NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT ANS MEeANYHOro
3aCTOCyBaHHS Ha MiACTaBi perynspHo
OHOBJIIOBAHOrO 3BiTYy 3 6e3neky Nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acTOCyBaHHs
nikapcbkoro 3acoby B nicnsipeecTpaLiiiuin nepion,
abo sk pe3ynbTaT OLUiHKM 3BITY 3 JOCHILXEHD,
NpOBEAEHNX BiANOBIOHO 4O NnaHy negiaTpuyHnx
pocnimxeHs (PIP) (3miHy y3rogxeHo 3
KOMMNETEHTHWUM YNOBHOBAXXEHNM OPraHoMm).
3MiHM BHeceHo [0 IHCTpyKLUii Ans meguyHoro
3aCTOCYBaHHsI NikapcbKoro 3acoby Ao po3ainis
"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHs ¥

3a
peuenmom

He
nidnseae

UA/1785/02/01
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[TponoBkeHHs AoaaTKa 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

nepiog BariTHoCTi abo rogyBaHHs rpyaaro”,

"Mob6iuHi peakuii" BigNoBiAHO 4O OHOBMNEHOT

iH(bopMaLlii 3 6e3nekn 3acToCyBaHHs fito4yoi
PEYOBUHM NiKapCcbKoro 3acoby.

364.

PEOOAP®

pO34uH ANs iHdy3in
no 200 mny
nakoHax

MpAT
"dapmaueBT
n4yHa cipma

"NapHuug"

Ykpaina

MpAT
"®apmaueBTUYHa
dipma "JapHunua”

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MminHn | TMny - 3miHn Wwopo 6e3nekn/edhekTMBHOCTI
Ta dhapmakoHarnsaay. 3MiHW y KOpOTKil
XapaKTepucTuui nikapcbkoro 3acoby, TekcTi
MapKyBaHHs! Ta iHCTPYKUii ANS MeaU4HOro
3aCTOCyBaHHS reHepU4HNX/ribpuaHux/GionogibHux
nikapcbkux 3acobiB Micns BHECEHHs Tiei camoi
3MiHM Ha pedepeHTHMI NpenaparT (3MiHa He
notpebye HagaHHS XOOHUX HOBUX JOAATKOBUX
AaHux) 3MiHyM BHeceHo A0 IHCTpykuii ans
ME[MYHOro 3aCTOCyBaHHs NikapcbKoro 3acoby Ao
po3ainis: "®apmakonoriyHi BnacTneocTi"
,"Moka3zaHHs", "Cnocib 3acTocyBaHHA Ta Jo3un"
BiANOBIAHO A0 iHbopMaLii pedepeHTHOoro
nikapcbkoro 3acoby Peocopbinakt®, po3ynH ans
iHdpysin, TOB "HOpia-®apm", YkpaiHa. BeegeHHs
3MiH NPOTAroM 6-Tn MICALIB NiCNs 3aTBEPOXKEHHS.
3Minn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta cbapmakoHarnagy (iHwi 3miHn) 3MiHM BHECEHO
0o posginy "Cnocib 3actocyBaHHsl Ta 4o3n"
BiANoBigHO Ao 6e3nekun 3acTocyBaHHs NikapCbKoro
3acoby. BBeneHHsi 3mMiH NpoTArom 6-Tm MicsauiB
nicns 3aTBEpAXKEHHS!

3a
peuyerimom

He
nidnsicae

UA/19444/01/01

365.

PECToYN

pPO34MH Ans iH'ekuin,
100 mMr/2 mn; no 2
MI B amnyni; no 6
amnyn y 6nictepi; no
1 abo no 5 6nictepis
Y KapTOHHIlA kopobui

BPOC NTA

Ipeuis

BPOC NTA

Mpeuis

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3minn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI
Ta chapmakoHarnsigy. BeegeHHsi abo 3miHu oo
y3aranbHEeHUX AaHux nNpo cucTtemy
bapmakoHarnsgy (BBeAeHHs y3ararnbHEHNX AaHux
npo cuctemy papmakoHarnsgy, amiHa
yrnoBHOBaXeHoi ocobu, BignoBifanbHoi 3a
3AiCHEHHs hapmakoHarnsgy; KOHTakTHoOI ocobu 3
dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs
dapmakoHarnagy B YkpaiHi, KO0 BOHa BigMiHHa
BiJ, YNOBHOBaXXEHOI 0cO0M, BiAnoBiganbHoil 3a
30iACHEHHs1 hapMakoHarnsay (Bkovaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
mMacTep-arnina cuctemu papmakoHarnsagy) 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBiganbHoI 3a
dapmakoHarnag B YkpaiHi.

[itoya pepakuis: IBacbkoBa Anna BacunisHa.
MponoHoBaHa pepakuis: bagbs OneHa
AHaTtoniiBHa. 3MiHa KOHTAKTHUX AaHUX KOHTaKTHOI
ocobu 3asBHMKa, BiAnoBiganbHOI 3a
dapmakoHarnag B YkpaiHi

3a
peuenmom

UA/7735/01/01

366.

PUBOKCUH-

TabneTku, BKPUTI

MpAT

YKpaiHa

MpAT

YKpaiHa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:

3a

UA/6209/02/01
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[TponoBkeHHs AoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
OAPHUUA obornoHkoto, no 200 "dapmaueBT "®apmaueBTUYHa 3MiHu | Tuny - 3miHK Wwopao 6e3nekn/ePeKTUBHOCTI peuenmom
mr n4yHa cipma dipma "JapHunua" Ta dhapmakoHarnsay (iHwi 3miHn). 3MiHM BHECEHO
no 10 Tabnetok y "NapHuus" B TEKCT MapKyBaHHS yNakoBKM NiKapCbKOro
KOHTYPHilA 3acoly, a came BUITyYEHO TEKCT, BUKINAAEHU
YapyHKOBIN POCINCBKO MOBOIO, Ta AonoBHeHO n. 17 IHLWE
ynakosLi; no 5 iH(bopMauieto Lwoao HaHeceHHs QR-koay.
KOHTYPHUX BBepgeHHs 3MiH npoTsarom 6-Tu mMicauiB nicns
YapyHKOBUX 3aTBEPAKEHHS
yNakoBOK y nayui
367.| PIBOJIEB TabneTkn, BKpUTI Pisocbapm LLseviLapi Pisocapm CA LLiseviLapis BHECEHHS1 3MiH O peecTpaLiiHuX maTepianis: 3a - UA/14758/01/02
NniBKOBOIO CA a 3MmiHu | TUNy - 3miHKn Wwopo 6e3nekn/edPekTUBHOCTI peuernmom
obornoHkoto, no 500 Ta hapmakoHarnsay. BeeaeHnHs abo 3miHM oo
mr, no 10 TabneTok y3aranbHeHNX AaHux Npo cuctemy
y 6nictepi; no 3 abo apmakoHarnsaay (BBeAeHHS y3aranbHEeHUX AaHuX
no 6 Gnictepis y npo cuctemy apmakoHarnagy, amiHa
KapTOHHiIN kopoOLi yNOBHOBa)eHOi ocobu, BignoeigansHoi 3a
3AiCHEHHs hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
thapmakoHarnagy 3asiBHUKa Ans 30iMCHEHHA
cthapmakoHarnagy B YKpaiHi, SKLO BOHA BigMiHHA
BiJ, YNOBHOBa)XEHOI 0COOM, BiANOBiganbHoI 3a
3aiicHeHHs dhapmakoHarnsgy (Bknovarymn
KOHTaKTHI AaHi) Ta/abo 3MiHW y po3MiLLeHHi
macTtep-darina cuctemmn dapmakoHarnagy) -
3MiHa KOHTaKTHMX JaHMX YNOBHOBaXXeHOI 0cobu
3asiBHMKA, BignosiganeHoi 3a hapMakoHarnsg.
3MiHa KOHTaKTHOI 0cOOU 3asiBHUKA,
BiAgnoBigansHoi 3a dhapmakoHarnag B YKpaiHi.
[itova pepakuis: Wuronesa MapiaHHa BikTopiBHa.
MponoHoBaHa pepakuis: Wynby Onbra CepriiBHa.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocoou
3asiBHMKA, BignosigansHoi 3a dhapMakoHarnsag B
YkpaiHi. 3miHa micLe3HaxoaKeHHs macTep-daiina
cucTemu chapmakoHarnsgy. 3miHa micus
30iICHEeHHS OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsay.
368.| PIBOJIEB TabneTku, BKpUTI Pisochapm LLsenuapi Pisocpapm CA LLisenuapis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a - UA/14758/01/03
NNiBKOBOO CA ] 3MmiHu | TUNy - 3miHKn Wwopo 6e3nekn/edeKTUBHOCTI peuenmom

obornoHkoto, no 1000
mr; no 10 TabneTok
y 6nictepi; no 3 abo
no 6 Gnictepis y
KapTOHHI kopobui

Ta hapmakoHarnsgy. BeeaeHHs abo 3miHu oo
y3aranbHeHUX AaHux Npo cuctemy
dapmakoHarnsay (BBeAeHHs y3ararnbHEeHUX AaHuX
npo cuctemy capmakoHarnagy, amiHa
yrnoBHOBaxeHoi ocobu, BignoBiganbHoi 3a
30iNCHEHHS1 (hapMaKkoHarnsiay; KOHTakTHOT ocobu 3
hapmakoHarnagy 3asBHUKa ANs 34iNCHEHHSsI
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
Bi ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
3AiNCHEHHS hapmakoHarnsgy (BKoYaym
KOHTaKTHi AiaHi) Ta/abo 3MiHW y pO3MiLLEHHI
MacTtep-carina cuctemm papmakoHarnagy) -
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3MiHa KOHTaKTHMX JaHMX YNOBHOBaXXeHOI 0cobun
3asBHUKA, BiAMNOBIAANbHOI 3a hapmakoHarnsg.
3MiHa KOHTaKTHOI 0CO0M 3asiBHUKA,
BifgnoBiganbHoi 3a dhapmakoHarnsg B YkpaiHi.
[Hitoya pepakuis: Wuronesa MapiaHHa BiktopisHa.
MponoHoBaHa peaakuis: WWynby Onbra CepriiBHa.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocobu
3asBHUKA, BiANOBIAANbHOI 3a hapmakoHarnsg B
YkpaiHi. 3miHa MicLie3HaxomKeHHs MacTep-danna
cuctTemmn hapmakoHarnagy. 3miHa micus
30iNCHEHHSI OCHOBHOI fisiNbHOCTI 3
dapmakoHarnsay.

369.

PIBOJIEB

TabneTkn, BKpUTI
NniBKOBOIO
obornoHkoto, no 250
mr, no 10 TabneTok
y 6nictepi; no 3 abo
no 6 Gnictepis y
KapTOHHiI kopooLi

Pisodhapm
CA

Lsenuapi
a

Pisocapm CA

LLsenyapis

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3miHu | TUny - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI
Ta hapmakoHarnsay. BeeaeHHs abo 3miHM oo
y3aranbHeHUX AaHux nNpo cuctemy
bapmakoHarnsgy (BBeAeHHS y3aranbHEHNX AaHnx
npo cuctemy cdapmakoHarnagy, amiHa
yNOBHOBa)eHOi ocobu, BignosigansHoi 3a
3AiCHEHHs hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
thapmakoHarnagy 3asiBHUKa Ans 30iMCHEHHA
cthapmakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
BiJ, YNOBHOBaXXEHOI 0cO0M, BiAnoBiganbHoi 3a
3aiicHeHHs dhapmakoHarnsgy (BknoYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
macTtep-darina cuctemm apmakoHarnagy) -
3MiHa KOHTaKTHMX JaHWUX YNOBHOBaXEHOI 0cobu
3asiBHMKA, BignoBiganeHoi 3a hapMakoHarnsag.
3MiHa KOHTaKTHOI 0cobU 3asiBHUKA,
BiAgnoBigansHoi 3a dhapmakoHarnag B YKpaiHi.
[itova pepakuis: LWuronesa MapiaHHa BikTopiBHa.
MponoHoBaHa pepakuis: Wynby Onbra CepriiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT ocoou
3asiBHMKA, BignosigansHoi 3a dhapMakoHarnsaj B
YkpaiHi. 3miHa micLe3HaxoaKeHHs macTep-daiina
cucTemMu chapmakoHarnsgy. 3miHa micus
30iCHEeHHS OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsay.

3a
peuenmom

UA/14758/01/01

370.

POBAMILIMH®

TabneTku, BKPUTI
obonoHkoto, no 3
000 000 MO; Ne 10
(10x1): no 10
TabneTok y 6nictepi,
no 1 6nictepy B
KapTOHHI kopobui

TOB
"CaHoi-
ABeHTiC
YkpaiHa"

YkpaiHa

CAHO®I C.P.JI.

ITania

BHECEHHS1 3MiH 0 peecTpauinHMX maTtepianis:
3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edheKTUBHOCTI
Ta hapmakoHarnsay. BeeaeHnHs abo 3miHu oo
y3aranbHeHUX AaHux Npo cUctemy
dapmakoHarnsay (BBeAeHHs y3ararnbHEeHUX AaHuX
npo cuctemy papmakoHarnsgy, 3amiHa
yrnoBHOBaXeHoi ocobu, BignoBigansHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
dbapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSI
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
Bif] ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a

3a
peuerimom

UA/6053/01/02
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3aiicHeHHs chapmakoHarnsgy (BkoYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y PO3MiLLEeHHI
mMacTep-caina cuctemm chapmakoHarnsgy). 3miHa
YNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBigansHoi
3a hapmakoHarnsg.

[itoya pepakuin: Xoaakiscbka TeTaHa
BsayecnasisHa. lNponoHoBaHa pegakuis:
Bapdgonomeesa IBaHHa OnekcaHapiBHa.

3MiHa KOHTaKTHUX AaHMX YNOBHOBaXXeHOi 0cobu,
BignoBigansHoi 3a chapMakoHarnsg

371.

POBAMILUH®

TabneTku, BKpUTI
obornoHkot, no 1500
000 MO, Ne 16
(8x2): no 8 TabneTtok
y GnicTepi; no 2
Gnictepu B
KapTOHHiIN kopobui

TOB
"CaHoi-
ABeHTIC
Ykpaina"

Ykpaina

CAHO®I C.P.JI.

ITanis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3miHK Wwopao 6e3nekn/ePeKTUBHOCTI
Ta hapmakoHarnsay. BeeaeHnHs abo 3miHM oo
y3aranbHeHUX AaHux Npo CUcTemy
capmakoHarnsgy (BBefAeHHs y3ararbHEeHUX gaHux
npo cuctemy cdapmakoHarnagy, amiHa
YMOBHOBaXeHoi ocobw, BiANOBiAanbHOI 3a
3AiicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnagy 3asiBHUKa Ans 30iMCHEHHA
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bif, yNOBHOBaXeHOT ocobu, BianosiganbHoi 3a
3aiicHeHHs dhapmakoHarnsgy (BknoYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLieHHi
MacTep-caina cuctemm chapmakoHarnsay). 3miHa
yMNOBHOBaXeHoI ocobu 3asiBHMKa, BigMNOBiganbHoOI
3a (hapmakoHarnsg.

[itova pepakuis: Xogakiscbka TeTaHa
BsiyecnasisHa. lNponoHoBaHa peaakuis:
BapdgonomeeBa IBaHHa OnekcaHapiBHa.
3MiHa KOHTaKTHUX JaHUX YNOBHOBaXEHOi ocobu,
BignosiganbHoi 3a dapmMakoHarmsg

3a
peuerimom

UA/6053/01/01

372.

POKCEPA®
nntoc

TabneTkn, BKpUTI
NniBkOBOIO
obornoHkoto no 5
mr/10 mr, no 10
TabneTok y 6nictepi;
no 3 abo no 9
GnictepiB y
KapTOHHI kopobui

KPKA, o.4.,
Hoso mecto

CnoBeHis

BUPOBHMLTBO "in
bulk", nepsuHHe Ta
BTOPUHHE
naKyBaHHs,
KOHTPOMb Ta BUMYCK
cepil:

KPKA, a.a., Hoso
mecTo, CnoBeHis
KOHTpOrb cepii
(di3nyHi Ta XiMivHi
MEeTOAW KOHTPOIHO:
KPKA, a.4a., Hoso
MecTo, CroBeHis
HN30X
(HaujioHanbHi
naboparopis 3a
34paB’e, OKOMne iH
XpaHo), CroBeHist

CnoBeHis

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis:
3minu | TMny - 3miHK 3 sikocTi. FoTOBUIA NiKapCbKUiA
3aci6. CtabinbHicTb. 3miHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHs roToBOro
nikapcbkoro 3acoby (36inbLIeHHs TEpMiHY
npuaaTHOCTI FOTOBOro Nikapcbkoro 3acoby) - Ans
TOProBoOi YNakoBKu (MiATBEPAKYETLCA AAHUMMU
peanbHOro yacy) 36inbLUeHHs TepMiHY
NpMAATHOCTI rOTOBOTO NiKapcbKoro 3acoby
3aTtBepakeHo: TepMiH NpuaaTHOCTI: 2 poKu
3anponoHoBaHo: TepMiH NpUAAaTHOCTI: 3 pokx
BBeaeHHs 3MiH npoTsarom 6-Tu micauiB nicnsa
3aTBEpPAKEHHS. 3MiHU | TUNy - 3MiHM 3 AKOCTI.
"oToBWI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHLUi 3MiHW) OHOBINEHHS BXe
3aTBEpOKEHVNX METOAIB KOHTPOIO SKOCTI
nikapcbkoro 3acoby, a came: BUKINaAeHHsI TEKCTY
[ep>XaBHOI0 MOBOIO 3riAHO Cy4aCHWX BUMOT.

3a
peuerimom

He
nidnsicae

UA/18324/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
KeMicbkKi iHCTUTYT, BBepneHHs 3MiH npoTsarom 6-Tu mMicauiB nicns
3aTBEPAKEHHS. 3MiHM | TNy - 3MiHK 3 AKOCTI.

LlenTp 3a
Banigauincke
TEXHOMOTI€ iH
ananiTiko (LIBTA),

CnoBeHis
IlabeHa pg.0.0.,

CnoBeHis

Ceptudpikat BignosigHocTi/E-cepTudikaT
BiZNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. 3miHW, NoB'A3aHi 3
HeoOXigHICTIO NpMBeaeHHs Yy BignoBIgHICTL A0
MoHorpadgii [JdY abo €sponerickkoi hapmakoner,
abo iHwWoi HauioHanbHoi hapmakonei Aepxasu €C
(3miHa y cneuudikadisix, nos'sa3aHa 3i 3amiHaMu B
oY, abo €Bponelicbkii hapmakonei, abo iHLwin
HauioHanbHin dapmakonei aepxasn €C)
npuBeAeHHA cneumdikadii 4nsa 4ilnyoi peyoBuHM
Rosuvastatin calcium y BignosigHicTe 4o BUMOr
MoHorpadii Rosuvastatin calcium EP 3a
nokasHukamu: « PO34MHHICTb»- BUAaneHHs
nokasHuka; « CynposigHi 4oOMilKMy -BBEAEHO
KOHTpornb gomiwok D, K,M —not more than 0.15% ,
«Jdomiwkm Ly —not more than 0.15%, 3amiHeHO
nimiT gnsa gomMiwkn G 3 not more than 0.1% o not
more than 0.15%. 3minun | Tuny - 3miHK 3 aKocTi.
CepTudikat BignosigHocTi/E-cepTudikaT
BiNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJEHOro cepTudikaTta BignoBigHoCTi abo
BUMYYEHHS cepTudikaTa BignoBigHOCTI
€Bponencbkin dapmakonei: gna A®l; ans
BMXifHOro MaTtepiany/peareHTy/NpoOMiXXHOrO
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
ADI; ans AONOMIKHOT peYoBMHY (CepTudikaTt
BignoBigHocTi €Bponenchkii hapmakonei) -
HoBui cepTudikat Big BXe 3aTBEpAXeHOro
BMpOGHMKa
NoAaHHs HOBOro cepTudikaty BignoBigHOCTI
€sponevicbkinn papmakonei RO-CEP 2018-077-
Rev 01 ans gitoyvoi pevoBmHN Rosuvastatin
calcium Bif BXe 3aTBepAXeHOro BUpobHuka
KRKA, d.d., Novo mesto, Slovenia (B 4ONOBHEHHSI
po 3atBepaxeHo ASMF). 3ateBepmkeHo: ASMF for
the active substance Rosuvastatin calcium KRKA,
d.d., Novo mesto Smarjeska cesta 6 8501 Novo
mesto 3anponoHoBaHo: ASMF for the active
substance Rosuvastatin calcium KRKA, d.d., Novo
mesto Smarjeska cesta 6 8501 Novo mesto CEP
ASMF for the active substance Rosuvastatin
calcium RO-CEP 2018-077-Rev 01 CEP holder:
KRKA, d.d., Novo mesto Smarjeska cesta 6 8501
Novo mesto Slovenia Manufacturing sites for the
intermediate: Laurus Labs Limited Plot-18

Jawaharlal Nehru Pharma City Parawada,
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Visakhapatnam Andhra Pradesh, 531 021 India
Laurus Labs Limited Plot No: 25, 25A-25K, APSEZ
De notified area, Rambilli Mandal Visakhapatnam
District India — 531 011 Lalamkoduru Village,
Andhra Pradesh Manufacturing site: KRKA, d.d.,
Novo mesto Smarjeska cesta 6 8501 Novo mesto
Slovenia 3miHu Il Tuny - 3miHn 3 sikocTi. API. (iHLwi
3MiHN) oHoBneHHA ASMF Ha gitody peyoBuHY
Ezetimibe BupobHuuTBa Teva Pharmaceutical
Industries Ltd., Israel (3aTBepaxeHo: 6144-EU-
03.2015); 3anponoHoBaHo: 6144-EU-05.2021).
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBEPOKEHHS.

373.

POKCEPA®
nntoc

TabneTkn, BKpUTI
NniBkOBOIO
obornoHkoto no 10
mr/10 mr, no 10
Tabnetok y 6nicrepi;
no 3 abo no 9
Gnictepis y
KapTOHHiI kopooLi

KPKA, a.4.,
Hoso mecto

CnoBeHisi

BUPOOHMLTBO "in
bulk", nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPOJb Ta BMMYCK
cepil:
KPKA, a.a., Hoso
mecTo, CrioBeHis
KOHTpPOIb cepii
(di3nyHi Ta XimMidHi
METOAM KOHTPOSO:
KPKA, a.4a., Hoeso
mMecTo, CrnoBeHis
HI3OX
(HaujioHanbHi
naboparopis 3a
34paB’e, OKOne iH
XxpaHo), CrioBeHist
Kemiicbki iHCTUTYT,
LleHTp 3a
Banigauincke
TEXHONOri€ iH
aHanitiko (LIBTA),
CnoBeHisi
JlabeHa pg.0.0.,
CnoBeHisi

CnoBeHisi

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHn | TMny - 3MiHK 3 sKocTi. FOTOBUI Nikapcbkuii
3aci6. CtabinbHictb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHs roToBOro
nikapcbkoro 3acoby (36inbLeHHs TEPMiHY
npuaaTHOCTI rOTOBOrO fikapcbkoro 3acoby) - [Ans
TOProBoOi YNakoBKu (MiATBEPIKYETLCA OAHUMMU
peanbHOro 4acy) 36inbLIeHHs TEpMiHY
npuaaTHOCTI FOTOBOIO MikapcbKoro 3acoby
3aTtBepakeHo: TepMiH NpuaaTHOCTI: 2 poKu
3anponoHoBaHo: TepMiH NpuaaTHoCTi: 3 poku
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEpAKEHHS. 3MiHU | TUNy - 3MiHM 3 AKOCTI.
[oToBWI Nikapcbkuii 3aci6. 3MiHN Yy BUPOBHMLTBI.
3miHa po3mipy cepii (Bknoyatoum AianasoH
pO3Mmipy cepii) roTOBOro Nikapcbkoro 3acoby
(36inbLueHHs oo 10 pasiB NOpIiBHSHO i3
3aTBEpPOKEHVM PO3MipOM) BBEAEHHS A4OAATKOBOrO
30inbLueHoro po3mipy cepii 618,00 kr (o
Bignosigae 2 000 000 TabneTok, BKpUTUX
nniBkoBok 060MOHKOKW AN Ao3yBaHHSA no 10
mr/10 mr): 3atBepmxkeHo: [lianasoH po3mipy cepii
Onsa posysaHHst 10 mr/10 mr — 43,26-432,60 kr
(TeopeTunyHo Bignosigae 140, 000-1, 400,000
Tabnetok); 3anponoHoBaHo: [lianasoH po3mipy
cepii Ans gosysanHsa 10 mr/10 mr — 43,26-618,00
Kkr (TeopeTuyHo Bignosigae 140, 000-2,000,000
Tabnetok); 3miHu | Tuny - 3miHn 3 sikocTi. FoToBMN
nikapcbkuii 3aci6. KoHTpornb roToBoro nikapcbkoro
3acoby (iHWi 3MiHW) OHOBMEHHS BXe
3aTBEpAKEHVNX METOAIB KOHTPOO SKOCTI
nikapcbkoro 3acoby, a came: BUKNaAEHHS TEKCTY
[Aep>kaBHOK MOBOI 3riJHO Cy4acHUX BUMOT.
BBepneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepKEHHS. 3MiHM | Tuny - 3MiHK 3 AKoCTi.
Ceptudikat BignosigHocTi/lE-cepTudikat

3a
peuerimom

He
nidnsicae

UA/18324/01/02
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
BiZNOBIgHOCTI €Bponenchkin

dapmakonei/moHorpadii. 3miHW, NoB'A3aHi 3
HeoOXigHICTIO NpMBeaeHHs Yy BignoBIgHICTL A0
MoHorpadgii [JdY abo €sponerickkoi hapmakoner,
abo iHwWoi HauioHanbHoi hapmakonei Aepxasu €C
(3miHa y cneuudikauisix, noe'sa3aHa 3i 3aMmiHaMu B
oY, abo €Bponelicbkii dhapmakonei, abo iHLWin
HauioHanbHin apmakonei aepxasn €C)
NpVBEAEHHS cneumdikauii 4ns 4ilo4oi peyoBNHU
Rosuvastatin calcium y BignosigHicTe 4O BUMOr

MoHorpadii Rosuvastatin calcium EP 3a
nokasHukamu: « PO34MHHICTb»- BUAaneHHs
nokasHuka; « CynposigHi 4AOMiLKMy -BBEAEHO
KOHTpornb gomiwok D, K,M —not more than 0.15% ,
«Jdomiwkm Ly —not more than 0.15%, 3amiHeHO
nimiT gnsa gomMiwkn G 3 not more than 0.1% o not
more than 0.15%. 3minun | Tuny - 3miHK 3 AKocTi.
CepTudikat BignosigHocTi/E-cepTudikaT
BiNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJEHOro cepTudikaTta BignoBigHoCTi abo
BUNYYEHHN cepTudikaTa BigNoBIgHOCTI
€Bponencbkin dapmakonei: ana A®l; ans
BUXigHOro MaTepiany/peareHTy/npomMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
ADI; ans AONOMIKHOT peyYoBMHU (cepTudikat
BignoBigHocTi €Bponenchkii hapmakonei) -
HoBui cepTudikat Big BXe 3aTBEpAXeHOro
BMpOGHMKa
NoAaHHs HOBOro cepTudikaTty BignoBigHOCTI
€sponevicbkint papmakonei RO-CEP 2018-077-
Rev 01 ans gitoyvoi pevoBmHN Rosuvastatin
calcium Big Bxe 3aTBEpAXEHOro BUpOBHUKa

KRKA, d.d., Novo mesto, Slovenia (B 4ONOBHEHHSs
po 3ateepaxeHo ASMF). 3ateBepmkeHo: ASMF for
the active substance Rosuvastatin calcium KRKA,

d.d., Novo mesto Smarjeska cesta 6 8501 Novo
mesto 3anponoHoBaHo: ASMF for the active
substance Rosuvastatin calcium KRKA, d.d., Novo
mesto Smarjeska cesta 6 8501 Novo mesto CEP
ASMF for the active substance Rosuvastatin
calcium RO-CEP 2018-077-Rev 01 CEP holder:

KRKA, d.d., Novo mesto Smarjeska cesta 6 8501

Novo mesto Slovenia Manufacturing sites for the
intermediate: Laurus Labs Limited Plot-18
Jawaharlal Nehru Pharma City Parawada,

Visakhapatnam Andhra Pradesh, 531 021 India

Laurus Labs Limited Plot No: 25, 25A-25K, APSEZ

De notified area, Rambilli Mandal Visakhapatnam
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peecmpauiliHo2o

noceid4yeHHs1

District India — 531 011 Lalamkoduru Village,
Andhra Pradesh Manufacturing site: KRKA, d.d.,
Novo mesto Smarjeska cesta 6 8501 Novo mesto
Slovenia 3miHu Il Tuny - 3miHn 3 sikocTi. API. (iHLwi

3MiHN) oHoBneHHA ASMF Ha gitody peyoBuHY

Ezetimibe BupobHuuTBa Teva Pharmaceutical

Industries Ltd., Israel (3aTBepmxeHo: 6144-EU-
03.2015); 3anponoHoBaHo: 6144-EU-05.2021).

BBepneHHs 3MiH npoTsarom 6-Tu micauiB nicns

3aTBEpPOKEHHS.

374.

POKCEPA®
nntoc

TabneTku, BKpUTI
nniBkOBOIO
obornoHkoto no 15
mr/10 mr, no 10
Tabnetok y 6nicrepi;
no 3 abo no 9
Gnictepis y
KapTOHHiI kopooLi

KPKA, a.4.,
Hoso mecto

CnoBeHisi

BUPOGHMUTBO "in
bulk", nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPOJb Ta BMMYCK
cepil:

KPKA, a.a., Hoso
mecTo, CrioBeHis
KOHTpPOIb cepii
(di3nyHi Ta XimMidHi
METOAM KOHTPOSO:
KPKA, a.4a., Hoso
mecTo, CrnioBeHis
HI3OX
(HaujioHanbHi
naboparopis 3a
34paB’e, OKOMne iH
XxpaHo), CrioBeHist
Kemiicbki iHCTUTYT,
LleHTp 3a
Banigauincke
TEXHONOri€ iH
aHaniTiko (LIBTA),
CnoBeHisi
JlabeHa pg.0.0.,
CnoBeHis

CnoBeHisi

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHn | TMny - 3MiHK 3 sKocTi. FOTOBMI Nikapcbkuii
3aci6. CtabinbHictb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHs roToBOro
nikapcbkoro 3acoby (36inbLeHHs TEPMiHY
npuaaTHOCTI rOTOBOrO fikapcbkoro 3acoby) - [Ans
TOProBoOi yNakoBKu (MiATBEPAKYETLCA AAHUMMU
peanbHOoro 4acy) 36inbLIeHHs TEpMiHY
npuaaTHOCTI FOTOBOIO MiKapcbKoro 3acoby
3aTtBepakeHo: TepMiH NpuaaTHOCTI: 2 poKu
3anponoHoBaHo: TepMiH NpuaaTHoCTi: 3 poku
BBegeHHs 3MiH NpoTArom 6-Tn MmicauiB nicns
3aTBepMKEeHHA. 3MiHM | Tuny - 3MiHM 3 AKOCTI.
["oToBMI nikapcbkuii 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHLi 3MiHW) OHOBINEHHS BXe
3aTBEPAKEHNX METOZIB KOHTPOIHO SIKOCTI
nikapcbkoro 3acoby, a came: BUKaAEeHHS! TEKCTY
[Aep>kaBHOK MOBOIO 3riJHO Cy4acHUX BUMOT.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS.

-38MiHun | Tuny - 3miHn 3 sikocTi. CepTuddikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponeicbkint apmakonei/MmoHorpadii. 3miHu,
NnoB'si3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
BigNoBigHICTb A0 MoHorpadii APY abo
€Bponeicbkoi hapmakonei, abo iHwoi
HaujioHanbHoi dhapmakonei gepxasu €C (3miHa y
cneundikauisx, noe'sisaaHa 3i amiHamu B dY, abo
€Bponevicbkin dpapmakonei, abo iHLin
HauioHanbHin hapmakonei aepxasu €C)
NpVBEAEHHS cneumdikauii 4ns Ailo4oi peyYoBUHU
Rosuvastatin calcium y BignosigHicTb 40 BUMOT
MoHorpadgii Rosuvastatin calcium EP 3a
nokasHukamu: « PO34MHHICTb»- BUAANEHHs
nokasHuka; «CynpoBifHi JOMiLLK/Y -BBEAEHO
KOHTponb gomiwok D, K,M —not more than 0.15% ,
«[Jowmiwkm L» —not more than 0.15%, 3miHeHO
nimiT gnsa gaomMiwkn G 3 not more than 0.1% go not
more than 0.15%. 3minu | Tuny - 3miHK 3 SKOCTi.

3a
peuerimom

He
nidnsicae

UA/18324/01/03
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Ceptudpikat BignosigHocTi/E-cepTudikaT
Bi4NOBIQHOCTI €BpONEenchbKii
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBJIEHOro cepTudikaTta BignoBigHOCTI abo
BUINYyYEHHS cepTudikaTta BignoBigHOCTI
€Bponencbkin dapmakonei: gna A®l; ans
BUXigHOro MaTepiany/peareHTy/npomixXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOGHULTBI
ADI; ons gonomMixkHoi pevoBuHN (cepTudikat
BignoBigHOCTI €Bponevickkin hapmakoner) -
HoBuii ceptudikat Big BXe 3aTBepaXeHOro
BUPOGHMKa
nogaHHsi HOBOro cepTudikaTy BignNOBIAHOCTI
€sponevicbkin dapmakonei RO-CEP 2018-077-
Rev 01 anga gitovoi peyoBmHn Rosuvastatin
calcium Big BXxe 3aTBepAXeHOro BUPOGHMKa
KRKA, d.d., Novo mesto, Slovenia (B JONOBHEHHS
no 3ateepaxeHo ASMF). 3ateepmpkeHo: ASMF for
the active substance Rosuvastatin calcium KRKA,
d.d., Novo mesto Smarjeska cesta 6 8501 Novo
mesto 3anponoHosaHo: ASMF for the active
substance Rosuvastatin calcium KRKA, d.d., Novo
mesto Smarjeska cesta 6 8501 Novo mesto CEP
ASMF for the active substance Rosuvastatin
calcium RO-CEP 2018-077-Rev 01 CEP holder:
KRKA, d.d., Novo mesto Smarjeska cesta 6 8501
Novo mesto Slovenia Manufacturing sites for the
intermediate: Laurus Labs Limited Plot-18
Jawaharlal Nehru Pharma City Parawada,
Visakhapatnam Andhra Pradesh, 531 021 India
Laurus Labs Limited Plot No: 25, 25A-25K, APSEZ
De notified area, Rambilli Mandal Visakhapatnam
District India — 531 011 Lalamkoduru Village,
Andhra Pradesh Manufacturing site: KRKA, d.d.,
Novo mesto Smarjeska cesta 6 8501 Novo mesto
Slovenia 3minu Il Trny - 3miHn 3 akocTi. API. (iHwWi
3MiHW) oHoBneHHss ASMF Ha fitody peyoBuHY
Ezetimibe BupobHuuTtea Teva Pharmaceutical
Industries Ltd., Israel (3aTBepmxeHo: 6144-EU-
03.2015); 3anponoHoBaHo: 6144-EU-05.2021).
BBepneHHs 3MiH NpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS.

375.

POKCEPA®
nnioc

TabneTku, BKPUTI
nniBKOBOKO
o6onoHkoto no 20
mr/10 mr, no 10
Tabnetok y bnicrepi;
no 3 abo no 9
GnicTtepiB y

KPKA, a.4.,
Hoso mecto

CnoseHis

BUPOGHMUTBO "in
bulk", nepBuHHe Ta
BTOPUHHE
naKyBaHHs,
KOHTPOSb Ta BUMYCK
cepii:

KPKA, a.4., Hoso

CnoseHis

BHECEHHS1 3MiH 40 peecTpauiHMX maTtepianis:
3miHu | TNy - 3miHK 3 AkocTi. FoToBUIA NiKapCbKUiA
3aci6. CtabinbHicTb. 3miHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHsi roToBOro
nikapcbkoro 3acoby (36inbLIeHHs TepMiHy
npuaaTHOCTI FOTOBOro Nikapcbkoro 3acoby) - Ans
TOProBoi ynakoBku (MigTBEPAXKYETLCA AaHUMU

3a
peuenmom

He
nionsieae

UA/18324/01/04




225 [TponoBkeHHs AoaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
KapTOHHiI kopooLi mecTo, CroBeHis peanbHOro Yacy) 36inbLUeHHs TEPMiHY
KOHTpOnb cepii NpMAATHOCTI FOTOBOTO NiKapcbKoro 3acoby
3arBepokeHo: TepMiH NpMaaTHOCTI: 2 POKU
B3anponoHoBaHo: TepMiH NpuaaTHOCTI: 3 poku

(chiznyHi Ta XimivHi
METOAMN KOHTPOSHO:
KPKA, a.a., Hoso
mMecTo, CroBeHis
HJI3OX
(HauioHanbHi
naboparopist 3a
34paB’e, OKOreE iH
xpaHo), CrioBeHist
KeMicbki iHCTUTYT,
LleHTp 3a
Banigauivicke
TEXHOMOTI€ iH
aHaniTtiko (LIBTA),
CnoBeHiga
IlabeHa g.0.0.,
CnoBeHis

BBeaeHHs 3MiH npoTsarom 6-Tu MicauiB nicns
3aTBepAKEHHS. 3MiHM | TUNY - 3MiHM 3 AKOCTI.
[oToBMI nikapcbkuii 3aci6. 3miHKM Yy BUPOBHMLTBI.
3miHa po3mipy cepii (BkroYaoum gianas3oH
po3Mipy cepii) roToBOro nikapcbkoro 3acoby
(36inbLeHHs o 10 pasiB NopiBHSAHO i3
3aTBEpPAKEHNUM PO3MIPOM) BBEAEHHS A0AATKOBOrO
36inbLueHoro po3mipy cepii 618,00 kr (Lo
Bignoeigae 2 000 000 TabneTok, BKPUTUX
NNiBKOBOIK 0BONOHKOW AN A03yBaHHSA no 20
mr/10 mr): 3aTBepaxeHo: [lianasoH po3Mipy cepii
[ns gosyeaHHsa 20 mr/10 mr — 43,26-432,60 kr
(TeopeTnyHo Bignoeigae 140, 000-1, 400,000
TabneTtok) 3anponoHoBaHo: [liana3oH po3mipy
cepii [nsa gosysaHHs 20 mr/10 mr — 43,26-618,00
Kkr (TeopeTunyHo Bignoesigae 140, 000-2,000,000
Tabnetok). 3miHu | Tuny - 3miHn 3 siKocTi. FoToBMNI
nikapcbkuii 3aci6. KoHTporb roToBoro fikapcbkoro
3acoby (iHLi 3MiHM) OHOBMNEHHS BXE
3aTBEPOKEHVX METOAIB KOHTPOHO SIKOCTI
nikapcbkoro 3acoby, a came: BUKaAeHHS TEKCTY
[AepkaBHOK MOBOH 3riJHO Cy4acHUX BUMOT.
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS.

3miHu | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikat BignosigHoCTI
€Bponevicbkinn dapmakonei/MmoHorpadii. 3miHu,
NnoB'si3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BignoBigHicTb o MoHorpadii APY abo
€Bponeicbkoi hapmakonei, abo iHwoi

€Bponevicbkinn dapmakonei, abo iHLin
HauioHanbHin apmakonei aepxasu €C)

MoHorpadii Rosuvastatin calcium EP 3a
NnokasHukamMu: « PO3YMHHICTbY- BUAANEHHS

HauioHanbHoi hapmakonei gepxasu €C (3miHa y
crneundikauisx, noe's3aHa 3i amiHamu B ®Y, abo

nokasHuka; «CynpoBifHi JOMiLLK/Y -BBEAEHO
KOHTpornb gomiwok D, K,M —not more than 0.15% ,

«Jowmiwkm L» —not more than 0.15%, 3MiHeHO
nimiT gnsa gaomMiwkn G 3 not more than 0.1% go not

more than 0.15%. 3miHun | Tuny - 3miHK 3 AKocTi.

NpVBEAEHHS cneumdikauii 4ns 4ilo4oi peyoBUHU
Rosuvastatin calcium y BignosigHicTb 40 BUMOT

BigNOBiAHOCTI €BpONENChHKiIl

Ceptudpikat BignosigHocTi/lE-cepTudikat
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dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBIEHOrO cepTudikata BignosigHocTi abo
BUNYyYEHHN cepTudikaTa BignoBIgHOCTI
€Bponecbkin dapmakonei: gna A®l; ans
BMXigHOro martepiany/peareHTy/npoOMiKHOrO
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHMLTBI
ADI; ons gonomMixkHoi pevoBuHK (cepTudikat
BigNOBIQHOCTI €Bponewchbkin hapmakoner) -
HoBun cepTtudbikaTt Big BXE 3aTBEPKEHOrO
BUPOGHMKa
NOoAAHHS HOBOTO cepTudikaTy BiANOBIAHOCTI
€Bponevickkin hapmakonei RO-CEP 2018-077-
Rev 01 anga gitovoi peyoBmHu Rosuvastatin
calcium Bif Bxe 3aTBepAXeHOro BUpobHuka
KRKA, d.d., Novo mesto, Slovenia (B §ONOBHEHHS
no 3ateepaxeHo ASMF). 3ateepmpkeHo: ASMF for
the active substance Rosuvastatin calcium KRKA,
d.d., Novo mesto Smarjeska cesta 6 8501 Novo
mesto 3anponoHosaHo: ASMF for the active
substance Rosuvastatin calcium KRKA, d.d., Novo
mesto Smarjeska cesta 6 8501 Novo mesto CEP
ASMF for the active substance Rosuvastatin
calcium RO-CEP 2018-077-Rev 01 CEP holder:
KRKA, d.d., Novo mesto Smarjeska cesta 6 8501
Novo mesto Slovenia Manufacturing sites for the
intermediate: Laurus Labs Limited Plot-18
Jawaharlal Nehru Pharma City Parawada,
Visakhapatnam Andhra Pradesh, 531 021 India
Laurus Labs Limited Plot No: 25, 25A-25K, APSEZ
De notified area, Rambilli Mandal Visakhapatnam
District India — 531 011 Lalamkoduru Village,
Andhra Pradesh Manufacturing site: KRKA, d.d.,
Novo mesto Smarjeska cesta 6 8501 Novo mesto
Slovenia 3minu Il Trny - 3miHm 3 skocTi. API. (iHwi
3MiHNn) oHoBneHHA ASMF Ha aitody peyoBuHY
Ezetimibe BupobHuuTtea Teva Pharmaceutical
Industries Ltd., Israel (3aTBepaxeHo: 6144-EU-
03.2015); 3anponoHoBaHo: 6144-EU-05.2021).
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBEPOKEHHS.

376.

POKCEPA®
nntoc

TabneTkn, BKPUTI
NniBKOBOKO
obornoHkoto no 40
mr/10 mr, no 10
TabneTok y 6nictepi;
no 3 abo no 9
GnictepiB y
KapTOHHI kopobui

KPKA, o.4.,
Hoso mecto

CnoBeHis

BMPOGHMLUTBO "in
bulk", nepsuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPOMb Ta BUNYCK
cepii:

KPKA, a.a., Hoso
mecTo, CrnoBeHist
KOHTpOnb cepii

CnoBeHis

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3miHu | TMny - 3miHK 3 sikocTi. FoTOBMIA NiKapCbKUIA
3aci6. CtabinbHicTb. 3miHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHs roToBOro
nikapcbkoro 3acoby (36inbLIeHHs TEpPMiHY
npuaaTHOCTI FOTOBOro Nikapcbkoro 3acoby) - Ans
TOProBoOi YNakoBKu (MiATBEPAKYETHCA AAHUMMU
peanbHOro Yacy) 36inbLUeHHs TEpMiHY
NpWYAATHOCTI rOTOBOTO NiKapcbkoro 3acoby

3a
peuerimom

He
nidnsizae

UA/18324/01/05




227 [TponoBkeHHs AoaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
3artBepokeHo: TepMiH NpMaaTHOCTI: 2 POKK

(chiznyHi Ta XimivHi
METOAN KOHTPOIHO:
KPKA, a.4a., Hoso
mecTo, CroBeHis
HN30X
(HauioHanbHi
naboparopist 3a
34paB’e, OKOMeE iH
XpaHo), CrnoBeHist
KeMiicbkKi iHCTUTYT,
LlenTp 3a
Banigauincke
TEXHOMOTI€ iH
ananitiko (LIBTA),
CnoBeHis
INabeHa g.0.0.,
CnoBeHiga

3anponoHoBaHo: TepMiH MPUAATHOCTI: 3 POkK
BBepgeHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBepAKEHHS. 3MiHU | TUNy - 3MiHM 3 AKOCTI.
[oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHLi 3MiHWM) OHOBINEHHS BXe
3aTBEpPOKEHVX METOAIB KOHTPOO SKOCTI
nikapcbKoro 3acoby, a came: BUKIMaAEHHS TEKCTY
Aep>XaBHOK MOBOIO 3riAHO Cy4acHWUX BUMOT.
BBepgeHHs 3MiH npoTsarom 6-Tu micauiB nicns
3aTBEPOKEHHS.

-3MiHu | Tuny - 3miHn 3 sikocTi. CepTudbikat
BignosigHocTi/E-cepTudikaT BignoBigHoCTI
€Bponencbkin dhapmakonei/MoHorpadii. 3miHu,
noB'A3aHi 3 HeobXiAHICTIO NpMBeaeHHs y
BignoBigHicTb 4o MoHorpadii Y abo
€sponewcbkoi dapmakonei, abo iHwoi
HauioHanbHoi chapmakonei gepxasu €C (3miHa y
crneunikauisx, nos'sisaHa 3i amiHamu B ®Y, abo
€Bponewcbkin dhapmakonei, abo iHLwin
HauioHanbHi hapmakonei gepxasu €C)
npuBeAeHHA cneumdikadii 4nsa 4ilndoi peyvoBuHN
Rosuvastatin calcium y BignoigHicTb 8O BUMOT
MoHorpadii Rosuvastatin calcium EP 3a
nokasHukamu: « PO34MHHICTb»- BUAaneHHs
nokasHuka; « CynpoBifHi AOMILLK/Y -BBEAEHO
KOHTpornb gomiwok D, K,M —not more than 0.15% ,
«Jdomiwkm Ly —not more than 0.15%, 3amiHeHO
nimiT ans gomiwkm G 3 not more than 0.1% go not
more than 0.15%. 3milu | TNy - 3miHK 3 SKOCTi.
Ceptudpikat BignosigHocTi/lE-cepTudikaT
BiZNOBIOHOCTI €BpONEnchKii
apmakonei/moHorpadii. MogaHHsa HoBoro abo
OHOBIEHoro cepTudikaTta BignosigHocTi abo
BUIyYEHHS cepTudikaTta BignoBigHOCTI
€Bponencbkin dapmakonei: gna A®l; ans
BMXifHOro MaTtepiany/peareHTy/NpoMiXXHOrO
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHMUTBI
A®I; ona AONOMiIXKHOI peqoBUHM (cepTudikaT
BignoBigHocTi EBponeinchkii hapmakonei) -
HoBuii cepTudikat Bif BXe 3aTBepaXeHOro
BMpOGHMKa
NnoAaHHs HOBOro cepTudikaty BignoBigHOCTI
€ponevickkin hapmakonei RO-CEP 2018-077-
Rev 01 ans pitoyvoi pevoBrHN Rosuvastatin
calcium Big BXe 3aTBEpAKEHOro BUPOBHUKA
KRKA, d.d., Novo mesto, Slovenia (B [ONOBHEHHS
no 3atBepaxeHo ASMF). 3ateBepmkeHo: ASMF for

the active substance Rosuvastatin calcium KRKA,
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d.d., Novo mesto Smarjeska cesta 6 8501 Novo
mesto 3anponoHoBaHo: ASMF for the active
substance Rosuvastatin calcium KRKA, d.d., Novo
mesto Smarjeska cesta 6 8501 Novo mesto CEP
ASMF for the active substance Rosuvastatin
calcium RO-CEP 2018-077-Rev 01 CEP holder:
KRKA, d.d., Novo mesto Smarjeska cesta 6 8501
Novo mesto Slovenia Manufacturing sites for the
intermediate: Laurus Labs Limited Plot-18
Jawaharlal Nehru Pharma City Parawada,
Visakhapatnam Andhra Pradesh, 531 021 India
Laurus Labs Limited Plot No: 25, 25A-25K, APSEZ
De naotified area, Rambilli Mandal Visakhapatnam
District India — 531 011 Lalamkoduru Village,
Andhra Pradesh Manufacturing site: KRKA, d.d.,
Novo mesto Smarjeska cesta 6 8501 Novo mesto
Slovenia 3minu Il Trny - 3miHn 3 gkocTi. API. (iHwwi
3MiHM) oHoBneHHss ASMF Ha gitovy peqoBuHy
Ezetimibe BupobHuuTBa Teva Pharmaceutical
Industries Ltd., Israel (3aTBepaxeHo: 6144-EU-
03.2015); 3anponoHoBaHo: 6144-EU-05.2021).
BBegeHHs 3MiH NpoTarom 6-Tn MmicauiB nicns
3aTBEPOKEHHS.

377.

POMA3MK

TabneTkn, BKpUTI
NniBkOBOIO
obornoHkoto, no 10
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu B
KapTOHHiI kopobui

dapmanesT

MYHUI 3aBOf,

"Monbdapm
a" C.A.

MNonblia

dapmaueBTUYHUIA
3aBog "lMonbdapma”
A.

MonbLwa

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI
Ta dhapmakoHarnsaay. 3miHa y KopoTKin
XapakTepucTuL NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii ANs Megu4Horo
3aCTOCYBaHHS Ha MiACTaBi perynspHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCcyBaHHS
nikapcbkoro 3acoby B nicnsapeecTpauinHui nepioa,
abo sk pe3ynbTaT OUiHKM 3BITY 3 AOCHIAKEHb,
npoBeAeHNX BiANoBIgHO A0 NnaHy negiatpudHnx
pocnimkers (PIP) (3miHy y3rogkeHo 3
KOMMETEHTHNM YNOBHOBaXEHUM OpraHoMm).
3MiHM BHECEHO [0 iHCTPYKUiT AN MeaM4Horo
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainis
"OcobnusocTi 3actocyBaHHs" Ta "MobivHi peakuii”
BignoBigHo Ao pekomeHaauin PRAC.

3a
peuerimom

He
nidnsicae

UA/13299/01/02

378.

POMA3UK

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 20
mr; no 10 TabneTok
y 6nicTepi; no 3
Gnictepu B
KapTOHHiIl kopobuyi

dPapmaueBT

MYHUI 3aBOf,

"Monbdapm
a"C.A.

Monbwa

dapmaLeBTUYHWIA
3aBog "lMonbgapma”
C.A.

Monblwa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI
Ta cpapmakoHarnsgy. 3miHa y KopoTkin
XapakTepucTuLi nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
3aCTOCyBaHHS Ha MiACTaBi perynspHo
OHOBJTHOBAHOrO 3BiTy 3 6e3Mnekun Nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHS
nikapcbkoro 3acoby B nicnspeecTpaLiiiuii nepiog,

3a
peuerimom

He
nidnsizae

UA/13299/01/03




229

[TponoBkeHHs AoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 4OCHiAXEHb,
NpoBeAEeHNX BiANoBIigHO 40 NnaHy negiatpuyHnx
pocnigpkerb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHNM YNOBHOBaXXEHUM OpraHom).
3MiHWM BHECEHO A0 iHCTPYKLii ANnS MeguyHoro
3acTOCyBaHHs NikapcbKkoro 3acoby Ao po3ainis
"OcobnueocTi 3actocyBaHHA" Ta "MMo6iYHI peakwji”
BignoBigHo Jo pekoMeHaauii PRAC.
379, POMA3UK TabneTkn, BKpUTI dapmanesT Monbwa dapmaLeBTUYHUIA MonbLlwa BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a He UA/13299/01/04
nniBKOBOK VYHUI 3aBOS, 3aBog "lMonbdapma" 3MiHu | Tuny - 3miHK Wwopno 6e3nekn/ePeKTUBHOCTI peuenmom nionsieae
obonoHkoto, no 40 "Monbcapm C.A. Ta dhapmakoHarnsgy. 3miHa y KopoTkin
mr; no 10 TabneTok a" C.A. XapaKkTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
y GnicTepi; no 3 MapKyBaHHS Ta iHCTPYKLii AN MeguyHoro
6nictepu B 3aCTOCYBaHHS Ha MiACTaBi perynspHo
KapTOHHiI kopooLi OHOBJIHOBAHOrO 3BiTY 3 6Ge3Mneku Nikapcbkoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B nicnspeecTpauinHun nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 4OCHiAXEHb,
npoBeAeHnX BigNOBIAHO A0 NnaHy negiaTpuyHmnX
pocnimkenrs (PIP) (3miHy yarogxeHo 3
KOMMETEHTHUM YNOBHOBaXEHUM OpraHoMm).
3MiHWM BHECEHO A0 iHCTPYKUiT AN MeanyHoro
3aCcTOCyBaHHS Nikapcbkoro 3acoby Ao po3ginis
"OcobnueocTi 3acTtocyBaHHA" Ta "MMo6iYHI peakwji”
BignoBigHo Ao pekomeHaauin PRAC.
380., POMA3UK TabneTkn, BKpUTI dPapmaueBT Monbwa dapmMaLeBTUYHUIA MonbLa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a He UA/13299/01/01
nniBKOBOK WYHUI 3aBOf, 3aBog "lMonbdapma” 3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI peuenmom nionsieae
oboroHkoto, no 5 mr; | "MNonbdapm C.A. Ta dhapmakoHarnsaay. 3miHa y KopoTKin
no 10 Tabnetok y a" C.A. XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
6nictepi; no 3 MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
6nictepu B 3aCTOCYBaHHS Ha MiACTaBi perynspHo
KapTOHHiIN kopobui OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHs
nikapcbkoro 3acoby B nicnspeecTpaLiiiuin nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 AOCHiAXKEHb,
npoBeAeHNX BiANOBIAHO A0 NnaHy nefiaTpuyHux
pocnimxeHb (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHUM YNOBHOBaXXEHUM OPraHoM).
3MiHM BHECEHO [0 iHCTPYKUiT Ans MeaM4Horo
3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis
"OcobrnusocTi 3actocyBaHHs" Ta "lMobivHi peakuii”
BignoBigHo Ao pekomeHaauin PRAC.
381, POCT-HOPMA rpaHynm, no 10ry MpAT YkpaiHa MpAT "HauioHanbHa YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: bes - UA/4625/01/01
neHani "HaujioHarnb [omeonaTnyHa 3MiHn | TUny - 3miHn 3 sikocTi. A®l. BUpobHMLTBO. peuenma
nonimepHomy abo Ha Cninka" 3miHa BUpOBHWMKa BMXigHOTrO/MPOMIXKHOIO
nakoHi 3 kpuwkow; | Momeonatuy npoaykTy/pearexTy, L0 BUKOPUCTOBYHOTLCS Y
no 1 neHany a6o Ha Cninka" BUpobHM4omy npoueci A®I, abo amiHa BUpobHMKa

dnakoHy B nayui 3
KapToHy

(Bkntoyvatoun, e HeobxigHo, MicLie NpoBeaeHHs!
KOHTponto sikocTi) ADI (3a BigcyTHOCTI
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1

cepTudikaTa BignoBigHOCTI €Bponeiichbkii
apmakonei y 3aTBepaXeHOMy A0Cbe)(iHLi 3MiHN)
3MiHa agpecy micua NpoBaKEHHs OisANbHOCTI 3
BUPOBHMLTBA roMeonaTnyHMX po3BeeHs (Silicea
1000 CH), wo € nikapcbkumu cyGcTaHuismm
(BMroTOBMEHNMM B YMOBAX anTeku) y BUPOOHULTBI
rpaHyn 13, y 38’A3ky 3 nepeizgoM AnTeku
«HauioHanbHa romeonatunyHa cninka» Ne1l.
3MiHn | TMny - 3MiHn 3 sikocTi. A®l. BupobHMLTBO.
3MmiHa BUpoGHMKa BUXIQHOTrO/MPOMIXKHOMO
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y
BUpobHM4oMy npoueci A®l, abo amiHa BUpobHMKa
(Bkntovaroum, ae HeobxigHoO, MicLe NpoBeaeHHs
KOHTponto skocTi) ADI (3a BiACyTHOCTI
cepTudgikaTa BignoBigHOCTi €Bponeiichbkii
capmakonei y 3aTBepaxeHoOMy 4OCbe)(iHLWi 3MiHM)
3miHa agpecu Micusa NpoBaAXeHHs OiAnbHOCTI 3
BMPOGHMLTBA roMeonaTnyHMX po3BeaeHb
(Calcium fluoricum 500 CH), wo € nikapcbkummu
cybcTaHuissMu (BUrOTOBIIEHUMMN B yMOBAX anTeku)
y BUPOGHULTBI rpaHyn J13, y 38’A3ky 3 nepeisgom
AnTekn «HauioHanbHa romeonaTuyHa cninka»
Ne1. 3minn | Tuny - 3miHn 3 akocti. AdI.
Bupo6HMLTBO. 3MiHa BUPOGHWMKa
BMXiAHOro/NPOMI>XKHOTO NMPOAYKTY/peareHTy, Lo
BMKOPVCTOBYIOTbCS Y BUpOBHUYoMy npoueci AdI,
abo 3miHa BMpobHuKa (BkMovaruu, e HeobxigHo,
MicLe npoBeeHHs KOHTpornto sikocTi) AdI (3a
BiCYTHOCTI cepTudikaTa BignoBigHoCTi
€Bponeicbkin hapmakonei y 3aTBepaXeHoMy
pocbe)(iHwWwi 3miHn) 3miHa agpecu micus
NPOBaXXEHHS OiSANbHOCTI 3 BUPOOHULITBA
romMeonaTnyHux posseaeHb (Calcium
phosphoricum 1000 CH), Lo € nikapcbknumMm
cybcTaHuissMu (BUrOTOBIIEHUMMW B yMOBAX anTeku)
y BUpoOHMLUTBI rpaHyn J13, y 38’a3ky 3 nepeisgom
AnTekn «HauioHanbHa romeonaTuyHa cninka»
Ne1. 3minn | Tuny - 3miHn 3 akocti. AdI.
Brpo6HuuTBO. 3MiHa BUpobHUKa
BUXiAHOro/NPOMI>XKHOTO NMPOAYKTY/peareHTy, Lo
BMKOPVCTOBYIOTbCS Y BUpOBHUYoMy npotieci AdI,
abo 3miHa BMpobOHMKa (BKOYao4n, e HeobXxigHo,
MicLie NpoBefeHHs KOHTpornto sikocTi) ADI (3a
BiJCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponevicbkinn hapmakonei y 3aTBepaXeHoMy
OoCbe)(iHLWi 3MiHW)
3MiHa agpecu micua NPoBaKEHHS QisANbHOCTI 3
BMPOBHMLTBA rOMeonaTUYHNX po3BeAEHb
(Calcium carbonicum 1000 CH), Lo € nikapcbknumu
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n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
cybcTaHuissMy (BUroTOBNEHMMU B yMOBaX anTeku)
y BUpoOHMUTBI rpanyn J13, y 38’A3Ky 3 nepeisgom
AnTtekun «HauioHanbHa romeonaTuyHa cnisnka
Ne1. 3miHn | Tuny - 3miHn 3 skocTi. API.
BrpobHuuTBo. 3MiHa BUpoGHUKa
BMXiAHOro/MPOMI>KHOTO NMPOAYKTY/peareHTy, Lo
BUKOPUCTOBYHOTLCS Y BUPOGHMYOMY npoueci AP,
abo 3miHa BMpoOHUKa (BKMoYatum, e HeobxigHo,
MicLe npoBefeHHs kKoHTpornto sikocTi) APl (3a
BiACYTHOCTI cepTudikaTa BianoBigHOCTI
€BponeWcbkin bapmakonei y 3aTBepaxXeHoMy
[ocbe)(iHLWi 3MiHK)
3MiHa agpecu micua NpoBafKEHHs iiNbHOCTI 3
BMPOBHMLTBA rOMeonaTUyHNX po3BeaeHb
(Calcium carbonicum 30 CH), wo € nikapcbknumu
cybcTaHuisiMm (BUrOTOBNEHMMU B yMOBaX anTeku)
y BUpobHMUTBI rpaHyn J13, y 38’a3ky 3 nepeisgom
AnTekn «HauioHanbHa romeonaTuyHa cninka»
Ne1.
382, CAJTA3O0MNIPUH | TtabneTtkn, BKpUTI Mdpansep CLWA BMPOBHMLTBO, LLseuis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/4201/01/01
EN-TABC 060roHKol10, IHK. nepBuHHe Ta 3MiHuM | Tuny - 3MiHK 3 akocTi. ASl. BupobHuuTBO. peuenmom
KMLLKOBOPO34YMHHI NO BTOPUHHE 3MiHn B npoueci BupobHmuTtea AP| (HeaHayHa
500 wr, no 100 nakyBaHHs, 3MiHa y npoueci BupobHuutea A®l) - 3miHa
TabneTok y dnakoHi; KOHTPOIb SIKOCTI, BHOCUTBCS AN AOAaBaHHSA anbTepaHaTUBHOMO
no 1 pnakoHy B BUMYCK cepii: nednermaTopa (napujianbHoro kKoHaeHcaTopa)
KapTOHHIN kopooLi Peuidapm Ynncana ons 3abe3neyeHHsi npouecy BUroToBneHHs ADI.
AB, LBeuis; XopHux 3miH go npouecy BupobHuutBa APl He
KOHTPOMb SIKOCTI: BHOCUTbCS. 3aTBepaxeHo: Section 3.2.5.2.2.
Peuicapm Ynncana Description of Manufacturing Process and Process
AB, LBeuis; Controls Step 2.1.1 Equipment: Glass-lined,
MikpobionoriyHe jacketed vessel equipped with reflux condenser
TECTYBaHHS: made of graphite and agitator. 3anponoHoBaHo:
€BpodiHc Section 3.2.S.2.2. Description of Manufacturing
Biodpapma MNpopakT Process and Process Controls Step 2.1.1
TecrTiHr CBigeH AB, Equipment: Glass-lined, jacketed vessel equipped
LLseuis with reflux condenser made of graphite or
alternative material and agitator
383 CANIUMNOBOI | posuuH ans MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH JO peeCcTpaLiiHUX maTepianis: 6e3 nidnseae UA/8494/01/01
KUCNOTU 30BHIiLLHBOIO "®ITOPAPM 3minu | TMny - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenma
PO34YUH 3acToCyBaHHs, " HaliMeHyBaHHs1 Ta/abo agpecu 3asiBHUKA
CMNUPTOBUN cnupToBun 1 % no (BnacHuka peecTpaLiniHOro NocBiA4YeHHs) 3MiHa
40 mn y pnakoHax agpecw 3asBHMKa. BBeaeHHs 3MiH NpoTsirom 6-tu
MicsiLiB Micnsi 3aTBEPOKEHHS
384, CANNODAIbK cynosuTopii Op. ®anbk HimeyuuH BignosiganbHuin 3a HimeyumHa/ BHECEHHS 3MiH O peeCTpaLiiHUX maTepianis: 3a - UA/3745/03/02
pekTanbHi no 500 dapma a BUMYCK cepin LLisevuapis 3miHu | TUny - 3miHun Wwopo 6e3nekn/edPekTUBHOCTI peuenmom
Mmr, no 5 m6X KIHLLEBOrO NMPOAYKTY: Ta dhapmakoHarnsgy. 3miHa YactoTu Ta/abo

CynosuTopiis y
cTpuni; No 2 cTpunu
B KOpOOLUj 3 KAPTOHY

Op. ®anbk ®apma
'mM6X, HimeuunHa
BupobHuk

TEePMiHiB NOAAHHS perynspHO OHOBITIOBAHUX 3BITiB
3 6e3neku nikapcbkux 3acobiB - 3MiHM y YacToTi
NoAAaHHS perynsipHO OHOBITHOBAHOIO 3BITY 3
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

[030BaHoi hopMmMm,
nepBUHHE Ta
BTOPUHHE
nakyBaHHsi Ta
KOHTPOMb SIKOCTI:
KopaeH ®apma
®pibypr AT,
LiBarHiaepnaccyHr
ETTiHreH,
LLisenuapis
JlozaH ®apma 'm6X,
HimevuunHa
Bupo6HuKn,
BianoBiganbHi 3a
KOHTPOJb SIKOCTI:
JlozaH ®apma 'mbX,
Himevuunna
KopaeH ®apma
®pibypr CA,
LLiserinapisa
Bioeksam Arl',
LLisenuapis
HaykoBo-gocnigHui
IHCTUTYT Xennenep
'M6X, HimevyunHa

Gesneku. [itova pegakuis: Yactorta nogaHHs

perynsipHoO OHOBIOBaHOrO 3BiTy 3 6e3neku 5 pokis.

[NponoHoBaHa peaakuis: Yactota nogaHHsa
perynsipHo OHOBIIOBAHOTO 3BITYy 3 6e3nekn 2 poku.
PekomeHgoBaHO [0 3aTBEpOKEHHST BIAMOBIAHO 40

pekomeHgauin PRAC Ta nepiognMyHoCTi nogaHHs
perynsipHo OHOBIOBaHMX 3BIiTiB 3 6e3neku
nikapcbkux 3acobiB y €C.

385.

CANO®AIBK

rpaHynu
racTpope3vCTeHTHi
NPOSIOHroBaHoi Aii
no3r,no558r
rpaHyn y nakeri
«pany-CTuke»; no
50 nakeTiB y kOopobui
3 KapTOHY

Op. ®anbk
dapma
mM6X

HimeyuuH
a

BiAnoBiganbHWN 3a
BUMYCK cepin
KIHLIeBOro NpoayKTY:
Op. ®anbk ®apma
'M6X, HimeuuunHa;
BMPOGHMK [030BaHOI
dopmu, NepBUHHE,
BTOPVHHE
nakyBaHHs Ta
KOHTPOIb SKOCTI:
JNozaH ®apma M'm6X
(HoeHbypr caiiT),
Himeuuunna; ®apbin
dapma 'mbX,
HimeuuuHa;
BUPOBHWK,
BignoBiganbHUN 3a
nepByHHE, BTOPUHHE
nakyBaHHs Ta
KOHTPOMb SKOCTi:
JlozaH ®apma 'm6X
(Ewbax canr),
HimevuunHa;
BUPOGHMK,

HimewumHa/
Lisenuapis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MmiHu | TUNy - 3miHKn Wwopo 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa yactotu Ta/abo
TEPMiHiB NOAAHHS PerynsapHO OHOBIIOBAHUX 3BITiB
3 B6e3neku nikapcbkux 3acobiB - 3MiHM y YacToTi
NnofaHHs peryrnsipHo OHOBIHOBAHOIO 3BITY 3
6esneku. [itova pegakuis: Yactora nogaHHs
perynsipHoO OHOBIOBaHOrO 3BiTy 3 6e3neku 5 pokis.
[MponoHoBaHa pepakuis: YactoTa nogaHHs
perynsipHo OHOBIIOBAHOTO 3BITYy 3 6e3nekn 2 poku.
PekomeHgoBaHO [0 3aTBEpOXXEHHS BIiANOBIAHO A0
pekomeHaauih PRAC Ta nepiognyHocTi nogaHHst
perynsipHo OHOBIIOBAHMX 3BIiTiB 3 6e3neku
nikapcbkux 3acobis y €C.

3a
peuerimom

UA/3745/01/03
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n 3acoby ynakoeka) noceid4yeHHs1
BignoBiganbHUN 3a
KOHTPOrb SIKOCTi:
HaykoBo-gocnigHuin
IHCTUTYT Xennenep
'm6X, HimeuunHa;
BUPOGHMK,
BignoBiganbHUN 3a
KOHTPOIb AKOCTI:
anndameg PAPEBIN
ApuHanmiTTenb
'ME6X, HimevyumHa
386.| CAJTO®AJIbK cynosuTopii Op. ®anbk HimeuumH BignosiganbHui 3a Himeuumnna/ BHECEHHs1 3MiH O peecTpauiiHMX maTepianis: 3a - UA/3745/03/01
pekTanbHi no 250 dapma a BUMYCK cepin LLsenyapis 3Minn | TMny - 3MiHn Wwopo 6e3nekn/edpekTUBHOCTI peuenmom
Mr, no 5 mM6X KiHLEBOrO MPOAYKTY: Ta cbapmakoHarnagy. 3miHa yactotu Ta/abo
Cyno3unTopiiB y Op. ®anbk Papma TEPMIiHIB MOA4AHHA perynspHO OHOBOBaHWUX 3BITiB
CTpuni; No 2 cTpunun 'M6X, HimeuwunHa 3 Ge3neku nikapcbknx 3acobis - 3MiHM y YacToTi
B KOpOOLi 3 KapTOHY Bupo6Huk NOAAHHS PerynspHO OHOBITIOBAHOIO 3BITY 3
[030BaHoi hopmu, Gesneku. [itova pegakuis: Yactota nogaHHs
nepBUHHE Ta perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3nekn 5 pokis.
BTOPUHHE [MponoHoBaHa pepakuis:
nakyBaHHs Ta YactoTa nogaHHs perynsipHoO OHOBIOBaHOrO 3BiTy
KOHTPOMb SIKOCTI: 3 6e3neku 2 pokn. PekomeHaoBaHo A0
KopaeH ®apma 3aTBEpAKEHHSI BIANOBIAHO OO pekomeHaauin
Ppibypr AT, PRAC Ta nepiognyHocTi NogaHHsa perynsipHo
LiBanHigepnaccyHr OHOBMIOBaHMX 3BITIB 3 6e3nekun nikapcbkux 3acobis
ETTiHreH, y €C.
LLiseniapis
JlozaH ®apma M'mbX,
HimeyunHa
Bupo6Huky,
BignoBiganbHi 3a
KOHTPOMb SKOCTI:
JlozaH ®apma 'mbX,
HimeyuunHa
Kopaen ®apma
®pibypr CA,
LLsenuapis
Bioek3am AT,
LLseniuapis
HaykoBo-gocnigHui
iHcTUTYT Xennenep
'M6X, HimeyuunHa
387.| CAIIO®AIBK rpaHynu Op. ®anbk HimeyumH Bupo6Huk Himeuumna/ BHECEHHS1 3MiH 40 peecTpauinHMX maTtepianis: 3a - UA/3745/01/01
racTpope3nCTEHTHI, dPapma a BiAMoBiganbHUiA 3a LLisenuapis 3miHu | TUNY - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI peuernmom
NPOSIOHroBaHoiI Aii m6X BUMYCK cepin Ta chapmakoHarnsgy. 3miHa yactotu Ta/abo
no 500 mr, no 930 KiHLIeBOro NpoAyKTy: TEPMIHIB NOAAHHS perynspHO OHOBMOBAHUX 3BiTiB
Mr rpaHyny Op. ®anbk ®apma 3 B6e3neku nikapcbknx 3acobiB - 3MiHM y YacToTi
naketukax «I'paHy- MM6X, HimeuuunHa; NOAAHHS PerynsapHO OHOBIIOBAHOIO 3BITY 3
CTuke»; no 50 Bupo6Huk, 6e3neku. [itoya pegakuisi: YactoTa nogaHHs




234

[TponoBkeHHs AoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
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n 3acoby ynakoeka) noceid4yeHHs1
nakeTuKiB y Kopobui BignosiganbHWM 3a perynsipHo OHOBIIOBAHOrO 3BiTy 3 6e3nekn 5 pokis.
3 KapTOHY BMPOGHMLUTBO lMponoHoBaHa peaakuis: Yactota nogaHHs
[030BaHoi hopMu, perynsipHo OHOBJIOBAHOTO 3BITYy 3 6e3nekn 2 poku.
nepBuHHE, BTOPUHHE PekomeHaoBaHO [0 3aTBEpAKEHHS BiANOBIQHO A0
nakyBaHHs Ta pekomeHaauin PRAC Ta nepiognyHoCTi nogaHHs
KOHTPOIb SKOCTi: perynspHo OHOBIOBaHMWX 3BiTiB 3 6e3neku
JlozaH ®apma N'mbX, nikapcbkux 3acobis y €C.
HimewunHa; ®apbin
dapma 'M6X,
HimevumnHa;
Brpo6Huk,
BignoBiganbHUN 3a
nepBUHHE, BTOPUHHE
nakyBaHHs1 Ta
KOHTPOIb SIKOCTi:
JlozaH ®apma 'mbX,
HimeyunHa
BUPOGHMK,
BignoBiganbHUN 3a
KOHTPOIb SKOCTI:
HaykoBo-gocnigHuin
IHCTUTYT Xennenep
'm6X, HimeuunHa;
anndameg PAPEBIN
ApuHanmiTTenb
'M6X, HimeyunHa
388, CAHAKOM PO34MH ANs iH eKuin MpusaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS1 3MiH 4O peecTpauinHuX maTtepianis: 3a He UA/18792/01/01
10 mr/mn; no 1,5 mn akuioHepHe akuioHepHe 3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI peuenmom nionsieae
B amnyni, no 5 TOBapucCTBo ToBapuCTBO “Jlekxim Ta dhapmakoHarnsaay. 3miHa y KopoTKin
amnyn y 6nictepi, no “Nekxim — — Xapkis” XapakTepucTuL NikapcbKoro 3acoby, TeKCTi
1 6nicTtepy B nayui Xapkis” MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
3aCTOCYBaHHS Ha MiACTaBi perynspHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHs
nikapcbkoro 3acoby B nicnsapeecTpauinHui nepioa,
abo sk pe3ynbTaT OLUiHKM 3BITY 3 AOCHIAKEHb,
npoBeAeHNX BiANoBIgHO A0 NnaHy negiaTpuyHux
pocnimkenrs (PIP) (3miHy y3rogkeHo 3
KOMMETEHTHUM YNOBHOBAXEHUM OpraHoMm).
3MiHM BHECEHO B |HCTPYKLit0 Ans MeAUYHOro
3aCcTOCyBaHHSA Nikapcbkoro 3acoby 4o po3ainy
"3acTocyBaHHs y nepiog BariTHOCTi abo roflyBaHHs
rpygato” BignosigHO 40 OHOBREHO! iHpopmaii
oo 6e3nekn 3acTocyBaHHS Ljil040I Pe4OBUHU
3rigHo 3 pekomeHaauieto PRAC. BeeeHHs 3MiH
NpoTSArom 6-Tn MicsiLiB Nicnsi 3aTBepAXKEHHS
389, CAPOTEH TabneTkn, BKpUTI Jlynnbek HaHia BMPOGHMLTBO HaHia BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a - UA/2207/01/02
NniBKOBOI Ekcnopt A/C Hepo3sdacoBaHoOro 3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI peuenmom

o6onoHkoto, no 25

NpOAYyKTY, NEPBUHHE

Ta dpapmakoHarnsgy. 3miHa y KopoTkin
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®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

mr; no 100 TabneTok
y MNacTUKoBOMY
KOHTelHepi; no 1
nnacTyKoBOMy
KOHTEVHepy B
KapTOHHiI kopooLi

Ta BTOPUHHE
nakyBaHHs, BUNYCK
cepin: X. Jlynobek

A/C, OaHis;
BvnpobyBaHHs 3a

NMoKa3HUKOM
«MikpobionoriyHa
uunctoTax»: EypodiHc
Biodapma MpogakT

TecTiHr JeHmapk
A/C, OaHis

XapaKTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT ANS MEeANYHOro
3acTOCyBaHHs Ha MiACcTaBi perynsipHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbKoro
3acoby, abo gocnimkeHb 3 6e3nekn 3aCTOCyBaHHS
nikapcbkoro 3acoby B nicnsapeecTpauiiHuin nepiog,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 4OCHiAXEHb,
NpoBeAEHNX BigNoBigHO 4O NnaHy negiatpudHnx
pocnigpkeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHNM YNOBHOBaXXEHUM OpraHoMm) - 3miHu
BHECEHO A0 |HCTPYKLiT ANS MeanyHoro
3acToCcyBaHHs Nikapcbkoro 3acoby Ao po3ainis
"B3aemogis 3 iHWnMK nikapcbkMmmn 3acobamu Ta
iHWi Buan B3aemopin", "MepenosyBaHHa"
BignoBigHo 4o pekomeHaauii CMDh. BeegeHHs
3MiH NpoTAroM 6 MicsauiB nicnsa 3aTBepAXeHHsA

piavHa (cybcTaHuis)
Yy KOHTEeNHepax 3
HepXxaBito4oi cTani
ans
hapmaLeBTU4HOIO
3aCTOCyBaHHSs!

Axrcy XeHrpyi
dapmac’toTikenc
Ko., Iltg

KuTan

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | Tuny - AgMiHicTpaTUBHI 3MiHW. 3MiHa
HaiMeHyBaHHs1 Ta/abo agpecu micus
NPOBaXEHHS AiANbHOCTI BUPOOHMKa (BKITOYao4M,
3a HeobXigHOCTi, MicLe NPOBeAEeHHS1 KOHTPOO
sIKOCTi), abo BracHuka mactep-caina Ha Adl, abo
nocravansHuka A®l/BnxigHoro
matepiany/peareHTy/npoMiXXKHOrO MPOAYKTY, Lo
3acTocoByloTbCs Y BUPOOHULTBI ADI (sIKLLo
3a3Ha4YeHo y OCbE Ha Nikapcbkuii 3acib) 3a
BiCYTHOCTi cepTudikaTa BignosigHOCTi
€Bponeicbkin hapmakonei y 3aTBepaXeHoMy
nocbke, abo BUpobHMKa HOBOI LOMOMIXKHOT
PEYOBUHM (SIKLLLO 3a3HAYEHO Y Aocbe). 3MiHa
appecu Ta HaiMeHyBaHHS! BUpobHuka APl 6e3
3MiHM BUPOOHUYOT AiNbHULL.

3a

po34mH 96 % no 100
My donakoHax

TOB "OKMN
"®apmMaueBTnYHa
cabpuka"

YkpaiHa

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3MiHu | TUny - 3MiHK 3 siKocTi. FoToBMIA NiKapCbKuiA
3aci6. CtabinbHicTb. 3miHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHs roToBOro
nikapcbkoro 3acoby (3MeHLLEeHHst TepMiHy
NpYAAaTHOCTI rOTOBOrO Mikapcbkoro 3acoby) - [Ans
TOProBoi ynakoBku - 3MiHa TepMiHy 36epiraHHs
nikapcbkoro 3acoby, sika NoB’si3aHa 3i 3MEHLUEHHS
TepMiHy NpMAATHOCTI FOTOBOrO NiKapCbKOro 3acoby

- 5 pokiB. 3aTBEpaeHO TepMiH NpuaaTHOCTI:
HeobmexeHuin 3anpornoHoBaHo TepMiH
npuaaTHocTi: 5 pokiB 3MiHM BHECEHI B po3ain
"TepmiH npugaTHocTi" B IHCTPYKUilO Ans
MeaMnYHOro 3acTOCYBaHHS! NikapCbKoro 3acoby.
BBeneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBEPOAKEHHS

peuerimom

6e3

Peknam Homep
yeaHHs1* | peecmpauiliHo2o
noceid4yeHHs1
- UA/16945/01/01
He UA/6211/01/02
nidnsicae
nidnsiecae UA/15458/01/01

Ne Hasea
n/ JNliKapcbKo20
n 3acoby
390., CEBO®JTYPAH
391.| CEATUN
nnc
392.| CENTONETE®

3aseHUK Kpaina
3asieHUKa
TOB "lOpis- YkpaiHa
dapm”
TOB "OKIM YkpaiHa
"®apmaueBT
n4yHa
habpuka"
KPKA, a.4., CnoBeHis

BUPOBHMUTBO

CnoBeHis

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:

cnpen Ans poToBoi
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
TOTAN NOPOXHUHWN, PO3YUH; Hoso mecto roToBOro 3MiHu | Tuny - AgmiHicTpaTuBHI 3MiHK. 3MiHa Koy peuenma
no 30 mny nikapcbkoro 3acoby, ATX. 3MiHM BHECEHO A0 IHCTPYKLT ANS MeanyHoro
nnacTuKoBOMy nepBUHHE Ta 3acTocyBaHHS Nnikapcbkoro 3acoby Ao po3giny
cnakoHi 3 BTOPUHHE "dpapmakoTepaneBTnyHa rpyna. Kog ATX"
003Y04nM nakyBaHHs, BiAMNOBIAHO A0 MiXHAPOAHOrO Knacudikatopa
nynbBepu3aTopom; KOHTPOSb SIKOCTI, BOOS3 (http://www.whocc.no/atc_ddd_index/).
no 1 cpnakoHy B BUMYCK Cepint: 3artBepoykeHo: MNpenapaTtv 4ns ropna.
KapTOHHiI kopobui KPKA, a.a., Hoso AnTtucenTtuku. Kog ATX R0O2A A20.
mecTto, CrnoBeHis B3anponoHoBaHo: [MpenapaTtu Ans ropna.
KOHTPOIb Cepint: AHTMCENTUKKW. IHWI Nnpenapatu gna ropna. Koa
KPKA, a.a., Hoso ATX R02AX03. TepMiH BBEAEHHS 3MiH NPOTAroM 6
mecTo, CrnoBeHis MicsaUiB Nicnsa 3aTBEPAXEHHSA
393.| CENTONETE® NboAsHUKM 3 Mr/1 KPKA, a.4., CnoBeHis KOHTPOJb Ta BMMYCK CnoBeHis BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 6es nionsieae UA/15458/02/01
TOTAN Mr; No 8 NbOAAHWMKIB Hoso mecTo cepin: KPKA, a.4., 3MiHwm Il Tuny - 3miHn Wwopao 6e3neku/edeKkTNBHOCTI peuenma
EBKANINT y GnicTepi; no 1 abo HoBo mecTo, Ta hapmakoHarnsgy. 3MiHu y KOpoTKin
no 2, aéo no 3, abo CnogeHis; XapaKkTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
no 4, abo no 5 BMPOGHMLUTBO "in MapKyBaHHS Ta iHCTPYKUiT ANS MEANYHOro
GnictepiB y bulk", nepBuHHa Ta 3acTOCyBaHHS y 3B’A3KY i3 HOBMMUW JaHUMU 3
KapTOHHiI kopooLi BTOPMHHA yNakoBKa: SAKOCTI, AOKNIHIYHUMWN, KMiHIYHUMK JaHUMK Ta
KPKA, a.a., Hoso OaHuMmu 3 hapMakoHarnsagy - 3MiHum BHECEHO B
mecTo, CrioBeHisi; iHCTPYKLUil0 ANs MeQUYHOro 3acToCyBaHHS
KOHTPOIb cepin nikapcbkoro 3acoby Ao posginis "®apmMakonoriyHi
(cpizmyHi Ta ximivHi BnactmeocTi", "INoBiyHi peakuii”. BBeaeHHs 3MiH
MeTOoAM KOHTPOIH): npoTSarom 6-Tu MicsALiB Nicnsa 3aTBepAXEHHS
KPKA, a.4a., Hoso
mecTto, CnoBeHis;
KPKA, a.4a., Hoeso
mecTo, CrioBeHisi;
HN30X
(HaujioHanbHi
nabopartopis 3a
34paB'e, OKOIE iH
XpaHo), CrioBeHist
394, CENTONETE® NboAsHUKM 3 Mr/1 KPKA, a.4., CnoBeHis KOHTPOMb Ta BUMYCK CnoBeHis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: bes nionsieae UA/15458/02/01
TOTAN Mr; No 8 NbOASAHWMKIB Hoso mecTo cepin: 3MiHM | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa koay peuenma
EBKANINT y 6nictepi; no 1 abo KPKA, a.4a., Hoeso ATX. 3MiHM BHECEHO A0 IHCTPYKLii ANs MegnyHoro

no 2, abo no 3, abo
no 4, abo no 5
GnicTtepiB y
KapTOHHI kopobui

mecTo, CrioBeHis
BUPOOHMLTBO "in
bulk", nepsuHHa Ta
BTOPUHHA yNaKkoBKa:
KPKA, a.a., Hoso
mecTo, CnoBseHis
KOHTpOnb cepin
(di3nyHi Ta XimMivHi
MeToau KOHTPOMH):
KPKA, a.4a., Hoso
mMecTo, CrnoBeHis
KPKA, a.4a., Hoso
mecTo, CrnoBeHis

3acTocyBaHHS Nikapcbkoro 3acoby Ao po3ainy
"®apmakoTepaneBTuyHa rpyna. Kog ATX"

BigMNoBIgHO 4O MibXHapoAHOro KnacudikaTopa

BOQO3 (http://www.whocc.no/atc_ddd_index/):

3aTtBeppxeHo: MNpenapatun ans ropna.
AHTucenTtuku. Kog ATX R0O2A A20.

B3anponoHoBaHo: MpenapaTtu aAns ropna.

AHTUCenTuKN. IHWI npenapaTtu gns ropna. Kog

ATX R02AX03. TepMiH BBEAEHHSI 3MiH NPOTAroM 6
MicsLiB micnsi 3aTBEPOXKEHHS.
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
HN30X
(HauioHanbHi
naboparopist 3a
34pa.'e, OKOME iH
xpaHo), CrioseHist
395, CENTONETE® NbOAsHUKK, 3 Mr/1 KPKA, a.4., CnoBeHis BUPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH O peecTpaLiiHMX maTepianis: 6es nionsieae UA/16726/01/01
TOTAN NUMOH | wmr; no 8 nboasHwuKiB Hoso mecTo bulk", nepeuHHa Ta 3MmiHu | TUNY - AgMiHiCTpaTuBHI 3MiHW. 3MiHa kogy peuernma
TA BY3UHA y 6nictepi, no 1, no BTOPWHHA yMaKoBKa, ATX. 3MiHM BHECEHO A0 IHCTPYKLi ANS MeanyHoro
2, no 3, no 4 abo no KOHTPOrb cepii): 3acToCyBaHHSA Nikapcbkoro 3acoby 4o posginy
5 GnictepiB y KPKA, a.a., Hoso "dpapmakoTepaneBTunyHa rpyna. Kog ATX"
KapTOHHiN kopobui mecTto, CrioseHis; BiAMNOBIAHO A0 MiXHAPOAHOrO Knacudikatopa
KOHTpOrb cepil: BOOS3 (http://www.whocc.no/atc_ddd_index/):
KPKA, a.4., Hoso 3artBepokeHo: MNpenapaTu 4ns ropna.
mecTo, CrnoBeHis; AnTtucenTtuku. Kog ATX R0O2A A20.
KOHTPOMb Ta BUMYCK B3anponoHoBaHo: [MpenapaTtu Ans ropna.
cepii: KPKA, o.4., AHTUcenTukn. IHWi Nnpenapatu ans ropna. Kog
HoBo mecrTo, ATX R02AX03. TepmiH BBEAEHHS 3MiH NPOTArom 6
CnoBeHisi; KOHTPOIb MicAUiB Micna 3aTBEPAXEHHSA
cepii: HNI30X
(HauioHanbHi
nabopartopist 3a
34paB'e, OKOME iH
xpaHo), CnoseHis
396, CENTONETE® NbOASHUKK, 3 Mr/1 KPKA, a.4., CnoBeHis BUPOGHMLTBO "in CnoBeHis BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 6es nionsieae UA/16752/01/01
TOTAN NIMMOH | mr no 8 nboasHukis Hoso mecTo bulk", nepeuHHa Ta 3MiHM | Tuny - AgMiHicTpaTVBHI 3MiHW. 3MiHa koay peuenma
TA ME[ y 6nictepi, no 1, no BTOPWHHA YrakoBKa, ATX. 3MiHM BHECEHO A0 IHCTPYKLi ANS MeanyHoro
2, no 3, no 4 abo no KOHTPOSb cepii: 3acTocyBaHHs Nnikapcbkoro 3acoby Ao po3ainy
5 bnictepiB y KPKA, a.4., Hoso "®apmakoTepaneBTuyHa rpyna. Kog ATX"
Kopooui mecTto, CrnoBeHis BiAMOBIAHO A0 MibXXHApOAHOrO Kracudikatopa
KOHTpPOMb cepii: BOQO3 (http://www.whocc.no/atc_ddd_index/):
KPKA, a.4., Hoso 3arBepoxeHo: NpenapaTtv Ans ropna.
mecTo, CrioBeHisi AHTucenTuku. Kog ATX R0O2A A20.
KOHTPOMb Ta BUMYCK B3anponoHoBaHo: [MpenapaTtu Ans ropna.
cepil: AHTUCENnTUKW. IHWI NnpenapaTu Ansa ropna. Kog
KPKA, a.a., Hoso ATX R0O2AX03. TepmiH BBeAEHHSA 3MiH NPOTArom 6
mecTo, CnoseHis MicsILiB Micnsi 3aTBEPOKEHHS
KOHTPOSb cepii:
HN30X
(HaujioHanbHi
nabopartopis 3a
34paB'e, OKOIE iH
XpaHo), CroBeHist
397, CEPTO®EH TabneTkn, BKpUTI TOB YkpaiHa yopng MEOVMUMH TypeyurHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a He UA/17608/01/01
nniBKOBOKO "YOPN4 IJTAY CAH. BE 3MminHn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI peuenmom nidnsieae
obornoHkoto, no 25 MEONLUNH" TIOK. A.LL. Ta cpapmakoHarnsgy. 3miHa y KopoTkin

mr; no 10 TabneTok
y BnicTepi; no 1 abo
2 6nictepu B
KapTOHHiIN kopobui

XapakTepucTuLi nikapcbkoro 3acoby, TeKcTi
MapKyBaHHs Ta iHCTPYKUiT ANS MeAUYHOro
3aCTOCyBaHHsI Ha MiAcTaBi perynsipHo
OHOBJTHOBAHOIO 3BiTY 3 6e3neku NiKapcbkoro
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
3acoby, abo gocnigkeHb 3 6e3neku 3acTocyBaHHs
nikapcbkoro 3acoby B nicnsipeecTpaLiiiuin nepion,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 4OCHiAXEHb,
npoBeAeHnxX BigNOBIAHO A0 NnaHy negiaTpuyHmnX
pocnimpkenrs (PIP) (3miHy yarogxeHo 3
KOMMETEHTHNM YNOBHOBaXXEHUM OpraHoM) 3MiHu
BHECEHO B iHCTPYKLI0 ANsi MegnyHoro
3acToCyBaHHs Nikapcbkoro 3acoby Ao po3ainy
"3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHS
rpyoar” BignoBigHO 40 OHOBREHO! iHbopmauii
woao 6e3neku 3acToCyBaHHS Aito4oi pe4OBUHU
3rigHo 3 pekomeHaauiero PRAC.
TepmiH BBEAEHHA 3MiH - NPOTArom 6 micauis nicns
3aTBEPKEHHS
398. CUNNOEHA®ITY | kpuctanivyHui MPAT YkpaiHa Awmoni OpraHikc IHais BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: - - UA/16770/01/01
LUUTPAT NMOPOLLIOK "®ITOPAPM MpaweeT JlimiTeq 3MiHn | TMNY - AgMiHicTpaTuBHI 3MiHW. 3MiHa
(cybeTaHuis) y " HaviMeHyBaHHs1 Ta/abo agpecu 3asiBHUKA
noAaBiNHNX (BnacHuka peecTpauiiHoro NocBig4eHHs1) amMiHa
nonieTMneHoBmx agpecwu 3asiBHUKA
naketax gns
hapmaLeBTU4HOIO
3acTOCyBaHHs!
399, CUH®IIOPUKC | cycneHsia ansa makcoCwmit Benuka "makcoCmiTKnanH Benbrisa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/15363/01/01
™ BAKUMHA iH’ekuin; no 1 gosi Knanu BpuTaHis Bionogxikana C.A. 3MiHuM | Tuny - 3MiHK 3 akocTi. APl CtabinbHicTb. peuenmom
ansa (0,5 mn) cycneHsii Ekcnopt 3miHa nepiogy NoBTOPHUX BUNpobyBaHb/nepioay
NMPO®INAKTUK | ans iH'ekuiny Jlimiten 36epiraHHsi abo ymoB 36epiraHHs ADI (3a
n nonepegHL0 BiJCYTHOCTI Y 3aTBep)KeHOMY JOCbE cepTudikara
NMHEBMOKOKO | HanoBHeHOMy BiZNOBIgHOCTI €Bponenchkin hapmakonei, LWo
BOI IHOEKLIT CKIISIHOMY LUMpUL Y BKIIKO4AE NEepioa NOBTOPHOrO BUNPOBYBaHHS)

(MOMICAXAPU
OHWA
AHTWUIEH) TA
HETUMOBAHOI
FEMO®INbLHOI
IHOEKLIIT,
KOH’IOrOBAH
A!
AICOPEOBAH
A

KOMMMEKTi 3 ogHiel0
ronkoto abo 3 nBoma
ronkamu Ta 6e3
ronok; 1
nonepegHLo
HaMOBHEHWN LINPUL,
3 rosnkoto abo ABoma
rornikamu, abo 6e3
ronok y
iHauBigyanbHOMY
repmMeTu4HO
3anakoBaHOMy
nnacTuKoBOMy
KOHTelHepi; no 1
nnacTMKoOBOMY
KOHTenHepy y
KapTOHHiIl kopobuyj;
no 1 posi (0,5 mn)
cycneHsii ans

iH ekuin y

(nepiog noBTOpHOrO BUNPoByBaHHs/Nepios
36epiraHHs) - 36inbLueHHs abo BBeAeHHS nepioay
NOBTOPHOro BUNpobyBaHHs/nepiogy 36epiraHHs Ha

OCHOBI pe3ynbTaTiB AOCHiAXeHb Y peanbHOMy
yaci. BeegeHHs TepmiHy npygaTHOCTI 42 micaui
npu -80°C gns poboyoro nociBHoro matepiany

Corynebacterium diphtheria (C. diphtheriae
working seeds). BHeceHHs1 pegakuiiHnx npaBok A0
po3ainy 3.2.S.2.3. peecTpaLiiHOro Aocbe. 3MiHn |
Tuny - 3MiHn 3 sikocTi. A®l. BupobHuuTBO. 3MiHM B

npoteci BUpobHmuTea AD| (He3HauHa 3miHa y
npoteci BupobHuuTea APl). BnpoBagxeHHs

HoBoro nocisHoro matepiany (C. diphtheriae
working seed lot) cepis ADTOHWAO38 BignosigHo

00 KkBanidgikaLiiHoro npoToKony.
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

nonepegHL0
HarnoBHEHOMY
CKISIHOMY LUMPWL;
no 10 wnpwuuis 3 10
ronkamu abo 6e3
rornoK y
iHaMBIAyanbHUX
repmMeTu4HO
3anakoBaHnx
NnacTUKOBMX
KOHTEeVHepax y
KapTOHHiIN kopooLyj;
no 1 gosi (0,5 mn)
cycneHxsii ans

iH ekuin y
MOHOZ030BOMY
CKINsIHOMY hriakoHi;
no 1, 10 abo 100
dnakoHiB y
KapTOHHiIN kopobLyj;
no 2 posu (1 mn)
cycneHsii ans
iH’exUin y
MynbTUA030BOMY
dnakoHi; no 100
nakoHiB y
KapTOHHiII kopobuyi.

400.

CKNEPO-TPAH

rpaHynm no 10ry
neHani
nonimepHomy; no 1
neHany B nayui 3
KapTOHY

MpAT
"HauioHanb
Ha
[omeonaTtuy
Ha Cninka"

YkpaiHa

MpAT "HauioHanbHa
[omeonaTuyHa
Cninka"

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3miHu | Trny - 3miHn 3 AkocTi. A®l. BupobHuuTBo.
3miHa BUpOOHMKa BMXigHOrO/MPOMiXKHOIO
NpoAYyKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
BMpOGHMYOMY npoueci A®I, abo 3miHa BUpobHUuKa
(Bkntoyvatoun, Ae HeobxigHO, MicLie NpoBeAeHHs
KOHTponto sikocTi) ADI (3a BigcyTHOCTI
cepTugikaTa BignoBigHOCTIi €BponechbKii
dapmakonei y 3aTBepakeHoMy Aocke)(iHLi 3MiHK)
3miHa agpecu Micus NpoBadXXeHHs! QisnbHOCTI 3
BMPOBHMLTBA rOMeonaTUyHWX po3BeaeHb
(Plumbum metallicum 30CH), wo € nikapcbkumu
cybcTaHuisiMu (BUrOTOBMEHUMM B yMOBaX anTeku)
y BUpoGHMLTBI rpaHyn J13, y 3B’a3ky 3 nepeisgom
AnTekn «HauioHanbHa romeonaTuyHa cninka»
Ne1.
3arBepokeHo: Plumbum metallicum 30CH AnTeka
«HauioHanbHa romeonatunyHa cninka» Ne1 m.Kuis,
Byn. KpakiBcbka, 15/17 YkpaiHa.
B3anponoHosaHo: Plumbum metallicum 30CH
AnTeka «HauioHanbHa romeonatunyHa cninka» Ne1
M.KuiB, Byn. TypreHeBcbka, 76-78, rpyna npum.

6e3
peuenma

UA/4626/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1

Ne45 YkpaiHa. 3miHu | Tuny - 3miHn 3 akocTi. ADI.
BrpobHuuTBo. 3MiHa BUpoGHUKa
BMXiAHOro/MPOMI>KHOTO NMPOAYKTY/peareHTy, Lo
BUKOPUCTOBYHOTLCS Y BUPOGHMYOMY npoueci AP,
abo 3miHa BMpobHUKa (BkMoYarum, e HeobxigHo,
MicLe npoBefeHHs koHTponto sikocTi) APl (3a
BiAICYTHOCTI cepTudikaTa BianoBigHOCTI
€BponeWcbkin bapmakonei y 3aTBepaxXeHomMy
nocbe)(iHwi 3miHm) 3miHa agpecu micus
npoBagXXeHHs AisnbHOCTI 3 BUpobHMLTBA
romeonaTuyHmnx possegeHb (Ginkgo biloba 30CH),
Lo € NikapcbknMmM cybeTaHuisiMM (BUrOTOBIIEHMU
B YMOBaXx antekun) y BUpoOHUUTBI rpanyn J13, y
3B’A3Ky 3 nepeizaoM Antekn «HauioHanbHa
romeonaTtuyHa cninka» Ne1.
3artBepaxeHo: Ginkgo biloba 30CH AnTteka
«HauioHanbHa romeonatunyHa cninka» Ne1 m.Kuis,
Byn. KpakiBcbka, 15/17 YkpaiHa.
3anponoHoBaHo: Ginkgo biloba 30CH AnTeka
«HauioHanbHa romeonatunyHa cninka» Ne1 m.Kuis,
Byn. TypreHeBcbka, 76-78, rpyna npum. Ne45
YkpaiHa. 3MiHu | Tuny - 3miHu 3 sikocTi. ADI.
BrpobHuuTBo. 3MiHa BUpobHUKa
BMXiAHOro/NPOMI>XKHOTO NMPOAYKTY/peareHTy, Lo
BMKOPWCTOBYOTbCS Y BUpOBHMYOMY npoueci ADI,
abo 3miHa BMpoOHUMKa (BKOYaoun, e HeobXigHo,
MicLie NpoBeeHHs KOHTpornto sikocTi) AdI (3a
BiCYTHOCTi cepTudikaTa BignoBigHOCTi
€Bponevicbkin hapmakonei y 3aTBepaXeHoMy
pocbe)(iHwWwi 3miHn) 3miHa agpecu micus
npoBaXeHHs AisnbHOCTI 3 BUPOBHMLTBA
romeonaTuyHnx po3eseneHb (Lycopodium 30CH),
Lo € NikapcbknMK cybcTaHLisiMM (BUrOTOBINEHNMMU
B YMOBax anteku) y BUpobHuuTBi rpaHyn J13, y
3B’A3Ky 3 nepeizaomM Antekn «HauioHanbHa
romeonaTtunyHa cninka» Ne1.
3atBepaxeHo: Lycopodium 30CH Anteka
«HauioHanbHa romeonatunyHa cninka» Ne1 m.Kuis,
Byn. KpakiBcbka, 15/17 Ykpaina.
3anponoHoBaHo: Lycopodium 30CH AnTeka
«HauioHanbHa romeonatuyHa cninka» Ne1 m.Kuis,
Byn. TypreHeBcbKa, 76-78, rpyna npum. Ne45
YkpaiHa. 3miHu | Tuny - 3miHn 3 sikocTi. ADI.
Brpo6HuuTBO. 3MiHa BUpobHUKa
BMXiAHOro/MPOMIDKHOTO NMPOAYKTY/peareHTy, Lo
BUKOPUCTOBYOTLCS Y BUPOOHUYOMY npoueci ADI,
abo 3miHa BMpoOHMKa (BKMOYaoun, e HeobXxigHo,
MicLie NnpoBefeHHs KOHTponto skocTi) APl (3a
BiCYTHOCTi cepTudikaTa BignosigHOCTi
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[TponoBkeHHs AoaaTKa 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

€BponeickKii thapMakonei y 3aTBepaKeHoMy
Aocbe)(iHwWi 3miHn) 3miHa agpecu micus
npoBafXXeHHs AisnbHOCTI 3 BUpOBHULTBa
romeonatuyHux possegeHb (Aurum iodatum
30CH), wo € nikapcbknMu cybcTaHuisiMm
(BMroTOBMEHNMM B YMOBAX anTeku) y BUPOOHULTBI
rpaHyn 13, y 38’A3ky 3 nepeizgoM AnTeku
«HauioHanbHa romeonatunyHa cninka» Ne1l.
3arsepgkeHo: Aurum iodatum 30CH AnTeka
«HauioHanbHa romeonaTuyHa cninka» Ne1 m.Kuis,
Byn. Kpakiscbka, 15/17 Ykpaina.
3anponoHoBaHo: Aurum iodatum 30CH Anteka
«HauioHanbHa romeonatunyHa cninka» Ne1 m.Kuis,
Byn. TypreHeBcbka, 76-78, rpyna npum. Ne45
YkpaiHa. 3MiHu | Tuny - 3miHu 3 sikocTi. ADI.
Bupo6HMLTBO. 3MiHa BUPOGHWMKa
BVXiAHOro/MPOMIDKHOTO MPOAYKTY/peareHTy, Lo
BUKOPUCTOBYHOTLCS Y BUPOGHMYOMY npoueci A,
abo 3miHa BUpobHUMKa (BKMoYaroun, ae HeobxigHo,
MicLie NpoBeAeHHs KOHTponto aKkocTi) AdI (3a
BiACYTHOCTI cepTudikaTa BianoBigHOCTI
€BponeiickKii thapmMakonei y 3aTBepaKeHoMy
Aocbe)(iHwWi 3miHn) 3miHa agpecu micus
npoBafXXeHHs AisnbHOCTI 3 BUPOBHMLTBA
roMeonaTnyHux possegeHb (Barium carbonicum
30CH), wo € nikapcbkumm cybcTaHuismm
(BUroTOBMEHUMY B yMOBaX anTeku) Y BUPOOHMLTBI
rpaHyn 13, y 38’a3ky 3 nepeizgom AnTteku
«HauioHanbHa romeonatunyHa cninka» Ne1t.
3aTBepaxeHo: Barium carbonicum 30CH Anteka
«HauioHanbHa romeonatunyHa cninka» Ne1 m.Kuis,
Byn. KpakiBcbka, 15/17 YkpaiHa. 3anponoHoBaHo:
Barium carbonicum 30CH Anteka «HauioHanbHa
romeonatuyHa cninka» Ne1 m.Kuis, Byn.
TypreHeBcbka, 76-78, rpyna npum. Ne45 Ykpaina

401.

CONEAYM®
ansa AITen

racTpope3vCTeHTHi
Kancynu m’ski, no
100 wmr;

no 20 kancyny
GnicTepi; no 1
6nictepy B
KapTOHHiIl kopobuyj;
no 25 kancyny
onictepi; no 2 abo 4
Gnictepu B
KapTOHHiIl kopobuyi.

Kaccenna-
men M'voX &
Ko. KI

HimeuvuuH
a

HaHeCeHHs
NMOKPUTTS, BTOPUHHE
nakyBaHHs,
KOHTPOIb SKOCTI,
BUMYCK cepii:
Knoctepdpay
Bepnin M'm6X,
HimeuuuHa;
nepBuHHe
nakyBaHHs:
AptecaH ®apma
'mbX & Ko. KI™,
HimevuunHa;
BTOpWHHE

Himeuumnna/
PyMyHis

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3MiHu | Tuny - 3MiHn 3 sikocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponelicbkiit hapmakonei/MmoHorpadii. MoaaHHs
HoBoro abo oHoBrneHoro cepTudikarta
BignoBigHOCTI abo BUNy4YeHHs cepTudgikata
BignoBigHocCTi EBponeichkii hapmakonei: aons
A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOOHMUTBI ADl; ans
[OOMNOMiXHOT peqyoBUHU (cepTudikaT BignosiaHoCTi
€Bponevicbkin dapmakonei) - HoBui ceptudikat
Bifl BXXe 3aTBepAKeHOro BUpobHuka. MoaaHHsA
HOBOrO cepTudikaTa BiAnoBiAHOCTI €EBponechKil

6e3
peuenma

UA/15105/01/02
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[TponoBkeHHs AoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
nakyBaHHsi: AptTecaH capmakonei Ne RO-CEP 2020-034-Rev-01 ans
dapma 'MBX & Ko. aitovoi pevosuHu Cineole dried Big Bxe
KI, HimeuumnHa; 3aTBepakeHoro BMpobHuka Frey & Lau GmbH,
BTOPUHHE Germany ( 3amiHa ASMF).
nakyBaHHs:
AptecaH ®apma
'mbX & Ko. KT,
HimeuuunHa;
BUPOBHMLUTBO
kancyn (6e3
nokputTs) in bulk:
KataneHT
HimeuyunHa E6epbax
'm6X, HimeuunHa;
BUPOBHMLUTBO
kancyn (6e3
nokputTs) in bulk:
Csicckanc PymyHis
CPJ1, PymyHis
402.| CONEQYM® racTpope3nCTEHTHI Kaccenna- HimeyumnH HaHeCeHHs Himeuuunna/ BHECEHHS1 3MiH O peeCTpaLiiHMX maTepianis: 6e3 - UA/15105/01/01
POPTE Kancynu m'ski, no meg M'mbX & a NOKPUTTSH, BTOPUHHE PymyHis 3MiHu | Tuny - 3miHn 3 sikocTi. CepTudpikat peuyenma
200 wr, no 20 Ko. KI nakyBaHH4, BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
kancyn y 6nicrepi; KOHTPOIb SKOCTI, €sponelicbkin hapmakonei/moHorpadii. MogaHHs
no 1 Gnictepy B BUMYCK cepil: HoBOro abo oOHoBMNEHOro cepTudikaTa
KapTOHHiIl kopobuy; KnocTtepdpay BignoBigHocCTi abo BUny4eHHs cepTudikata
no 25 kancyn y Bepnin M'mbX, BiANoBIAHOCTI €Bponenceki hapmakonei: ans
6nicTepi; no 2 abo 4 HimeuuuHa; A®I; ansa BuxigHoro
Gnictepu B nepBuHHe maTepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo

KapTOHHiIN kopobui

nakyBaHHs: ApTecaH
dapma 'MBX & Ko.
Kl , HimeuuunHa;
BTOPUHHE
nakyBaHHs: ApTecaH
dapma 'MBX & Ko.
K, HimeyuunHa;
BTOPUHHE
nakyBaHHs: ApTecaH
dapma 'MBX & Ko.
KI', HimeuuunHa;
BMPOGHMLUTBO
kancyn (6e3
nokputTs) in bulk:
KataneHt
HimeyunHa E6epbax
'M6X, HimeuunHa;
BMPOGHMLUTBO
kancyn (6e3
nokputTs) in bulk:
Caicckanc PymyHisi

BUKOPUCTOBYHOTBCS Y BUPOOHMLTBI ADI; Ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTI
€Bponevicbkint dapmakonei) - HoBuii ceptudikat

BiJ, BXXe 3aTBepAXeHOro BUpobHuka. NogaHHst
HOBOro cepTudikaTa BiAnoBiAHOCTI EBpONeChKil
capmakonei Ne RO-CEP 2020-034-Rev-01 ans
nitovoi pevoBuHu Cineole dried Big Bxe
3aTBepKkeHoro BupobHuka Frey & Lau GmbH,
Germany (3amiHa ASMF).
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[TponoBkeHHs AoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
CPJ1, PymyHis
403.| CONyBITH nioginizat Ans DdpeseHiyc HimeuumnH MapKyBaHHs, Lseuis/Kut BHECEHHS 3MiH [0 peecTpauiiHX maTepianis: 3a He UA/17609/01/01
PO34mMHYy Ans Kabi a nakyBaHH4, an 3MiHu | Tuny - AgMmiHicTpaTuBHI 3MiHK. 3MiHa peuenmom nidnsicae
iHdpy3in; no 1 Honunang KOHTPOIb SKOCTI, HalMeHyBaHHs Ta/abo agpecu micus
nakoHy 3 mM6X BMNYCK cepii: NpoBapKeHHs AisnbHOCTi BUpobHuMKa/iMnopTepa
niocpinizatom, no 10 PdpeseHiyc Kabi Ab, roTOBOrO JlikapCbKoro 3acoby, BKo4aro4m
nakoHiB y Lseuis AinbHUL BUNYycKy cepii abo micue npoBeaeHHst
KapTOHHiIN Kopobui BMPOBOHMLTBO, KOHTPOMIO SIKOCTI. (AIANbHICTb, 3a Ky Bignosigae
MapKyBaHHS, BUPOGHWMK/IMNOPTEP, BKIOYAKUN BUMYCK CEPIl) -
nakyBaHHS: BHeceHHs1 3amiH B agpecy BMpoOHuka M3
®peseHiyc Kabi ®peseHiyc Kabi Ab, LLBeuis, 6e3 3miHM micus
CccCriy, Kutan BMpobGHMUTBA. BBEAEHHS 3MiH NpOTSArom 6-Tn
MicsUiB Nicnsa 3aTBEPAXEHHSA
404 COMATUH nioginizat Ansa TOB "®3 YkpaiHa TOB "®3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/17216/01/02
PO34MHy ans "BIO®APMA "BIOGAPMA" 3MiHn | TMny - 3MiHK 3 sKocTi. FOTOBMI Nikapcbkuii peuenmom

iH eKkuin no 2,6 mr (8
MO) 1 cnakoH 3
nioginizatom y
KOMMIEKTi 3
PO3YNHHUKOM
(po3unH
meTakpe3sony 0,3 %)
no 2,0 mn B amnyni y
6nicTepi B nauui

3aci6. Cuctema KoHTelHep/3aKynopioBanbHUi
3acib. 3miHa y meTogax BUNpobyBaHHsS NEPBUHHOT
yNaKkoBKM rOTOBOrO MikapCbKoro 3acoby (He3HauHi
3MiHW y 3aTBEpPOXEHNX MeToAax BUNpobyBaHb)
BHeceHHs 3miH go p.3.2.P.7 Cuctema
KOHTelHep/3akynoptoBanbHuii 3acio y
cneuudikauito BxigHoro koHTponto Cn. 5.14-01-
319 «[Mpobku rymoBi Ans nioginbHOI CyLLKn», a
came - ogaHo iHpopmalito wono metoay
KOHTPOMto «LIMHK, LLIO ekcTparyeTbesn:
[eTanisoBaHO NPUroTyBaHHSA €TaroOHHUX PO34YMHIB,
HaBefEeHO po3paxyHkoBy dopmyny. 3miu | Tuny -
3MiHM 3 skocTi. FoTOBMIA Nikapcbkuii 3aci6.
CucTema KoHTenHep/3akynoproBanbHuUiA 3acio.
3miHa y MeToaax BUNpoGyBaHHS NEPBUHHOI
yMakoBKM rOTOBOrO NiKapCbKoro 3acoby (He3HauHi
3MiHW Y 3aTBEpPOXEHNX MeToAax BUNpobyBaHb)
BHeceHHs 3MmiH go p.3.2.P.7 Cuctema
KOHTeWHep/3aKynoptoBarnbHuUiA 3aci6 y
cneuudikauito BxigHoro koHTponto Cn. 5.14-01-
319 «[Mpobku rymoBi Ans nioginbHOI cyLuKkn», a
came - BUNpaBIEHHs TEXHIYHOT NOMUIIKN B MeTOZj
KOHTpOnto «[po30piCTb PO3unHy». 3aTBEpmKEHO
4.TMpo3opicTb po3unHy. Po3ynH S 3a cTyneHem
onanecueHuii He mae nepesuLlyBaTV eTanoH Il.
BunpobyBaHHs npoBoasiTh 3rigHo Y,
2.2.1.BUKOHaHHS KOHTpOrto. 40-MM LIap po3vmHy
S nopiBHioOTbL 3 40-MM Wapom Boau P,
BVKOPVCTOBYOYM OfHAKOBi Npobipku 3
6e36apBHOro NPO30pOro HeMTpanbHOro ckna 3
NNOCKUM OHOM, SIKi MatoTb BHYTPILLHIN AiameTp Big
15 mm go 25 mm. MopiBHAHHSA NPO30pOCTi
NPOBOASATL Y PO3CISAHOMY AEHHOMY CBITHi,
nepernsigaloym 3pasku B3goBX BEpTUKaNbHOI OCi
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

npobipok Ha GinoMy oHi. 3anponoHoBaHO
4.TposopicTb po3unHy. Po3unH S 3a ctyneHem
onanecLeHLii He mae nepeBuLLyBaTH eTarnoH Il.
BunpobyBaHHsa npoBogsATh 3rigHo APY, 2.2.1.
BukoHaHHs1 KoHTporto. 40 MM Lwap po3udnHy S
nopiBHIOTL 3 40 MM LapoM eTaroHy |l,
BMKOPVCTOBYOYM OfHAKOBI NPobipku 3
6e36apBHOr0 NPO30POro HEMTPArbHOMO cKna 3
NIOCKUM QHOM, SKi MaloTb BHYTPILLHIN AiamMeTp Big
15 MM o 25 mm. MNMopiBHAHHSA NPO30POCTi
npoBOAATb Yy PO3CIAHOMY AE€HHOMY CBITH,
nepernsgatyum 3paskv B3[0BX BepTUKaNbHOI OCi
npoBGipoK Ha YOPHOMY DOHI.

405.

COMATUH

niocpinizat ans
pO34uHy ans

iH ekuin no 1,3 mr (4
MO) 1 cnakoH 3
nioginizatom y
KOMMNAEKTi 3
PO3YMHHUKOM
(po3unH
meTakpe3sony 0,3 %)
no 1,0 mn B amnyni y
6nicTepi B nauui

TOB "®3
"BIO®APMA

YkpaiHa

TOB "®3
"BIO®APMA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHn | TMny - 3MiHK 3 sKocTi. FOTOBUI Nikapcbkuii
3aci6. Cnctema KoHTeHep/3aKynoproBanbHUI
3acib. 3miHa y meTogax BUNpobyBaHHS NEPBUHHOT
yNaKoBKM rOTOBOrO MikapCbKoro 3acoby (He3HauHi
3MiHW Y 3aTBEPAKEHNX MeTofax BUNpobyBaHb)
BHeceHHs 3miH go p.3.2.P.7 Cuctema
KOHTelHep/3aKynoptoBanbHuii 3acio y
crneundgikauito BxigHoro koHTponto Cn. 5.14-01-
319 «[Npobku rymoBi Ans niodinbHOI CyLLKn», a
came - ogaHo iHpopmaito wono metoay
KOHTpOMto «LMHK, o ekcTparyeTbea»:
[eTanizoBaHO NPUroTyBaHHSA €TaroOHHUX PO34YMHIB,
HaBefEeHO po3paxyHkoBy dopmyny. 3miu | Tuny -
3MiHu 3 skocTi. FoToBUIA Nikapcbkuii 3aci6.
CucTema KoHTenHep/3akynoproBanbHuiA 3acio.
3miHa y MeToaax BUNpoGyBaHHS NEPBUHHOI
yNaKoBKM rOTOBOrO MikapCbKoro 3acoby (He3HauHi
3MiHW y 3aTBEpPOXEHNX MeToAax BUNpobyBaHb)
BHeceHHs 3MmiH go p.3.2.P.7 Cuctema
KOHTeWHep/3aKynoptoBanbHuUi 3acio y
cneundikauito BxigHoro koHTponto Cn. 5.14-01-
319 «[Mpobku rymoBi Ans nioginbHOI cyLLKn», a
came - BUNpaBIEHHs TEXHIYHOT NOMUIIKK B MeTOZj
KOHTponto «[po30piCTb PO3unHy». 3aTBEpmKEHO
4.TMpo3opicTb po3unHy. Po3ynH S 3a cTyneHem
onanecueHuii He Mae nepesuLyBaTH eTanoH Il.
BunpobysaHHsi npoBoaATh 3rigHo AdY,
2.2.1.BUKOHaHHS KOHTpOrto. 40-MM LIap po3vmHy
S nopiBHtoOTb 3 40-MM Wapom Boau P,
BVKOPVCTOBYOYM OfHAKOBi Npobipku 3
6e36apBHOro NPO30pOro HeMTpanbHOro ckna 3
NNOCKUM OHOM, SIKi MatoTb BHYTPILLHIW AiameTp Big
15 MM o 25 mM. MNopiBHAHHS Mpo3opocTi
NPOBOASATL Y PO3CIAHOMY A€HHOMY CBITHi,
nepernsigaloym 3pasku B3gOBX BEPTUKANbHOI OCi

3a
peuerimom

UA/17216/01/01




245 [TponoBkeHHs AoaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
npobipok Ha GinoMy oHi. 3anponoHoBaHO
4.TposopicTb po3unHy. Po3unH S 3a ctyneHem
onanecLeHLii He mae nepeBuLLyBaTH eTarnoH Il.
BunpobyBaHHsa npoBoasaTh 3rigHo AdY, 2.2.1.
BukoHaHHs1 KoHTpornto. 40 MM Lwap po3unHy S
nopiBHIOTL 3 40 MM LapoM eTaroHy |l,
BMKOPVCTOBYOYM OfHAKOBI NPobipku 3
6e36apBHOr0 NPO30POro HEMTPArbHOMO cKna 3
NIOCKUM QHOM, SKi MaloTb BHYTPILLHIN AiamMeTp Big
15 MM o 25 mm. MNMopiBHAHHSA NPO30POCTi
npoBOAATb Y PO3CIAHOMY AE€HHOMY CBITHI,
nepernsgatyum 3paskv B3[0BX BepTUKaNbHOI OCi
npoBGipoK Ha YOPHOMY DOHI.
406., CTAMAPUN MOPOLLIOK Ta CaHodi PpaHuis MOBHU LMKN PpaHuis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/16354/01/01
BAKUUHA ONA | po34mHHUK ons Mactep BUPOGHMLTBA, YropwmHa 3MiHuM | TUNYy - 3MiHK 3 aKkocTi. FoToBUI NikapCbkKin peuenmom
NMPO®IIAKTUK | cycneHsii gns 3anoBHEHHSA, 3aci6. KoHTposb JOMOMDKHUX pevyoBUH. 3MiHa
M XOBTOI iH’EKUIN, He MeHLe niodinizauis, napameTpie cneuudikauin Ta/abo gonycTummx
JIMXOMAHKHU Hi>x 1000 MO/po3a; nepBuHHE Ta MeX ANt JOMOMKHOI pe4OBUHM (iHLWi 3MiHWK) -
()KUBA no 1 posiy pnakoHi BTOPUHHE BBegeHHs ooaTkoBUX KpUTEPIiB NPUAHATHOCTI, a
ATEHYNOBAH Ta PO3YMHHKK nakyBaHHs, came 3aranbHoro aepobHoro MikpoOHoro ymcna
A) (HaTpito xnopwa, KOHTPOSb SIKOCTI, (TAMC) i TecTy Ha BMICT GakTepianbHUx
BOAa Ans iH eKwuin) BUMYCK Cepil; €HAOTOKCUHIB, A0 crneuundikauin 4ONOMIKHUX
no 0,5mny MOBHUW LMKN PEYOBVH (A€ 3aCTOCOBHO), AKi BUKOPUCTOBYHOTLCS
nonepegHLo BUPOGHMLTBA, Yy BUPOBGHMLTBI FOTOBOrO NiKapCbKoro 3acoby,
3anoBHEHOMY nepBrHHe Ta BignosigHo go Ph. Eur. MoHorpadgis 2034
wnpuuy 3 BTOPUHHE «CybcTaHuii ans dapmaueBTUYHOro
NpUKPINneHo nakyBaHHs, 3acToCyBaHHsI». TepMiH BBEAEHHSI 3MiH - XXOBTEHb
ronkoto; no 1 KOHTPOrb SIKOCTi Ta 2023
nakoHy 3 BUMYCK Cepii
nopotukom Ta 1 PO3YMHHMKA:
nonepegHL0 CaHodi MacTep,
3anoBHeHOMY ®paHUis; nepBuHHe
Lwnpuudy 3 Ta BTOPUHHE

NpVIKpinneHoto nakyBaHHs,
FOMKOK B KAPTOHHIN KOHTPOIb SIKOCTI,
kopo6ui; no 1 BUMYCK cepii;
donakoHy 3 BTOPVHHE
nopotukom Ta 1 nakyBaHHS, BUMYyCK
nonepegHLo cepii po34MHHYKKA:
3anoBHEHOMY CaHodi MacTep,
wnpuuy 3 PpaHuist; BTOPUHHE
NpVIKpinneHoto nakyBaHHs, BUMYCK
ronKkow B cepii: CaHodi-
cTaHAapTHO- AseHTic NpawsiT Ko.
€KCMOopTHIN Jta., NMnatdopma
ynakoBLi, sika noricTuku Ta
MiCTUTBCS Y AncTpubyuii y m.
KapTOHHiIl kopobui 3 Bypanewr,
iHCTpyKLUieto ans YropwumHa
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Meau4Horo

3acTocyBaHHs; no 1
[03i y donakoHi Ta
PO3YUHHKK (HaTpito
xnopug, Boaa ans
iH'ekuin) no 0,5 mny
nonepegHL0
3aMnoBHEHOMY
LINpULY 3 OQHIEr0
abo geoma
OKPEMUMU ronKamu;
no 1 conakoHy 3
nopoLukom Ta 1
nonepeaHLO
3anoBHeEHOMY
wnpuyy 3 1 abo 2
OKpPeMVMU rofikamu
y BnicTepi B
KapTOHHiIN kopooLyj;
no 1 gosi y dprakoHi
Ta PO3YNHHUK
(HaTpito xnopwa,
BOAa ANs iH eKuin)
no0,5mny
nonepegHLo
3anoBHEHOMY
LNpuLy 3 ogHieto
abo gBoma
OKPEMUMU rofKamu;
no 1 pnakoHy 3
nopotukom Ta 1
nonepeaHLo
3anoBHeEHOMY
wnpuuy 3 1 abo 2
OKpeM1MU rofikamu
y 6niictepi B
cTaHgapTHO-
€KCMOPTHIN
ynakoBLi, sika
MiCTUTbCS Y
KapTOHHiIn kopobui 3
iHCTpyKLUieto ans
MeANYHOro
3aCTOCYBaHHS.
MapkyBaHHSA
YKpaiHCbKOI MOBOIO;
no 1 gosi y dprakoHi
Ta PO3YMHHUK
(HaTpito xnopua,
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BOAa Ans iH eKwuin)
no0,5mny
nonepegHL0
3anoBHeHOMY
wnpuuy 3
NPUKPINIeHo
rornkoto; no 1
hnakoHy 3
nopoLukom Ta 1
nonepegHL0
3anoBHEHOMY
wnpuudy 3
NPUKPINIEHO
FONKOI0 B KAPTOHHIN
Kopobui 3i cTMkepom
YKpaiHCbKOK MOBOIO;
no 1 gosi y dprakoHi
Ta PO34YNHHUK
(HaTpito xnopwa,
BOAa ANs iH eKuin)
no0,5mny
nonepegHLo
3aMnoBHEHOMY
LINpULY 3 OQHIED
abo geoma
OKpPEMUMM rofnikamu;
no 1 cpnakoHy 3
nopotukom Ta 1
nonepeaHLO
3anoBHEHOMY
wnpuuy 3 1 abo 2
OKpeMUMM ronikamm
y Gnictepi B
KapTOHHiIl kopobui 3i
CTUKEPOM
YKPaiHCbKOK MOBOHO

407.

CTEPO®YHOU
HISO

PO34MH ANs iHdy3in
no 250 mn, 500 mn,
1000 mny
nonieTuneHoBomy
KOHTewHepi; no 10
KOHTeNHepiB y
KapTOHHiIl kopobuyj;
no 250 mn, 500 mn,
1000 mny
nnacTKoBoMy
MiLLKy; no 10 miLLKiB
Y KapTOHHIlA kopobui

B. BpayH
Menb3yHreH
Al

HimeuvuuH
a

B. BpayH Megikan
CA, IcnaHisi; B.
BpayH Megwukan CA,
LLisenuapisi;
Bupo6HuLTBO,
nepBuHHa Ta
BTOPVHHA YNaKoBKa,
Bunyck cepii: b.
BpayH Menb3yHreH
Al', HimewunHa;
KoHTponb cepii: B.
BpayH Menb3yHreH
Al, HimevunHa

Icnanis/
LLiseviuapis/
Himeyumna

BHECEHHS1 3MiH [0 peecTpauinHuX maTtepianis:
TexHiyHa nomurnika (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460), BunpaBneHo TexHiuHy

NOMUIKY B TEKCTi MapKyBaHHSi BTOPUHHOT
yMakoBKM (KapTOHHa Kopobka) Anst po3yvHy Ans
iHdpysin 500 mn y koHTerHepax Ne 10. 3asHayeHe
BUNpPaBIeHHS Bignosigae apxiBHNUM MaTepianam
peecTpaLinHOro 4OChE.

3a
peuenmom

UA/9618/01/01
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408.| CTONTYCWUH- Kpanni opanbHi, TOB «TeBa YkpaiHa TeBa Yex IHaacTpi3 Yecbka BHECEHHS1 3MiH O peecTpaLiHMX maTepianis: bes - UA/2447/01/01
TEBA po3uunH no 10 mn Ykpaina» c.p.o. Pecny6nika 3minn [l Tuny - 3milm 3 axkocTi. A®I. (iHLWi 3MiHW) peuernma
abo 25 mny nofaHHs OHOBIEHOI Bepcii MacTep-ganny Ha AdI
hnakoHi 3 KPULLIKOHO- ByTamipaty untpat ASMF, Version 2022-04-11
KpanensHuueto; no 1 Bifl BXXe 3aTBepakeHoro BupobHuka A®l Farmak,
hnakoHy B kopobui a. s. (Czech Republic)
409.| CTONTYCUH- cupon no 100 mny TOB «TeBa Ykpaina Tea Yex IHgacTpi3 Yecbka BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes - UA/10779/01/01
TEBA nakoHi; no 1 YkpaiHa» c.p.o. Pecny6nika 3minn [l Tuny - 3miHm 3 axkocTi. A®I. (iHLWi 3MiHW) - peuernma
hnakoHy pasom 3 noAaHHs OHOBIEHOI Bepcii MacTep-ganny Ha AdI
MipHOIO NiNeTKoK y ByTamipaty uutpat ASMF, Version 2022-04-11
kopobuLi Bif BXe 3aTBepaxeHoro BupobHuka A®l Farmak,
a. s. (Czech Republic)
410, CTONTYCWUH- Kpanni opanbHi, TOB "TeBa YkpaiHa TeBa Yex IHgacTpi3 Yecbka BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes - UA/2447/01/01
TEBA po3uuH no 10 mn Ykpaina" c.p.o. Pecnybnika | 3miHu | Tuny - 3miHmn 3 AkocTi. FoTOBUIA NiKapCbKui peuenma
abo 25 mny 3aci6. KoHTposb JOMNOMDKHUX peYOBUH (iHLUI 3MiHW)
PnakoHi 3 KPULLIKOKO- OHOBMEHHSA cneundikauii Ha AOMOMiIXHY PEYOBUHY
KpanensHuueto; no 1 «ApomMaTnsaTop anbniiCbKMX KBITIiB», LLIO BXOAUTb
hnakoHy B kopobui no cknagy M3 CronTtycuH-Tesa, Kpansni opanbHi,
PO34MH
411| CTPE3AM® kancynu no 50 wmr; BIOKOAEKC PpaHuis BIOKOAEKC ®paHuis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/2787/01/01
no 12 kancyny 3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI peuenmom
6nictepi, no 5 Ta cbapmakoHarnagy (iHwi 3miHn) OHOBREHHS
6nictepis y navuj; TEKCTYy MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI
no 20 kancyny yNaKoBOK Nikapcbkoro 3acoby. TepMiH BBeAEHHS
6nictepi, no 3 3MiH MPOTAroM 6 MiCALIB MiCNS 3aTBEPAXEHHSA
Gnictepu y nayui
412 CTPYKTYM® Kancynu TBepgi no M'ep ®abp PpaHuis M'ep ®abp ®paHuis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 6es nidnsizae UA/7504/01/01
500 wmr; no 12 MegukameH MegukameHT 3MiHu | Tuny - 3miHn wopo 6esnekn/ePeKTUBHOCTI peuenma
kancyn y 6nicrepi; T MpogakwH Ta cbapmakoHarnsgy (iHwi 3miHu) - 3MiHN BHECEHO

no 5 Gnictepis y
KapTOHHII ynakoBLi;
no 20 kancyny
6nictepi; no 3
Gnictepny
KapTOHHIN ynakoBLji

B IHCTPYKLUIil0 4Nst MEAUYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain «Micue3HaxomKeHHs
BMPOGHMKa Ta agpeca Micus NpoBagXXeHHSs Aoro
LisiNbHOCTI» 3 BiANOBIAHUMW 3MiHAMW Y TEKCTI
MapKyBaHHS YNMakoBKW IikapCbKoro 3acoby
(BuOaneHHs iHhopmalii Wwoao rpuanyHoi agpecu
BMPOGHMKa). TepMiH BBEAEHHS 3MiH - MPOTSroM 6
MicsiLiB nicnsi 3aTBepAKeHHS; 3MiHu | Tuny - 3miHn
wono 6esnekun/edhekTUBHOCTI Ta
dapmakoHarnsgy. BeenerHs abo 3amiHn go
y3aranbHEeHUX AaHUX Npo CUcTemy
tbapmakoHarnsgy (BBe4eHHs y3ararnbHEHUX AaHUX
npo cuctemy papmakoHarnsgy, amiHa
YMOBHOBaXeHOi 0cobw, BifnosiganesHoi 3a
3AiiCHEeHHN hbapmakoHarnsgy; KOHTakTHoOT ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
BifJ ynoBHOBaXeHOi ocobw, BignoBiaanbHOI 3a
30iACHEHHs1 hapmakoHarnsay (Bkrovaym
KOHTaKTHi faHi) Ta/abo 3MiHW y pO3MiLLiEHHi
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MacTep-canna cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHMX AaHUX YNOBHOBaXEHOT 0cobu
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsg.

3MiHa Micue3HaxomkeHHs MacTep-canna

cuctemun chapmakoHarnsagy. 3miHa micus

30iNCHEeHHSI OCHOBHOI AisiNbHOCTI 3
capmakoHarnsgy; 3MiHu | Tuny - AgMmiHicTpaTUBHI
3MiHW. 3miHa HalMeHyBaHHs Ta/abo agpecu
3asiBHUKA (BnacHuWKa peecTpauinHoro
noceigyeHHs) - 3MiHa agpecu 3asiBHMKA (BracHuKa
peecTpauinHOro NocBigYeHHs)

413.

CYNb®ATIA30
J1 HATPIIO
FEKCATIOPAT

MOPOLLIOK
(cybeTaHuin) y
MiLLKax
nonieTMneHoBmx
ans
hapmaLeBTU4HOro
3aCTOCyBaHHSs!

ToBapucteo
3
obmexeHo
Bignosiganb
HiCTIO
"GAPMXIM"

YkpaiHa

ToBapucTBo 3
oBMmexeHo
BiAnoBiganbHICTO
"GAPMXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3MiHn | TMny - 3MiHn 3 sKkocTi. A®Il. CTabinbHICTb.
3miHa nepiogy NoBTOPHUX BUNpobyBaHb/nepioay

36epiraHHsi abo ymoB 36epiraHHs ADI (3a
BiACYTHOCTI y 3aTBep)KEHOMY OOCbE cepTudikaTa
BiZNOBIQHOCTI €Bponenchbkin hapmakonei, LWo
BKIOMAE Nepiof NOBTOPHOro BUNPo6yBaHHS)
(nepio NOBTOPHOrO BUNPOGYBaHHs/Nepion
36epiraHHs) - 36inbLueHHs abo BBeAeHHS nepioay
NoBTOPHOro BMNpobyBaHHs/nepioay 36epiraHHs Ha
OCHOBI pe3ynbTaTiB OChiAKEHb Y pearnlbHOMY Yaci
- 36iNbLUEHHS TEPMiHY NPUAATHOCTI (TEPMiHY
NEepPEKOHTPONI0) (3aTBEPAXKEHO: TEPMIH
NepeKkoHTPONto 24 Micsui; 3anponoHOBaHO: TEPMIH
nepekoHTposnto 36 micsauis). BeegeHHs 3miH
nNpoTArom 6-Tn MicsAUIB NicNs 3aTBepAKEHHS

UA/18767/01/01

414.

CYMAME[Q®

NMOPOLLOK AN
oparnbHOi CycneHsii
3i CMakoMm nonyHuLj,
100 mr/5 mn, 1
hbNakoH 3 MOPOLLKOM
Ans opanbHol
cycneHsii no 20 mn
(400 mr) pasom i3
OOHOCTOPOHHBLOO
MipHOIO NTOXKEYKOH
Ta WNpuLoM Ansi
[03yBaHHS B
kopoobui

TOB «TeBa
YkpaiHa»

YkpaiHa

MNIBA Xpsatcka
A.0.0.

Xopsaris

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3MiHn | Tuny - 3MiHK 3 skocTi. MeguyHi npuctpoi
(iHLWi 3MiHW) — 3MiHa PO3MipiB MipHOI NoXe4ku aAns
nikapcbkoro 3acoby Cymamea®, nopoLlok Ans
oparnbHoi cycneHsii, 3i cmakom nonyHuui 100 mr/5
MI1, @ caMme 3MiHa KpecneHHs NOXeYoK NaHau Ta
*abw Ha OHOBIEHI SiKi BigoOpaxxaloTb CNpaBXHi
PO3Mipy MipHOI NoXKeYkun. 3aTBepaKEHi KpeCneHHs
6ynn KOHUEeNTyanbHUMU PiLleHHSIMU, SKi
BKa3yBanu Ha ouikysaHumn poamip. lig vyac
BMPOBHMLTBA NTOXXEYOK Ta Yepes AONyCK NnacTuKy
0o ycagku Bupo6Huk Tehnopro d.o.o0. oHoBMB
KpecneHHsl NOXe4oK NaHam Ta xabu wob
Bifo6pa3nTu cnpaexXHi po3mipy. 3anpornoHoBaHi
3MiHW CTOCYIOTBCSI JOBXWHMW NOXEYKN (AOBXMHA
3MiHtoeTbCs 3 85,2 - 85,6 mm o 84,9 - 85,5 mm) Ta
OOBXMHM [03Y040T YaCTUHUN NOXEYKN ([OBXMHA
3MiHtoeTbCs 3 41,9 MM 1o 41,7 mm). Lli 3miHu
BNMBAIOTb NULLIE HA KPECMNEHHS NOXEYKN Ta He
BMNNBaOTb Ha DYHKLiOHanNbHICTb, dopmy, Y-
cnekTp Ta 06’em noxeykn. Cami noxeukw,
BUMPOOHWK, BUXifHa CUpOBUHA, BUMOIY 40 SIKOCTi Ta

3a
peuenmom

UA/15660/01/01
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CE€ cepTudikaT 3anuwatoTbest 6e3 3miH. [HLwi
napameTpu (KpiMm JOBXUHWN) TaKOX HE 3MiHIOIOTLCS.
Cneuumdikaii ans noxeyok nanga Ta xaba
3anuwaTbes 6e3 3MiH.
415 CYMAMEO® MOPOLLOK ANs TOB «TeBa Ykpaina MNIBA Xpsatcka XopsarTis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/4612/01/01
oparbHOI cycneHasii, YkpaiHa» 4.0.0. 3MiHuM | TUNy - 3MiHK 3 akocTi. MeguyHi NnpucTpoi peuenmom
100 mr/5 mn, 1 (iHLWi 3MiHW) — 3MiHa PO3MIpIB MiPHOI NTOXeYKkn Ans
hnakoH 3 MOPOLLKOM nikapcbkoro 3acoby Cymamea®, nopoLUok Ans
ONs opanbHoi oparnbHoi cycneHsii, 3i cmakom nonyHuui 100 mr/5
cycneHsii no 20 mn MJ1, @ caMe 3MiHa KPeCneHHs NIOXXeYoK NaHamM Ta
(400 mr) pasom i3 »abu Ha OHOBIEHiI Sk BigobpakatoTb CpaBXHi
OBOCTOPOHHBOK PO3Mipy MipHOI NoXkeuykun. 3aTBepaKeHi KpecneHHs
MipHOIO FTOXKEYKOH 6ynu KoHUeNnTyanbHUMK PiLUEHHAMM, SiKi
Ta Wwnpuuom ans BKa3yBanu Ha ouikyBaHuin po3mip. lig vyac
[03yBaHHS B BMPOGHMLTBA NOXXEYOK Ta Yepes JONyCK NnacTuKy
Kopobui 00 ycagku BUpo6HuK Tehnopro d.0.0. oHOBMB
KPECrneHHs NMOXeY4oK naHam Ta xabu o6
BigobpasnTu cnpaexHi po3mipu. 3anpornoHoBaHi
3MiHWN CTOCYHOTbCSI OBXMHM NOXEYKU (OOBXUHA
3MiH€eTbCs 3 85,2 - 85,6 mm 1o 84,9 - 85,5 mm) Ta
[OOBXMWHMW [03YH040T YaCTUHWN NOXEYKU (LOBXMUHA
3MiHeTbCs 3 41,9 MM o 41,7 mm). Lli 3miHK
BMAVBAIOTb NMLLE Ha KPECMEHHS JIOXKEYKMN Ta HE
BNANBAOTb Ha PyHKLiOHanNbHICTb, hopmy, 14-
cnekTp Ta 06’eM noxeykn. Cami Noxeuyku,
BUPOBHMK, BUXiOHA CUPOBMHA, BUMOIUN OO SKOCTi Ta
CE cepTtudikat 3anuwatotbes 6e3 3MiH. [HLwi
napameTpu (KpiMm JOBXUHU) TaKOX HE 3MiHIOIOTBLCS.
Cneuudpikaii ans noxeyok nanaa Ta xaba
3anuwaTbes 6e3 3MiH.
416 CYMAMEO® MOPOLLOK ANA TOB «TeBa YkpaiHa MNIBA Xpsatcka XopsarTis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/15661/01/01
®OPTE oparnbHOi CycneHsii YkpaiHa» A.o.0. 3MiHn | Tuny - 3MiHn 3 skocTi. MeguyHi npuctpoi peuernmom

3i cMakom GaHaHa,
200 mr/5 mn; 1
hnakoH 3 MOPOLLKOM
ANns opanbHol
cycneHxsii no 15 mn
(600 mr) pasom i3
OOHOCTOPOHHBLOO
MipHOIO NTOXKEYKOH
Ta WnpuLoM ans
[03yBaHHS Yy
kopoobui

(iHLWi 3MiHK) - 3MiHa PO3MipiB MipHOI NOXeYKM Ans
nikapcbkoro 3acoby CYMAME® ®OPTE,
NMOPOLLIOK A1 OparnbHOi CyCcneHsii 3i cMakom
6aHaHa, 200 mMr/5 Mn; NOPOLLOK Anst OpanbHoi
cycneHsii 3i cmakom manunu, 200 mr/5 mn Ta
NMOPOLLIOK A1 OparnbHOi CycneHsii 3i cMakom
nonyHuui, 200 mr/5 mn, a came 3miHa KPECNEeHHs!
NOXEeYoK NaHAu Ta xabu Ha OHOBMEHI siKi
BiJoOpakalTb CnpaBXHi PO3Mipy MipHOT NOXEYKH.
3aTBepaKeHi KpecneHHs 6ynu KoHUenTyansHUMm
piLeHHsIMK, SiKi BKa3yBanu Ha OvikyBaHUA PO3Mip.
Mig yac BMpOGHMLITBA NTOXEYOK Ta Yepes JOomMycK
nnacTuky Ao ycaaku BupobHuk Tehnopro d.o.o.
OHOBWB KPECMEHHS NOXEYOK NaHau Ta xabwu 106
Bifo6pa3nTu cnpaeXHi po3mipy. 3anpornoHoBaHi
3MiHW CTOCYIOTECS AOBXMHM NOXEYKN ([OBXMHA
3MiHtoeTbes 3 85,2 - 85,6 mm o 84,9 - 85,5 mm) Ta
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ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

OOBXWHM JO3YHOYOT YaCTUHU NOXEYKM (SOBXMHA
3MiHoeTbCA 3 41,9 MM 80 41,7 mm). Lli 3MiHK
BMNMBAIOTb NULLE Ha KPECMEHHS JNIOXKEYKMN Ta He
BNANBAOTb Ha (PyHKLiOHamNbHICTb, doopmy, 14-
CrekTp Ta 06’'eM Nnoxeykn. Cami Noxeyku,
BMPOGHWK, BUXigHa CMPOBMHA, BUMOTM O SIKOCTi Ta
CE€ cepTudikaT 3anuwatoTbest 6e3 3miH. [HLwi
napameTpu (KpiMm JOBXUHWN) TaKOX HE 3MiHIOIOTLCS.
Cneuumdbikaii ans noxeyok nanga Ta xaba
3anuwaTbes 6e3 3MiH.

417.

CYMAME®
®OPTE

NOPOLLOK ANs
oparnbHOi cycneHsii
3i CMakoM MarnuHu,
200 mr/5 mm; 1
hnakoH 3 MOPOLLKOM
ansa opanbHoi
cycneHxsii no 37,5 mn
(1500 mr) pasom i3
OOHOCTOPOHHBOO
MipPHOIO FTOXXEYKOHO
Ta Wnpuuom ans
[03yBaHHS Yy
Kopobui

TOB «TeBa
YkpaiHa»

Ykpaina

MNIBA Xpsatcka
4.0.0.

Xopsaris

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHuM | TUNy - 3MiHK 3 akocTi. MeguyHi npucTpoi
(iHWi 3MiHK) - 3MiHa Po3MipiB MipHOT NoXeYkn ansi
nikapcbkoro 3acoby CYMAMEO® ®OPTE,
NOPOLLOK ANg opanbHOI CyCrneH3ii 3i cmakom
6aHaHa, 200 mr/5 mn; NOpOoLLOK Ans opanbHol
cycneHxsii 3i cmakom Manunu, 200 mr/5 mn Ta
NOPOLLOK ANg opanbHOI CyCrneH3ii 3i cmakom
nonyHuui, 200 mr/5 mn, a came 3MiHa KpecneHHs
NOXEYOK NaHam Ta xabu Ha OHOBIEHI K
BigobpaxatoTb CnpaBXHi PO3Mipy MipHOI NTOXEYKM.
3aTBepaKeHi KpecneHHsi bynu KoHLEeNTyanbH1UMM
piLLEHHSAMMU, AKi BKa3yBanu Ha O4dikyBaHWI po3mip.
MMig yac BUpoBOHMLTBa NOXEYOK Ta Yepes JOonycK
nnacTuky Ao ycagku BupobHuk Tehnopro d.o.o.
OHOBMB KPECIEHHSI NOXXEYOK NaHam Ta xabw 1wob
Bigo6pa3nTu cnpaexHi po3mipy. 3anponoHoBaHi
3MiHW CTOCYHOTbCSI JOBXMHM NOXEYKU (OOBXUHA
3MiH€eTbCs 3 85,2 - 85,6 mm 1o 84,9 - 85,5 mm) Ta
[OOBXMWHM [03Y040T YaCTUHUN NOXEYKU (LOBXMHA
3MiHloeTbCs 3 41,9 MM 8o 41,7 mm). Lli 3miHu
BMNMBAIOTb NULLE Ha KPECMEHHS NIOXEYKMN Ta He
BMMAMBAlOTb Ha PyHKUIOHaNbHICTb, popmy, I4-
cnekTp Ta 06’eM noxeykn. Cami Noxeuyku,
BUPOBHMK, BUXiOHA CUPOBMHA, BUMOIUN OO SKOCTi Ta
CE ceptudikat 3anuwatotbcs 6e3 3MiH. [HLwi
napameTpu (KpiM JOBXUHU) TaKOX HE 3MiHIOIOTBLCS.
Cneuudpikaii ans noxeyok nanaa Ta xaba
3anuwakTbes 6e3 3MiH.

3a
peuerimom

UA/15662/01/01

418.

CYMAMEO®
®OPTE

MOPOLLIOK ANsi
oparnbHOi cycneHsii
3i CMakoM MonyHwuLi,
200 wmr/5 mn; 1
hnakoH 3 MOPOLLKOM
ANns opanbHol
cycneHrsii no 30 mn
(1200 mr) pasom i3
OOHOCTOPOHHBLOO
MipHOI0 NTOXKEYKOH

TOB «TeBa
YkpaiHa»

YkpaiHa

MINIBA XpeaTcka
A.0.0.

XopsarTis

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3MiHn | Tuny - 3MiHm 3 skocTi. MeguyHi npucTpoi
(iHLWi 3MiHK) - 3MiHa PO3MipiB MipHOI NOXEeYKM Ans
nikapcbkoro 3acoby CYMAME® ®OPTE,
NMOPOLLIOK A1 OparbHOi CycneHsii 3i cMakom
6aHaHa, 200 mMr/5 Mn; NOPOLLOK Ans opanbHoi
cycneHsii 3i cmakom manunu, 200 mr/5 mn Ta
NMOPOLLIOK A1 OparnbHOi CycneHsii 3i cMakom
nonyHuui, 200 mr/5 mn, a came 3miHa KPECNEHHSsI
NOXEeYoK NaHAu Ta xabu Ha OHOBMEHI siki

3a
peuenmom

UA/15663/01/01
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Ta Wwnpuuom ans BifobpaxatoTb CnpaBXHi PO3Mipy MipHOI NTOXEYKM.
A03yBaHHSA Yy 3aTBepaKeHi KpecneHHst 6ynu KoHUenTyanbHUMu
Kopobui pilLEHHSAMW, SKi BKa3yBanu Ha O4ikyBaHWA PO3MIp.
MMig yac BUpoBOHMLTBa NOXEYOK Ta Yepes JonycK
nnacTuky Ao ycaaku BupobHuk Tehnopro d.o.o.
OHOBVB KPECIEHHS NMOXEYOK NaHau Ta xabw o6
BigobpasnTu cnpaexHi po3mipu. 3anponoHoBaHi
3MiHWN CTOCYIOTbCS JOBXMHM MOXEYKN (AOBXUHA
3MiHoeTbes 3 85,2 - 85,6 mm 1o 84,9 - 85,5 mm) Ta
OOBXWHM JO3YHOYOT YaCTUHU NOXEYKM (BOBXMHA
3MiH0eTbCA 3 41,9 MM 80 41,7 mm). Lli 3MiHK
BMNMBAIOTb NULLE HA KPECMEHHS JNIOXEYKMN Ta He
BNANBAOTb Ha PyHKLiOHAMNbHICTb, hopmy, 14-
cnekTp Ta 06’em noxedku. Cami Noxeukun,
BMPOGHWK, BUXigHa CMPOBMHA, BUMOTM [0 SIKOCTi Ta
CE€ cepTudikaT 3anuwatoTbest 6e3 3miH. [HLwi
napameTpu (KpiMm JOBXMHWN) TaKOX HE 3MiHIOIOTLCS.
Cneuumdikaii ans noxeyok nanga Ta xaba
3anuwaTbes 6e3 3MiH.
419 CYMAMEO® NMOPOLLOK ANs TOB «TeBa YkpaiHa MNIBA Xpsatcka XopsarTis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/4170/01/01
POPTE opanbHOI CycneHaii, YkpaiHa» .0.0. 3MiHuM | TUny - 3MiHK 3 akocTi. MeguyHi npucTpoi peuenmom
200 mr/5 mn; 1 (iHWi 3MiHW) - 3MiHa po3MipiB MipHOT NoXeYkn ansi
dnakoH 3 MOPOLLKOM nikapcekoro 3acoby CYMAMEO® ®OPTE,
ansa opanbHoi NOPOLLOK ANg opanbHOI CyCrneH3ii 3i cmakom
cycneHxsii no 15 mn 6aHaHa, 200 mMr/5 Mn; NOPOLLOK Anst OpanbHoi
(600 wmr), abo no 30 cycneHsii 3i cmakom Manunu, 200 mr/5 mn Ta
mn (1200 wmr), abo NOPOLLIOK AN OpanbHOI CycneHsii 3i cMakom
no 37,5 mn (1500 nonyHuui, 200 mr/5 mn, a came 3miHa KpecneHHs
Mr) pasom i3 NOXeYyoK NaHau Ta xabu Ha OHOBNEHi SKi
OBOCTOPOHHBLOKO BigoGpaxaloTb CnpaBXHi PO3Mipy MipHOT NOXEYKH.
MipHOIO NTOXKEYKOH 3aTBepaKeHi KpecneHHst 6ynu KoHLEeNTyanbHUMM
Ta WnpuLom Ans pilLEHHSAMMU, AKi BKa3yBanu Ha O4dikyBaHWI po3mip.
[03yBaHHS Y Mig yac BUpoBHULTBA NOXEYOK Ta Yepes JonycK
kopooui nnacTuky Ao ycagku BupobHuk Tehnopro d.o.o.
OHOBVB KPECINEHHS NMOXEYOK NaHamn Ta xabw o6
Bigo6pa3nTu cnpaexHi po3mipy. 3anponoHoBaHi
3MiHWN CTOCYHOTbCSI JOBXMHM NOXEYKU (OOBXUHA
3MiH€eTbCs 3 85,2 - 85,6 mm 1o 84,9 - 85,5 mm) Ta
[OOBXMWHMW 03YH04O0T YaCTUHUN NOXEYKU (LOBXMUHA
3MiHtoeTbCs 3 41,9 MM 8o 41,7 mm). Lli 3miHK
BMNMBAIOTb NULLE Ha KPECMEHHS NIOXEYKMN Ta He
BMMAMBAlOTb Ha PyHKUIOHaNbHICTb, popmy, I4-
CnekTp Ta 06’'eM noxeuykn. Cami Noxeuyku,
BUPOOHMK, BUXiOHA CUPOBMHA, BUMOIU O0 SIKOCTi Ta
CE ceptudikat 3anuwatoTbes 6e3 3MiH. [HLwi
napameTpu (KpiM JOBXUHU) TaKOX HE 3MiHIOIOTBLCS.
Crieumdpikaii Ans noxeyok naHaa Ta xaba
3anuwaTbes 6e3 3MiH.
420.] TABAKYM- rpaHynu no 10ry MpAT YkpaiHa [MpAT "HauioHanbHa YkpaiHa BHECEHHS 3MiH 4O peecTpauiHMX maTtepianis: be3 - UA/8408/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
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nnc neHani abo y "HaujioHanb omeonaTnyHa 3MiHn | TMny - 3MiHn 3 sikocTi. A®l. BupobHMLTBO. peuenma

NakoHi 3 KPULLIKOHO; Ha Cninka" 3MiHa BUpOGHMKa BUXiAHOrO/MPOMIDKHOIO

no 1 neHany a6o FomeonaTny npoayKTy/peareHTy, Lo BUKOPUCTOBYIOTLCA Y

bnakoHy B navi 3 Ha Cninka" BUpobHM4oMy npoueci A®Il, abo amiHa BUpoGHMKa

KapToHY

(BKntovarum, ae HeobxigHo, MicLe NpoBeaEHHS
KOHTponto sikocTi) A®I (3a BigcyTHOCTI
cepTudgikaTa BignoBigHOCTI €Bponeiichbkii
dapmakonei y 3aTBepaXeHOMy A0CbE)(iHLi 3MiHN)
3MiHa agpecu micua NpoBaKEHHs OisANbHOCTI 3
BMPOGHMLTBA roMeonaTuyHX po3BeaeHb
(Tabacum 4D), wo € nikapcbknMu cybcTaHuismm
(BMroTOBMEHMMM B YMOBAX anTeku) y BUPOOHULTBI
rpaHyn 13, y 3B8’A3ky 3 nepeizgoM AnTeku
«HauioHanbHa romeonatuyHa cninka» Ne1. 3miHum |
Tmny - 3MiHm 3 sikocTi. A®l. BupobHuuTeo. 3miHa
BUPOGHMKA BUXIOHOrO/MPOMIDKHOTO
NpoAayKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
BUpobHM4oMy npoueci A®l, abo amiHa BUpobHMKa
(Bkrtovaroum, ae HeobxigHoO, MicLe NpoBeaeHHs
KOHTponto sikocTi) ADI (3a BiACyTHOCTI
cepTudgikaTa BignoBigHOCTI €Bponeiichbkii
capmakonei y 3aTBepaxeHoOMy focCbe)(iHLWi 3MiHK)
3miHa agpecu Micusa NpoBaAXeHHs OiANbHOCTI 3
BUPOBHMLTBA roMeonaTUYHMX po3BeaeHb (Stpia
200 CH), wo € nikapcbkumu cybctaHuismm
(BUroTOBNEHMMY B yMOBaX anTeku) y BUPOOHMLITBI
rpaHyn 13, y 38’a3ky 3 nepeizgom AnTteku
«HauioHanbHa romeonatuyHa cninka» Ne1. 3MiHu |
Tmny - 3MiHn 3 gxkocTi. A®I. BupobHuuteo. 3miHa
BUPOGHMKa BUXiOHOTO/MPOMiXKHOIO
npoayKTy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y
BMpOGHMYOMY npoueci A®I, abo 3miHa BUpobHUKa
(Bkntovaroum, ae HeobxigHo, MicLe NpoBeaEeHHS
KOHTponto sikocTi) ADI (3a BigcyTHOCTI
cepTugikaTa BignoBigHOCTIi €BponechbKii
dapmakonei y 3aTBepaXeHOMy A0Cke)(iHLi 3MiHN)
3miHa agpecu Micus NpoBadXXeHHs! QisNbHOCTI 3
BMPOBHMLTBA rOMeonaTUYHNX po3BeaeHb
(Tabacum 3 CH), wo € nikapcbkumu cyGeTaHuismm
(BUroTOBMEHUMY B yMOBaX anTeku) y BUPOOHMLTBI
rpanyn 13, y 3B’A3ky 3 nepeizgom AnTeku
«HauioHanbHa romeonaTunyHa cninka» Ne1l.
3miHu | Tuny - 3miHm 3 sikocTi. A®l. BupobHuLTBO.
3MiHa BUPOOHWMKa BMXiAHOIrO/MPOMIXKHOIO
npoAayKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
BMpOoGHMYOMY npoueci A®I, abo 3miHa BUpobHUKa
(Bkrtoyaroum, fe HeobxigHoO, MicLie NpoBeAEeHHS
KOHTponto skocTi) AdI (3a BiacyTHOCTI
cepTtudikaTa BignosigHOCTi EBponechbkin
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n 3acoby ynakoeka) noceid4yeHHs1
capmakonei y 3aTBepaxeHOMy LOCbE)(iHLWi 3MiHW)
3miHa agpecu Micusa NpoBaaXeHHs OinbHOCTI 3
BMPOGHMLTBA roMeonaTnyHMX po3BeaeHb
(Tabacum 200CH), wo € nikapcbknumm
cybcTaHuisiMy (BUrOTOBIIEHUMM B YMOBaX anTeku)
y BUPOGHULTBI rpaHyn J13, y 3B’A3ky 3 nepeisgom
AnTtekn «HauioHanbHa romeonaTuyHa cninkay Ne1
421, TETPAKCUM®/ | cycneHsia ans CaHodi PpaHuis MOBHU LMKN PpaHuis/ BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: 3a He UA/13069/01/01
TETRAXIM iH’ekuin no 0,5 mn (1 MacTep BUPOOHMLTBA, YropwuHa 3MiHu | Tuny - 3miHK Wwopao 6e3nekn/ePeKTUBHOCTI peuenmom | nidnsieae
BAKUWMHA ONA | posa); no 1 KOHTPOSb SIKOCTI, Ta hapmakoHarnsagy (iHwi 3miHu). 3MiHN BHECeHO
MPO®IAKTUK | nonepeaHbo BTOPUHHE B IHCTPYKUIO AN151 MEAUYHOrO 3aCTOCYBaHHS
1 OUDTEPII, 3anoBHEHOMY nakyBaHHS, BUNYCK nikapcbkoro 3acoby o poaginy "Cnoci6
NMPABLA, wnpuyy no 0,5 mn cepii: CaHodi 3acTocyBaHHs Ta Jo3un" Wwondo 6esneku
KALLJTIOKY (1 po3a) 3 Mactep, ®paHuis; 3aCcTOCyBaHHS Ail040i PEYOBUHM.
(ALENONAPH NPUKPINIEeHO BTOPUHHE TepmiH BBEAEHHA 3MiH - NPOTArom 6 micsuis nicns
un rosnkoto (abo 2-ma nakyBaHHs1, BUMYCK 3aTBepmKeHHs. 3MiHn Il Tuny - 3miHun woao
KOMIMOHEHT) OKpeEMUMU rorkamu), cepii: CaHodi- 6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
TA LLO MICTUTb AseHrTic Npansit Ko. 3MiHM Y KOPOTKil XapaKTepuUCTULi nikapcbkoro
NONIOMIENITY | cycneHsito ons Ita., NMnatdopma 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
ACOPBOBAH | iH’eKui, B KapTOHHIN noricTvkn Ta MEeAMNYHOrO 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
A, kopobui, abo ancTpubyuii y m. OaHMMW 3 SKOCTi, AOKMIHIMHUMU, KIiHIYHUMK
IHAKTUBOBAH | iHWKXMK iHO3EMHUMN Bbypanewr, OaHUMK Ta gaHuMK 3 chapmakoHarnsgy. 3MiHu
A, PIOKA MoBamu; no 1 YropwwmHa BHECEHO B iHCTPYKLIil0 ANs MeANYHOro
nonepegHLo 3aCTOCyBaHHsI NikapcbKoro 3acoby Ao po3ainis
3anoBHEHOMY "ImyHonoriyHi i GionoriyHi BnactueocTi",
wnpuuy no 0,5 mn "OcobnueocTi 3acTocyBaHHA" Ta "MMobiuHi peakuii”.
(1 po3a) 3 TepmiH BBEOEHHS 3MiH - NPOTAroM 6 Micauis nicnsa
NPUKpPINneHo 3aTBepAkeHHs. 3minm I Tuny - 3miHn wWoao
rornkoto (abo 2-ma 6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
OKpEMUMU rorkamu), BHeceHHs1 abo 3miHa(1) fo 3060B'A3aHb Ta yMOB
WO MiCTUTb BMAaui peecTpauiiHoro NocBig4YeHHs, BKIoYaym
cycneHsito ang MnaH ynpaeniHHA pusnkamm (3aCToCyBaHHS
iH’EKUIN B KAPTOHHIN 3MiH(K), siki(a) BUMaratoTb(€) noganbLIoro
kopobui, B siki 06r'pyHTYBaHHS1 HOBUMW JOAATKOBUM AaHUMU, LLO
MicTUTBCS MaloTb HaaBaTUCA KOMMETEHTHUM OpraHoMm,
cTaHgapTHO- OCKiNbKN BUMaraeTbCs CyTTEBA OLiHKa
eKcrnopTHa ynakoBka KOMMNETEHTHUM opraHoMm). 3asiBHUKOM HagaHO
Ta iHCTPYKLUis Ans OHoBreHwn MNnaH ynpasniHHA pusnkamu Bepcis
Meau4yHoro 4.2 3MiHN BHeceHi o ycix YacTuH Mnany
3acTocyBaHHs yNpaBniHHS pU3nKamu y 3B’A3Ky 3 3aBEPLLEHHSIM
KNiHIYHUX JoCnigKeHb LWOAO PO3LUMPEHHS BIKOBOT
KaTeropii giten 3 iMyHHOLO BignoBsiaaw nicns
peBakumHauii Ta imnnemenTauii MYP go cTpyktypu
BignosigHo o GVP Module V Rev 2. Pestome
nnaxy ynpaeniHHSA pu3ankamu Bepcia 4.2
[00a€eTbes.
422.| TETPAMON Kancynu; rno 6 MPO®APM ManbTa AT "I'piHgekc" JatBia BHECEHHS 3MiH O peeCTpaLiiHUX MaTepianis: 6e3 nidnsieae UA/13734/01/01
Kancyn y bnicrepax; A 3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI peuenma
no 6 kancyny IHTepHeLUHN Ta dpapmakoHarnsgy. 3miHa y KopoTkin
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6nictepi, no 5 TpenguHr XapaKTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
6nictepiB y Timiteq MapKyBaHHS Ta IHCTPYKUIT ANS MEeANYHOro
KapTOHHIN nayuj; no 3aCTOCyBaHHA Ha NigcTasi perynsapHo
10 kancyn y OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbKoro
6nictepi, no 3 3acoby, abo gocnimkeHb 3 6e3neku 3aCcTOCyBaHHS
Gnictepn y nikapcbkoro 3acoby B nicnsapeecTpauiiHuin nepiog,
KapTOHHiIN kopobLyj; abo sk pe3ynbTaT OLiHKM 3BiTYy 3 4OCHiAXEHb,
no 6 kancyny npoBeaeHVX BiANOBIAHO A0 MnaHy neaiaTpudHmnX
6nictepi, no 5 pocnigpkeHb (PIP) (3MiHy y3romkeHo 3
GnictepiB y KOMMETEHTHUM YNOBHOBAXXEHUM OpraHom) -3MiHu
KapTOHHIN nayui, no BHeCEHO B [HCTpyKLUilo Ang MeguyHoro
10 KAPTOHHMX Na4yoK 3acToCcyBaHHs Nikapcbkoro 3acoby Ao po3ainis
Yy KapTOHHOMY "MpoTunokasaHHs", "3acTocyBaHHs y nepioa
Kopobi BariTHOCTi abo rogyBaHHSA rpyAAl0" BiANoBiaHO A0
OHOBJeHOI iHhopmalii Wwoao 6esnekn
3aCTOCyBaHHS 4iH04NX PEYOBUH 3rigHo 3
pekomeHaauieto PRAC. BeegeHHs 3MiH NpoTsrom
6-TK MicAauiB nicnsa 3aTBepAXeHHs; 3MiHu | Tuny -
3MiHM Wwoao 6e3nekun/eekTUBHOCTI Ta
dapmakoHarnsaay. 3miHa y KopoTkiv
XapaKTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLii AN MeguyHoro
3aCTOCYBaHHS Ha MiACTaBi perynspHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neku 3acToCcyBaHHs
nikapcbkoro 3acoby B nicnsapeecTpauinHui nepioa,
abo sk pe3ynbTaT OLUiHKM 3BITY 3 AOCHIAKEHb,
npoBeAeHNX BiANoBIgHO A0 NnaHy negiatpudHnx
pocnimkeHrs (PIP) (3miHy y3rogkeHo 3
KOMMETEHTHNM YNOBHOBAXEHUM OpraHoMm) - 3miHu
BHECEHO B |HCTPYKLjt0 AN MeANYHOro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainis
"B3aemogis 3 iHWK1MKM nikapcbkuMu 3acobamu Ta
iHWIi BKMAW B3aemogin", "OcobnmeocTi
3acTocyBaHHA" BiANOBIAHO O OHOBMEHOI
iHcbopMmaUii Wwoao 6e3nekn 3acToCyBaHHs Oito4mx
peyoBuH 3rigHo 3 pekomeHaadieto PRAC.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHS!

423, TIAPA cono TabneTku, BKPUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS1 3MiH 40 peecTpauiHMX maTtepianis: 3a - UA/18327/01/02
NniBKOBOO "®apmaneBt "®apmaueBTnyHa 3MiHn | TUny - 3MiHK 3 SKocTi. FoToBMIA NiKapCbKuUiA peuernmom
obornoHkoto, no 160 nyHa cipma dipma "OdapHuus” 3aci6. KoHTponb JONOMiXHMX peqyoBUH. 3miHa
Mmr, no 14 TabneTok "OapHuus” napameTpiB cneuudikauin Ta/abo gonycTummnx

Y KOHTYpHIl
YapyHKOBIN
ynakoBLi; no 2 abo
N0 6 KOHTYPHMX
YapyHKOBUX
YNaKkoBOK Y naui

MeX AN AONOMDKHOI PEYOBUHM (BUITYyYEHHS 3i
cneuudikaLii He3Ha4YHOro NoKasHWKa (Hanpuknag
3acTapinoro NokasHuka)) - BUNYyYEHHs MOKa3HuKa

«Baxki meTanuy 3i cneumdikavii Ha LONOMiXKHY

peyoBuHy KpeMHito giokcma KonoigHuim
6e3B0oAHMI, BIANOBIAHO A0 MaTepianiB BUpobHUKa
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

3rigHo 3 ICH Q3D Guideline for Elemental
Impurities Ta Bumor gitoyoi moHorpadii € «Silica,
colloidal anhydrous»; 3miHu | TUny - 3miHK 3
sIKOCTi. [0TOBMI Nikapcbkuii 3aci6. KoHTpornb
AOMNOMDKHMX pevoBUH. 3MiHa napameTpis
cneumdikaui Ta/abo JonycTMMMX Mex ansi
[OMOMIDKHOI pe4OBUHM (iHLWi 3MiHW) - NpuBEeaEeHHS
cneundikalii Ta METOANK KOHTPOSO SKOCTi Ha
[OMOMiKHY pedoBUHY KpeMHito giokena, KonoigHuin
6e3BoaHWI 0 Aio4NX BUMOT Ta pekoMeHaaLin
[dY, 3 BpaxyBaHHAM BUMOr €BPONENChKOI
dapmakonei, 3a NoKasHMKOM «PO34MHHICTbY, KK
nepeHeceHo 0 po3iny Npo 3aranbHi
BIACTMBOCTI, OCKiflbK/ BiH Mae pekoMeHAauinHun
XxapakTtep BignosigHo Y Ta 3a nokasHUKOM
«MikpobionoriyHa YucToTay - BHECEHO MOCUNAHHS
Ha gitoye BuaaHHs €P, 6e3 3mMiHM HOpMyBaHHSA Ta
METOAVKM KOHTPOIO SIKOCTI.
CynyTHS 3MmiHa:
3MiHM 3 skocTi. FoTOBMI Nikapcbkuii 3aci6.
KoHTpOsb AOMNOMiDKHMX peqoBUH. 3MiHa y MeTogax
BUNPOOYBaHHS LOMNOMiXKHOI pe4oBUHU (HE3HauHI
3MiHM y 3aTBEpPOKEHNX MeToAax BUNpobyBaHb) -
npuBeAeHHA cneumdikauii Ta METOAIB KOHTPOSO
SIKOCTi Ha AONOMiXKHY peyvoBuHy KpemHito giokeuna
KONoigHuiA 6e3BOAHMIA 00 Oil04UX BUMOT Ta
pekoMeHpauin Y, 3 BpaxyBaHHsM BuMor € 3a
NOKa3HMKOM «PO34MHHICTbY, KU NepeHeceHo Ao
po3ainy 3aranbHi BNAacTUBOCTI, OCKINbKA Mae
pekomMeHAaUiNHWIN XapakTep Ta 3a NOKa3HNKOM
«MikpobionoriyHa YncTtoTa» BHECEHO NOCUMaHHS
Ha €9, gitloye BUAaHHA, 6e3 3MiHN HOpMyBaHHS Ta
METOAMKM KOHTPOJIHO SIKOCTi

424,

TIAPA CONno

TabneTku, BKpUTI
NniBKOBOO
obornoHkoto, no 80
mr, no 14 Tabnetok
Y KOHTYpHIl
YapyHKOBIN
ynakosLi; no 2
KOHTYPHi YapyHKOBI
ynaKkoBKuW B nayLi

MpAT
"®apmaueBT
nyHa cipma

"OapHuus”

YkpaiHa

MpAT
"®apmMaueBTUYHa
cipma "OapHuusa”

YkpaiHa

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3MiHn | TUnNYy - 3MiHK 3 gKocTi. [oToBMIA NiKapChKUiA
3aci6. KoHTponb AONOMiXHMX peqyoBUH. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTummx
MeX AN AONOMDKHOI PEYOBUHM (BUMYYEHHS 3i
cneuudikaLii He3Ha4YHOro NoKasHWKa (Hanpuknag
3aCTapinoro nokasHuka)) - BUIyYeHHs1 nokasHuka
«Baxki meTanuy 3i cneumdikauii Ha LONOMiXKHY
peyoBuHy KpeMHito giokcma KonoigHui
6e3BoaHMI, BIANOBIAHO A0 MaTepianiB BUpoGHUKa
3rigHo 3 ICH Q3D Guideline for Elemental
Impurities Ta BuMmor gitoyoi MmoHorpadii € «Silica,
colloidal anhydrous»; 3miHu | Tuny - 3miHu 3
sKocTi. [oToBMIA Nikapcbkuii 3aci6. KoHTpornb
[OOMOMDKXHMX pevoBUH. 3MiHa napameTpiB
cneuudikauin Ta/abo gonycTMMMX MeX Anst

3a
peuenmom

UA/18327/01/01
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Homep
peecmpauiliHo2o
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[OMOMIDKHOI peYOBUHM (iHLWi 3MiHW) - NpUBEeaEeHHS
cneundikalii Ta METOANK KOHTPOSO SKOCTi Ha
[OMOMiKHY pedoBMHY KpeMHito giokeua, KonoigHuin
6e3BoaHMI 0 Aio4YMX BUMOT Ta pekoMeHaauin
[dY, 3 BpaxyBaHHAM BUMOr €BPONENChKOi
dapmakonei, 3a NoOKasHNKOM «PO34YMHHICTbY, KU
nepeHeceHo 0 po3iny Npo 3aranbHi
BNACTMBOCTI, OCKiflbKM BiH Mae pekoMeHaauinHuin
XxapakTtep BignosigHo Y Ta 3a nokasHUKOM
«MikpobionoriyHa YucToTay - BHECEHO MOCUNAHHSA
Ha aitove BuaaHHs EP, 6e3 3MiHM HOPMYBaHHsI Ta
METOAVKM KOHTPOIO SIKOCTI.

CynyTHS 3MmiHa:
3MiHM 3 skocTi. [oTOBMI Nikapcbkuii 3aci6.
KoHTpOsb AONOMiDKHMX peqoBUH. 3MiHa y MeTogax
BUNPOOYBaHHS LOMNOMiIXKHOI pe4oBUHU (He3HauHiI
3MiHM y 3aTBEpPOXXEHNX MeToAax BUNpobyBaHb) -
npuBeAeHHA cneumdikauii Ta METOAIB KOHTPOSO
SIKOCTi Ha JOMNOMIXKHY peyvoBuHY KpeMHito giokeng
KONoigHui 6e3BOAHMIA 00 Oil04UX BUMOT Ta
pekomeHgauin oY, 3 BpaxyBaHHsIM BUMor €9 3a
NOKa3HUKOM «PO34YMHHICTbY», KU NepeHeceHo Ao
po3ainy 3aranbHi BNAacTUBOCTI, OCKINbKN Mae
pekoMeHAaLiHMIN XapaKTep Ta 3@ NOKa3HUKOM
«MikpobionoriyHa YncToTa» BHECEHO NOCKIaHHS
Ha €9, gitloye BUAaHHA, 6e3 3MiHN HOpMyBaHHS Ta
METOAMKM KOHTPOIHO SIKOCTi

425.

TIAPA TPIO®

TabneTkn, BKpUTI
NniBKOBOO
obornoHkoto, no 10
mr/12,5 mr/160 wmr,
no 7 Tabnetok y
KOHTYPHi
YapyHKOBIN
ynakoBLj; no 2 Ta no
4 KOHTYPHI
YapyHKOBi yNaKoBKM
B nauuj; no 14
TabneTok y
KOHTYPHil
YapyHKOBIN
ynakoBui; no 1 abo
Nno 2 KOHTYpPHi
YapyHKOBi YNaKoBKM
B nauyui; no 14
TabneTok y
KOHTYPHil
YapyHKOBIN
ynakosuj; no 1, no 2

MpAT
"dapmaueBT
nyHa cipma

"OapHuus”

YkpaiHa

MpAT
"®apmMaueBTUYHa
dipma "OapHuus”

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3MiHn | TUnNYy - 3MiHK 3 gKocTi. FoToBMIA NiKapCbKUiA
3aci6. KoHTponb JONOMiXHMX peqoBuH. 3MiHa
napameTpiB cneuudikauin Ta/abo gonycTummx
MeX AN AONOMDKHOI PEYOBUHM (BUIYyYEHHS 3i
cneuudikaLii He3Ha4YHOro NokasHuKa (Hanpuknag
3acTapinoro nokasHuka))

BUITYYeHHS nokasHuka «Badxki metanu» 3i
crneundikauii Ha AONOMiXXHY peqoBUHY KpemHito
niokeua konoigHuin 6e3soaHuii. 3Milm | Tuny -
3MiHu 3 skocTi. FoTOBMI Nnikapcbkuii 3aci6.
KoHTponb AONOMiXXHMX pevyoBUH. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTummnx
MeX AN AOMOMIKHOI Pe4OBUHM (iHLWi 3MiHN).
CynyTHs 3miHa- 3MiHu 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. KOHTpornb JONOMiKHUX PEYOBUH.
3miHa y MeTogax BMNpoOyBaHHSA [OMOMKHOI
PEYOBUHY (He3HaYHi 3MiHW Y 3aTBEPAKEHNX
MeTofax BunpobyBaHb) NpuBeAeHHs cneuumdikadii
Ta METOZAiB KOHTPOO SKOCTi Ha AOMOMiKHY
peyoBuHy KpeMHito giokecma konoigHuii 6e3sogHuii
[0 Aitoynx BUMor Ta pekomeHgauin oY, 3

3a
peuenmom

UA/15069/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
ab0o 6 KOHTYpHUX BpaxyBaHHSAM BUMOr € 3a Noka3HUKOM
YapyHKOBUX «Po3unHHiCTbY», SKMIn NnepeHeceHo Ao po3ainy
YyNaKoBOK B nayuli 3ararnbHi BacTUBOCTI, OCKINbKN Mae
pekoMeHAaLiHUIN XapaKTep Ta 3@ NOKa3HUKOM
«MikpobionoriyHa YicToTa» BHECEHO NOCUNaHHsI
Ha €®, gitoye BUAaHHs, 6e3 3MiHM HOpMyBaHHS Ta
METOAVKM KOHTPOIO SKOCTI.
426.| TIAPA TPIO® TabneTku, BKpUTI MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: 3a - UA/15070/01/01
NNiBKOBOO "dapmaueBT "dapmaueBTUYHa 3MiHuM | TUNYy - 3MiHK 3 AKkocTi. FoToBUI NikapCbkKin peuenmom
060onoHkoto, No 5 nyHa dipma cipma "dapHuuqa” 3aci6. KoHTposb JOMOMDKHUX pevyoBUH. 3MiHa
mMr/12,5 mr/160 wmr, "OapHuus” napameTpiB cneuudikauin Ta/abo gonycTummx
no 7 Tabnetok y MeX ANt JOMOMDKHOI PEYOBUHM (BUMYYEHHS 3i
KOHTYPHIN cneumndikaLii He3Ha4yHOro nokasHuka (Hanpuknag
YapyHKOBIl 3acTapinoro nokasHukay))
ynakosLi; o 2 Ta no BUIYYEHHS NOKasHMKa «Baxki metanuy 3i
4 KOHTYPHI cneumdikauii Ha ONOMIXKHY pe4voBuHY KpeMHito
YapyHKOBI yNaKoBKM niokewg konoigHun 6e3sogHUA. 3minm | Tuny -
B nauyui; no 14 3MiHu 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6.
TabneTok y KoHTporb JOMOMDKHUX pe4oBUH. 3MiHa
KOHTYPHil napameTpie cneuudikauin Ta/abo gonycTummx
YapyHKOBIM MeX ANs AONOMIXKHOI pe4yoBUHY (iHLWi 3MiHWK).
ynakoBui; no 1 abo CynyTHs 3MiHa- 3MiHuM 3 siKocTi. [oToBMNI
MO 2 KOHTYPHI nikapcbkuii 3aci6. KOHTpornb JONOMDKHUX PEYOBUH.
YapyHKOBI yNakoBK/ 3MmiHa y MeToaax BUNpobyBaHHS OMNOMIKHOI
B nauui; no 14 PEYOBUHM (HE3HAYHI 3MiHU Y 3aTBEPKEHUX
TabneTok y mMeTofax BunpobyBaHb) NpuBeAeHHs cneumdikadii
KOHTYPHi Ta METOAIB KOHTPOSO SKOCTi Ha JOMOMDKHY
YapyHKOBIN peyoBuHy KpeMHito giokecma konoigHuii 6e3sogHuii
ynakoBui; no 1, no 2 [0 Aitounx BUMOr Ta pekomeHgauin oY, 3
abo 6 KOHTYpHUMX BpaxyBaHHsIM BUMoOr €® 3a NokasHUKOM
YapyHKOBUX «PO3YMHHICTbY, KM NepeHeceHo 0 po3ainy
YNaKoBOK B nayLli 3aranbHi BacTMBOCTI, OCKINbKN Ma€e
pekomMeHAaUiNHWIN XapakTep Ta 3a NOKa3HNKOM
«MikpobionoriyHa YncTtoTa» BHECEHO NOCUMaHHS
Ha €9, gitloye BUAaHHA, 6e3 3MiHN HOpMyBaHHS Ta
METOAMKM KOHTPOJIHO SIKOCTi
427, TIAPA TPIO® TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a - UA/15070/01/01
NniBKOBOO "®apmaneBT "®apmaueBTiHa 3MiHM | Tuny - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI peuernmom
obornoHkoto, Nno 5 nyHa cipma dipma "OapHuusa” Ta cpapmakoHarnsgy (iHwi 3miHu). OHOBMNEHHS
mr/12,5 mr/160 wmr; "OapHuus” TEKCTYy MapKyBaHHS1 YNaKkoBKW fikapcbkoro 3acoby

no 7 Tabnetok y
KOHTYPHil
YapyHKOBIN
ynakoBLi; Mo 2 Ta no
4 KOHTYPpHI
YapyHKOBI YNaKoBKM
B navuj; no 14
TabneTok y
KOHTYPHi

y 3B'AI3Ky 3 BUIy4YeHHAM iHdopMaLlii poCiiCbKoo
MOBOHO Ta [JOMOBHEHHS! iHopMaLii woao QR-kogy
Ha BTOPUHHY YNaKOBKY, YTOYHEHHS iHdhopmaLlii
o4O NoroTuny BUMPOOHUKa/3asBHMKa. TepMiH
BBeJEHHS 3MiH - NpoTArom 6 Micsuis nicns
3aTBEPOKEHHS.
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yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

YapyHKOBIn
ynakosLuj; no 1 abo
Nno 2 KOHTYpPHi
YapyHKOBi YNaKOBKU
B nauuj; no 14
Tabnetok y
KOHTYPHIN
YapyHKOBIN
ynakoBui; no 1, no 2
ab0o 6 KOHTYpHUX
YapyHKOBUX
yNakKoBOK B nayui

428.

TIAPA TPIO®

TabneTkn, BKpUTI
NniBKOBOIO
obornoHkoto, no 10
mr/12,5 mr/160 wmr;
no 7 Tabnetok y
KOHTYPHIW
YapyHKOBIN
ynakoBLi; no 2 Ta no
4 KOHTYPHI
YapyHKOBi YNaKOBKM
B navui ; no 14
TabneTok y
KOHTYPHI
YapyHKOBIN
ynakosui; no 1 abo
Nno 2 KOHTYpPHi
YapyHKOBI yNaKoBKM
B nauui ; no 14
TabneTok y
KOHTYPHil
YapyHKOBIN
ynakosui; no 1, no 2
abo 6 KOHTYpHUMX
YapyHKOBUX
YNaKoBOK B mayui

MpAT
"®apmaueBT
nyHa dipma

"NapHuus"

YkpaiHa

MpAT
"®apmaueBTUYHa
cipma "dapHuuya”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3MiHM | Tuny - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI
Ta hapmakoHarnsay (iHwi amiHn).
OHOBMEHHS! TEKCTY MapKyBaHHS! yMakoBKU
nikapcbKoro 3acoby y 3B'A3Ky 3 BUINYYEHHAM
iHdbopMmaLii pOCINCbKOK MOBOIO Ta AONOBHEHHSA
iHdpopmauii woao QR-kody Ha BTOPUHHY YMaKoBKY,
YTOYHEHHS LLIOAO FTOroTmny BUPOGHMKa/3asBHUKA.
TepmiH BBAEHHSA 3MiH - NpOTSAromM 6 micauis nicna
3aTBEPOKEHHS.

3a
peuenmom

UA/15069/01/01

429.

TOHIMNHAN®

Kpanni opanbHi, no
20 mn abo 50 mn,
abo 100 mn y
nakoHi 3
KpanenbHUM
aosaTopom; no 1
nakoHy y
KapTOHHIN ynakoBLi

TOB
«MEPPIFO
YKPATHA»

YkpaiHa

Pixapp BittHep Al

ABCTpis

BHECEHHS 3MiH 0 peecTpauifiHnX
matepianis:3miHa 3asBHuka 13 (MIBI1) (BnacHuka
peecTpauinHoro noceigveHHs ) (3rigHo Hakaly MO3

Big 23.07.2015 Ne 460): [ditoua pegakuis:
BBeaeHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
3aTBepKEHHS. 3MiHu | Tuny - 3miHK Wwopao

6e3nekn/edekTMBHOCTI Ta bapmMakoHarnsagy.

BBeneHHs abo 3MiHM 40 y3aranbHEeHVX AaHUX Npo
cuctemy cbapmakoHarnsgy (BBeAeHHs
y3aranbHeHUX AaHuX Npo CUcTemy

dapmakoHarnsigy, 3MiHa ynoBHOBaXeHoi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS dhapMakoHarnsay;

6e3
peuenma

UA/5009/01/01




260 [TponoBkeHHs AoaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
KOHTaKTHOI 0CO0M 3 (hapMakoHarnsay 3asiBHuKa
Ons 3aicHeHHs hapMakoHarnagy B YKpaiHi, SKWwo
BOHa BigMiHHa Bif yNnoBHOBaXeHOi ocobu,
BiZNOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKINOYaOYM KOHTaKTHI AaHi) Ta/abo 3miHu y
pPO3MiLLeHHi MmacTep-daina cuctemm
dapmakoHarnagy) 3miHa ynoBHOBaXxeHoi 0cobu
3asBHUKA, BiAMNOBIAANbLHOI 3a hapmakoHarnsg.
[iroya pepakuin: George Nicolas. NMponoHoBaHa
pepakuisi: PapuHeub OkcaHa MakcumiBHa. 3MiHa
KOHTaKTHUX JaHWX YNOBHOBaXXEHOI 0cO6U
3asiBHMKA, BigNoBiganbHoi 3a dhapMakoHarnag.
430, TONOTEKAH KOHUEHTpaT ans Akkopg, Monbwa Bupo6bHuLTBO Inpis/ BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a He UA/17720/01/01
AKKOPO pPO34mMHy Ans Xenckea roToBOro Benvka 3MiHm | Tuny - 3miHn wopno 6esnekn/ePeKTUBHOCTI peuenmom nidnseae
iHdy3in, 1 mr/mn; no Moncka Cn. nikapcbkoro 3acooy, BpwuTaHis/ Ta papmakoHarnsay (iHwi 3miHu) - 3MiHK BHECEHI
1 mn abo no 4 mn 3.0.0. nepBuHHE, BTOPUHHE YropwmHa 00 IHCTPYKUiT 4Nna MegMyHOro 3actocyBaHHs
KOHUeHTparty y nakyBaHHs, nikapcbkoro 3acoby y po3ain "MNobivHi peakuii”
CKNstHOMY bnakoHi; KOHTPOSIb SIKOCTi LLIOA0 BaXIIMBOCTI 3BiTYyBaHHsI Npo NobiyHi peakui,
no 1 cdonakoHy y cepil: IHTac a TaKoX JOMNOBHEHO po3gdinamu "3asBHuK" Ta
KapTOHHIN kopobLi dapmachbioTikans "Micue3HaxomKeHHs 3asiBHMKA" i3 3a3HAYEHHAM
NimiTen, IHais; HaNMeHyBaHHA Ta MiCLe3HaXO4KEHHS 3asBHUKA.
BTopuHHe BBegeHHs 3MiH NpoTArom 6-Tn MmicauiB nicns
nakyBaHHsi: AKkopg, 3aTBEPAKEHHSI
Xenckea Jlimiteq,
Benvka bputaHis;
BignosiganbHuii 3a
BUNYCK cepii: Akkopa,
Xenckea Jlimiten,
Benuka bpuTaHis;
KoHTponb siKocTi:
AcTpoH Pe3bopy
NimiTen, Benuka
BpuTaHis; KoHTponb
sKocTi: BeccniHr
XaHrepi K.,
YropLuHa;
KoHTponb sikocTi:
SAPMABANIA NTa.
MikpobionoriuyHa
naboparopisi,
YropwumHa
431.| TOPACEMIAO- TabneTku no 5 wmr; TOB "TeBa YkpaiHa MINIBA XpeaTcka XopsarTis BHECEHHS1 3MiH 40 peecTpauinHMX maTtepianis: 3a - UA/10754/01/01
TEBA no 10 TabneTok y YkpaiHa" 4.0.0. 3MmiHu | TUNy - 3miHu 3 skocTi. CepTudikat peuenmom
onictepi; no 2 abo 3 BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
6nictepu B kopobui €Bponelicbkiit hapmakonei/MmoHorpadii. MoaaHHs
HoBoro abo oHoBneHoro ceptudikaTa
BignoBigHOCTI abo BUNyyYeHHs cepTudikata
BignoBigHocTi EBponenchkii hapmakonei: ans
ADI; ansa BuxigHoro




261

[TponoBkeHHs AoaaTKa 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTLCS Y BUPOOHMUTBI ADI; ans
[OMOMDKHOI peqoBUHM (CepTudikaT BianoBigHOCTI
€Bponecbkin dapmakonei) - OHoBNEHWI
cepTudikaT Bif yxxe 3aTBEPOAKEHOro BUPOBHMKA -
noJaHHsi OHOBMEHOro cepTudikaTa BiAnoBigHOCTI
€Bponecbkin dapmakonei Ne R1-CEP 2010-299 -
Rev 02 (3atBepaxeHo: R1-CEP 2010-299 - Rev
01) gna A®I Topacemiy Big BXe 3aTBEPAKEHOrO
Bupo6bHmka TEVA PHARMACEUTICAL
INDUSTRIES LTD., Israel.

432.

TOPACEMIA-
TEBA

Tabnetku no 10 mr;
no 10 Tabnetok y
6nictepi; no 2 abo 3
6nictepu B kopobui

TOB "TeBa
YkpaiHa"

YkpaiHa

MJIBA Xpatcka
A.0.0.

XopsarTisa

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3MinHn | TMny - 3miHun 3 sikocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€BponeWcbkin dapmakonei/MoHorpadii. NMogaHHs
HoBoro abo oHoBneHoro ceptudikaTa
BigNoBIgHOCTI abo BUNy4YeHHs cepTugikara
BignoBigHOCTI €BponeWchbkin hapmakonei: ans
A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€Bponelicbkint hapmakonei) - OHoBReHWN
cepTuddikat Bif yxKe 3aTBEpA)KEHOro BUPOOHMKa -
NnofaHHs OHOBMEHOro cepTudikata BiANOBIAHOCTI
€sponericbkin bapmakonei Ne R1-CEP 2010-299 -
Rev 02 (3aTBepaxeHo: R1-CEP 2010-299 - Rev
01) ans A®| Topacemigy Bif Bxe 3aTBEPAXEHOrO
BupobHuka TEVA PHARMACEUTICAL
INDUSTRIES LTD., Israel.

3a
peuerimom

UA/10754/01/02

433.

TPOMBO®IJIIO
KC

niodinizoBaHuin
NOPOLLOK Ans
NpUroTyBaHHA
PO34MHY Ans

iH ekuin 1500000
MO; 1 donakoH 3
MOPOLLKOM B KOpOOLi
3 KapTOHY

Bxapar
Cipamc eHg
BakuumHc
Nimiten

IHAin

Bxapat Cipamc eHg
BakuwuHc Jlimitea

IHais

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHM | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
npoBaXeHHs AisnbHOCTI BUpOoGHMKa/imnopTepa
roTOBOrO fikapCbKOro 3acoby, BKovar4m
OinbHWL BUNYycKy cepii abo micLe npoBeaeHHs
KOHTPOIO SIKOCTI. (QiiNbHICTb, 3a sIKy Bignosigae
BMPOGHMK/iIMNOPTEp, BKIOYaKYM BUMYCK CEpil).
3miHa agpecu BupobHuka M3 Bxapat Cipamc eHa
BakuuHc Jlimiten, IHAia, 6e3 amiHn Micua
BMPOGHMLTBA. TepMiH BBEAEHHS 3MiH NpOTArom 6
MicsLiB nicnsi 3aTBEpOXKEHHS.

3a
peuenmom

He
nidnseae

UA/16785/01/02

434,

TPOMBO®IJIO
KC

niocpinizoBaHui
MOPOLLIOK AN
NpUroTyBaHHs!
PO3YunHy Ans

iH ekuin 750000 MO;
in bulk: 200
nakoHiB 3

Bxapar
Cipamc eHg
BakuuHc
TimiTen

IHAis

Bxapat Cipamc eHg
BakuwuHc Jlimitea

IHaia

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MiHM | Tuny - AgMiHicTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NpoBaXeHHS AiANbHOCTI BUpOGHWKa/imnopTepa
rOTOBOrO flikapcbKoro 3acoby, BKIoYaym
AinbHUL BUNYyCKy cepii abo micLe npoBeaeHHs
KOHTPOJ AKOCTI. (QisNbHICTb, 32 SKy Bignosigae

He
nionsieae

UA/16784/01/01




262 [TponoBkeHHs AoaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
NMOPOLLIKOM Y BMPOGHMK/iMNOpTEp, BKIOYaKUM BUMYCK CEpil).
KapTOHHiN kopobui 3MmiHa agpecy BupobHuka M3 bxapat Cipamc eHp
BakuuHc Jlimiten, IHAis, 6e3 amiHn micus
BUpobHMUTBA. TepMiH BBEAEHHSI 3MiH NPOTAroM 6
MicsLiB micnsi 3aTBEpPAXKEHHS.
435., TPOMBO®IIO niocpinizoBaHui BxapaTt IHgis Bxapat Cipamc eHp, IHais BHECEHHS 3MiH O peecTpaLiiHMX maTepianis: - He UA/16784/01/02
KC MOPOLLOK ANs Cipamc eHg BakumHc Nimiteq 3MiHM | Tuny - AgMiHiCTpaTVBHI 3MiHK. 3MiHa nidnsizae
NPUroTyBaHHA BakumHc HalMeHyBaHHs Ta/abo agpecu micus
pPO34mMHYy Ans JlimiTen NpoBaKeHHs OisnbHOCTI BUpobHUKa/imMnopTepa
iH ekuin 1500000 roTOBOrO JlikapCbKoro 3acoby, BKo4aro4m
MO; in bulk: 200 AinbHUL BUNYycKy cepii abo micue npoBeaeHHst
c¢nakoHis 3 KOHTPOSIO SIKOCTI. (QisNbHICTb, 3a Ky Bignosigoae
MOPOLLIKOM Y BMPOGHMK/iIMNOpTEp, BKIOYaKUM BUMYCK CEpilA).
KapTOHHIN kopobLi 3miHa agpecu BupobHuka M3 bxapat Cipamc eHf
BakuuHc Jlimiten, I1HAia, 6e3 amiHn Micus
BUpobHMUTBA. TepMiH BBEAEHHSI 3MiH NPOTAroM 6
MicsILLiB Micnsi 3aTBEPOXKEHHS.
436., TPOMBO®IIO niocpinizoBaHui BxapaTt IHgis Bxapat Cipamc eHp, IHais BHECEHHs1 3MiH JO peecTpauiiHMX maTepianis: 3a He UA/16785/01/01
KC NMOPOLLOK ANA Cipamc eHg BakumHc Nimiteq 3MiHM | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa peuenmom | niidnszae
NPUroTyBaHHSA BakumHc HanmMeHyBaHHA Ta/abo agpecu micus
PO34MHY Ans JimiTen NpoBamxeHHs AisnbHOCTI BUpobHUKa/iMnopTepa
iH ekuin 750000 MO; roTOBOrO MikapCcbKoro 3acoby, BKro4aro4um
1 donakoH 3 AiNbHWLI BUMYCKy cepii abo micLe npoBeaeHHS
NMOPOLLKOM B KOPOOLIi KOHTPOSIO SIKOCTI. (QisNbHICTL, 3a SKy Bignosigae
3 KapTOHYy BMPOGHMK/iIMNOPTEP, BKIOYaKYM BUMYCK CEpil).
3wmiHa agpecu BupobHuka M3 Bxapat Cipamc eHg
BakuuHc Jlimiten, IHAia, 6e3 amiHn micusa
BMPOGHMLUTBA. TepMiH BBEAEHHSA 3MiH NpOTArom 6
MicsILLiB Micnsi 3aTBEPOXKEHHS.
437.| YNbTPEKC kancynu no 150 mr; Pisocapm Lsewuapi Pisocpapm CA LLisenuapis BHECEHHS1 3MiH 4O peecTpauinHuX maTtepianis: 3a - UA/14647/01/01
no 8 kancyny CA a 3minn | TMny - 3miHn Wwopo 6e3nekn/edpekTMBHOCTI peuenmom

6nictepi; no 2
Gnictepun y
KapTOHHIN kopobui

Ta hapmakoHarnsgy. BeeaeHHs abo 3miHu oo
y3aranbHeHUX AaHux Npo cUcTemy
dapmakoHarnsaay (BBeAeHHS y3aranbHEeHUX AaHuX
npo cuctemy cdapmakoHarnagy, amiHa
yrnoBHOBaXeHoi ocobu, BignoBifanbHoi 3a
3AiCHEeHHs hapmakoHarnsgy; KOHTakTHoOI ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSsI
dapmakoHarnagy B YkpaiHi, Ko BOHa BiAMiHHa
Bifl ynoBHOBaXeHOi ocobw, BignoBiaanbHOI 3a
3AiNCHEeHHSA hapmakoHarnsgy (BKoyaym
KOHTaKTHi AaHi) Ta/abo 3MiHW Y pO3MiLLEHHI
mMacTep-anina cuctemu papmakoHarnsagy) 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobu
3asiBHMKa, BignosiganbHoi 3a hapMakoHarnsg.
3MiHa KOHTaKTHOI 0cobU 3asiBHUKA,
BiAMOBiAanbHOI 3a hapmakoHarnsg B YKpaiHi.
[itova pepakuisn: Wuronesa MapiaHHa BikTopiBHa.
MponoHoBaHa pepakuis: Wynby Onbra CepriiBHa.
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[TponoBkeHHs AoaaTKa 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocobu
3asBHUKA, BiANOBIAANbHOI 3a hapmakoHarnsg B
YkpaiHi. 3miHa MicLie3HaxomKeHHs MacTep-anna
cucTemn hapmakoHarnagy. 3miHa micus
30iNCHEHHSI OCHOBHOI fisiNbHOCTI 3
dapmakoHarnsay.

438.

YINIbTPEKC

kancynu no 300 wmr;
no 8 kancyny
6nictepi; no 2
Gnictepn y
KapTOHHiN kopobui

Pisochapm
CA

LLisewuapi
a

Pisodpapm CA

LLIBeviuapis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MinHu | TUNY - 3MiHu Wono 6e3nekun/echeKTUBHOCTI
Ta hapmakoHarnsgy. BeeaeHHs abo 3miHM oo
y3aranbHEeHUX AaHuX Npo cuctemy
bapmakoHarnsgy (BBeAeHHs y3aranbHEHNX AaHnx
npo cuctemy cdapmakoHarnagy, amiHa
yNOBHOBa)eHOi 0cobu, BignoeigansHoi 3a
3AiCHEHHs hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
thapmakoHarnagy 3asiBHUKa Ans 30iMCHEHHA
cthapmakoHarnagy B YKpaiHi, SKLO BOHA BigMiHHA
BiJ, YNOBHOBaXXEHOI 0CO0M, BiAnoBiganbHoi 3a
3aiicHeHHs dhapmakoHarnsgy (Bknovarym
KOHTaKTHI AaHi) Ta/abo 3MiHW y po3MiLLeHHi
macTep-arna cuctemu dpapmakoHarnagy) 3miHa
KOHTaKTHMX JaHMX YNOBHOBaXKeHOi ocobu
3asiBHMKa, BiANOBiAanbHOI 3a hapMakoHarnag.
3MiHa KOHTaKTHOI 0cobu 3asiBHUKA,
BiAnNoBiganbHOI 3a hapmakoHarnag B YkpaiHi.
[itova pepakuis: Wuronesa MapiaHHa BikTopiBHa.
MponoHoBaHa pepakuis: WWynby Onbra CepriiBHa.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocoou
3asiBHMKa, BignosigansHoi 3a dhapMakoHarnsag B
YkpaiHi. 3miHa micLe3HaxoaKeHHs macTep-daiina
cuctemu chapmakoHarnsigy. 3miHa micust
30iNCHEeHHS OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsay.

3a
peuenmom

UA/14647/01/02

439.

YNCAPUH
YNCA 3
BITAMIHOM C

TabneTku LWKMyyi; no
10 TabneTok y Ty6i;
no 1 abo 2 Tyéuy
KapTOHHiI kopobui

YMNCA CAC

dpaHuis

YMCA CAC

®paHuia

BHECEHHS1 3MiH [0 peecTpauinHuX maTtepianis:
3MmiHu | TUNY - AgMiHicTpaTuBHI 3MiHW. BunyyeHHs
BUPOOHMYOT AinbHULUI (BKITHOYAKOYM AiNbHALI ANst
A®I, npomixxHoro npoaykTy abo rorosoro
nikapcbkoro 3acoby, AinbHULi Ans NpoBeAeHHS
nakyBaHHsi, BUpoOHWKa, BifnoBiaansHOro 3a
BUWMYCK Cepili, MicLie NPOBEAEHHS KOHTPOTHO cepil)
abo nocTavanbHyKa BUXigHOrO MaTepiany,
peareHTy abo JOMOMDKHOT PEYOBUHM (SIKLLIO
3a3HaYeHo y [OCbE) BUNYYEHHS BUPOBHMYOT
ainbHuui The Andhra Sugars Limited, IHgis ans
A®I aueTuncaniynnosoi kucnotu. 3miHu | Tuny -
3miHu 3 skocTi. CepTudikaT BignosiaHocTi/l'E-
cepTudikaT BignoBigHOCTI €EBponenchkii
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIEHoro cepTudikaTta BignosigHocTi abo
BUIYYEHHS cepTudikaTa BignoBigHOCTI

6e3
peuenma

UA/7598/01/01
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[TponoBkeHHs AoaaTKa 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

€Bponencbkin dhapmakonei: gna A®l; ans
BMXigHOro martepiany/peareHTy/npoOMiKHOrO
NPOAYKTY, LLIO BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
ADI; ons gonomMixkHoi pevoBuHK (cepTudikat
BiQNOBIQHOCTI €Bponewchbkin hapmakoner) -
HoBwuin cepTudikat Big HOBOro BUpoGHWMKa (3aMiHa
abo [onoBHEHHS) NofjaHHSA HOBOroO cepTudikara
BiANoBigHOCTI €Bponencokini papmakonei Ne R1-
CEP 2004-019 - Rev 05 gnsa A®l ackopbiHoBOi
KMCIOTW Big HOBOro BMpoGHuka CSPC
WEISHENG PHARMACEUTICAL
(SHIJIAZHUANG) CO., LTD., Kutan

440.

DArOLE®D

NMOPOLLOK Ans
PO34MHy AN iH'eKuin
no 1000 wmr; 1

hnakoH 3 NOPOLLKOM
Y KapTOHHIi KOpoobUi

BPOC NTA

[peuis

BEPOC NTA

[peuia

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3MiHM | Tuny - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI
Ta hapmakoHarnsay. BeeaeHHs abo 3miHM oo
y3aranbHeHUX AaHux nNpo cuctemy
bapmakoHarnsgy (BBeAeHHS y3aranbHEHNX AaHnx
npo cuctemy cdapmakoHarnsgy, amiHa
yNoBHOBa)eHOi ocobu, BignoeigansHoi 3a
3AiCHEHHs hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
thapmakoHarnagy 3asiBHUKa Ans 30iMCHEHHA
cthapmakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
BiJ, YNOBHOBaXXEHOI 0cO0M, BiAnoBiganbHoi 3a
3aiicHeHHs dhapmakoHarnsgy (Bknovarym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
MacTep-canna cuctemu papmakoHarnsaay). 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBigansHoi 3a
dapmakoHarnag B YkpaiHi.

[itoya pepakuin: IBacbkoBa Anna BacunisHa.
MponoHoBaHa pepakuis: bagbs OneHa
AnaTtoniiBHa. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOI
ocobu 3asBHKKa, BianoBiganbHOI 3a
hapmakoHarngg B YKpaiHi.

3a
peuenmom

UA/0783/01/01

441.

®APMALON®

Tabnetku, no 10
Tabnetoky
6nictepax; no 10
TabneTok y 6nictepi;
no 1 a6o 3, abo 5
GnicTepiB y nayui 3
KapTOHY

AT
"®apmak”

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3miHu | TUny - 3miHm 3 akocTi. APl. KoHTponb AdPI.
3miHa y MmeTogax BunpobyBaHHs AD| abo
BVXifHOro MaTtepiany/npoMixHoro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCH Y
npoueci BupobHuuTea AP| (He3HauHi 3MiHK Yy
3aTBEpAKEHUX MeToAax BUNPoOyBaHHs)
3MiHWM B @aHaniTMYHin meToauLi BunpobysaHHs API
napaweTtamony 3a NnokasHWkoM «lgeHTudikauis»
Aoy, €0, 2.2.24) BupobHuka M3. Po3gin
aKTyanisoBaHo BiAMNoBiAHO A0 BUMOT MOHorpadii
€d «Paracetamol», 6e3 3miHW kpuTepiiB
NPUAHSTHOCTI. 3MiHK | TUNY - 3MiHK 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y meTodax BUNpobyBaHHS
A®I| abo BuxigHOro Matepiany/npomMixxHoro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y

6e3
peuenma

UA/8183/01/01




265 [TponoBkeHHs AoaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
npoueci BupobHuuTBa AP| (HE3HAYHI 3MiHW Y
3aTBEPKEHNX MeToAax BUNPOOYBaHHS) 3MiHW B
po3gini «CynposigHi gomiwku» (APY, €D, 2.2.29)
(BMpoGHUMKa MM3) API napauetamony y
Bi4NOBIgHOCTI 4O BMMOT MOHorpadii €
«Paracetamol». Kputepii npuiHsaTHOCTI
3anuwaTbes 6e3 3MiH.
442| ®EBYCTAT TabneTku, BKpUTI Ecnapma HimeuunH | Brrodapma-lHpactpi | MopTtyranis/ BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: 3a - UA/18914/01/02
nniBkOBOKO m6X a dapmacbioTuka, HimeuyunHa 3MiHu Il Tuny - 3MiHK 3 sikocTi. ADIL. (iHLWi 3MiHW) peuenmom
ob6onoHkoto, no 120 C.A., MNoptyranis oHoBrneHHss ASMF Ha gitovy peqyoBuHy
mr; no 14 TabneTok (BMPOBHMLTBO in ebykcocTaT (y BUrnsgi remirigpaty) Bia
y GnicTepi; no 2 bulk, nepsuHHe 3aTBepakeHoro BupobHuka Alembic
Gnictepu B nakyBaHH4, Pharmaceuticals Limited, IHgis (3aTBepmpkeHo:
KapTOHHiIN kopobui BTOPUHHE Applicant's part ASMF FEB-EU-EP-AP-2016-00,
nakyBaHHs, Restricted part ASMF FEB-EU-EP-RP-2016-00);
KOHTPOJb SIKOCTI); 3anponoHoBaHo: Applicant's part ASMF FEB-EU-
Ecnapma N'm6X, EP-AP-2021-00, Restricted part ASMF FEB-EU-
HimeuuunHa (BMnyck EP-RP-2021-00)
cepii); ecnapma
dapma Cepsices
'm6X, HimeuunHa
(BTOpWHHE
nakyBaHHS)
443.| ®EBYCTAT TabneTkn, BKpUTI Ecnapma HimewunH | Bniodapma-lHgacTpi | lMoptyranis/ BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis: 3a - UA/18914/01/01
NniBKOBOO m6X a dapmacbioTuka, HimeyunHa 3MiHn |l Tuny - 3miHn 3 akocTi. A®L. (iHWwi 3miHKW) peuernmom
obornoHkoto, no 80 C.A,, MNoptyranis oHoBneHHA ASMF Ha gitovy peyoBuHy
Mr; no 14 TabneTok (BMpPOGHMLTBO in debykcocTaT (y BUrnsai remirigpaty) Big
y bnictepi; no 2 bulk, nepBuHHe 3aTBepakeHoro BupobHuka Alembic
6nictepu B nakyBaHHs, Pharmaceuticals Limited, IHgia (3aTBepaxeHo:
KapTOHHiI kopobui BTOPUHHE Applicant's part ASMF FEB-EU-EP-AP-2016-00,
nakyBaHH4, Restricted part ASMF FEB-EU-EP-RP-2016-00);
KOHTPOMb SKOCTi); 3anponoHoBaHo: Applicant's part ASMF FEB-EU-
Ecnapma 'm6X, EP-AP-2021-00, Restricted part ASMF FEB-EU-
HimeuyunHa (Bunyck EP-RP-2021-00)
cepii); ecnapma
dapma Cepsices
'm6X, HimeuunHa
(BTOPYHHE
nakyBaHHs)
444, ®EOUNH-20® kancynu no 20 mr: OPIrAHOCHU OAE EBepTomkeH Nand IHais BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: 3a He UA/1239/01/01
no 10 kancyny H CaeHcus Jliviten 3MiHu | Tuny - 3miHn wopno 6esnekn/ePeKTUBHOCTI peuenmom nidnsieae
6nictepi; no 3 NAADCAEH Ta cpapmakoHarnsgy. 3miHa y KopoTkin
6nictepu B nayui 3 CUN3 (ED XapaKTepucTu1Li Nikapcbkoro 3acoby, TeKcTi
KapTOHYy 3ET ) MapKyBaHHs Ta iHCTPYKUii ANS MEeAUYHOro
3aCTOCyBaHHs Ha MiAcTaBi perynsipHo
OHOBJTHOBAHOrO 3BiTy 3 6e3Mnekun Nikapcbkoro
3acoby, abo gocniaxeHb 3 6e3neky 3acToCyBaHHs
nikapcbkoro 3acoby B nicnsipeecTpaLiiiuin nepion,
abo sk pe3ynbTaT OUiHKM 3BiTY 3 AOCHIAKEHb,




266 [TponoBkeHHs AoaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
npoBeAeHnX BigNOBIAHO A0 NnaHy neaiaTpuyHmnx
pocnimkenrs (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHNM YNOBHOBaXXEHUM OpraHom).
3MiHW BHECEHO B iHCTPYKLitO0 4Ns MeANYHOro
3acToCyBaHHs Nikapcbkoro 3acoby Ao po3ainy
"3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHS
rpyoaro” BignoBigHO 40 OHOBREHOT iHbopmauii
Wwoao 6e3neku 3acToCyBaHHS Ail040i pe4OBWHM
3rigHo 3 pekomeHzauieto PRAC. TepmiH BBegeHHs
3MiH NpOTSArom 6 MicsiLiB Micnsi 3aTBEpPAKEHHS
445, ®EHE®PUH Kpanni O4Hi, po34nH TOB CnoBaubk TOB "YHIME[ CrnoBaubka BHECEHHS1 3MiH O peecTpauiiHMX maTtepianis: 3a - UA/7546/01/01
10% 10 %; no 5 mn abo "YHIME[ a SAPMA" Pecnybnika | 3miHu | Tuny - 3miHm 3 skocTi. FoTOBUIA NiKapCbKuii peuenmom
10 Mn y donakoHi- DOAPMA" Pecny6nik 3aci6. KoHTposb roToOBOro nikapcbkoro 3acoby.
KpanensHuui; no 1 a 3miHa y meToaax BUNpobyBaHHS roTOBOrO
nakoHy- nikapcbKkoro 3acoby (iHwi 3MiHM y meTogax
KpanenbHu1Li B BMNpoOyBaHb (BKItoYauM 3amiHy abo
KapTOHHiIN kopobui AonoBHeHHs1)) OHOBNEHHA MeTody BUNPObyBaHHs
113 3a nokasHukoMm «lgeHTudikauis Ta KinbkicHe
BU3Ha4yeHHs AD| cbeHinedpuHy rigpoxnopuay»
meTtogom BEPX.
446.] ®EHOKIT Kpanni opanbHi, 1 CninbHe YkpaiHa CninbHe yKkpaiHCbKO- YkpaiHa BHECEHHS1 3MiH [JO peecTpaLinHMX maTepianis: 6e3 - UA/16281/01/01
mr/ mn; no 20 mny YKpaiHCbKO- icnaHcbke 3miHn | TMny - 3minm 3 sikocTi. CepTudikaT peuenma
KOHTeViHepi; no 1 icnaHcbke nianpUEMCTBO BignosigHocTi/lE-cepTudikaTt BianoBigHOCTI
KOHTENHepPY B nayui nianpuemcTs "Cnepko YkpaiHa" €BponeWcbkin dhapmakonei/MoHorpadii. NMogaHHs
3 KapTOHYy o "CMNEPKO HoBoro abo oHoBneHoro ceptudikaTta
YKPAIHA" BIANOBIAHOCTI 260 BUNyYeHHs cepTudikaTa

BignoBigHOCTi €Bponenchkii hapmakonei: ons
A®I; onsa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BMKOPUCTOBYOTBLCS Y BUPOOHMUTBI APl; ans
[OMNOMIXKHOI peqoBUHU (cepTudikaT BignoBiaHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHWN
cepTudikaT Bif yke 3aTBepaKEHOro BUPOBHUKa -
NnoAaHHs OHOBMEHOro cepTudikaty BignoBigHOCTI
€sponevicbkin dapmakonei R1-CEP 2000-145-
Rev 08 Big 3aTBepaxeHoro BupobHuka OLON
S.P.A., gitovoi pe4oBVHN OUMETMHAEHY Marneart B
3B’A3Ky 3i 3MiHOI agpecu BnacHuka CEP, micue
BMPOGHMLTBA HE 3MIHUIIOCb Ta OHOBIEHHS
iHdopMaUii LWoao AOMILIOK BiANOBIAHO A0
OHOBJIeHoI cTaTTi EP (3aTBepaxeHo: R1-CEP
2000-145-Rev 07 OLON S.P.A. Strada Rivoltana
Km 6/7 Italy-20090 Rodano, Milano; CynyTHi
pomiwku: Jomiwka A He Ginblie 0,1%, Oomiwkn B,
C, D, E,F,G,H,l He GinbLue 0,2%, cyma [OMILLOK,
okpim goMiwku A He Binbe 0,5%;
3anponoHoBaHo: R1-CEP 2000-145-Rev 08 OLON
S.P.A. Strada Rivoltana Km 6/7 Italy-20053
Rodano, Milano; CynyTHi JOMILLKM: KOXHa
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HecneuudiyHa gomiwka He Binbwe 0,10%, cyma
gomiwok 0,2%)

447,

®EPBEKC Ansa
AOOPOCIINX 3
MAJTIMHOBMM
CMAKOM

MOPOLLIOK ANs
opasibHOro po34unHy;
8 calle y KapTOHHIN
Kopobui

YMNCA CAC

PdpaHuis

YINCA CAC

®paHuia

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MmiHu | Tvny - 3miHK 3 AkocTi. FoToBUI NiKapCbKUI
3aci6. 3MiHn y BUpoBHMUTBI. 3MiHK ¥ npoueci
BMPOGHMLTBA roTOBOIO fikapcbKoro 3acoby,
BKITHOYAI0UM MPOMIDKHUI MPOAYKT, WO
3aCTOCOBYETHLCS NPY BUPOBHULITBI FOTOBOIO
nikapcbKkoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOGHMLTBA) HE3HAYHa 3MiHa B NMPOLECi
BMPOBOHMLTBA: 3MiHa TPMBANOCTi 3MillyBaHHS Ha
hiHanbHIN cTagii 3miyBaHHS.

6e3
peuyenma

UA/3128/01/01

448.

®EPPYM
®OCDHOPUKYM
cinb
[OKTOPA
LLIIOCCNEPA
Ne 3

Tabnetku; no 80
TabneTok y dnakoHi;
no 1 cdonakoHy B
KapTOHHiIN kopobui

Ooiive
XomeonarTi-
YHioH OXY-
ApuHanmiTT
enb M'mMoX &

Ko.KI

HimeyuuH
a

Hownye Xomeonarti-
YHioH OXY-
ApuHanmiTTenb
'mbX & Ko. KIr

Himewumna

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3miHu | TMny - 3miHKn 3 AkocTi. FoToBUI NiKapCbKUIA
3aci6. Onuc Ta cknaa. 3miHa abo AoaaBaHHS
LUTaMniB, MOTOBLLIEHb ab0 iHLLINX MapKyBaHb,
yKIntoyaroun 3amiHy abo gogasaHHsA dapb ans
MapKyBaHHS fikapcbkoro 3acoby (3miHa wramnis,
NoTOBLUEHb abo iHWMX MapKyBaHb) 3miHa
CTOCY€ETbCS BUINYYEHHS AeTanen onvucy Burnagy
TabneTku WoA0 TUCHEHHS Ha TabneTui 3
Bi4NoOBigHMMK 3mMiHamu B po3ain Cneundikadis
MKA N13. 3ateBepaxeHo: Cneuudikauisa 113 npu
BUMYCKY Ta TEPMiH NpuaaTHOCTi. 3anponoHOBaHo:
Cneuudikauisa 'T13 npu Bunycky Ta TepmiH
npuaaTtHocTi. 3MiHU BHeceHi B po3gain "flikapcbka
dopma". OCHOBHI ¢hi3nko-xiMi4Hi BMacTMBocTi" B
iHCTPYKLiO AN MEOUYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby. 3miHu | Tuny - 3MiHK 3 KOCTi.
["oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneundikaLii Ta/abo JoNyCcTUMMX MEX rOTOBOro
nikapcbkoro 3acoby (BHECEHHS 3MiH 40 AOCkE
nicns OHOBNEHHS 3aranbHOl CTaTTi Ha roToBY
nikapcbky chopmy y [PY/EBponenichkin
hapmakonei) NpuBeAeHHs! KpUTEPIto NPUAHSATHOCTI
3a nokasHukom «MikpobionoriyHa YMcToTa» B
Creuudpikauii M3 go € (gitoye BugaHHNA) ans
OPOMYKO3HOMO 3aCTOCYBaHHS, a TakoX peaakuUivHi
YTOYHEHHS 3a Noka3HnKamu « CTUPaHHICTb»,
«CepenHsa maca/ogHOpIgHICTb Macu»
3aTBepaxeHo: Cneuundikauisi M3 npu Bunycky Ta
TepMiH NpuaaTHOCTI. 3anponoHOBaHo:
Cneuudikauisa 'T13 npu Bunycky Ta TepmiH
npuaaTHoOCTI

6e3
peuenma

nionsieae

UA/12252/01/01

449.

DJIAMIOE3
FENb

renbno20r, 30T,
40 rabo 100 rB
namiHoBaHin Ty6i; no
1 Ty6i B KAPTOHHIV

OPrAHOCHU
H
NAV®CAEH

CU3 (E®

OAE

EHK'106 ETikana
Mpausit Iimiteq

IHaia

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3miHu | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponencbkin dapmakonei/MoHorpadii. NMogaHHs

6e3
peuenma

UA/12794/01/01
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Kopobui

3ET )

HoBoro abo oHoBneHoro ceptudikaTa
BiANoBigHOCTI abo BUny4eHHsi cepTudikata
BignoBigHOCTI €BponeWichkin hapmakonei: ons
A®I; onsa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, LLO
BUKOPUCTOBYIOTLCSA Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (CepTudikaT BianoBigHOCTI
€sponelicbkin hapmakonei) - OHoBReHWN
cepTudikat Bif y)Ke 3aTBepKEHOro BUPOBHMKa -
nofaHHs oHosneHoro ceptudikatry CEP (R1-CEP
2012-390-Rev 01) Big y>xe 3aTBEpAXKEHOIO
BupobHuka BASF SE ans A®I lleBomeHTony.
3arBepmkeHo: CEP (RO-CEP 2012-390-Rev 03)
3anponoHoBaHo: CEP (R1-CEP 2012-390-Rev
01).

450.

®OJEPTIC

PO34MH AnA iHy3in,
0,3 mr/mn no 100 mn
B (hrnakoHax
CKINSAHMX, NOo 1
dnakoHy y nayui

AT
"®apmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3MiHwm Il Tuny - 3miHn 3 akocTi. A®I. BupobHuuTteo.
3MiHa BUpoGHMKa BUXiQHOTrO/MPOMIXKHOMO
npoayKTy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y
BMpOGHMYOMy npoueci A®I, abo 3miHa BUpobHUKa
(Bkntovaroum, ae HeobxigHoO, MicLe NpoBeaeHHs
KOHTponto sikocTi) A®I (3a BigcyTHOCTI
cepTudikaTa BignoBigHOCTi €BpONEChbKiii
capmakonei y 3aTBepAXeHOMY A0ChE)(BBEAEHHS
HoBOro BMpo6Huka APl 3 HagaHHsSM MacTep-
danna Ha AD|) BBeAeHHSA OAATKOBOrO
BMpo6HMKa AD| (egapaBoH) - AT "dapmak”.

3a
peuernmom

UA/19847/02/01

451.

®NYBPIKC®
CMPEM

crpert OPOMYKO3HUIA,
po3uuH 8,75
mr/go3a, no 15 mny
donakoHi, no 1
nakoHy y nayui

AT
"®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
YTOYHEHHSA peecTpaLiHoi npoueaypi B Hakasi
MO3 Ykpaiuu Ne 937 Big 23.05.2023 - 3miHu |
Tmny - 3MiHn 3 gxkocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BignoBigHOCTI
€Bponelicbkint hapmakonei/MmoHorpadii. MogaHHs
HoBoro abo oHoBrneHoro ceptudikarta
BigNoBigHOCTI abo BUny4YeHHs cepTugikara
BignoBigHocCTi €Bponenchkii hapmakonei: ons
A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOBHMUTBI ADI; ans
[OMNOMiXHOT peqyoBUHU (cepTudikaT BignosiaHoCTi
€Bponelicbkint hapmakonei) - OHoBNeHWI
cepTudikaT Bif yke 3aTBepOKEHOro BUPOBHUKaA -
noaaHo OHOBMEHWI cepTudikaT BignosigHoOCTI €O
No. RO-CEP 2017-129-Rev 04 Ha 3amiHy
3aTBepakeHoro ceptudikaty (RO-CEP 2017-129-
Rev 03) ans gitoyoi pevoBuHU nypbinpodeHry
Bif, 3aTBEpOKEHOro BMpobHuka HY-GRO
Chemicals Pharmtek Private Limited, IHaia. Ak
Hacnifgok BHECEHO 3MiHM 0 NoKa3HmKa

6e3
peuenma

UA/18976/01/01
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«3anuLKoBI KiNbKOCTi OpraHiYHNX PO3YNHHUKIBY, @
came BUINYYEHHO BU3HAYEHHS OPraHivuHmX
po3unHHukiB N,N-gumeTtuncdopmamig (3
[onycTUMOoK0 Mexeto He GinbLie 880 ppm) Ta
MeTOHOny (3 AonycTMMOto Mexeto He Binblue 3000
ppm) BianoBigHo Ao oHoBrneHoro CEP. 3MiHu |
Tmny - 3MiHun 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaTt BignosigHoCTI
€Bponencbkin dapmakonei/MoHorpadii. NMogaHHsA
HoBoro abo oHoBneHoro ceptudikaTa
BianosigHocTi abo BMNyYeHHs1 cepTudikaTta
BignoBigHOCTI €BponeWchkin hapmakonei: ans
A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHYM (cepTudikaT BianoBiaHOCTI
€sponevicbkin apmakonei) - Hosuin ceptudikat
Bi, HOBOro BMpOGHMKa (3aMiHa abo JONOBHEHHS) -
nofaHo HoBMI cepTudikat BignosigHocTi €9, No.
R1-CEP 2003-103-Rev 02 gns gito4oi pe4oBuHu
dnypbinpodeHy Big HoBoro BupobHuka FDC
Limited, IHais. 3mMiHu | TURY - 3MiHK 3 sKOCTiI.
Ceptudpikat BignosigHocTi/lE-cepTudikat
BiNOBIgHOCTI €Bponenchkin
tapmakonei/MoHorpadii. 3MiHK, NoB'A3aHi 3
HeOoOXiAHICTIO NpMBeaEeHHS Yy BigNOBIAHICTE A0
MoHorpadii JPY abo €sponeicbkoi dhapmakoner,
abo iHWoi HauioHanbHOT dhapmakonei aepxasu €C
(3miHa y cneuudikauisx, nos'a3aHa 3i 3miHaMu B
OoY, abo €sponelickkin hapmakonei, abo iHLwin
HauioHanbHin chapmakonei aepxasu €C) -
npvBeaAeHo Npoginb AOMILIOK, AONYCTUMI MeXi Ta
MEeTOAVWKY 3a NoKa3HUKOM « CynpoBigHi AOMILLKWY Y
BiANOBIAHICTb 4O BUMOI MOHOrpagii
«Flurbiprofen» EP Bupo6Hukom MM3. 3MiHm | TNy
- 3miHu 3 AkocTi. FoToBMI Nikapcbkni 3acib.
Onwuc Ta cknag. 3miHa y cknagi (AonoMiKHUX
peyYoOBMHAaX) roTOBOrO J1ikapCbKOro 3acoby
(iHwi 3miHwM) - 3MiHa sikicHoro cknagy
OONOMIXKHUX PeYOBUH, a cCaMe BUITYYEHO
nponinnaparigpokcu6eHsoar. 3MiHM BHeCeHi B
iHCTPYKLUil0 ANs MeAUYHOro 3acToCyBaHHs
nikapcbkoro 3aco6y y posgin "Cknag"
(monomixHi pe4oBMHM), AK HacnifokK, B po3ain
"Oco6nuBocCTi 3acTocyBaHHA", 3 BianoBiagHUMM
3MiHaMM B TeKCTi MapKyBaHHS NiKapCbKoOro
3aco6y. 3miHu | TMny - 3MiHK 3 gKocTi. [oToBMI
nikapcbkuii 3aci6. Onuc Ta cknag. 3MiHa y cknagi
(QOMNOMI>XKHMX pevyoBMHAX) FOTOBOrO NiKapCbKOro
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3acoby (iHLWi 4ONOMiXKHI pe4oBUHWK) - Byab-aka
He3Ha4Ha 3MiHa KifbKiCHOro cknagy AOMOMIKHUX
PEYOBUH Y rOTOBOMY JlikapcbkoMy 3acobi - 3miHa
KiNbKiCHOrO cKnagy AOMOMIXHUX PeYOBUH, a came
3MEHLLEHO KiNbKICTb MeTunnaparigpokcnbeHsoary.
3MinHun | Tuny - 3miHm 3 sikocTi. A®I. KoHTponb ADI.
3miHa y napameTpax cneuudikadiv Ta/abo
A0NYyCTUMMUX MEX, BU3HAYEHNX Y crneumdikauisx
Ha A®I, abo BMXiaHMA/MPOMIXKHWIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
npoueci BupobHuutea A®I (iHwi 3miHu) - ons
BU3HAYEHHS NOKasHuKa «laeHTudikauia»
BMpobHMkoM [T13 BBEgeHO [oaaTKOBUIA METOL,
pamMaHiBCbKa CMEKTPOMETPISA Y METOAMN KOHTPOO
A®| 3 NPUMITKOI «40MNYCKAETLCA BU3HAYEHHS
iAeHTUiIKaLii KOXKHOI TapHOT EMKOCTI». 3MiHu |
Tmny - 3MiHn 3 gxkocTi. A®l. Kontponb A®I. 3miHa y
napameTpax crneuudikauin Ta/abo gonyctTummx
MeX, BU3Ha4YeHux y crneumdikauiax Ha A®I, abo
BVXiOHUIA/MPOMIXKHWI NPOAYKT/pearexT, Lo
BUKOPUCTOBYHOTLCS Y Npoueci BUpobHuuTea AdI
(iHWi 3MiHW) - BBEAEHHSI NPUMITKM «BU3HAYEHHSI
iaeHTudiKaLii npoBOANTLCSA Ha cepeaHin Npobix»
00 nokasHuka «laeHTuadikauisy cneumdikauii APl
BUpOGHMKOM 13, 3miHu | TUNY - 3MiHK 3 AKoCTi.
[oToBMI Nikapcbkuin 3aci6. KoHTponb AONOMKHMX
peyoBuH. 3MiHa y MeTodax BUNPobyBaHHSA
[OOMOMIXKHOT pe4OBUHU (HE3HAYHI 3MiHW Y
3aTBEpKEHNX MeTofax BUNpobyBaHb) - 3MiHK
MeTOAMKM 3a nokadHuKoM «KinbkicHe BU3HaYeHHA»
(npo6onigroToBka) Ta 3MiHa AOMYCTUMUX MEX Ans
MeTunnaparigpokcubeHsoaty (3atBepmkeHo: 90,0
—110,0% Big HOMiHANbLHOrO 3HAYEHHS;
3anponoHoBaHo: 40,0 — 110,0% Big HOMiHanbHOro
3HayeHHs). 3MiHu | Tuny - 3miHu 3 aKkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb JONOMDKHUX PEYOBUH.
3miHa y MeTogax BUNpoOyBaHHS AOMOMiKHOI
PEYOBUHW (HE3HAYHI 3MiHWN Y 3aTBEPAXKEHNX
mMeToAax BMNpobyBaHb) - 3 NOKa3HUKa
«laeHTundikauis» BUNy4YeHO BU3HAYEHHS
nponinnaparigpookcnbexsoaty. 3miHu | Tuny -
3MiHu 3 AkocTi. FoTOBMIA Nnikapcbkuii 3aci6.
KoHTponb AonomixkHUX pevoBuH. 3MiHa y MeTodax
BUNPOOYBaHHS JOMOMIKHOI PEYOBWHU (HE3HaYHi
3MiHM y 3aTBEpPOKEHNX MeToAax BUNpobyBaHb) -
3MiHa METOAMKM 3a NokasHnkoM «CynpoBiaHi
Aomilwkuy» (NpobonigrotoBka). 3miHu | Tuny - 3miHn
3 akocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI €Bponenchkii
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dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBIEHOrO cepTudikata BignoigHocTi abo
BUNYyYEHHN cepTudikaTa BignoBIgHOCTI
€Bponecbkin dapmakonei: gna A®l; ans
BMXigHOro martepiany/peareHTy/npoOMiKHOrO
NPOAYKTY, LLIO BUKOPUCTOBYHOTLCS Y BUPOBHMLTBI
ADI; ons 4AONOMIXKHOT peqoBUHM (iHLUI 3MiHWN) -
noAaHo OHOBNEHUI cepTudikaT BignosigHoOCTI €
No. R1-CEP 2003-103-Rev 03 Ha 3amiHy
3aTBepakeHoro ceptudikaty (R1-CEP 2003-103-
Rev 02) ans gitoyoi pedoBuHn chnypbinpodery
Bif, 3aTBepaKeHoro BupobHuka FDC Limited,
lHAis.

452.

DJIYKOHA3O0M-

TEBA

Kancynu Teepgi no
100 mr; no 7 a6o 10
kancyn y 6nictepi;
no 1 6nictepy B
Kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

AT
dapmaueBTUYHUIA
3aBog TeBa

YropwwmHa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3miHK Wwopao 6e3nekn/ePeKTUBHOCTI
Ta hapmakoHarnsay. BHeceHHsi abo 3amiHa(n) oo

3060B'AA3aHb Ta YMOB Buaadi peecTpaLiiHoro

nocsigyeHHs, Bkrovatoum NnaH ynpaeniHHA
puamkamm (iHwi 3miHn) - OHoBneHo MnaH
ynpasniHHA puankamu, Bepcis 5.0 Ha nikapcbkun
3aci6 dnykoHason-Teea, kancynu TBepai no 50 mr

Ta 100 mr: no 7 a6o 10 kancyn y 6nictepi; no 1
6nictepy B kopobui; kancynu TBepgi no 150 mr: no

1 kancyni y 6nictepi; no 1 6rictepy B KopobLyi;
kancynu Teepgi no 200 mr: no 1 abo 4, abo 7, abo

10 kancyn y 6nictepi; no 1 6nictepy B kopobui.

3MiHu BHeceHo Ao YacTuH: | «3aranbHa

iHpopmauisi», Il «Cneuudikauis 3 6eaneku», VI

«Pestome nnaHy ynpasniHHa pusukammy, VI

«[JoaaTkny» BiANOBIAHO 4O OHOBNEHUX AAHUX Y

NnaHi ynpaeniHHS pU3nkamu, WO 3aTBEPAKEHNN Y
€sponericbkoMy Cotosi Ta HagaHu y cknagi
MaTtepianis 4OCbE

3a
peuerimom

UA/16524/01/02

453.

®JTYKOHA3O0I]1-

TEBA

Karncynv TBepai no
150 mr; no 1 kancyni
y 6nicTtepi; no 1
6nictepy B kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

AT
dapmMaLeBTUYHWIA
3aBoa Tea

YropwuHa

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3MiHu | Tuny - 3miHn wopno 6esnekn/edPeKTUBHOCTI
Ta chapmakoHarnsgy. BHeceHHs abo 3amiHa(n) oo
3060B's13aHb Ta YMOB BuAa4i peecTpauinHoro
NOCBiAYEHHS, BKIoYaoun [naH ynpaeBniHHA
puaukamm (iHwi amiHu) - OHoBneHo MnaH
ynpaBniHHS pusnkamu, Bepcis 5.0 Ha nikapcbkun
3acib dnykoHason-Tesa, kancynu TBepdi no 50 mr
Ta 100 mr: no 7 abo 10 kancyn y 6nictepi; no 1
6nictepy B kopobui; kancynu TBepai no 150 mr: no
1 kancyni y 6nictepi; no 1 6rictepy B KopooLi;
kancynu Teepgi no 200 mr: no 1 abo 4, abo 7, abo
10 kancyn y 6nictepi; no 1 6nictepy B kopo6ui.
3MiHu BHeceHo [0 YacTuH: | «3aranbHa
iHdpopmauisi», Il «Cneuudikauis 3 6e3nekuy, VI
«Pestome nnaHy ynpasniHHg puaukammy», VII

6e3
peuenma

UA/16524/01/03
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[TponoBkeHHs AoaaTKa 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

«[dopatkm» BignoBigHO 4O OHOBIEHUX AaHWX Y
nnaHi ynpasniHHS pu3nKamu, L0 3aTBEPOXEHUN Y
€BponevicbkoMy Cotosi Ta HagaHui y cknagi
MaTepianis 4OCbE

454.

DJIYKOHA3O0M-
TEBA

Kancynu Teepgi no
200 wr; no 1 abo 4,
abo 7, abo 10
Kancyn y 6nictepi;
no 1 Gnictepy B
Kopobui

TOB «TeBa
YkpaiHa»

Ykpaina

AT
dapmaueBTUYHUIA
3aBopg Tesa

YropwwmHa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3miHK Wwopao 6e3nekn/ePeKTUBHOCTI
Ta chapmakoHarnsigy. BHeceHHs abo 3miHa(u) oo

3000B'si3aHb Ta YMOB BMAaYi peecTpauiiioro

nocsigyeHHs, Bkrovatoun NnaH ynpaeniHHA
pusmkamm (iHwi 3miHn) - OHoBneHo MnaH
ynpasniHHA pu3nkamu, Bepcis 5.0 Ha nikapcbkun
3aci6 dnykoHason-Teea, kancynu TBepai no 50 mr

Ta 100 mr: no 7 a6o 10 kancyn y 6nictepi; no 1
6nictepy B kopobui; kancynu TBepai no 150 mr: no

1 kancyni y 6nictepi; no 1 6rictepy B KopobLyi;
kancynu Teepai no 200 mr: no 1 abo 4, abo 7, abo

10 kancyn y 6nictepi; no 1 6nictepy B kopobui.

3MiHu BHeceHo Ao YacTuH: | «3aranbHa

iHopMauisy, Il «Cneundikauis 3 6eanekn», VI

«Pestome nnaHy ynpasniHHa pusukammy, VI

«[JopaTkm» BignoBigHO 4O OHOBMNEHUX AAHUX Y

nnaxi ynpasniHHS pU3nkamu, WO 3aTBEPLXKEHUA Y
€sponevicbkoMmy Cotosi Ta HagaHu y cknagi
MaTepianis 4OCbE

3a
peuyerimom

UA/16524/01/04

455,

®JIYKOHA3OM-
TEBA

Kancynu TBepgi no
50 wmr; no 7 a6o 10
kancyn y 6nicrepi;
no 1 6nictepy B
Kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

AT
dapmMaLeBTUYHUIA
3aBoa Tea

YropwwmHa

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3miHn wopno 6esnekn/eHPeKTUBHOCTI
Ta chapmakoHarnsgy. BHeceHHs abo 3miHa(u) oo
30060B'A3aHb Ta YMOB BuAadi peecTpaLiiHoro
NOCBiAYEHHS, BKIoYaoun [naH ynpaeBniHHA
pu3ukamm (iHwi amiHn) - OHoBneHo MnaH
ynpasniHHA pu3nkamu, Bepcis 5.0 Ha nikapcbKun
3acib dnykoHason-Tesa, kancynu Teepdi no 50 mr
Ta 100 mr: no 7 abo 10 kancyn y 6nictepi; no 1
6nictepy B kopobui; kancynu TBepai no 150 mr: no
1 kancyni y 6nictepi; no 1 énictepy B kopobui;
kancynu Teepgi no 200 mr: no 1 abo 4, abo 7, abo
10 kancyn y 6nictepi; no 1 6nictepy B kopobui.
3MiHu BHeceHo A0 YacTuH: | «3aranbHa
iHpopmauisi», Il «Cneuudikauis 3 6e3neku», VI
«Pestome nnaHy ynpasniHHs puaukammy», VII
«[doaaTtkmy» BiANOBIAHO 4O OHOBMEHUX AAHUX Y
nnaHi ynpaeniHHS pU3nkamu, WO 3aTBEPMKEHNN Y
€ponelicbkomy Coto3i Ta HagaHui y cknagi
marepianis 4OCbE

3a
peuenmom

UA/16524/01/01

456.

ONYLUNHAP®

masb, 0,25 mr/r no
15 ry 1y6i; no 1 TyGi
B KapTOHHIN kopobui

TOB "bayw
Xenc"

YkpaiHa

dapm3saBog €nbda
AT.

MonbLa

BHECEHHS1 3MiH 40 peecTpauinHMX maTtepianis:
3minHn | TMny - 3miHn Wwopo 6e3nekn/edekTMBHOCTI
Ta hapmakoHarnsgy. BeeaeHHs abo 3miHu oo
y3aranbHeHUX AaHuxX Npo cUcTemy
hapmakoHarnsgy (BBeAeHHs y3aranbHEHUX JaHUX

3a
peuenmom

UA/1720/01/01
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[TponoBkeHHs AoaaTKa 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

npo cuctemy cpapmakoHarnsgy, amiHa
yNoBHOBaXKeHOi 0cobu, BiANoBiAanbHoOI 3a
3AiicHeHHs hapMakoHarnsgy; KOHTakTHoi ocobu 3
chapmakoHarnagy 3asiBHUKa Ans 30iMCHEHHA
dapmakoHarnagy B YkpaiHi, KO0 BOHa BigMiHHa
Bif, yNOBHOBaXeHOT 0cobu, BianoBiganbHoil 3a
3aiicHeHHs hapmakoHarnsgy (BkoYaryn
KOHTaKTHi AaHi) Ta/abo 3MiHW y pPO3MiLLeHHI
mMacTep-daiina cuctemu papmakoHarnsgy) 3miHa
KOHTaKTHUX JaHNX YNOBHOBaXEHOI 0cobu
3asBHMKA, BiANOBIAanNbHOI 3a hapmakoHarnsg

457.

®OPT-TENb

renb2,5%no30r
abo 50 ry TyGi; no 1
Ty6i y nayui 3
KapToHY

TOB
"TepHodhap
M

YkpaiHa

TOB "TepHotapm"

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta dhapmakoHarnsaay. 3miHa y KopoTKin
XapaKTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLii AN MeguyHoro
3aCTOCYBaHHS Ha MiACTaBi perynspHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro
3acoby, abo gocnigkeHb 3 6e3neky 3acTocyBaHHs
nikapcbkoro 3acoby B nicnspeecTpauinHui nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 4OCHiAXEHb,
npoBeAeHnX BigNOBIAHO A0 NnaHy negiaTpuyHmnX
pocnimkenrs (PIP) (3miHy yarogxeHo 3
KOMMETEHTHUM YNOBHOBaXXEHUM OpraHoMm)
3MiHM BHeceHo A0 |HCTpyKLUii Anst MegnyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainis
"MpoTunokasaHHs" Ta "3acTocyBaHHs y nepioa
BariTHocTi abo rogyBaHHs rpyaa” woao 6esneku
3aCcTOCyBaHHS [it040i PE4YOBUHMN KETOMPOgeH
BignoBigHo Ao pekomeHaauin PRAC.
MpepncTaBneHi 3miHK B iHpopmalii 3 6e3neku
LLIOJO BHECEHHS 3MiH Ta JOMNOBHEHb Ha MiacTasi
pekomeHaauii PRAC wopao 3actocyBaHHst nig Yac
BariTHOCTI y po3dinax NpoekTy iHCTPYKUIii Ans
MELMYHOrOo 3aCTOCyBaHHS «[poTUNokasaHHs»,
«3acTocyBaHHs y nepiof BariTHocTi abo
roflyBaHHs rpyaar» MoXyTb OyTW pekoMeHO0BaHi
[0 3aTBEPAXKEHHS Ta BHECEHHS B iHCTPYKLit0 Ans
MELMYHOrOo 3aCTOCYBaHHS NikapCbKoro 3acoby.
CynyTHSs! 3MiHa - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta bapmMakoHarnsagy.
BHeceHHs1 abo 3miHa(1) fo 3060B'A3aHb Ta yMOB
BuAadi peecTpauiiHoro nocBig4YeHHs, BKIoYaoum
MnaH ynpaBniHHA pu3nkaMm (3acToCyBaHHS
TEKCTY, SIKUA NOTOAXKEHWUIN 3 KOMNETEHTHUM
opraHom) 3asiBHUKOM HagaHo OHoBreHui MnaH
ynpaBniHHs pu3vkamu Bepcia 1.1. 3MiHM BHeceHo
0o yactuH: | «3aranbHa iHdopmaisy, Il
«Cneumdikauis 3 6e3nekn» (mogyni CVII

3a
peuerimom

He
nidnsicae

UA/2550/01/01
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Hasea
JliKapcbK020
3acoby
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«lpeHTudikoBaHi Ta NOTEHUiHI puankn», CVIII
«Pestome npobnem 6e3nekn»), Il «MnaH 3
apmakoHarnsgy», V «3axoam 3 MiHimisauii
pusukis», VI «Pestome nnaHy ynpasBniHHS
pusmkammny VIl «dogaTkmy» y 3B’A3Ky 3 OHOBIIEHHSIM
nepeniky npobnem 3 6e3neku Ta 3MiHO PYyTUHHUX
3axopfiB 3 MiHiMi3auji pu3ukie Ha nigcTa.i
OHOBIEHHS iH(hopMaLii 3 6e3nekn B NpoekTi
iHCTPYKLUii ANs MeQMYHOro 3aCTOCyBaHHs
BHacnigok pekomeHgauii PRAC.
3MinHu | TUNY - 3MiHu Wono 6e3nekun/echeKTUBHOCTI
Ta dhapmakoHarnsay (iHwi 3miHn) 3MiHM BHECEHO
00 IHCTpYKUIT ANa MeanyHoro 3acTocyBaHHs
nikapcbkoro 3acoby o po3aginy "lMNobivni peakuii”
LLIOAO 3BiTYBaHHS NPOo NobiyHi peakuii.
MpeacTaeneHi amiHu B iHpopmalii 3 6esneku
LLIOA0 BHECEHHSA 3MiH Ta JOMOBHEHb 040
Ba)XIMMBOCTI NOBIAOMIEHHS NPO NOGiYHI peakLii Ha
niacTaei BUMOTr, WO BUKnageHi B MNMopsaaky
3[iNCHeHHs hapmakoHarnagy, 3aTBepAXKeHoro
HakazoMm MOS3 Ykpainu Big 27 rpyaHa 2006 poky
Ne898 (y penakuii Hakazy MOS3 YkpaiHu Big 26
BepecHs 2016 poky Ne996) y posaini npoekTy
iHCTPYKUii Ana MeamyHoro 3actocyBaHHs «IMoGivHi
peakuii» MoXyTb 6yTVM pekomeHOoBaHi 40
3aTBEPKEHHSI Ta BHECEHHS B iHCTPYKLit0 Ansi
MEeAMYHOro 3aCTOCYBaHHsI NikapCcbKoro 3acoby.

458.

XIKOHUUN

kancynu no 250 mr
no 8 kancyny
6nicTepi, no 2
Gnictepun y
KapTOHHiIN kopobui

KPKA, 8.4.,
HoBo mecTo

CnogeHis

BignoBiganbHUN 3a
BMPOGHMLUTBO "in
bulk", nepBuHHy

yNaKkoBKY, BTOPUHHY

YMaKoBKY:
CaHpos 'mM6X,
ABCTpis

BiAnoBiganbHWN 3a
BUPOGHMLUTBO "in
bulk", nepuHHe

naKyBaHHs,
BTOPUHHE
naKyBaHHs:
IOHivem
JlabopaTopiec
Nimiten, IHaia

BiAnoBiganbHWI 3a
KOHTpOrb cepil,
[03BiN Ha BUMYCK

cepii:
KPKA, a.4a., Hoso
mMecTo, CrnoBeHist

AscTpis/
IHgis/
CnogBeHisi

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3miHn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI
Ta cdpapmakoHarnsgy. 3miHa y KopoTkin
XapakTepucTuL NikapCcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT ANS MEeANYHOro
3acTOCyBaHHs1 Ha MiACTaBi perynsipHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3aCTOCyBaHHS
nikapcbkoro 3acoby B nicnspeecTpaLiiHuin nepioa,
abo sk pe3ynbTaT OUiHKM 3BITY 3 AOCHIAKEHb,
NpOBEAEHNX BiANOBIAHO 4O NnaHy negiatpudHnx
pocnimkeHb (PIP) (iHwi 3MiHK) 3MiHM BHeceHo B
IHCTpYyKLUito ANst MEAMYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby oo posainis
"MpoTunokasaHHs", "B3aemogisa 3 iHWnMmn
nikapcbknMmn 3acobamu Ta iHWi BUan B3aemogin",
"OcobnueocTi 3acTocyBaHHA", "lMepeno3yBaHHS",
"Mob6iuHi peakuii" BigNoBiAHO O OHOBMEHOT
iHcpopMmalii Lwoao 6e3nekn 3acTocyBaHHS Aito4oi
peyoBMHWN. BBEAEHHS 3MiH NpOTSirom 6-Tu MicsiuiB
nicns 3aTBEpPOXKEHHS

3a
peuenmom

He
nidnseae

UA/2896/02/01




275 [TponoBkeHHs AoaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
BignoBiganbHUN 3a
KOHTPOMb Cepii:
KPKA, ao.a. Hoeo
mMecTo, CrnoBeHis
459.| XIKOHUMN kancynu no 500 mr KPKA, a.a., CnoBeHisi BignoBiganbHWM 3a ABcTpisi/ BHECEHHS1 3MiH O peecTpauiiHMX maTtepianis: 3a He UA/2896/02/02
no 8 kancyny HoBo mecTO BUPOGHMLTBO "in IHgis/ 3MminHn | TMny - 3miHn Wwopo 6e3nekn/edhekTMBHOCTI peuenmom | nidnsieae
6nictepi, no 2 bulk", nepeuHHy CnoseHis Ta dhapmakoHarnsgy. 3miHa y KopoTkin
Gnictepu y YNaKoBKy, BTOPUHHY XapaKTepucTuui nikapcbkoro 3acoby, TekcTi
KapTOHHiI kopooLi YNaKoBKY: MapKyBaHHS Ta iHCTPYKLi Ans MeguyHoro
CaHnpos 'm6X, 3aCTOCyBaHHA Ha NifgcTaBi perynsapHo
AscTpis OHOBJIOBAHOIO 3BiTYy 3 6e3neky NikapcbKoro
BignoBiganbHUN 3a 3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHs
BUPOGHMLTBO "in nikapcbkoro 3acoby B nicnspeecTpauiiHuin nepioa,
bulk", nepeuHHe abo sk pe3ynbTaT OUiHKM 3BIiTy 3 AOCHIAKEHD,
nakyBaHHs, npoBeaeHVX BiANOBIAHO A0 NnaHy negiaTpu4HmnX
BTOPUHHE pocnigpkeHb (PIP) (iHwi 3MiHW) 3MiHM BHECEHO B
naKyBaHHS: IHCTpyKLUitO ANA MEANYHOro 3aCTOCYBaHHSI
HOHiuem nikapcbkoro 3acoby o posainis
JTaGopaTopiec "MpoTunokasaHHs", "B3aaemogisa 3 iHwWumMmn
Nimiten, IHaisa nikapcbknumy 3acobamu Ta iHWi BUAM B3aemogin”,
BignoBiganbHUN 3a "OcobnueocTi 3acTocyBaHHs", "lMepeno3yBaHHs",
KOHTpPOIb cepii, "MoGiyHi peakuii" BiZNOBIAHO 40 OHOBMEHOI
[03BiN Ha BUMYCK iHcpopmalii Lwopo 6esnekn 3acTocyBaHHA AitoYoiI
cepii: pevoBuHN. BBEAEHHS 3MiH NpOTSrom 6-Tu Micauis
KPKA, a.4a., Hoeso nicnsa 3aTBepaKeHHs
mMecTo, CrnoBeHis
BignoBiganbHUN 3a
KOHTPOrb cepii:
KPKA, a.a. Hoso
mMecTto, CrnoBeHis
460.| XIKOHUUN MOPOLLIOK AN KPKA, o.4., CnoBeHis BiAMNoOBiAaNbHUIA 3a IHgis/ BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3a He UA/2896/01/01
npurotyBaHHs 100 Hoso mecTo BMPOGHMLUTBO "in CnoBeHis 3miHu | TUNY - 3MiHK Wwopo 6esnekn/edekTUBHOCTI peuenmom | nidnszae

MI cycneHsii gns
nepopanbHOro
3acTocyBaHHs, 250
mr/5 mn; 1 donakoH 3
MOPOLLKOM pasoM 3
MipHOIO FTOXKKOI Y
KapTOHHI kopobui

bulk", nepsuHHe Ta
BTOPUHHE
nakyBaHHs
HOHiuem
TlabopaTopiec
Nimiten, IHaisa
BignoBiganbHUN 3a
BTOPUHHE
naKyBaHHS:
KPKA, a.4., Hoso
mecTo, CnoBseHis
BiAnoBiganbHWI 3a
KOHTpOrb cepii
(ximivHi Ta di3nyHi

MeToAM KOHTPOH0):

KPKA, a.4a., Hoso
mecTo, CrnoBeHis

Ta cdpapmakoHarnsgy. 3miHa y KopoTkin
XapakTepucTuL NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT ANS MEeANYHOro
3aCTOCyBaHHSA Ha MiACTaBi perynsipHo
OHOBIIOBAHOrO 3BiTYy 3 6e3neky Nikapcbkoro
3acoby, abo gocniaxeHb 3 6e3neky 3aCTOCyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpaLiiiuin nepion,
abo sk pe3ynbTaT OUiHKM 3BITY 3 AOCHIAKEHb,
NpOBEAEHMX BiANOBIAHO 4O NnaHy negiatpuyHnx
pocnimkeHb (PIP) (iHwi 3MiHK) 3MiHM BHeceHo B
IHCTpyKLilo ANS MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby o posginis "lNMoka3aHHsA"
(yTouHeHHs1 iHdpopmallii); "B3aemopis 3 iHWmMm
nikapcbknMun 3acobamu Ta iHWi BUau Bzaemogin",
"OcobnuBocTi 3acTocyBaHHA", "lMepeno3yBaHHS",
"Mob6iuHi peakuii" BigNoBiAHO O OHOBMEHOT
iHpopMalii Loao 6e3neku 3acTocyBaHHs Aito4voil




276 [TponoBkeHHs AoaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
BignoBiganbHUN 3a PEYOBUHN.
KOHTPOIb Ta BUMYCK BBeaeHHs 3miH npoTarom 6-Tu micauis nicns
cepii: 3aTBEePYKEHHSI
KPKA, a.4a., Hoso
MecTo, CrnoBeHis
461.| XJIOPAM®EHIK | nopotuok MPAT YkpaiHa Hosict Kutan BHECEHHS 3MiH O peecTpaLiiHMX maTepianis: - - UA/13478/01/01
on (cybcTaHuis) y "®ITOPAPM dapmachbioTikan 3MiHn | TUny - AOMiHiCTpaTMBHI 3MiHW. 3MiHa
nakertax " Ipoyn Ko., NTa HalMeHyBaHHs Ta/abo agpecu 3asiBHMKa
nonieTuneHoBnx (BnacHuka peecTpauiiHoro NocBig4eHHs1) 3aMiHa
ans agpecu 3asiBHUKA
hapmaLeBTU4HOro
3acTOCyBaHHs!
462 UENb T pPO34MH Ans iH'ekuin, Bionoriwe HimeyumnH Bionoriwe HimeuunHa BHECEHHS 3MiH O peecTpaLiiHUX maTepianis: 3a - UA/0020/01/01
no 2,0 mn B amnyni; Xannbmitte a Xannbmittenb 3MiHn | TMny - 3MiHK 3 aKocTi. [OTOBMI NikapCbKui peuenmom
no 5 amnyny nb Xeenb Xeenb M'M6X 3aci6. KoHTposb roTOBOro nikapcbkoro 3acoby.
KOHTYPHil m6X 3miHa napameTpiB cneundikauii Ta/abo
YapyHKOBIW AOMNYCTUMMX MEX rOTOBOrO FikapCbKoro 3acoby
ynakosLii; no 2 (iHWi 3miHK) y cneuudikauii npy Bunycky,
KOHTYPHi YapyHKOBI pesynbTaT nokasHuka «MexaHiuHi BKIIOYEeHHS
YyNakoBKM y KOpoOLi BUOMMMX YACTOK» rapaHTOBaHWUIN BUPOOHUYMM
3 KapToHy; no 2,0 mn npouecom. Y cneumdikauii 4na TepMiny
B amnyni; no 5 npuaaTHOCTI: ANA NoKa3HuKiB «MexaHiyHi
amnyn y KOHTYPHin BKITIOMEHHS: BUOUMI YacTkuy Ta «bakTepianbHi
YapyHKOBIN €HOOTOKCUHMNY - MOKa3HUK SIKOCTi He
ynakosui; no 20 3aCTOCOBYETLCS 5K PYTUHHUIA TECT (€ YaCTUHO
KOHTYPHUX KiHLeBoro BUNpobyBaHHs Ha CTabinbHICTb).
YapyHKOBUX
yMakoBOK y Kopobui
3 KapTOHY
463.| LEPE3UM® MOPOLLIOK ANst [xeH3aim HinepnaH Bupo6HMuTBO CLLA BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a - UA/8659/01/02
400 o NPUroTyBaHHSA tOpon B.B. an KIHLLEBOro NpoAyKTy 3MiHn | TUnNYy - 3MiHK 3 gKocTi. [oToBMIA NiKapCbKUIA peuernmom
KOHUeHTpaTy Ans (fill/finish), koHTpOMB 3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.
po34nHy Ans cepii, NaKyBaHHs, 3miHa napameTpiB cneuudikauin Ta/abo

iHdpysin no 400 Of;
1 abo 5 chnakoHiB 3
MOPOLLKOM Y
KapTOHHiIN kopobui

MapKyBaHHS,
MiCLIe3HaXOQXKEHHS
YNOBHOBaXeEHOI
ocobwu, Bunyck cepii:
[xeH3anm lpnaHg,
Nimitea, lpnaHais;
PopMynoBaHHs
npenapary: JloHua
Bionopxike, IHK.,
CLUA;
PopMynoBaHHs
npenapary:
PesinieHc BocToH
IHKk., CLLA

[OMyCTUMMX MEX rOTOBOTO MiKapCbKOro 3acoby
(oonoBHeHHSA cneumdikalii HOBUM NOKA3HUKOM 3
BiANOBIAHMM METOAOM BUNPOOYBaHHS) -
[opaBaHHsA nokasHuka «Mikonnasma» ao
cneuudikauii M3 npu BUMYyCKy 3 MeXero «He
BUSIBMIEHO» 3 BiAMNOBIAHNM METOAOM KOHTPOTIO;
[lopaBaHHst NOKa3HMKa SKOCTI
«KoHTeiHep/3aKkynoptoBanbHui 3acio» Ao
cneuudikauii npoTsarom TepmiHy npuaatHocTi N3 3i
BCTaHOBIIEHO Mexeto «[epeBipky nponaeHo».
[aHa 3miHa cTocyeTbesa cneuudikadii 113, B
sikoMmy BukopuctoByeTbest ADL, Lo BUpobnsieTbes
3a HoBuM npouecom Cz-ICB. Crneundikauis AdI,
LLIO BUPOBMAETLCS 3a 3aTBEPAKEHUM MPOLECOM
BMpoGHMUTBa (CZ1G), 3anuwaeTbcs 6e3 3MiH.
BignosigHo J0 3asaBneHoi 3MiHM OyayTb OHOBIIEHI
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MeToau KOHTPOJIO SIKOCTI NikapcbKkoro 3acoby;
3MmiHu | Tvny - 3miHK 3 AkocTi. FoToBUI NiKapCbKUI
3aci6. KoHTposb roToBOro nikapcbkoro 3acoby.
3miHa napameTpiB cneumdikaii Ta/abo
AO0MYyCTUMMX MEX roTOBOTrO NiKapcbkoro 3acoby
(3BY>KEHHS1 AONYCTUMMX MEX) - 3MiHK Y
cneumdikaLii (3By>KEHHS MEX) roTOBOro
nikapcbkoro 3acoby, Lo BUroToBneTbest 3 AdI,
BMpobeHoro 3a HoBoto TexHonorieto (npouec (Cz-
ICB); 3MmiHu | Tuny - 3miHu 3 sikocTi. A®Il. KoHTporb
A®I. 3miHa y napameTpax cneumdikauini Ta/abo
[ONyCTUMMX MEX, BU3HAYEHUX Y cneulundikauiax
Ha A®I, abo BMXiaHMA/MPOMIXKHWIA
NpPOAYKT/peareHT, Lo BUKOPUCTOBYHOTLCS Y
npoueci BupobHuuTea AP| (4ONOBHEHHS:
cneumaikawii HOBMM MOKa3HUKOM SIKOCTi Ta
BiAMOBIAHMM METOAOM BUNPOBYyBaHHS) -
[onoBHeHHs cneumndikauii APl ( BUrotoBneHoro
3a HOBMM npouecoMm) n. «Arperadis» (meTog,
BEPX) npu Bunycky «< 3%», HanpuKiHLi TEpMiHy Yy
npuaaTtHocTi «<4%»; 3MiHn | Tuny - 3MiHM 3 SKOCTI.
["oTOBMI Nikapcbknii 3aci6. KOHTponb rotoBoro
nikapcbKkoro 3acoby. 3miHa y meToaax
BMNPOOYBaHHSA rOTOBOIO Nikapcbkoro 3acoby (iHLwi
3MiHM Yy MeTodax BUNpobyBaHb (BKIHYaK4m
3amiHy abo AonoBHEHHs)) - 3aMiHa meToay
BMNpobyBaHHs Npoba 3 6apBHUKOM/3aHYPEHHS Ha
cyyacHuin MeTop BUNpobyBaHHS NpodasHuii
aHani3 ansa tecty «KoHTerHep/3aKkynopoBanbHUn
3acib»; 3amiHa meToay BUNpoGyBaHHS
eKckn3nsHa xpomartorpadis BEPX Ha
OHOBMEHWI MeToA BUNPODyBaHHS eKCKI03NBHA
xpomaTorpacis BEPX ansa tecty «Arperauis».
[aHa 3miHa cTocyeTbcs MeToAiB BUNPOOyBaHHS
roTOBOrO NikapCcbKoro 3acoby, B sikomy
BMKOpUCTOBYETLCS A®PI, 110 BUpobnseTbes 3a
HOBWM npoLecoM BupobHuuTea Cz-ICB). MeToau
BMNpobyBaHHs, Lo BUPOONSIOTLCS 3a
3aTBepakeHuM npouecom (CZ1G), sanvwaeTtbes
6e3 3miH; 3MiHu | TUny - 3miHK 3 skocTi. API.
Brpo6HuuTBO. 3MiHa BUpobHUKa
BVXiAHOro/MPOMIDKHOTO NMPOAYKTY/peareHTy, Lo
BUKOPUCTOBYOTLCS Y BUPOGHUYOMY npoteci AdI,
abo 3miHa BMpoOHMKa (BKMOYaoun, e HeobxigHo,
MicLie NpoBefeHHs KoOHTponto skocTi) APl (3a
BiCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponevicbkin hapmakonei y 3aTBepaXeHoMy
[OChE)(3MiHN [0 3aXO0fiB, MOB'A3aHNX 3 KOHTPONEM
AdI|, abo gofgaBaHHs AinbHULI, e NPOBOAUTLCS
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KOHTpOrnb/BUNpobyBaHHs cepii) - [logaBaHHs
BMpobHuKka Genzyme Corporation, 11 Forbes
Road, Northborough, Massachusetts, 01532, USA
SIK anbTepHaTUBHOI AiNbHULI, BiaNoBigAanbHOI 3a
BMNPOBYBaHHS KOHTPOMIO SKOCTi BUXIAHUX
matepianie Cz-ICB; BupobHuka Bionique Testing
Laboratories,156 Faybrook Drive, Saranac Lake,
NY 12983, USA sk anbTepHaTUBHOI 4inNbHUL,
BignoBigansHoi 3a BUNpPoOyBaHHS KOHTPOIO
sikocTi npy Bunycky Cz-ICB Ha mikonnasmy, Lo
npoBoAnTLCS Ha 360pi piaMHM Ta BUNPOBYBaHHS
Ha Mikonnasmy, Lo npoBoautbes Ha MCB/WCB;
BUpo6HMKa BioReliance Corporation, Life Sciences
Center, 14920 Broschart Road, Rockville,
Maryland, 20850, USA sik anbTepHaTUBHOI
OinbHUUI, BianoBiaanbHOI 3a BUNPobyBaHHs
KOHTporto sikocTi npu Bunycky Cz-ICB gnsa aHanisy
in vitro Ha cTOpOHHI Bipycy Ta BUNpobyBaHH:A B
npoueci BUpobHMLUTBa Ha ApibHUIA BipyC MuLLei
(MMV), Ha octatouHomy 360pi pianHn Cz-ICB, a
TaKkoX BUNPOOYBaHHS Ha iEHTUYHICTb Ta CTOPOHHI
areHTH, Wo nposoanTbcst Ha MCB/WCB;
BuMpob6Huka Charles River Laboratories, Inc., 358
Technology Drive, Malvern, Pennsylvania, 19355-
1315, USA sk anbTepHaTUBHOI 4inbHUL,
BiANOBiganbHOI 3a aHani3u in vitro ans
BUNpoOyBaHHS Ha CTOPOHHI BipycH, LLO
npoBoauTbes Ha MCB/WCB; Mpouec 3
iHTErpoBaHoOIO TEXHororielo 6eanepepBHOro
6ioBmpobHuuTBa (ICB), 663 KOMMNOHEHTIB
TBapWHHOTO NMOXOAXEHHS ByB po3pobneHuii sik
npoLiec Apyroro NOKOMiHHS ANs BUPOOHMLTBA
uepesumy. IHTerpoBaHe 6e3nepepsHe
6ioBMPOBHMLITBO BKMHOYATO TaKoX NPOEKTYBaHHS,
OyAiBHMLTBO Ta BBEAEHHSA B eKcnyaTaLlilo HOBOro
NPOMMCIIOBOrO NiANPUEMCTBA, PO3TALLOBAHOrO 3a
appecoto 8 NewYork Avenue (8NYA).
Bupo6Hunumn npouec A®I Cz-ICB BinbyBaeTbes B
HoBil Bygieni (8NYA), TO6TO Ha 3anponoHOBaHOMY
KomepuinHomy nignpuemctsi 3 GMP, sikuii €
YacTuHor kommnekcy Framingham's Biologics
NYA y Maccauuycetci (CLLA). Hapasi
3apeecTpoBaHOro Ans 36epiraHHs 6aHkiB KMiTUH.
8NYA € HoBOIO crneLiansHO NobyaoBaHoK Ta
[OMOBHEHHAM 80 Komnnekcy. Yci byaieni €
YacTuHow komnnekcy Framingham's Biologics
NYA, npautoloTb 3a EQVHO0 CUCTEMOIO AKOCTI;
3miHu | TNy - 3miHm 3 AkocTi. A®l. CTabinbHiCTb.
3miHa nepiogy NOBTOPHUX BUNpobyBaHb/nepioay
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36epiraHHsi abo ymoB 36epiraHHs ADI (3a
BiJCYTHOCTi y 3aTBEpAXEeHOMY AOCbE cepTudikara
BiZNOBIgHOCTI €BponeWnchkin hapmakonei, Lo
BKIIOYAE Nepiof NOBTOPHOro BUNpo6yBaHHS)
(nepioa noBTOpHOrO BUNPOBYBaHHS/NEpios
36epiraHHs) - 36inbLueHHst abo BBeAEHHS nepiogy
NOBTOPHOro BMNpobyBaHHs/nepioay 36epiraHHs Ha
OCHOBI pe3ynbTaTiB 4OCMIAKEHb Y peanbHOMy Yaci
- 36inbLleHHst nepiogy 36epiraHHs Aitoyoi
PEeYoBMHM iMirntoLepasn 3 «27 gHiB» 0o «< 28
[OHiB» 3a ymoBM 30epiraHHsa npu TemnepaTtypi 2-10
°C Ta BBeAeHHs1 nepiogy 36epiraHHs gitoyoi
peyoBUHM «12 MicsLiB npu 3GepiraHHi B
3aMOpPOXXEHOMY CTaHi npu TemnepaTypi < -50 °Cy;
3MminHun Il TMny - 3miHm 3 akocTi. A®Il. KoHTponb ADI.
3miHa y MeTofax BunpobyBaHHs A®I abo
BUXiQHOrO MaTepiany/npoMixXHOro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoveci BupobHuutea API (cyTTeBa 3amiHa y
6ionoriyHomy/iMmyHOMOriYHOMY/iMyHOXIMIYHOMY
meTogi BunpobyBaHHs abo meTogi, y skomy
BUKOPUCTOBYETLCS GioNOriYHMIA peareHT ansi
6ionoriyHoro A®l, abo oro 3amiHa) - OHOBNEHHS
meToaukm (Metoq YEPX) BMBYEHHST npodpinto
onirocaxapuvais "AHani3 onirocaxapugis/
Nrniko3unioBaHHs (MoamndikoBaHwi rmikan)" ans
6ionoriyHo akTMBHOI PEYOBMHM iMirmoLepasu
(MogudikoBaHMW BYrneBoAHUIA aHanor hepMeHTy
nogvHn B rmiokouepebposnaasn); 3minm Il Tuny -
3MiHu 3 skocTi. FoToBUIA Nikapcbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauin Ta/abo gonyctummnx
MEX roTOBOro nikapcbkoro 3acoby (BuUny4eHHs
nokKasHWKa, Ik MoXKe MaTu iCTOTHUI BNAMB Ha
SKICTb rOTOBOIO MikapcbKoro 3acoby) - BunyyeHHs
NOKa3HUKIB AKOCTI 3i cneundikaLii Ta meToais
KOHTPOIMIO SIKOCTi FOTOBOrO fikapcbKoro 3acoby, a
came: n. «4ucToTa» BUNyYeHHS MeToay
obepHeHo-ta3oBoi BEPX meHwWw 4yyTnuneum metop
Hi>XX 3aTBEPAXXEHI METOAN: EKCKMHO3UBHA
xpomatorpadis, HOC-MNMAATE (SDS-PAGE).
BunyuenHs n. «3aranbHuii 6inok» no A280 sk
OKpPEMMI NOKa3HWK, ane Lel MeToq 3anuiuaeTbest
B MeToAax KOHTPOso Ans n. «KoHueHTpauis
depMeHTY» nuLLe ANs po3paxyHKy cneundivHoi
aKTUBHOCTI. BunyyeHHs n. «BmicT HaTpitoy, «BmicT
unTpaTy», «MaHiT» (KOHTPONb AaHUX MOKa3HWKIB
NPOBOAWTLCS Mig Yac BUpobHMLTBA). [aHa 3miHa
cTocyeTbes cneumdikauii M3, B skomy
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BMKOpUCTOBYETbCSt API, L0 BUpobnseTbcs 3a
HOBMM npouecom BupobHuutaea (Cz-ICB); 3minum I
TMny - 3MiHK 3 akocTi. APl CtabinbHicTb. 3MiHa
nepiogy NoBTOPHWUX BUNpobyBaHb/nepiogy
36epiraHHs abo ymoB 36epiraHHs AdI (3a
BiAICYTHOCTI y 3aTBep)KeHOMY OOCbE cepTudikaTa
BiZNOBIgHOCTI €BponeWnchkin hapmakonei, Lo
BKIIOYaE nepios NoBTOPHOIO BUNPOGYBaHHS)
(nepio NOBTOPHOrO BUNPOGYBaHHs/Nepion
30epiraHHsi) - 3miHa ymMoB 36epiraHHst aKTUBHOI
peyoBuHM BionoriyHoro/iMyHonoriYHoro
NOXOXKEHHS, AKLLO AOCHiIMKEHHS cTabinbHOCTI We
He NPoBOAMNUCH BiOMNOBIAHO A0 3aTBEPXKEHOMO
npoToKony - Y 3B’A3Ky 3 BBEAEHHSM HOBOIO
npouecy BmpobHuutea APl (npouec Cz-ICB) amiHn
ymoB 36epiraHHs1, a came o 3b6epiraHHs B
xonoannbHuky (2-100C) BBegeHHA 40AaTKOBO
36epiraHHs (B 3aMOpPOXXeHOMY CTaHi) npu
Temnepatypi <-50°C) B ogHOpa30BKX raMma —
ONpPOMiHEHMX NnonieTuneHoBMx naketax; 3miHum |l
Tmny - 3MiHm 3 sikocTi. A®Il. KoHTponb ADL. 3miHa y
napameTpax crneuudikauin Ta/abo gonyctTummx
MeX, BU3Ha4YeHuX y cneumdikadiax Ha A®l, abo
BUXIQHWA/NPOMIKHWUIA NpOaYKT/peareHT, LWo
BMKOPVCTOBYIOTbCS Y npoLleci BupobHuutea AdI
(BunyYeHHsa napameTpa cneumdikadii, Skui moxe
MaTun cyTTeBUIA BNMB Ha sikicTb A®I Ta/abo
roTOBOro MikapcbKoro 3acoby) - Buny4yeHHs
napamMeTpiB 3i cneundikaii Ta MeTOAIB KOHTPOIHO
AQ®Il, a came «AHani3a MoHocaxapuais»,
«CnisigHoweHHs GlcNAc/Many, «BinbHui Tion»,
[OOMILLIKM NOB’A3aHi 3- NpoLecoM (BKMYarymn
«IDCP», «I'ntokouepebpo3ngasa xom'sikay,
MeToaoM IPA, «Moaudikytoum pepmeHTn»
meTtoaom IPA, «KoHTaminauis OHK» meTogom
3B’A3yBaHHA 3 EePMEHTOM Ha MeMOpaHi, BKPUTIl
6iOTMHOM, «3anuLLKOBi PO3YMHHUKU» METOAOM
'X» Ta «UnHk» metogom AAC), «MaHiT» Ta
«bakTepianbHi eHOOTOKCMHMY KIHETUYHO-
XPOMOreHHuU metogoM. PegakuiviHi npasku Ao p.
3.2.S.4.1; 3minn |l Tuny - 3miHn 3 akocTi. ADL.
Brpo6HuuTBO. 3MiHa BUpobHUKa
BUXiAHOro/NPOMI>XKHOTO NMPOAYKTY/peareHTy, Lo
BMKOPVCTOBYIOTbCS Y BUpOBHUYoMy npotieci AdI,
abo 3miHa BUpobOHUMKa (BKMOYaoun, Ae HeobXiaHo,
MicLe NpoBeeHHs KOHTpornto sikocTi) ADI (3a
BiJCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponevicbkin hapmakonei y 3aTBepaXeHoMy
aocbe)(3miHa B ADI BionoriyHOro NoxXoakeHHs1 abo
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BUXigHOMY MaTepiani/peareHTi/npomMixxHomy
NpoAYKTi, L0 BUKOPUCTOBYHOTLCS AN
BUPOBHMLTBA GionoriyHoro/imyHonoriYyHoro
nikapcbkoro 3acoby ) - [logaBaHHA BUPOGHWMKa
Genzyme Corporation, 8,45,68,74,80 New York
Avenue, Framingham, Massachusetts, 01701,
USA sk anbTepHaTMBHOI AinbHWLI, BignosigansHoi
BMPOBHMLTBO, KOHTPOSb SIKOCTi Ta BUNPOBYBaHHSI
cTabinbHoCTI gjtoyoi pevoBuHu Cz-ICB
(imirntouepasu) Ta BUpobHuka Patheon /Thermo
Fisher Scientific, 4766 LaGuardia Drive, St. Louis,
Nissouri, 63134-3117, USA sik anbTepHaTUBHOI
OinbHUUI, BiaNOBiaanbHOI 3a BUPOOHULITBO
ronoBHOro Ta poboyoro 6aHkiB KMiTuH 6e3
KOMMOHEHTIB TBAPUHHOIO NOXOMKEHHS; 3MiHM |l
TMny - 3MiHK 3 sikocTi. APl BupobHmuTBo. 3MiHN B
npoteci BupobHuutea API (3miHa cTocyeTbes
aKTMBHOI pe4oBMHK BionoriyHoro/iMyHonoriYHoro
NOXoAXeHHs1 abo BMKOPUCTaHHS XiMiYHUX APl y
BUPOBHMUTBI NikapCbKoro 3acoby
6ionoriYyHoro/iMyHONOriYHOro NOXOOXKEHHS, sika
MOXe MaTu 3Ha4yHWI BMUB Ha siKiCTb, 6e3neky Ta
edeKTUBHICTb fnikapcbkoro 3acoby, i He
CTOCYETbCS MPOTOKOMY) - 3MiHM Ha iHTerpoBaHuin
npoec (npoLec Apyroro NOKOmiHHS)
6ioBupobHuuTea AP| (ICB) 6e3 koMMNoOHeHTIB
TBapWHHOro noxomxeHHs (ACD — free) Ta 3
XiMiYHO BU3HAYEHUMU KOMMOHEHTaMK, TOBTO MiHis
CHO, otpumaHa 3 opuriHany, 6yna obpaHa ans
BMPOLLYBaHHS B cepefioBuLLax 6e3 KOMMOHEHTIB
TBapWHHOIO NOXOKEHHSI Ta 3 XiMIYHO
BM3HAYEHUMU KOMMOHEHTaMM.
["onoBHUiA Ta pobounin BaHK KNiTUH Takox Bynu
BUrOTOBIIEHI 6€3 KOMMOHEHTIB TBAPUHHOTO
NMOXOAXKEHHsI. Pe3ynbTaToM Liboro HOBOro npoLecy
€ NPOoAYKT 3i 3HAYHO MOKpaLLeHnM npodinem
pY3KKY OO CTOPOHHIX areHTiB Ta NoKpaLleHnM
KOHTPOMEM MpOoLECy, NOPIBHSHO 3 MOTOYHUM
niLeH30BaHUM MpOoLLeCOM BUPOBHULITBA NepLLOoro
nokoniHHsa (CZ1G). 3aTBepaeHuin npouec
3anUWaETbCA YUHHUM [10 NMOBHOMO NEpexoay Ha
npouec (Cz-ICB) BupobHuutea AdI; 3miHnm Il Tuny -
3MiHu 3 sikocTi. FoTOBUIA Nikapcbkuii 3aci6.
KOHTpOmb roToBOro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikadin Ta/abo gonyctummnx
MEX roTOBOrO fikapcbkoro 3acoby (3miHa
3HaxXoaMUTLCS No3a 3aTBEePKEHUMM AONMYCTUMUMM
Mexamu cneuudikauin) - 3miHn y cneuudikauii
roTOBOrO MikapcbKoro 3acoby, Lo BUrOTOBMKETLCS
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

3 A®I, BupobneHoro 3a HOBOK TEXHOJOTIED
(npouec (Cz-ICB); 3minu Il Tvny - 3MiHM 3 AKOCTI.
A®I. Cuctema KoHTeHep/3akynoptoBanbHUA
3aci6. 3miHa y 6e3nocepeaHint ynakoLi API
(skicHi Ta/abo KinbKicHi 3MiHK cknagy Ans
CTEPUIbHMX Ta He3aMopoxeHnx AdI
6ionoriYyHoro/iMyHONOrYHOro NOXOAXKEHHS) - Y
3B’A3Ky 3 BBEEHHSAM HOBOrO nNpoLecy
BMPOOHMUTBA aKkTUBHOI peyoBuHM (Cz-ICB) 3aMiHK
BMAy Ta cknagy 6esnocepenHboi ynakoBku
CTEpUIbHOI Ta HE3aMOPOXXEHOI aKTUBHOI
PEYOBUHM HA OQHOPA30Bi raMMa-ONPOMIHEHiI
nonietuneHosi nakeTtu; 3minu Il Tuny - 3MiHu 3
sKocTi. [oToBWI Nnikapcbkuii 3aci6. KoHTpornb
roToBOro nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHS rOTOBOrO NikapCbkoro 3acoby
(cyTTeBa 3miHa y
GionoriyHomy/iMyHoRnoriMHOMY/iMyHOXiMIYHOMY
mMeTogi BunpobyBaHHs abo meTofi, y skomy
BVKOPUCTOBYETbCA BiONOriYyHMIM peareHT, abo ix
3amiHa, abo GionoriyHoro npenapary NopPiBHSAHHS
(cTaHpapTHOro npenapary), Lo He 3a3Ha4YeHun y
3aTBEpPAKEHOMY MPOTOKONi) - BHECEHHS 3MiH y
MeToau BUNPoOYyBaHHS roTOBOro MikapcbKoro
3acoly LWoA0 NOKa3HUKIB «AKTUBHICTb» METOAOM
depmenTHoro rigponisy pNP-B-Glc; «3aranbHun
6inok» no A280; «Yuctora» metogom HOC-
MAATE 3 MeTol0 OHOBMEHHS 0 e(PeKTUBHILLOro
MeToAay; peaakuinHi npaeku o p. 3.2.P.5.2
aHaniTmyHa MeToauka y 3B’s13Ky 3 HOBUM
npoLiecoM BUPOBOHMLTBA Ait040i pe4OBUHM

464.

LE®ANEKCUH
ANKANOIO®

MOPOLLIOK AN
oparnbHOI cycneHsii
250 mr/5 mn (gns
100 mn), no 65,4 r
NOPOLLKY Y (PnaKoHi;
no 1 pnakoHy y
KOMMMEKTi 3
nrnacTMacoBoio
MipHOO FTOXKOI0 Y
KapTOHHiIl kopobui

ANKANOIN
ALl Ckon'e

Pecny6bnik
a lNiBHivHa
MakepnoHist

ANKANOIO A
Ckon'e

Pecny6bnika
MiBHiYHa
MakenoHis

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3minu | TMny - 3miHK 3 skocTi. FoTOBUIA NiKapCbKUiA
3aci6b. KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa napameTpiB cneundikauin Ta/abo
AO0MYyCTUMMX MEX roTOBOrO NiKapcbKoro 3acoby
(iHwWi 3MiHKM) MeTolo AaHOT 3MiHN € BBEAEHHS
nepioaMYHOCTI KOHTPOIIO NMOKa3HUKa
«MikpobionoriyHa unctota» y cneumdikadii
roTOBOro nikapcbkoro 3acoby: «* MNepioanyHe
TECTYBaHHs: aHani3 NpoBOASTb Ha KOXHin 10-1
npomMu1croBii cepii abo oaHin cepii Ha pik,
3anexHo Bif TOro, sike AocnigxkeHHs byae
paHiwwe». 3miHu | Tuny - 3miHn 3 skocTi. FoToBMI
nikapcbkuii 3aci6. KoHTpornb roToBoro nikapcbkoro
3acoby. 3miHa y meTogax BunpobyBaHHS rOTOBOroO
nikapcbKkoro 3acoby (He3HayHa 3miHa y
3aTBEPAKEHUX MeToAax BUNPOOYBaHHS) HE3HaYHI
3MiHM B 3aTBEPAXEHNX MeToAax BUNPOobyBaHHs 3a

3a
peuerimom

UA/0264/01/01
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nokasHukom «MikpobionoriyHa ynctota» MKA 13
(€D, 5.1.4.,2.6.12 Ta 2.6.13). 3miHu | TNy - 3MiHK
3 sikocCTi. F0TOBMIA Nikapcbkuin 3aci6. KoHTpornb
roToBOro nikapcbkoro 3acoby. 3miHa y meTopax
BMNPOBYBaHHS roTOBOrO Nikapcbkoro 3acoby
(He3HayHa 3MiHa y 3aTBepAKeHNX MeTodax
BUNPOOYBaHHS) He3HauHi 3MiHW B 3aTBEPAKEHNX
mMeToaax BUNpobyBaHHS 3@ NOKa3HUKOM
«KinbkicHe BM3Ha4eHHs LedanekcuHy» MKA J13
(metog BEPX, €9, 2.2.29), a came y NpurotyBaHHi
BMNPOBYBanbHOro po3ynHy. 3miku | Tuny - 3MiHn 3
siKocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo 4OMyCTUMUX MEX roTOBOro
nikapcbkoro 3acoby (BUIyYEHHsI HE3HAYHOTO
nokasHuKa (Hanpuknaz 3acTtapinoro nokasHuka,
Takoro Sk 3anax Ta cMak, abo igeHTudikauis
6apBHUKIB UM cMakoBMX [06aABOK)) METO JaHOI
3MiHM € BuganeHHs napametpy «O6’eM BMICTY
KOHTewHepa (cycneHsis)» (Deliverable volume) i3
3aTBepakeHoi cneumdikauii IM13.

465.

LIAHOKOBANA
MIH-OAPHULS

(BITAMIH B12-

JAPHULISA)

PO34MH AN iH'EKUIN,
0,2 mr/Mmnno 1 mMnB
amnyni; no 5 amnyn
Y KOHTYpHIN
YapyHKOBIN
ynakosui; o 2
KOHTYPHi YapyHKOBI
YyNaKkoBKM B NnavLli

MpAT
"®apmaueBT
nyHa dipma

"OapHuus”

YkpaiHa

MpAT
"®apmaueBTNYHa
cipma "dapHuua”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3MiHn | Tuny - 3MiHn 3 gxkocTi. A®l. BupobHuuTso.
3MiHa BUpOGHMKa BUXiQHOrO/MPOMIXKHOMO
NpoAYyKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
BMpOGHMYOMY npoueci A®I, abo 3miHa BUpobHUKa
(Bkntoyvatoun, Ae HeobxigHo, MicLie NpoBeAeHHs
KOHTponto sikocTi) ADI (3a BigcyTHOCTI
cepTudikaTa BignoBigHOCTi €BponechbKii
dapmakonei y 3aTBepaxeHoMy
[0Cbe)(3anponoHOBaHW BUPOBHWK HanexuTb A0
Tiei camoi BUpOBHUYOI rpyny MiANpueEMCTB, LU0 1
3aTBEPAKEHUIN) BHECEHO anbTepHaTUBHY
AiNbHULIO Bif BXe 3aTBEpAXXeHOro BUpobHuka
Hebei Huarong Pharmaceutical Co. Ltd., Kutan
(No. 8, Weier Road, Ningjin Salinization Industrial
Park, Xingtai, Hebei Province) Ha 3amiHy
nonepeaHin, ekcnnyartauis AKoi NPUNUHAETLCA
BMPOGHMKOM. BBEOEHHS 3MiH NpoTsrom 6-Tn
MicsaUiB nicns 3aTBepAXeHHs. 3MiHu | Tuny - 3MiHK
3 akocTi. CepTudikat BignosigHocTi/lE-
cepTudikat BiANOBIAHOCTI EBPONENChKIN
apmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBIEeHoro cepTudikarta BignosigHocTi abo
BUMYYEHHS cepTudikaTa BignoBigHOCTI
€Bponelicbkini hapmakonei: ans A®l; ans
BVXifHOTO Marepiarny/peareHTy/npoMiXKHOTO
NPOAYKTY, LLO BUKOPUCTOBYHOTECS Y BUPOOHULITBI
AQDIl; Ana AoNoMmixkKHOT peyYoBMHY (cepTudikaTt

3a
peuenmom

UA/3471/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1

BignoBigHOCTI €Bponevickkin hapmakoner) -
HoBui cepTudikaT Bif HOBOro BUpo6HMKa (3aMiHa
abo gonoBHeHHS). MNogaHHs HoBoro CEP Ne R1-
CEP 1998-140-Rev 05 Big HOBOro BUpoGHMKa
EUROAPI FRANCE, France. Ak Hacnigok
BHECEHO 3MiHWN 80 po3giny «Cknag» Ta BXigHU
KOHTPOMb po3ain TepMiH NpuaaTHOCTI/TEPMIH
nepekoHTponto (5 pokis). BBegeHHs 3MiH
NpOTArom 6-Tu MicsALiB NiCNs 3aTBEPYKEHHS.
3MinHun | Tuny - 3miHm 3 sikocTi. A®I. KoHTponb ADI.
3MiHa y napameTpax cneuudikauin Ta/abo
[ONYyCTUMMX MEX, BU3HAYEHWX Y cneumdikauiax
Ha A®I, abo BMXiaHMA/MPOMIXKHWIA
NPOAYKT/peareHxT, Lo BUKOPUCTOBYHOTLCH Y
npoueci BupobHuuTea AP| (4ONOBHEHHS
cneumaikawii HOBMM MOKa3HUKOM SIKOCTi Ta
BiAMOBIAHMM METOAOM BUNPOBYBaHHS)
[OMOBHEHHS cneundikaLii HOBUM NOKa3HMKOM
SIKOCTi Ta BigNOBIAHMM MeTOA0M BUNPOOYBaHHS, a
came BKII0YEeHO nokasHuk «bakTepianbHi
€HOO0TOKCUHWY, OCKiNbKu cybcTaHuis
BUKOPUCTOBYETLCH Y BUPOOHULITBI
napeHTepanbHuX fikapcbkux 3acobiB. BBeaeHHs
3MiH NPOTAroM 6-Tn MiCALIB NiCNs 3aTBEPOXKEHHS.
3minu | TUNYy - 3miHu 3 akocTi. APl. KoHTponb AdI.
3miHa y napameTtpax cneuudikauin Ta/abo
OOMYyCTUMUX MEX, BUSHAYEHUX Y crieumdikaLlisx
Ha A®I, abo BUXiAHWUIA/MPOMIXHWIA
NPOAYKT/peareHxT, L0 BUKOPUCTOBYHOTLCS Y
npoueci BupobHmuTBa ADI (iHwi 3MiHK). CynyTHA
3MiHa - 3MiHn 3 sikocTi. A®I. KoHTponb AdL. 3miHa
y metogax sunpobysaHHa APl abo BuxigHoro
maTepiany/npoMixxHOro NpoaykTy/peareHTy, Lo
BMKOPUCTOBYETbLCS y NpoLeci BupobHuutea AdI
(iHWi 3MiHM y MeToaax BUNPOByBaHHS (BKIOYa4n
3amiHy abo gonoBHeHHs) AD| abo
BWXiAHOro/NPOMI>XKHOTO NMPOAYKTY) 3MiHW Y
napameTpax cneuudikauin Ta Metogax KOHTPOIO
A®I 3a nokasHukamu «laeHTudikauisy,
«CynpoBigHi AOMILLKM» NpUBEAEHO 40 BUMOT
MoHorpadgii «Cyanocobalaminy (0547) gitouoi
penakuii €Bponerncbkoi hapMakonei, MeToaukn
KOHTPOSIO SKOCTi BanigoBaHi. BBeaeHHs 3miH
NPOTArom 6-Tu MicALIB NiCNsA 3aTBEPKEHHS.
3miHu | Trny - 3miHm 3 akocTi. A®l. CTabinbHiCTb.
3miHa nepiogy NOBTOPHUX BUNpobyBaHb/nepioay
36epiraHHsi abo ymoB 36epiraHHs ADI (3a
BiJCYTHOCTI Y 3aTBEP)KEHOMY JOCbE cCepTudikara
BigNOBigHOCTI E€Bponelchkin dhapmakonei, Lo
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BKIIOYAE Nepiof NOBTOPHOrO BUNpo6yBaHHS)
(nepioa noBTOpHOrO BUNPOBYBaHHs/Nepios
30epiraHHs) - 3miHa ymoB 36epiraHHs AP, Poagin
«YMoBw 36epiraHHa» A®I Big BupobHuka 13
npusegeHo o sumor CPMP/QWP/609/96/Rev
2.(B opuriHanbHin ynakoBLi npu Temnepartypi He
BuLle 25°). BBeeHHs 3MiH NPOTAroM 6-Tv MicsLis
nicns 3aaTBepmKeHHs. 3MiHn | Tuny - 3MiHn 3
skocTi. A®I. KoHTponb A®l. 3miHa y napameTpax
cneungikai Ta/abo gonycTMMmMX Mex,
BM3Ha4yeHux y cneundikauisx Ha Adl, abo
BUXIOHWA/NPOMIKHWUIA NpOaYKT/peareHT, LWo
BUKOPUCTOBYHOTLCS Y Npoueci BUpobHuuTea AdI
(iHwWi 3miHW). 3miHa y napameTpax crneumdikauii
AdI Big BMpobHuka M3 3a nokasHUKOM
«PO34YMHHICTbY, @ caMe NoKa3HUK Mae
peKkoMeHAauinHNIA XapakTep, Ha Uil nigcTasi,
BUMOIN OO PO3YMHHOCTI cybcTaHLUii nepeHeceHo
[0 3aranbHUX BnacTueocTen. BeegeHHs 3amiH
NpOTArom 6-T MicALIB NiCNs 3aTBEPOXKEHHS.
3MinHun | Tuny - 3miHm 3 sikocTi. A®I. KoHTponb ADL.
3miHa y MeTofax BunpobyBaHHs APl abo
BUXiQHOro MaTepiany/npoMixXHOro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea API (iHWwi 3MiHM y MeTogax
BMNpobyBaHHs (BKMovaoum 3amiHy abo
ponoBHeHHs1) A®I abo BUXigHOro/mpomMixxHoro
npoaykty). CynyTHs 3miHa - 3MiHK 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y napameTpax cneumdikain
Ta/abo [oMyCTUMUX MeX, BUSHAYEHUX Y
cneuudikauisx Ha A®l, abo BUXiAHNIA/MPOMIXHMIA
NPOAYKT/peareHxT, L0 BUKOPUCTOBYHOTLCS Y
npoueci BupobHuuTea API (iHwi 3miHK). BHeceHHst
3MiH o crneundikauil Ta meTogis kKoHTporno Ad|
3a NoKasHMKamu: - «3anuLLKOBI KinbKiCTi
OpraHiyHMX PO34YMHHUKIBY, @ came Ans BUpobHuka
Hebei Huarong Pharmaceutical Co. Ltd., Kutan
3anuieHo 6e3 3MiH, BHECEHO peAakuiviHi MpaBku
Ta TePMiHM NPUAATHOCTI PO34YUHIB BiAMOBIAHO A0
pekoMeHgaui Banigadii (RVM-00564); -
BUITyYE€HO METOAMKY Big, BUpoOHuka North China
Pharmaceutical Victor Co., Ltd., China, ockinbku
AaHui BUPOBHUK HE BUKOPUCTOBYETLCS ANS
BMpo6HMLUTBa [T13; - MeToamka KOHTpono
nokasHuka «KinbkicHe BU3HAYEHHS» 3anuiueHa
6e3 3MiH, BHeCeHi pefakuiinHi npaBkv. BBegeHHst
3MiH NPOTSArom 6-Ty MiCsILiB MiCNsi 3aTBEPOKEHHS.

466.

LIIAHOKOBANA

MIH-OAPHUUA

pO34MH Ans iH'eKkuin,

0,5mr/Mnno 1 mnB

MpAT

"®apmaueBT

YkpaiHa

MpAT
"®apmaueBTn4Ha

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3MiHu | Tuny - 3MiHu 3 sikocTi. A®l. BupobHuLTBO.

3a
peuermom

UA/3471/01/02
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ynakoBui; no 2
KOHTYPHI YapyHKOBI
ynakoBKM B nayui

(Bkrtovaroum, fe HeobxigHoO, MicLle NpoBeaeHHS
KOHTponto skocTi) ADI (3a BiACYyTHOCTI
cepTudgikaTa BignoBigHOCTI €Bponeiichbkii
dapmakonei y 3aTBepmKeHOMY
[0Cbe)(3anpornoHOBaHW BUPOBHWK HAaNexuTb 40
Tiel camoi BUpoBHUYOT rpynu NignpueMcTs, Lo 1
3aTBepOKEHWIN) BHECEHO anbTepHaTUBHY
JiNbHULO Bi BXXe 3aTBEPAKEHOro BUPOOHMKa
Hebei Huarong Pharmaceutical Co. Ltd., Kutan
(No. 8, Weier Road, Ningjin Salinization Industrial
Park, Xingtai, Hebei Province) Ha 3aminy
nonepegHin, ekcnnyartauia skoi NPUNMHAETLCA
BUpoBHMKOM. BBegeHHs1 3MiH NpoTarom 6-Tu
MicauiB nicnsa 3aTBepmxeHHs. 3MiHu | Tuny - 3MiHn
3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BianoBiaHOCTI €BpONenchbKin
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJEHOro cepTudikaTta BignoBigHoCTi abo
BUNYYEHHN cepTudikaTa BigNoBIgHOCTI
€Bponencbkin dapmakonei: ana A®l; ans
BUXigHOro MaTepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
ADI; ans AONOMIKHOT peyYoBMHM (cepTudikaTt
BignoBigHocTi €Bponenchkii hapmakonei) -
HoBwuin cepTudikat Big HoBOro BUpo6HWKa (3aMiHa
abo gonosHeHHS). MogaHHs HoBoro CEP Ne R1-
CEP 1998-140-Rev 05 Big HoBOro BUpobHuka
EUROAPI FRANCE, France. Ak Hacninok
BHECEHO 3MiHU 80 po3ainy «Cknag» Ta BXigHui
KOHTpOMb po3ain TepMiH NpuaaTHOCTI/TepMiH
nepekoHTponto (5 pokis). BBegeHHs 3MiH
NpOTArom 6-T MicALIB NiCNs 3aTBEPOKEHHS.
3miHu | TUny - 3miHm 3 akocTi. APl. KoHTponb AdPI.
3miHa y napameTpax cneuudikauin Ta/abo
OOMyCTUMUX MEX, BUSHAYEHUX Y crieumdikaLlisix
Ha A®I, abo BMXiZHMA/MPOMIXKHWIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea A®| (4ONOBHEHHS
cneumdikaLii HOBUM NOKa3HWKOM SIKOCTi Ta
BiAMNOBIAHUM METOOM BUNPOBYBaHHS)
[OMOBHEHHS creuundikaLii HOBUM NOKa3HMKOM
SIKOCTi Ta BigNOBIAHNMM METOAOM BUNPOOYBaHHS, a
came BKIIOYEHO MOoKa3HWK «bakTepianbHi
€HOOTOKCUMHUY, OCKINbKM cybcTaHLUis
BUKOPUCTOBYETLCH Y BUPOOHULITBI

napeHTepanbHuUX nikapcbkmx 3acobis. BBeeHHs

286
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
(BITAMIH B12- amnyni; no 5 amnyn n4yHa cbipma cipma "[apHuus" 3MmiHa BUpoGHMKa BUXIQHOrO/MPOMIXKHOIO
OAPHWULA) Y KOHTYpHIW "NapHuug" npoayKTy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y
YapyHKOBIN BUpobHM4omy npoueci A®l, abo amiHa BUpobHMKa
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
3MiH NPOTArom 6-Tu MiCsILiB Micnsi 3aTBEPKEHHS.

3miHa y napameTpax cneuudikadiv Ta/abo
[ONyCTUMMX MEX, BU3HAYEeHWX Y cneumndikauiax
Ha A®I, abo BUXiOHUA/NPOMiXKHUIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea A®I (iHwi 3miHn). CynyTHs
3MiHa - 3MiHn 3 akocTi. ADL. KonTtponb A®L. 3miHa
y MmeTogax BunpobysaHHs AP| abo BMXigHOro
maTepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BMKOPUCTOBYETLCS y Npoueci BUpobHuutea AdI
(iHWi 3mMiHK y MeTodax BUNpOoOYBaHHS (BKIOYaum
3amiHy abo gonoBHeHHs1) APl abo
BVXiAHOro/MPOMIDKHOTO MPOAYKTY) 3MiHW Y
napameTpax crneuundikauin Ta MetTogax KOHTPOso
A®I 3a nokasHmkamm «laoeHTudikauisy,
«CynpoBigHi OMILLK1» NPUBEAEHO OO BUMOT
MoHorpadgii «Cyanocobalaminy (0547) gitouoi
penakuii €Bponeincbkoi hapmakonei, MeToankm
KOHTPONMIO AKOCTi BanigoBaHi. BBeaeHHst 3miH
NPOTSAromM 6-Tu MicALiB MiCNA 3aTBEPAXKEHHS.
3MiHn | TMny - 3MiHn 3 skocTi. A®Il. CTabinbHICTb.
3miHa nepiogy NoBTOPHUX BUNpobyBaHb/nepioay
36epiraHHsi abo ymoB 36epiraHHs ADI (3a
BiCYTHOCTI Y 3aTBep)KeHOMY JOCbe cepTudikara
BiZNOBIgHOCTI €Bponenchkin hapmakonei, LWo
BKIOYAE Nepiof NOBTOPHOro BUNPOoGyBaHHS)
(nepiog noBTOpHOrO BUNPoByBaHHs/nepios
36epiraHHs) - 3miHa ymoB 36epiraHHs AL Posgin
«YMoBu 36epiraHHa» ADI Big BupobHuka M3
npuseaeHo ao sumor CPMP/QWP/609/96/Rev
2.(B opuriHanbHi ynakoBLi Npy TemnepaTtypi He
BuLLe 25°). BBeeHHS 3MiH NpoTAroM 6-Tv MicsuiB
nicns 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHu 3
akocTi. A®l. KoHTtponb A®I. 3miHa y napameTpax
crneundikaLiv Ta/abo JonycTMMmUX MeXx,
BM3Ha4YeHMUX y cneuudikauisx Ha Adl, abo
BVXiOHUIA/MPOMIXKHWI NPOAYKT/pearexT, Lo
BVIKOPVICTOBYIOTbCS Y npoLeci BupobHuutea A®I
(iHwWi 3miHK). 3miHa y napameTpax crneumdikadii
A®I Big BupobHuka 13 3a nokasHnKom
«P0O34YMHHICTbY, @ caMe NoKasHUK Mae
pekomMeHaauinHWuI XapakTep, Ha Ui nigcrasi,
BUMOTIU 0 PO3YMHHOCTI cybcTaHLii nepeHeceHo
[0 3aranbHuX BnacTuBocTel. BBeaeHHs 3amiH
NPOTArom 6-T MicALIB NiCNS 3aTBEPOXKEHHS.
3miHu | TUNYy - 3miHm 3 gkocTi. APl. KoHTponb AdPI.
3miHa y MeTofax BunpobyBaHHss A®I abo

BMXifiHOro MaTtepiany/npoMixxHoro

3Mminu | TUnYy - 3miHm 3 akocTi. A®l. KonTponb AdI.
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npoaykTy/pearexTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTBa API (iHLWi 3MiHKM y MeTodax
BUNpoOyBaHHSA (BKNtoYaoum 3amiHy abo
nonoBHeHHs1) A®I abo BuUXigHOro/NPoMixKHOro
npoaykty). CynyTHs 3miHa - 3MiHK 3 akocTi. ADI.
KoHTponb A®L. 3miHa y napameTpax cneuudikadin
Ta/abo [oNyCTUMUX MEX, BUSHAYEHNX Y
cneuudikauisix Ha A®l, abo BUXiAHUIA/NMPOMiXXHUIA
NPOAYKT/pearexT, L0 BUKOPUCTOBYHOTLCS Y
npoueci BupobHuuTea API (iHwi 3MiHK). BHeceHHs
3MiH Ao crneumdikauii Ta meTodis kKoHTpono AdI
3a nokasHMKamu: - «3anuLKoBi KinbKiCTi
OpraHiYHMX PO34YMHHKMKIBY, @ caMe ANst BUpobHMKa
Hebei Huarong Pharmaceutical Co. Ltd., Kutan
3anuweHo 6e3 3MiH, BHECEHO peaakUiiHi npaBku
Ta TepMiHM NPUAATHOCTI PO34MHIB BiANOBIAHO A0
pekomeHaauin Banigauii (RVM-00564); -
BUIyYeHO MeTOAMKY Big BUMpoBHuka North China
Pharmaceutical Victor Co., Ltd., China, ockinbku
AaHnn BUPOOHWK HE BUKOPUCTOBYETLCH AN
BupobHuuTBa M13; - MeToamka KOHTPOso
nokasHuka «KinbkicHe BU3HAYEHHSA» 3anuwieHa
6e3 3miH, BHeCeHi pefakuinHi npasku. BeeaeHHs
3MiH NPOTAroM 6-Tn MicALIB NiCNs 3aTBEPOKEHHS.

467.

LIMBOPAT-
O®TAH

Kpanni o4Hi, no 10
MmNy donakoHax

MPAT
"OITOPAPM

"

YkpaiHa

MNPAT "®ITOPAPM"

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauinHuX maTtepianis:
3miHu | Tvny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHA Ta/abo agpecu 3asiBHVKa
(BnacHuka peecTpaLiiHOro NOCBiAYeHHs) 3MiHa
afpecw 3asBHMKA. 3MiHM BHECEHI B pO3ain
"MicuesHaxomxeHHs 3asBHUKA" B IHCTPYKLUito Ans
MeAMYHOro 3acToCyBaHHS Nikapcbkoro 3acoby y
3B'SI3Ky 3 YTOYHEHHSIM afpecu 3asiBHMKA.
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHS.

3a
peuenmom

He
nidnseae

UA/0760/01/01

468.

LUNPUHON®

PO34uH ANS iHY3in,
2 mr/mn; no 100 mn
(200wmr), abo no 200
mn (400wmr) y
donakoHi; no 1
dnakoHy B
KapTOHHiIN kopobui

KPKA, o.4.,
HoBo mecto

CnoBeHis

BUPOOHMLTBO "in
bulk", nepsuHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTPOMb Ta BUNYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CroBeHisi; KOHTPOIb
cepii (isnyHi Ta
XiMiYHi meToamM
KoHTponto): KPKA,
a.a., Hoso mecto,
CnoBeHisi; KOHTPOIb
cepii (isnyHi Ta
XiMiYHi MmeToaun

CnoBeHis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | TUny - 3MiHK 3 sKocTi. FoToBMIA NiKapCbKuiA
3aci6. 3MiHM y BUpPOBHMUTBI. 3MiHM ¥ npoLeci
BUPOOHMLITBA rOTOBOTO JiKapCbKOro 3acoby,
BKITHOYAI04M MPOMIKHUI NPOAYKT, WO
3aCTOCOBYETHLCS NPY BUPOBGHULITBI FOTOBOIO
nikapcbKkoro 3acoby (iHLWi 3MiHK) - 3MiHa onucy
TEXHOMNOrYHOI YaCTUHU peecTpauifiHol
pokymeHTauii po3giny 3.2.P.3. Bupo6Huk(n)
MaTepianis peecTpadiiHoro gocee; 3MiHu | Tuny -
AaMiHiCTpaTMBHI 3MiHW. BunyyeHHs BUpoGHUYOT
AinbHULUI (BKNtovakoum ainbHuLi anst AdI,
NPOMIKHOIO NPOAYKTY abo roTOBOro NiKapCbKoro
3acoby, AinbHULI AN NpoBeAeHHs NakyBaHHS,
BMPOGHWKa, BiAMNOBiAaNbHOMO 3a BUNYCK Cepin,

3a
peuerimom

UA/0678/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
KoHTponto): HN30X MicLle NpoBeaeHHs KOHTPOSO cepii) abo
(HauioHanbHi nocTayanbHvKa BMXiQHOrO martepiany, peareHTty
naboparopist 3a abo OOMNOMIDKHOI PEHOBUHM (SIKLLLO 3a3HAYEHO Y
34paB’e, OKOreE iH [OCbE) - BUIyYeHHsi BupobHuka Krka, d.d., Novo
XxpaHo), CrnoBeHis mesto, CrnoBeHis Aito4oi pevoBuHU
uunpodnokcauuH (3aTBepakeHo: Krka, d.d., Novo
mesto, CnoseHis, Bayer Pharma AG, Germany;
3anponoHosaHo: Bayer Pharma AG, Germany);
3MiHn | TMNy - 3MiHM 3 siKOCTi. [OTOBUIA NikapCbkKi
3aci6. KoHTponb roToBOro nikapcbkoro 3acoby
(iHwWi 3miHW) - nepeknag MKA J13 3 pocincbkoi
MOBM Ha YKpaiHCbKy 6e3 3MiHM aHaniTUYHNX
MeTOoZiB, BUNPaBMNeHHS TEXHIYHMX MOMUIOK Ta
He3Ha4Ha Kopekuist onucy meTtoais Ta
crneungikauii, y 38’s13Ky 3 OHOBMEHHAM Ta
npuBeAEHHAM OOKYMEHTaLii 40 BUMOr MoHorpadiin
EP. BBegeHHsi 3MiH npoTaroM 6-tu micsuiB nicns
3aTBEPAKEHHS
469.] LUMMPO®IIOKC | kpanni oyHi Ta ToBapucTBO YkpaiHa BCi cTagii YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a He UA/4759/01/01
ALUUH BYLUHI, 3 mr/mm; mo 5 3 BMPOBHMLTBA, 3MiHn | TUny - 3MiHK 3 gKocTi. FoToBMIA NiKapCbKUIA peuenmom | niidnseae
My dornakoHi, no 1 obMexeHo KOHTPOSb SIKOCTI, 3aci6. CtabinbHicTb. 3MiHa y TepMiHax
c¢nakoHy B Bignosiganb BUMYCK Cepil: npuaaTtHocTi abo ymoBax 36epiraHHsi roTOBOro
KOMMMEKTi 3 HiCTIO ToBapwucTso 3 nikapcbkoro 3acoby (36inbLUeHHs TepMiHy
KPULLIKOLO- "®APMEKC oBMmexeHo npuaaTHOCTI rOTOBOrO fikapcbkoro 3acoby) - [ns
KpanensHuUeto B reyn" BiANOBiganNbHICTIO TOProBoi ynakoBku (NigTBEPOXKYETLCA AaHUMU
kopo6ui; no 10 mny «[ocnigHun 3aBof peanbHOro 4acy) - 36inbLweHHs TepMiHy
dnakoHi, no 1 "'HUNC", YkpaiHa; npuaaTHOCTI FOTOBOrO MikapCbKoro 3acoby Ha
dnakoHy B BCi cTagii OCHOBI NO3UTUBHKX pe3yrnbTaTiB AOBFOCTPOKOBUX
KOMMMEKTi 3 BMPOBHMLTBA, [ocnimkeHb cTabinbHOCTI y peanbHOMY Yaci:
KPULLIKOLO- KOHTPOrb SIKOCTI, 3aTtBepakeHo: TepMiH NpPUAATHOCTI. 2 POKM.
KpanenbHuUeto B BUMYCK cepii: TepmiH 36epiraHHs PO34MHY MiCNst PO3KPUTTS
Kopooui ToBapwucTBo 3 dnakoHy 28 fi6 3anponoHoBaHo: TepMmiH
obmexeHoto npugaTHocTi. 3 poku. TepMiH 36epiraHHsi po3unHy
BignoBiganbHiCcTO nicnsi po3kpuTTa donakoHy 28 Ai6 3miHM BHeceH B
"®APMEKC IPyr", iHCTPYKLUIiO ANs MeAUYHOTrO 3aCTOCYBaHHA
YkpaiHa nikapcbkoro 3acoby y po3gin "TepMiH
npuaaTHocTi". BBeAeHHS 3MiH NpoTaromM 6-tu
MiCsILiB Micnsi 3aTBEPOKEHHSA
470, UWMWCNNATHUH- KOHUeHTpaT ans Mini Benwuka BeHyc Pewmegic IHaisa BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis: 3a He UA/6490/01/01
Mini pO34MHy Ans Xenckepe BpuTaHis TimiTen 3miHu | TUNy - 3miHK Wwopo 6e3nekn/edekTUBHOCTI peuenmom | nidnsizae
iHcpysin, 0,5 mr/mn Timiteq Ta dhapmakoHarnsaay. 3miHa y KOpoTKin

no 20 mn (10 wmr),
abo 50 mn (25 wr),
abo 100 mn (50 mr)
y chnakoHi; no 1
dnakoHy B
KapTOHHiIl kopobuyi

XapakTepuCTuLL NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
3aCTOCyBaHHS Ha MiACTaBi perynspHo
OHOBMOBAHOTO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHS
nikapcbkoro 3acoby B nicrnsapeecTpauiiHui nepioa,
abo sk pe3ynbTaT OLUiHKM 3BITY 3 AOCHIAKEHb,
npoBeAeHWX BigNoBigHO 40 NnaHy negiatpuyHnx




290

[TponoBkeHHs AoaaTKa 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

pocnigpkeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHUM OpraHoMm)
3MiHM BHeceHo o IHCTpyKLUii Ana meguyHoro
3acToCyBaHHSA Nikapcbkoro 3acoby 4o posainy
"MobiuHi peakuii" woago 6e3neky 3acTocyBaHHS
LiloY0T pevyoBMHU LmcnnaTuH. BBegeHHs 3MiH
npoTsrom 3-ox MicsuUiB nicns 3aTBEpAKEHHS

471.

LUWTEAN

po34MH Ans
30BHILLUHLOIO
3acToCyBaHHs, No
250 mn y dpnakoHax
nonieTuneHoBmx

M'ep ®abp
MegukameH
T

DdpaHuis

M'ep ®abp
MeankameHT
MpopakwH

®paHuia

BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis:
3MiHu | Tuny - 3miHK Wwopao 6e3nekn/ePeKTUBHOCTI
Ta dhapmakoHarnsagy (iHwi 3miHn) - 3MiHM BHECEHO

B iHCTPYKLit0 ANSt MEANYHOIO 3aCTOCYBaHHSA
nikapcbkoro 3acoby y po3gin «Micue3HaxomKeHHs
BMPOGHMKa Ta agpeca Micusi IpoBagXeHHSs Aoro
LiSANbHOCTI» 3 BiANOBIAHUMW 3MiHAMW Y TEKCTI
MapKyBaHHs1 yNakoBKM NikapcbKoro 3acoby
(BUOaneHHs iHpopmaluii Wwoao rpuanyHoi agpecu
BMPOGHMKa). TepMiH BBEAEHHS 3MiH - MPOTAroM 6
MicsiLiB nicnst 3aTBepKEHHS; 3MiHu | Tuny - 3MiHK
oo 6esnekun/edekTUBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3amiHm oo
y3aranbHeHUX AaHux Npo cucTemy
dapmakoHarnsgy (BBeAeHHs y3aranbHeHUX AaHuX
npo cuctemy cdapmakoHarnagy, amiHa
yNoOBHOBa)eHOi ocobu, BignoeigansHoi 3a
30iACHEHHS (hapMaKoHarnsiay; KOHTakTHoT ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSI
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa

Bi ynoBHOBaxeHOi ocobu, BignoBiganbHoi 3a

3AiNCHEHHA hapmakoHarnsgy (BKoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
mMacTtep-darina cuctemm papmakoHarnagy) -
3MiHa KOHTaKTHMX AaHWX YNOBHOBaXXEHOI 0cobu
3asiBHMKa, BignosiganeHoi 3a hapMakoHarnsag.
3miHa Micue3HaxomKeHHs macTep-carina
cuctemn hapmakoHarnagy. 3miHa micus
30iNCHEeHHS OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsagy; 3minu | Tuny - AgmiHicTpaTuBHi
3MiHW. 3MiHa HaMeHyBaHHs Ta/abo agpecu
3asiBHUKA (BnacHWKa peecTpauinHoro
noceigyeHHs1) - 3MiHa agpecu 3asiBHVKa (BNacHuKa
pPeECTpaLiMHOro NoCBiAYEHHs)

6e3
peuenma

nionsieae

UA/6404/01/01

472.

IONEPIO

TabneTku, BKPUTI
NniBKOBOKO
oboroHkoto, no 50
Mmr, no 14 TabneTok
y 6nicTtepi; no 2 abo
4 6nictepn B
KapTOHHI kopobui

Hosapric
dapma
Cepsices Al

LLisewuapi
a

BUPOGHULTBO,
KOHTPOrb SIKOCTI,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs1, BUNYCK
cepii: Hoapric
dapma C.n.A,,
ITanis;

ITanis/
Cinranyp/
LLiBenuapis

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3miHu | TMny - 3miHK 3 sikocTi. FoTOBMIA NiKapCbKUIA
3aci6. CucTemMa KoHTelHep/3aKynopioBanbHUi
3aci6. 3miHa 6yapb-siKoi YacTUHKU MaTepiany
NepBMHHOT YNAKOBKM, LLIO HE KOHTaKTY€e 3 FOTOBUM
niKkapcbkum 3acoboM (Hanpuvknag Komip KpuLevok
3 KOHTPOMEM MepLUOro BiAKPUTTS, KOMip KOJOBUX
Kineup Ha amnynax, KOHTenHepa Ans ronok (pisHi

3a
peuerimom

UA/16691/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
BUPOGHMLTBO, BMAM NnacTmacu) (3miHa, sika He BMnvBae Ha
KOHTPOIb AKOCTI: KOPOTKY XapaKTepucTuKy nikapcbkoro 3acoby)
Hoeaprtic CiHranyp 3aMiHa OpYyKapCbKOro rpyHTy, WO MIiCTUTb
dapmacbioTukan HITPOLLENtoNo3y Ha ApYKapCbKui I'pyHT 6e3
MaHydekTypiHr NTe. HITPOLIENtoNo3n Ans wapy NoKpuTTS antoMiHIiEBOI
JIta., CiHvranyp; cdonbrn ans NMBX/MBAOX ta MA/AN/NBX (Alu-Alu)
BUPOGHMLTBO, 6nictepi..
KOHTPOIb AKOCTI:
Hoeaptic ®apma
LWtenH AT,
LLIsevinapis
473.| FONEPIO TabneTkn, BKpUTI Hoeapric LLseviuapi BUPOGHMLTBO, ITanis/ BHECEHHs1 3MiH O peecTpauiiHMX maTepianis: 3a - UA/16691/01/02
NNiBKOBOO dapma a KOHTPOIb SKOCTI, Cinranyp/ 3MiHn | TMny - 3MiHK 3 sKocTi. FOTOBMI Nikapcbkuii peuenmom
obornoHkoto, no 100 Cepsice3 Al' nepBUHHE Ta LLisenuapis 3aci6. Cuctema KoHTelHep/3aKynopioBanbHU
mr, no 14 TabneTok BTOPUHHE 3aci6. 3miHa b6yab-sKoi YacTUHM maTepiany
y 6nicTtepi; no 2 abo nakyBaHHs, BUNYCK NEePBUHHOI YNaKOBKM, LLIO HE KOHTaKTY€E 3 FOTOBUM
4 6nictepn B cepii: Hoapric nikapcbknuM 3aco60M (HanpuKnag Konip KpULLIEYOK
KapTOHHiI kopooLi dapma C.n.A., 3 KOHTPOSEM MEPLLOro BIAKPUTTSA, KONip KOAOBUX
ITanis; Kineub Ha amnynax, KOHTenHepa Ans ronok (pisHi
BMPOBHMLTBO, BMAW NnacTmacK) (3miHa, sika He BnvBae Ha
KOHTPOIb SIKOCTi: KOPOTKY XapaKTepUCTUKy Nikapcbkoro 3acoby)
Hoeaprtic CiHranyp 3aMiHa OpyKapCbKOro rpyHTy, WO MICTUTb
dapmacbioTukan HITPOLIENIoNo3y Ha ApYKapCbkui I'pyHT 6e3
MaHydekTypiHr NTe. HITPOLENIONO3N ANA Wapy NOKPUTTS antoMiHieBoi
Ntg., Civranyp; donbru ansa MNBX/MNBAX ta NA/AN/MBX (Alu-Alu)
BUPOOHMLTBO, Onictepis.
KOHTPOIb SIKOCTi:
Hosaprtic ®apma
LWteinH AT,
LLIsevinapis
474, ONEPIO TabneTkn, BKpUTI Hosaprtic LLisenuapi BMPOBHMLTBO, ITanis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/16691/01/03
NniBKOBOO dapma A KOHTPOIb SKOCTI, Cinranyp/ 3miHu | Trny - 3miHK 3 AkocTi. FoToBUI NiKapCbKUi peuernmom
obornoHkoto, no 200 Cepsices Al' nepBUHHE Ta LLisenuapis 3aci6. CucteMa KoHTenHep/3aKynoptoBanbHUiA

mr, no 14 TabneTok
y BnicTepi; no 2 abo
4 6nictepu B
KapTOHHiI kopobui

BTOPVHHE
nakyBaHHs, BUMYCK
cepii: Hosapric
®apma C.n.A,,
ITanis;
BUPOGHMLTBO,
KOHTPOMb SKOCTi:
Hosaprtic CiHranyp
dapmacbioTukan
MaHydektypiHr MNte.
JIta., CiHranyp;
BUPOGHULTBO,
KOHTPOMb SKOCTi:
HoBaprtic ®apma
LWtenH AT,
LLisevinapis

3aci6. 3miHa 6yab-sIKoi YacTuHKM MaTepiany
NEepBUHHOI YNaKOBKM, LLIO HE KOHTaKTY€e 3 FOTOBUM
nikapcbkuM 3acobom (Hanpuknag Konip KpuLLeyok
3 KOHTPOSEM MEePLUOro BiAKPUTTS, KONip KOAOBUX
Kineup Ha amnynax, KOHTenHepa Ans rofnok (pisHi
BMAM nnacTMacu) (3MiHa, sika He BNIvBae Ha
KOPOTKY XapaKTepucTuKy nikapcbkoro 3acoby)
3aMiHa ApyKapCbKOro I'pyHTY, O MiCTUTb
HITpOLIENtoNo3y Ha ApYyKapChbKuii I'pyHT 6e3
HITPOLEeNtoNno3un Ans wapy NoKpUTTS antoMiHieBOI
donbrn ansa MNBX/MBAX ta NA/AN/MBX (Alu-Alu)
GnicTepis.
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Ne Haszea

®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
475.| APUHA® TabneTkn, BKpUTI Bawnep Al HimeyvuuH nepBuHHa Ta Himeyumna BHECEHHS 3MiH 0O peecTpauinHnX maTepianis: 3a - UA/11479/01/01
obonoHkoto; no 21 a BTOPWHHA YMakoBKa, 3MmiHu | TUny - 3miHm 3 akocTi. CepTudikar peuenmom

Tabnetui y 6nicrepi
3 KaneH4apHo
LKanoto; no 1
Gnictepy y
nanepoBomy
MiLLIEYKY B KAPTOHHIN
navuj

[03BiN Ha BUNYCK
cepii:
Bariep Al',
HimevuunHa
BUPOBHMLUTBO
HeposdacoBaHoi
NpPOoAYKUii:
Banep Banmap
'm6X i Ko. KT,
HimevuunHa

BignosigHocTi/lE-cepTudikaT BignoBigHOCTI
€BponeWcbkin dapmakonei/MoHorpadii. NMogaHHs
HOBOro abo oHoBneHoro ceptudikaTa
BignoBigHoCTi abo BUNyYeHHs cepTudikata
BignoBigHOCTI €BponeWichkin hapmakonei: ons
A®I; onsa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCSA Y BUPOBHULTBI ADI; ans
AOMNOMIKHOI pevoBuHU (cepTudikaT BignoBiAHOCTI
€Bponecbkin dapmakonei) - OHoBNEHWiA
cepTuddikat Bif yKe 3aTBEpAKEHOro BUPobHMKa -
MoaaHHa oHoBRNeHoro cepTudikarta BigNOBIAHOCTI
€Bponeicbkin dapmakonei Ne R1-CEP 2009-070 -
Rev 02 (3atBepmxeHo: R1-CEP 2009-070 - Rev
01) Ansa Aitoyoi pevoBMHN APOCNIPEHOHY Bif BXe
3aTBepakeHoro BupobHuka BAYER AG.

*y pa3i eHeceHHs1 3MiH 0o iHCmMpyKuii Npo Mmedu4YyHe 3acmocyeaHHsI

HavaabHUK

dapManeBTHYHOI0 YIIPABJIIHHA

Tapac JIICKOBCbKHUHN




