ITEPEJIIK

Jonarok 3

A0 Haka3y MiHicTrepcTBa 0X0pOHH
3p0poB’sa Ykpainu «IIpo aep:xxaBHy
peecTpauiio (mepepeecrpaniio) JikapcbKux
3ac00iB (MeIUYHUX IMYHOOi0JIOrTYHMX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpauiiHuX MaTepiaaiB»

Big 02 siroToro 2024 poky Ne 176

JIKAPCBKHX 3ACOBIB (MEJUYHUX IMYHOBIOJIOT' TYUHUX MMPEMAPATIB), IIOJ10 AKUX BYJIU BHECEHI
3MIHH O PEECTPAIIMHUX MATEPIAJIB, SIKI BHOCSTBHCS IO TEP)KABHOI'O PEECTPY JIKAPCHKHX
3ACOBIB YKPAIHHA

3acTocyBaHHs, 15
Mr/2 mM;

no 100 mny
CKNSIHOMY cpriakoHi
3 KPULLIKOIO 3
KOHTpoOnem
nepLuoro
BiOKPUTTS; KOXXEH
dnakoH y

nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii
ONst MEQUYHOTO 3aCTOCYBaHHS
reHepu4HMX/ribpuaHux/6ionogibHMx nikapcbkux
3acobiB nicns BHECEHHS Tiei camoi 3MiHU Ha
pedepeHTHUI NpenaparT (3MiHa He NoTpebye HaJaHHs!
YKOOHMX HOBUX J0OATKOBUX AaHWX) - 3MiHW BHECEHI [0
iHCTPYKLUii ANa MeAWMYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ginu "dapmakonoriyHi BnacTMBocTi",
"B3aemogis 3 iHWKMU nikapcbkMMm 3acobamu Ta iHLwi

Ne Hasea ®Popma sunycky 3aseHuUKk Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoeu Pekna Homep
n/n JlikapcbKo20 (nikapcbka 3asieHUKa 8upo6HUKa eidnycky MyeaH | peecmpayitiHo2o
3acoby ¢hopma, Hs* noceio4yeHHs1
ynakoeka)
1. L-AJlIb®A- piavHa TOB "TK Ykpaina LIBAHCY Kutan BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3minu | - - UA/19896/01/01
rMIUEPO®O (cybcTaHuis); y "ABPOPA" BEVKIOA Tmny - 3MiHn 3 gxkocTi. A®l. Kontponb A®I. 3miHa y
CPOPUN nakeTax noTpinHMX SAPMACBIOTIKA napameTpax crneuudikauin Ta/abo JonycTUMNX MeX,
XOniH nonieTuneHoBmxX JIKO., NTA. BU3HA4YeHWX y cneumdikauisx Ha AdI, abo
(XOnIHy ans BVXiOAHUIA/MPOMIXKHWI NPOAYKT/pearexT, Lo
ANb®OCLEP | cdapmaueBTUYHOr BMKOPWCTOBYIOTbCS Y npoLleci BupobHuutea AdI
AT) 0 3acTOCyBaHHS (3BY)XEHHS JONYCTUMUX MEX, BU3HAYEHUX Y
cneumdikauii) - 3miHa NoB’si3aHa 3 TEXHIYHOO
NOMWIIKOIO 3a NokasHMkoM "KonbopoBiCTb po3ynHy" B
cneundikauii A®l. Bumory 3a nokasHMKOM
"KonbopoBicTb po34nHy" NpvBeAeHo Yy BiANOBIOHICTb
[0 SIKOCTi NPOAYKTY Ta NOCUNEHI 3a PaxyHOK 3BY)XEHHS
mex 3 Y1 Ha Y5, Ta, gk HacnifoK, BHECEHO 3MiHU B
MeTOoaM KOHTponto. B cneuudikadii 3a nokasHukamm
"XpomaTorpadpiyHa unctota", "CynpoBigHi JoMilku",
"KonbopoBicTb po3unHy", "3anuLukoBi KinbkocTi
OpraHiyHMX po34nHHKKIB" B rpadi "MeToam KoHTporno"
BUMNpPaBNeHO HymepaLito nocunaHb Ha NyHKT1 MKA.
2. ABPON® pO34uH Ans TOB YkpaiHa TOB «KYCYM YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | bes nionse UA/9928/04/01
iHransuin Ta "TNEO®A OAPM» TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta peuenma ae
nepoparbHOro PM NTAO" hapmakoHarnsigy. 3mMiHW y KOpOTKili XapakTepucTuLi




dnakoHy 3 MipHOLO
CKITSTHOYKOO B
KapTOHHIN
ynakoBuUj

reHepu4HMX/ribpuaHux/6ionogibHMx nikapcbkux
3acobiB nicnsa BHECEHHS TiEi caMoi 3MiHW Ha
pecepeHTHUIA Npenapar (3miHa He NoTpebye HadaHHsA
XKOOHWX HOBWX 40AATKOBMX AaHUX) 3MiHW BHECEHi A0
iHCTPYKLUii ANa MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ainu "®apmakonoriyHi BnacTusocTi”,
"B3aemogis 3 iHWKMU nikapcbkuMn 3acobamm Ta iHLwi
Bu1au B3aemogin”, "OcobnmBocTi 3acTocyBaHHS",
"3acTocyBaHHs y nepioa BariTHOCTi abo rofyBaHHs

2 [IpomoBxeHHS J0aTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
KapTOHHIN BMAan B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
ynakoBLji pa3oMm 3i "3acTocyBaHHs y nepiod BariTHOCTi abo rogyBaHHS
LUNPULLOM- rpyaato”, "Mobivni peakuii” 3rigHo 3 iHdopmMauieto
[03aTopoMm LLOAO MEANYHOrO 3aCTOCYBaHHS peddepeHTHOro
o6’emoM 5 mn Ta nikapcbkoro 3acoby (JTJASOJIBAH®, po3unH ons
aganTepom ang iHransiyin Ta nepopanbHOro 3acTocyBaHHs, 15 mr/2
wnpuua; no 100 mn). BBeaeHHs 3amMiH npoTArom 6-Tv micauiB nicns
M1y CKNAHOMY 3aTBepAKEHHST; 3MiHu | TNy - 3MiHW Woao
conakoHi 3 6e3nekn/echekTUBHOCTI Ta hbapmakoHarnsgy (iHwi
KPULLIKOIO, 3MiHN) - 3MiHW BHECEHi A0 IHCTPYKUii ANS MeanYHoro
HeJoCTYMNHO Ang 3acTocyBaHHs Nikapcbkoro 3acoby y po3ain "lMobiyHi
BiOKPUTTS OiTbMU; peakuii” Wwoao 3BiTyBaHHS Npo NoGiyHi peakLii.
KOXXEH (hriakoH y BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
KapTOHHIN 3aTBepAKEHHSI; 3MiHu | Tuny - 3MiHW Woao
ynakoBLji pa3om 3i 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
LUINPULIOM- BHeceHHs1 abo 3miHa(u) 0o 3060B'A3aHb Ta yMOB
[03aTtopom BUAa4i peecTpauinHoro NoCBig4YEHHS, BKoYa4m
o6’emom 5 mn Ta MnaH ynpaBniHHA puaukamm (3aCTOCYBaHHS TEKCTY,
apanTepoMm Ans AKUA NOTOKEHWNIA 3 KOMNETEHTHUM OpPraHoMm) -
wnpuua 3asiBHMKOM HagaHo oHoBNeHWN NnaH ynpaBniHHs
pusnkamm Bepcis 2.0.
3MiHVM BHECEHO [0 YaCTuWH:
| «3aranbHa iHchopmaLisi»
Il «Cneundikauis 3 6e3nekun»
V «3axogu 3 MiHiMi3auii pu3ukie»
VI «Pestome nnaHy ynpasniHHS pusnkammn»
VIl «JopaTku» (goaaTok 2, goaaTok 8) y 3B’A3Ky 3
OHOBIEHHAM iHbopMmaLii 3 6e3neku Ailo4oi peyoBUHU
ambpokcon BiAMNoBIAHO 0 akTyanbHoi pedepeHTHOT
iHdbopMalLii, a TakoxX Yy 3B'A3KY i3 3MiHOO dopmaTy
BignoBigHo o Bumor Evaluation Guidance on the
format of the risk management plan (RMP) in the EU —
in integrated format, GVP Module V Rev.2 Human
Medicines).
Pestome MNnaHy ynpasniHHa pusnkamu Bepcis 2.0
aopaetbest
3. ABPON® cupon, 15 mr/5 mn, TOB Ykpaina TOB "KYCYM YkpaiHa BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu | bes nionse UA/9928/02/01
no 100 mny "TMEQ®A DAPM" Tuny - 3MiHK Wwoao H6e3nekn/edeKTUBHOCTI Ta peuenma ae
donakoHi 3 PM NTAO" hapmakoHarnsigy. 3mMiHu y KOpOTKili XapakTepucTuLi
nonietTuneHy abo nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKUii
ckna; no 1 Anst MEOUYHOTO 3aCTOCYBaHHS




3

IIponmosxkeHHs nogaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka
¢opma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Pekna
MyeaH
Hs*

Homep
peecmpayitiHo20
noceio4yeHHs1

rpyaar”, "Mo6ivni peakuii” 3rigHo 3 iHopmalLlieto
OO0 MEAMYHOrO 3aCTOCYBaHHSA pedepeHTHOro

nikapcbkoro 3acoby (JTASOJIBAH®, cupon, 30 mr/5
mn, 15 mr/5 mn). BBeaeHHs 3MiH NpoTsarom 6-Tu

MicsiLiB nicnst 3aTBepKEHHS. 3MiHu | Tuny - 3miHn

wopno 6esnekun/edhekTMBHOCTI Ta hapmakoHarnsgy

(iHWi 3MiHW) 3MiHN BHECEHI A0 IHCTPYKLIT ANS
MELMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby y
po3ain "Mo6iyHi peakuii” WwWoao 3BiTyBaHHA NPO NOGIYHI
peakuii. BBegeHHs 3MiH npoTarom 6-tu micauiB nicns
3aTBEPKEHHS
3MiHn | TMny - 3miHn Wwopo 6e3nekn/edpekTMBHOCTI Ta
dapmakoHarnagy. BHeceHHs abo 3miHa(n) oo
3060B'A3aHb Ta YMOB Buaaui peectpauiiHoro
nocBigYeHHs1, BKMoYatoun MNnaH ynpaeniHHS pusnkamu
(3acTocyBaHHSA TEKCTY, KW NOTOMKEHUN 3
KOMMETEHTHUM opraHoM) 3asiBHUKOM HagaHo
oHoBNeHWN MNnaH ynpaeniHHA puankamu Bepcis 2.0.
3MiHVM BHECEHO [0 YaCTuWH:
| «3aranbHa iHcopmaLisi»
Il «Cneundikauis 3 6e3nekun»
V «3axogu 3 MiHiMi3auii pu3ukiB»
VI «Pe3tome nnaHy ynpaseniHHA pusnkamm»

VIl «JopaTku» (goaaTok 2, goaaTok 8) y 3B’A3Ky 3
OHOBIEHHAM iHcpopMmalii 3 6e3neku fityoi pevHoBUHN
ambpokcon BiAMNoBIAHO A0 akTyanbHOi pedepeHTHOT

iHdbopMaLii, a TakoX Yy 3B'A3KY i3 3MiHOKO dopmaTy

BignoBigHo o Bumor Evaluation Guidance on the

format of the risk management plan (RMP) in the EU —
in integrated format, GVP Module V Rev.2 Human
Medicines).
Pestome MNnaHy ynpasniHHS pusukamn Bepcis 2.0
[0[aeTbes.

ABPON®

cupon, 30 mr/5 mn
no 100 mny
dnakoHi 3
nonietTuneHy abo
ckna; no 1
dnakoHy 3 MipHOLO
CKITSTHOYKOO B
KapTOHHIN
ynakoBuUj

TOB
"MMEOPA
PMNTO"

Ykpaina

TOB "KYCYM
OAPM"

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu |
Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsigy. 3MiHW y KOpOTKili XapakTepucTuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii
AN MEeAUYHOro 3acTOCYBaHHS
reHepuYHMX/ribpuaHux/GionogibHMx nikapcbkux
3acobiB nicnsa BHECEHHS TiEi caMoi 3MiHW Ha
pecepeHTHUIA Npenapar (3miHa He NoTpebye HaaaHHs
KOOHMX HOBUX J0OATKOBUX AaHMX) 3MiHWU BHECEHI [0
iHCTPYKLUii ANa MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ainu "®apmakonoriyHi BnacTmsocTi",
"B3aemogis 3 iHWKMU nikapcbkuMm 3acobamu Ta iHLwi
Buau B3aemogin”, "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiog BariTHOCTi abo roflyBaHHs
rpyaar”, "Mobivni peakuii” 3rigHo 3 iHopmalLlieto
LLIO0 MEAMYHOrO 3aCTOCYBaHHSA pedepeHTHOro
nikapcbkoro 3acoby (JIA3OJIBAH®, cupon, 30 mr/5

6e3
peuenma

nionse
ae

UA/9928/02/02
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IIponmosxkeHHs nogaTka 3
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JliKapcbKo20
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®Popma sunycky
(nikapcbka
¢opma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Pekna
MyeaH
Hs*

Homep
peecmpayitiHo20
noceio4yeHHs1

mn, 15 mr/5 mn). BBeaeHHs 3MiH NpoTsarom 6-Tu
MicsiLiB nicnsi 3aTBepaKEeHHS. 3MiHu | Tuny - 3miHn
wopno 6e3snekun/edhekTMBHOCTI Ta hapmakoHarnsgy

(iHWi 3MiHK) 3MiHK BHECEHI A0 IHCTPYKLIT ANS
ME[MYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3ain "Mo6iyHi peakuii™ WwWoao 3BiTyBaHHA NPO NOGIYHI
peakuii. BBegeHHs 3MiH npoTsirom 6-Tu micAuiB nicns
3aTBEPKEHHS
3MiHn | TMny - 3miHn Wwopo 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. BHeceHHsi abo 3miHa(m) Ao
3060B'A3aHb Ta YMOB BuAaui peecTpaLiiHoro
nocBigYeHHs1, BKMoYatoun MNnaH ynpaeniHHS pusnkamu
(3acTocyBaHHSA TEKCTY, KW NOTOMKEHUNA 3
KOMMETEHTHUM opraHoM) 3asiBHUKOM HagaHo
oHoBNeHuN MNnaH ynpaeniHHA puankamu Bepcis 2.0.
3MiHVM BHECEHO [0 YaCTuWH:
| «3aranbHa iHchopmaLisi»
Il «Cneundikauis 3 6e3nekun»
V «3axogu 3 MiHiMi3auii pu3ukiB»
VI «Pe3tome nnaHy ynpaseniHHA pusnkamm»

VII «doaaTkm» (gopaTtok 2, aogatok 8) y 3B’A3Ky 3
OHOBIEHHAM iHcpopMmalii 3 6e3neku Lito4oi pe4oBUHN
aMOpoKCoN BiAMOBIAHO A0 akTyanbHoi pedepeHTHOT

iHdbopMaLii, a TakoX Yy 3B'A3KY i3 3MiHOO dopmaTy

BignoBigHo o Bumor Evaluation Guidance on the

format of the risk management plan (RMP) in the EU —
in integrated format, GVP Module V Rev.2 Human
Medicines).
Pestome MNnaHy ynpasniHHS pusukamn Bepcis 2.0
[0[aeTbes.

ABPON®

Tabnetkn no 30
mr; no 10
TabneTok y
6nictepi; no 2
Gnictepu y
KapTOHHIN
ynakoBuUj

TOB
"MMEOPA
PMNTO"

Ykpaina

TOB "KYCYM
OAPM"

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu |
Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsigy. 3mMiHW y KOpOTKili XapakTepucTuLi
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii
ANA MeAUYHOro 3acTOCYBaHHS
reHepuYHMX/ribpuaHux/6ionogibHMx nikapcbkmnx
3acobiB nicnsa BHECEHHS TiEi caMoi 3MiHW Ha
pecepeHTHUIA Npenapar (3miHa He NoTpebye HadaHHs
KOOHMX HOBUX J0OATKOBUX AaHWX) 3MiHU BHECEHI [0
iHCTPYKLUii ANa MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ainu "®apmakonoriyHi BnacTmsocTi",
"MpoTunokasaHHsa", "B3aemogaisa 3 iHLWMMKM nikapCbkuMun
3acobamu Ta iHWi Buamn B3aemogin”, "OcobnuneocTi
3acTocyBaHHs", "3acTocyBaHHs y nepioa BariTHOCTI
abo rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
posun”, "Oitn" (peparyeaHHs), "MobGiyHi peakuii” 3rigHo 3
iHdbopMmaLieto LWoao0 MeaNYHOro 3aCTOCYBaHHS
pedepeHTHoro nikapcbkoro 3acoby (JTASOJIBAH®,
Tabnetku no 30 mr). BBegeHHs 3MiH npoTarom 6-tn

MicsULiB nicns 3aTBepAXeHHs. 3MiHu | Tuny - 3miHK

6e3
peuenma

nionse
ae

UA/9928/01/01
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Hs*

Homep
peecmpayitiHo20
noceio4yeHHs1

wopao 6esneku/echeKkTMBHOCTI Ta hapmakoHarnsay.

BHeceHHs1 abo 3amiHa(u) 0o 3060B'A3aHbL Ta yMOB

BuAadi peecTpauinHoro NoCBig4YEHHS, BKoYa4m
MnaH ynpasniHHA pusukamm (3aCTOCYBaHHS TEKCTY,

SIKWIA NOTOKEHUIA 3 KOMNETEHTHUM OpraHoMm)
3asBHMKOM HagaHO OHOBNEeHWU NnaH ynpasBniHHA
pusmkamm Bepcis 2.0. 3MiHK BHECEHO 40 YaCTWH:

| «3aranbHa iHdopmauis» Il «Cneundikauis 3

6esnekn» V «3axoam 3 MiHimMisauii puankie» VI

«Pestome nnaHy ynpasniHHA pusmkamm»

VII «dopaTkm» (gogaTtok 2, aogatok 8) y 3B’A3Ky 3
OHOBJEHHAM iHdbopMaLii 3 6e3nekn Aito4oi peyoBnHU
ambpokcon BiAMOBIAHO A0 aKTyanbHOi pedpepeHTHOI

iH(bopMaLii, a TakoX Yy 3B'A3Ky i3 3MiHO hopmaTy

BianosigHo Ao Bumor Evaluation Guidance on the

format of the risk management plan (RMP) in the EU —
in integrated format, GVP Module V Rev.2 Human

Medicines). Peatome NMnaHy ynpasniHHS pusamkamu

Bepcis 2.0 gogaetbes. 3MiHm | Tuny - 3miHu woao

6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy (iHwi

3MiHM) 3MiHM BHECEHi 40 iIHCTPYKUIT Ans MeanyHoro
3acToCyBaHHS nikapcbkoro 3acoby y po3Ain "lMNobiyHi
peakuii" Wwoao 3BiTyBaHHS Npo NobGiyHi peakLii.

BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns

3aTBEPKEHHSI

ABPOJI® SR

Kancynm 3
MPONOHroBaHoO0
nieto, no 75 mr, no
10 kancyny
6nicTepi, no 1 abo
2 6nictepn y
KapTOHHIN
ynakoBLUj

TOB
"MMEOPA
PM NTO"

YkpaiHa

TOB «KYCYM
OAPM»

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3minu |
Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. 3MiHW y KOpPOTKili XapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKLiT
ANA MEeAUYHOro 3acTOCYBaHHS
reHepuyHMX/ribpuaHnx/6ionofibHMX NikapcbKunx
3acobiB nicns BHECEHHS TiET caMoi 3MiHW Ha
pecepeHTHUIA Npenapar (3miHa He NoTpebye HadaHHs
YKOAHUX HOBMX A0OATKOBUX AaHUX) 3MiHM BHECEHI [0
IHCTPYKUii ANS MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ainu "®apmakonoriyHi BnacTmsocTi",
"B3aemogisi 3 iHWMMKM nikapcbkumu 3acobamm Ta iHLi
BMAM B3aemogin", "3acTocyBaHHs y nepio BariTHOCTI
abo rogyBaHHsa rpyaa”, "34aTHiCTe BNAMBaTK Ha
LUBMAKICTb peakujii Mpy KepyBaHHi aBTOTPaHCMOPTOM
abo iHWK1MK mexaHismamun”, "Cnocib 3acTocyBaHHs Ta
po3n", "MobiuHi peakuii” 3rigHo 3 iHbopmaLieto Wwoao
MEeONYHOro 3aCTOCyBaHHS pedepeHTHOro NikapcbKoro
3acoby (Mucosolvan sustained release capsule 75 mg,
B YKpaiHi 3apeecTtpoBaHui sk JlazonsaH Makc,
Kancynuv 3 NpPONOHroBaHoLo fieto 75 Mr). BBeeHHs
3MiH NPOTArom 6-Tu MICAILIB MiCNs 3aTBEPOXKEHHS.
3minu | Tuny - 3miHn Wwoao 6esnekn/edekTMBHOCTI Ta
tapmakoHarnagy. BHeceHHs abo 3miHa(n) oo
3060B's13aHb Ta YMOB BuAaui peecTpauinHoro

6e3
peuenma

nidnsie
ae

UA/9928/05/01
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nocBiAYeHHs, BKMoYatoun MNnaH ynpasniHHA pusnkamu
(3acTocyBaHHS TEKCTY, SIKUI NOTOMKEHUA 3
KOMMETEHTHUM opraHoM) 3asiBHMKOM HagaHo
OoHoBneHu MNnaH ynpasniHHA pusnkamu Bepcia 2.0.
3MiHN BHECEHO [0 YaCTWH:
| «3aranbHa iHdopmauis» Il «Cneundikauis 3
6e3nekn» V «3axoau 3 MiHimisaLii puamkis» VI
«Pestome nnaHy ynpasniHHA pusmkamm»

VII «dogaTtkm» (qogaTtok 2, Aogatok 8) y 3B’A3Ky 3
OHOBIEHHSAM iHdopMaLii 3 6e3neku [itoyoi pe4yoBUHN
aMOGpoKcoN BiAMOBIAHO A0 akTyanbHoi pedepeHTHOT

iH(bopMaLii, a TakoX Yy 3B'A3Ky i3 3MiHOO hopmaTy

BignosigHo oo Bumor Evaluation Guidance on the

format of the risk management plan (RMP) in the EU —
in integrated format, GVP Module V Rev.2 Human

Medicines). Pestome MNnaHy ynpasniHHA pusnkamu

Bepcis 2.0 gogaetbes. 3MiHu | Tuny - 3MiHK Wwoao

6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy (iHwi
3MiHM) 3MiHM BHECEHI [0 iIHCTPYKLUii AN MEAUYHOTO
3acTocyBaHHS Nikapcbkoro 3acoby y po3ain "MobivHi

peakuii” Wwoao 3BiTyBaHHS Npo NobGiyHi peakLii.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHS

ABPONI®SR

TabneTku
NPOSIOHroBaHoI Aji
no 75 mrno 10
TabneTok y
6nictepi; no 1 abo
2 6nictepu B
KapTOHHIN
ynakoBuUj

TOB
"MMEOPA
PMNTO"

YkpaiHa

TOB "KYCYM
DAPM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta
hapmakoHarnsigy. 3mMiHW y KOpOTKili XapakTepucTuLi
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKLT
ANst MEAUYHOTO 3aCTOCYBaHHSA
reHepuYHMX/ribpuaHux/6ionogibHMx nikapcbkmnx
3acobiB nicns BHECEHHS TiET caMoi 3MiHW Ha
pedepeHTHUI NpenaparT (3MiHa He NoTpebye HaJaHHs!
XKOOHWX HOBWX [0AATKOBUX AaHWX) - 3MiHW BHECEHi A0
IHCTPYKUIii ANS MeAMYHOro 3aCTOCYBaHHS NikapCbKOro
3acoby y po3ginu "dapmakonoriyHi BnacTMBocTi",
"B3aemogis 3 iHWKMU nikapcbkuMn 3acobamm Ta iHLwi
BMAM B3aemogin", "3actocyBaHHs y nepio BariTHOCTI
abo rogyBaHHs rpyaato”, "3aaTHicTb BNNMBATK HA
LWBMAKICTb peakuii Npu kepyBaHHi aBTOTPaHCMOPTOM
abo iHWKuMK mexaHismamu”, "MobivHi peakuii” 3rigHo 3
iHcbopMmaLieto o0 MeAMYHOrO 3aCTOCYBaHHSI
pechepeHTHOro nikapcbkoro 3acoby (JJASOJIBAH®
MAKC). BBeeHHs1 3MiH NpoTsiroM 6-Tu MicsLiB nicns
3aTBEepAKEHHs; 3MiHu | Tuny - 3MiHn Wwoao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.
BHeceHHs1 abo 3miHa(1) fo 3060B'A3aHb Ta yMOB
BMUAaui peecTpauiiHoro NocBigYEHHS, BKIOYaum
MnaH ynpaBniHHA pyu3nkamm (3aCTOCYBaHHS TEKCTY,
AKUIA NOTOAXKEHWA 3 KOMMETEHTHUM OpraHoMm)
3asBHMKOM HadaHo oHoBNeHWN MNnaH ynpasniHHsS
pusmkamm Bepcis 2.0.

6e3
peuenma

nidnsie
ae

UA/9928/03/01
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IIponmosxkeHHs nogaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka
¢opma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Pekna
MyeaH
Hs*

Homep
peecmpayitiHo20
noceio4yeHHs1

3MiHM BHECEHO [0 YacCTuH:
| «3aranbHa iHdopmaLis»
Il «Cneundbikauis 3 6e3nekun»
V «3axogu 3 MiHiMi3auii pu3unkie»
VI «Pe3tome nnaHy ynpasrniHHA pusnkamm»
VIl «dogatkn» (gogaTtok 2, aoaaTok 8)

y 3B’3Ky 3 OHOBIEHHSM iHchopmaLlii 3 6e3neku gitoyoi
peYoBMHM amBpPOKCON BigNoBIgHO 40 aKTyarnbHOT
pedepeHTHOI iHbopmaLii, @ TakoX y 3B'A3KY i3 3MiHOO
dopmaTy BignosigHo Ao Bumor Evaluation Guidance
on the format of the risk management plan (RMP) in
the EU — in integrated format, GVP Module V Rev.2
Human Medicines).

Pestome NMnaHy ynpasniHHA pu3ukamu Bepcisa 2.0
[ofaeTbes.
3minu | Tvny - 3miln wopo 6esnekn/edekTMBHOCTI Ta
dapmakoHarnagy (iHwi 3miHu) - 3MiHK BHeCeHi Jo
IHCTPYKLUIiT ANA MeANYHOro 3acToCyBaHHSA NikapCbKOro
3acoby y po3ain "MNobivHi peakuii”" WoAo 3BiTyBaHHS
npo noGiyHi peakuii.

BBegeHHs 3MiH NpoTArom 6-Tn MmicauiB nicns
3aTBEPAKEHHS!

A3UTPOMIL
WUH-
DAPMEKC

nioginizat gns
pO34MHY Ans
iHcpy3in no 500 mr
1 donakoH 3
niocpinizatom y
navui 3 KapToHy

TOBAPWNC
TBO 3
OBMEXE
HOIO
BIOMOBIO
AJTbHICT
10]
«KOPINOP
ALIA
«300POB
"A»

YkpaiHa

TOB "®APMEKC
rPymn"

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3MiHa
3asiBHuka 113 (MIBI) (BnacHWka peecTpauiiHoro
noceigyeHHs) (3rigHo Hakady MOS3 Big 23.07.2015 Ne
460). TepmiH BBeAEHHSI 3MiH NpoTAroM 6 micsiuis nicnsi
3aTBepOKEHHS. 3MiHu | Tuny - 3miHn Wwopao
6esnekn/edeKTMBHOCTI Ta hbapMakoHarnsagy.
BBeneHHs abo 3miHM A0 y3aranbHEHNX aHUX Npo
cucTemMy chapmakoHarnsay (BBeAeHHs y3aranbHeHUX
AaHnX Npo cuctemy hapmakoHarnsgy, aMiHa
ynoBHOBaeHoi ocobu, BignosigansHoi 3a 3gincHeHHS
hapmakoHarnsigy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSI
dapmakoHarnagy B YkpaiHi, SKLWo BOHa BiAMiHHa Big
ynoBHOBaeHoi ocobu, BignosigansHoi 3a 3gincCHeHHS
dapmakoHarnsaay (BkoYarum KOHTaKTHI AaHi) Ta/abo
3MiHM Yy pOo3MiLLeHHi MacTep-ganna cuctemm
dapmakoHarnsgy). 3MiHa ynoBHoBaxeHoi ocobu
3asBHMKa, BignoBiganbHoi 3a hapmakoHarnsag. ditoya
pepakuisi: LleBuyeHko OneHa IropieHa. MNponoHoBaHa
pepnakuisi: ManoBa OneHa MukonaiBHa. 3miHa
KOHTaKTHMX JaHWX YNOBHOBaXXEHOI 0CObM 3asiBHMKA,
BignosiganbHoi 3a papMakoHarnag. 3miHa Homepa
MacTep-caina cucteMu apmakoHarnsgy.

3a
peuerimom

UA/14369/01/01

ANEPOE3

TabneTkn, BKPUTI
NniBKOBOIO
obornoHkot, 5 mr,
no 10 Tabnetok y
GnicTepi; no 1

My6nivyHe
aKuioHepH
e
TOBapuCTB
o)

YkpaiHa

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHMWYMIA

YkpaiHa

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu |
TMny - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkui 3acib.
CrabinbHicTb. 3MiHa y TepMiHax npuaaTHocTi abo
ymoBax 306epiraHHs roTOBOroO MikapCbKoro 3acoby

(36inblLUeHHs1 TepMiHY NpUAaTHOCTI rOTOBOrO

6e3
peuenma

nionse
ae

UA/14492/02/01
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IIponmosxkeHHs nogaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka
¢opma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Pekna
MyeaH
Hs*

Homep
peecmpayitiHo20
noceio4yeHHs1

6nictepy B nayui

"HaykoBo-
BUPOBHUY
VN LEHTP
"BopLuaris
CbKUN
XiMiKO-
dapmaues
TUYHWUIA
3aBoa”

LEHTP
"BopLuarisCcbkui
XiMiKO-
apmaLeBTU4HNA
3aBsoa”

nikapcbkoro 3acoby) - [1ns TOproeoi ynakoBku
(nigTBEPOXYETLCA AaHMMK peanbHOro vacy).
36inblueHHa TepmiHy npugaTtHocTi 13, wo
niaTBEPAKYETLCA AaHUMW OOCHIMKEHHS] CTabinbHOCTI
B peanbHoMy 4aci. [litoya pegakuia: Posain «TepmiH
npuaaTHocTi» 2 poku. [NMponoHoBaHa pefakuis:
Posgin «TepmiH npugaTtHoCTI» 3 pokn. 3MiHW BHECEHI
B po3ain "TepmiH npuaaTHOCTI" B iIHCTPYKLiO AN
Me[MYHOro 3aCTOCyBaHHs NikapcbKoro 3acoby.
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepMKeHHs. 3MiHK | Tuny - 3MiHK 3 skocTi. FoToBMI
nikapcbkuii 3acio. Cuctema
KOHTeWHep/3aKynopoBarnbHUii 3aci6 (iHLWi 3MiHK).
BunyuyeHHs 3 posainy 3.2.P.7. Ta po3aginy "JoaaTkoBa
iHcbopmauis. [l-1. Ynakoska" MKA iHdopmauii npo
MOBY MapKyBaHHs. [itoua pepakuia: MKA J13. Poagin
[I-1. Ynakoeka. Mo 10 TabneTok y 6nictepi 3 nniBku
Aclar®/lNBX i ponbru antomiHieBoi 3 04HOCTOPOHHIM
NMOKPUTTSAM TEPMOJTAKOM i APYKOM 3 IPYroi CTOPOHM.
Mo 1 6nicTepy pasom 3 iHCTPYKLiEO ANs MeANYHOro
3acTOCyBaHHS NMOMILLAIOTL Y MayKy 3 KapTOHY 3
MapKyBaHHSAM YKpaiHCbKOIO Ta POCIICbKOK MOBOIO Ta
wpudTom bpannsg ykpaiHcbkoto MoBoto. [ponoHoBaHa
peaakuist: MKA N3. Posgin Ol-1. Ynakoska.

Mo 10 TabneTtok y 6nictepi 3 nniskn Aclar®/TBX i
donbry antoMiHiEBOI 3 OAHOCTOPOHHIM NOKPUTTAM
TEepMOnakoMm i ApyKom 3 Apyroi cTopoHu. Mo 1
OnicTepy pasom 3 iHCTPYKLi€ AN MeANYHOro
3aCTOCYyBaHHS MOMILLAKOTL Y MaYKy 3 KAPTOHY.

10.

AJIOPA®

TabneTku, BKpUTI
oboroHkot, No
100 mrno 10
TabneTok y
6nictepi; no 2 abo
5 6bnictepiB y
KapTOHHIN
ynakoBuUj

HOBEJ
INAY
CAHAI BE
TIO>KAPE
TA.LL

TypeyumH
a

HOBEJT INAY
CAHAI BE
TIIKAPET A.LLL

TypeudunHa

BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3minu |
TMny - 3MiHK 3 SKoCTi. [OTOBMI Nikapcbkuin 3acib.
Onwc Ta cknag (iHwi 3miHn) CynyTHS 3MiHa - 3MiHK 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis cneuudikawlin
Ta/abo [oMyCTUMMX MEX rOTOBOTO MikapCbKoro 3acoby
(iHLWi 3MiHM) YTOYHeHO konip TabneTok B cneuumdikadii
Ta MeToAax KOHTPOI0 rOTOBOrO NiKapCbKOro 3acooy.
3atBepaxeHo Onuc Kpyrni, oBoonykni TabneTku,
BKPUTiI OBOMOHKOI, YEPBOHOIO KOMNbOPY.
B3anponoHosaHo Onuc Kpyrni, ABoonykni, Grnckyyi
TabneTku, BKPpUTI 0BONOHKOLO, Bif, TEMHO-POXEBOrO A0
6opaoBoro konbopy. 3MiHM BHeCeHi B po3ain "OCHOBHI
i3nKo-xiMiYHi BNacTnBOCTI" B IHCTPYKLUilO ANnst
MeAMYHOro 3acTOoCyBaHHSI NikapCcbkoro 3acoby

6e3
peuenma

nidnsie
ae

UA/5140/02/01

11.

ANbYPA3U
M®

KOHLieHTpaT Ans
PO34MHy Ans
iHdysin, 100
Of/mn; Ne1:no 5
My donakoHi; no

1 donakoHy y

CaHodi
B.B.

HigepnaH
an

MapkyBaHHs Ta
BTOPWHHE
nakyBaHHs,
KOHTPOMb AKOCTi
M3 (3a
BUKIIOYEHHAM

Benuka
Bputanis/
Himevuunna/
CLIA/
IpnaHais

BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3minu |
TMnNy - AOMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS
Ta/abo agpecu MicLsl NPOBaXXEHHsI QisNbHOCTI
BUPOGHKMKa (BKINOYaK4n, 3a HeobXigHOCTI, Micue
npoBeeHHS KOHTPOMIO SIKOCTi), abo BnacHvKa macTep-
darina Ha A®I, abo noctayanbHuka AdI/BuxigHoro

3a
peuenmom

UA/8093/01/01




9 ITpogoBxeHHs HogaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
KapTOHHiN kopobui TECTy Ha matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
CTEPUIIbHICTB), 3aCTOCOBYHOTLCS Y BUPOOHMUTBI ADI (SIKLLO 3a3HaYeHOo
BUNYCK cepii: y OOCbE Ha nikapCbKuii 3acib) 3a BigCYTHOCTI
IPKEH3AVM cepTudikaTa BiANOBIAHOCTI EBPONENCHKIN
JNIMITEL, Benuka hapmakonei y 3aTBepaxeHoOMy AOCbe, abo BUPOBHMKa
BpuTaHis; KiHuese HOBOI AOMOMIPKHOI PEHOBMHM (SIKLLIO 3a3HAYEHO Y
HanoBHEHHS Aocbe) 3miHa Ha3By canTy, BiANOBIAaNbLHOro 3a aHani3
¢bnakoHiB in vitro Ha HasIBHICTb BipYCHMX KOHTaMiHaHTIB Ans
(nepBuHHE LiroY0i pevyoBMHK NapoHigasun. Agpeca Ta BCi
nakyBaHHs), BMPOOHWYI onepalii 3anuLwmnnmcst He3miHHUMW.
nNpoBefeHHS TecTy 3arteepmkeHo: WuXi AppTec Laboratories Services,
Ha CTepUnbHICTb: Inc. 4751 League Island Blvd., Philadelphia, PA
BetTep ®apma- 19112, USA. 3anponorosaHo: WuXi Advanced
depTiryHr TM6X Therapies Inc. 4751 League Island Blvd., Philadelphia,
eHg Ko KT, PA 19112, USA
HimeuuunHa;
KiHueBe
HanoBHEHHSI
crakoHiB
(nepBuHHE
nakyBaHHsi),
npoBefeHHs TecTy
Ha CTEPWIbHICTb:
[xy6ineHT
XonnictepCriep
JINC, CWA;
BTOPUHHE
nakyBaHHs,
KOHTPOMb SIKOCTI
N3 Ta Bunyck
cepii: [xeHsanm
Ipnang NMivitea,
Ipnangis
12. ANb®OPT po34uH Ans HenbTa LLisenuapi lnon Inay Jonym TypeyurHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu | 3a - UA/17527/01/01
OEKCA I.B. iH ekuin, 50 mr/2 Megiken a CatH. Be Tigx. TMNy - AgMiHICTpaTuBHI 3MiHW. BunyyeHHst BUpoGHUYOiI peuenmom
Mn; No 2 Mn B Mpomoyww AL OinbHULI (BKNtoYaroum ainbHuLi anst ADI, npomixxHoro
amnyni; no 3 abo H3 Al npoaykTy abo rotoBoro nikapcekoro 3acoby, AinbHULI
no 6 amnyny [Ansi NPOBEAEHHSI MaKyBaHHS, BUPOBHMKa,
KaceTi Tay BignoBiganbHOro 3a BMMNycK cepin, Micue NpoBeaeHHs
KapTOHHiI kopooLi KOHTPOSO cepii) abo noctavanbHUKa BUXIgHOrO
marepiany, peareHTy abo JONOMiIXHOT pevoBUHU
(sIKLLO 3a3HaYveHo y focke) BunyyeHHs BUPOGHMYOT
ninbHUui Enaltec Labs Private Limited, IHais, ona A®l
[OeKckeTonpodeHy TpOMETaMor 3yMOBIEHE
KOMEPLiNHUMK NpUdnHaMm. 3anuaeTbes BUPOOHMK
A®| Huangshi Shixing Pharmaceutical Co., Ltd, Kutan.
13. AHFL.HET® NbOASIHUKM NO TOB JaTBinicbk NogI'c IcnaHia BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHn | 6e3 - UA/19961/01/01
NbOOAHUKM | 8,75 mr; no 12 "IHOPAPM a SAPMACEYTIKA My - AOMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenma
NbOASHUKIB Y A Pecny6bnik JiC C.N. Ta/abo agpecu 3asBHUKA (BNAacHUKa peecTpauiniHoro
GnicTepi, no 2 Tpenginr" a noceigyeHHs). 3miHa Ha3BW Ta agpecu 3asiBHMKA.
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IIponmosxkeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
6nictepa B 3MiHun | Tvny - 3miHn Wwopo 6esnekn/edekTUBHOCTI Ta
KapTOHHIN nayui capmakoHarnsigy. BeegeHHs abo 3miHv oo
y3aranbHeHVX JaHUX Npo cuctemMy hapmakoHarnsgy
(BBEAEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
chapmakoHarnsigy, 3miHa ynoBHOBa)keHoi ocobu,
BignoBiganeHoI 3a 34iCHEHHS chapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnaay 3asiBHuKa Ans
3aiicHeHHs hapmakoHarnsgy B YkpaiHi, AKWwo BoHa
BigMiHHa Big yNOBHOBa)eHOi 0cobu, BignosigansHoi
3a 3[iMCHeHHA dhapmakoHarnagy (BKovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
davina cuctemn chapmakoHarnsgy).
3MiHa KOHTaKTHOI 0cobu 3asiBHMKa, BiANOBIAANbHOI 3a
capmakoHarnag B YkpaiHi. [itova pegakuis: XXuxap
IBaH KoCTAHTUHOBMY.
lMponoHoBaHa pepakuisa: Minienko Mapis
BaneHTuHiBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asiBHMKA, BignoBiganbHOI 3a hapmMakoHarnsg B
YkpaiHi.3miHa Homepa macTep-caiina cuctemm
dapmakoHarnsay.
14. AHI.HET®C cnpew gns TOB Nateiicek | JIABOPATOPIYM IcnaHis BHECEHHS 3MiH [0 peecTpaLiiHMX maTtepianis: 3MiHu | 6e3 - UA/19962/01/01
NMPEN pOTOBOI "IHPAPM a CAHITATIC C.1. TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenma
NOPOXHUHK, 1,5 A Pecny6nik Ta/abo agpecu 3asiBHUKA (BNacHUKa peecTpauiniHoro
mr/mn; no 30 mny TpengiHr" a noceigyeHHs). 3miHa Ha3Bu Ta agpecu 3asiBHMKA.
dnakoHi 3 3minu | Tvny - 3miHn wopo 6esnekvn/edekTMBHOCTI Ta
O03Y04010 dapmakoHarnsgy. BeegerHs abo 3miHn go
rnomnoto Ta y3aranbHeHVX gaHux Npo cuctemMy hapmMakoHarnsay
koBnaykom, no 1 (BBEOEHHS y3aranbHeHVX AaHUX NPO CUCTEMY
dnakoHy 3 dapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
Hacagkoto- BignoBiganeHoI 3a 34iNCHEHHS chapMakoHarnsaay;
posnunoBayemM y KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asBHvKa Ans
KapTOHHIN nayui 34icCHeHHs hapmakoHarnsgy B YKpaiHi, AKWo BoHa
BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianosiganbHoi
3a 3[iNCHeHHA dhapmakoHarnagy (BKnoYvaym
KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
arina cuctemu chapmakoHarnsigy).
3MiHa KOHTaKTHOI 0cobu 3asiBHMKA, BianoBiganbHOI 3a
bapmakoHarnsg B YkpaiHi. [itova pegakuis: XKuxap
IBaH KoCTAHTUHOBWY.
MponoHoBaHa pepakuisa: Minienko Mapis
BaneHTuHiBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asiBHUKA, BiANOBIAanbHOI 3a hapMakoHarnsg B
YkpaiHi. 3miHa Homepa macTep-caiina cuctemu
apmakoHarnsay.
15. AHTIINEKC- cnpew ans TOBAPUC YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3minu | 6e3 - UA/10126/01/01
300POB'A pOTOBOI TBO 3 BMPOGHMLTBA, Tmny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTi/lE- peuenma
nopoxHuHu; no 30 | OBMEXE KOHTPOIb SIKOCTI, cepTudikaT BignoBigHOCTI €Bponenchkii
mn y 6anoHi 3 HOKO BUWMNYCK cepil: apmakonei/moHorpadii. MogaHHs HoBoro abo
KnanaHom- BIAMOBIO ToBapwucTBo 3 OHOBJIEHOro cepTudikaTta BianoBigHOCTIi abo
HacocoM, AJIbHICT obmexeHo BUIYYEHHs cepTudikaTa BignoBiaHOCTI EBponenchKil




11 [IpomoBxeHHS J0aTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
HacagKoto- O BignoBiganbHICTO capmakonei: ana A®I; ansa BuxigHoro
pO3NusoBaYeM i «KOPIMOP "papmaLeBTUYHa matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
3aXUCHUM AUIA KOMMNaHisa BUKOPUCTOBYHOTLCS Y BUPOBHULTBI ADI; ans
KoBnaykom; no 1 «3[0POB "3popos's", AOMNOMIKHOI peqoBuHU (cepTudikaT BignoBiAHOCTI
6anoHy B "Ax YkpaiHa; Bci cTagii €Bponevicbkin dhapmakonei) - HoBui ceptudikat Big
KapTOHHIMN BUPOGHMUTBA, HOBOrO BMPOGHMKa (3amMiHa abo JONOBHEHHS) -
kopobuj; no 50 mn OKpiM KOHTPOIHO MopaHHsa HoBoro cepTudikaTa BiANOBIAHOCTI
y chnakoHi 3 SIKOCTi Ta BUMYCKY €Bponecokin dapmakonei Ne R1-CEP 2013-148 -
opanbHUM cepii: ToBapucTBo Rev 00 ans A®Il Xnop6yTtaHony remirigpaty Big
posnuntoBanbHUM 3 obmexeHot HOBOrO anbTepHaTUBHOrO BUpobHMKa JSC
NPUCTPOEM i BiANOBIgaNbHICTIO OLAINFARM, Latvia
3aXUCHUM "papmaueBTnyHa
KOBMa4kom; no 1 KOMMaHisi
¢nakoHy B "3gopos's"”,
KapTOHHiIN kopobui Ykpaina
16. AHTIINEKC- po34uH Ans TOBAPUC Ykpaina ToBapuctso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3minu | bes - UA/10126/02/01
300POB'A poTOBOI TBO 3 0oBMeXeHo Tmny - 3MiHm 3 sikocTi. CepTudpikaT BignosiaHocTI/lE- peuenma
NOPOXXHWHK; NO OBMEXE BiANOBIgaNbHICTIO cepTudikaT BianoBigHOCTI €BpONenchbKin
120 mn y cpnakoHi; HOIO "®apmaueBTUYHa dapmakonei/moHorpadii. NMogaHHsA HoBoro abo
no 1 cdonakoHy y BIAMOBIO KOMNaHisa OHOBJEHOro cepTudikaTta BignoBigHoCTi abo
KapTOHHiI kopoOLi ANBHICT "3gopos's"”, BUYyYEHHS1 cepTudikaTa BignoBigHOCTI €EBponenchkii
0 YkpaiHa (Bci cTagii dapmakonei: ans A®Il; ona BUxigHOro
«KOPMOP BUPOBHMUTBA, matepiany/peareHTy/npoMiXKHOrO NPOAYKTY, Lo
AUIA KOHTPOrb SIKOCTI, BUKOPUCTOBYOTBbCS Y BUPOGHMUTBI APl; ans
«3[0POB BUNYCK cepii); [OMNOMIXKHOI peqoBUHU (cepTudikaT BignoBiaHOCTI
Ax ToBapucTtBo 3 €sponeickki hapmakonei) - HoBui cepTudikat Big
obmexeHoto HOBOro BUPOGHKKa (3aMiHa abo JOMNOBHEHHS) -
BiAnoBiganbHICTO MopaHHsA HOBOro cepTudikaTa BignoBigHOCTI
"XapkiBcbke €sponelicbkint papmakonei Ne R1-CEP 2013-148 -
dapMaueBTUYHe Rev 00 ans A®| XnopbyTtaHony remirigpaty Big
nignpveMCTBO HOBOIO anbTepHaTMBHOIO BUpobHuka JSC
"3popoB's OLAINFARM, Latvia
Hapogy", YkpaiHa
(Bci cTagji
BMPOGHMLTBA,
KOHTPOMb SIKOCTi);
ToBapwucTtBo 3
obmexeHor
BiANoBiganbHICTIO
"®apmaueBTnyHa
KOMMaHis
"3gopos's",
YkpaiHa
(Bci cTagii
BMPOGHMLTBA,
OKpiM KOHTPOIHO
SIKOCTi Ta BUMNYCKY
cepii)
17. ACKOPIN cvpon; no 100 mn neHmapk IHAis "meHmapk IHAis BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | 3a - UA/8670/01/01
EKCMNEKTOP abo no 200 mn y dapmacbh dapmacbioTukana TMny - 3MiHK 3 sikocTi. [oToBMI Nikapcbkui 3acib. peuyenmom
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IIponmosxkeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
AHT NnNacTUKOBUX loTUKan3 JTa. Cuctema KoHTeNHep/3akynoproBarnbHuii 3aci6. 3miHa y
hnakoHax; no 1 JIta. NEePBUHHIN yNakoBLi FOTOBOro Nikapcbkoro 3acoby (Tun
hbnakoHy pasom 3 KOHTelHepa abo foAaBaHHS HOBOTO KOHTENHEPA) -
MipHMM KOBMa4KoM BunyyeHHs nepBMHHOI yNakoBKM, LLO He NPU3BOANTL
Y KapTOHHIN [0 NMOBHOIO BUIYYeHHS fikapcbkoro 3acoby 3 NeBHO
ynakoBLuj cunoto aii abo y neBHil nikapcbkii hopmi - BunyyeHHst
NepBUHHOI YNaKOBKW, @ CaMe CKIAHUX (OrakoHIB Mo
100 mn 1a no 200 mn. MNMepBuHHA ynakoBka y BUrMsAi
nnacTukoBux dnakoHis no 100 mn Ta no 200 mn
3anuwaeTbes 6e3 3mMiH. 3MiHa BHOCUTLCS 3
MapKeTWMHroBMX MipKyBaHb
18. ATPAKCAH pO34MH ans My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH O peecTpauiiHMX maTtepianis: 3MiHu | 3a - UA/17834/01/01
iH'ekuin, 100 aKuioHepH akuioHepHe TMny - 3MiHK Wopao 6esnekn/edeKTUBHOCTI Ta peuenmom
Mmr/mn; no 5 mn B e TOBapUCTBO tapmakoHarnagy (iHwi 3miHn) - BunyyeHHs
amnynax; no 5 TOBapUCTB "HaykoBo- iHcbopmauii 3 po3giny 3.2.P.7. y 3B'A3Ky 3 BUNy4YEHHAM
amnyn y kaceri; no o BUPOBHWYMIN iHbopMmaLii iIka HAHOCUTLCA POCINCHKOK MOBOI Y
1 KaceTi B nayui "HaykoBo- LeHTp OHOBJIIEHOMY TEKCTi MapKyBaHHS YNaKOBKU.
BUPOBHUY "bopLuarisCcbkui OHOBEHHs TeKCTY MapKyBaHHS YNakoBKW fikapCbKoro
VI LEHTP XiMiko- 3acoby, 30kpema Buny4eHHs iHdpopmadlii, 3a3Ha4eHoi
"BopLuaris bapmaueBTUYHNIA POCINCLKOK MOBOLO, Ta BHECEHHSI HE3HAYHUX
CbKui 3aBoa” pefakuinHnx NpaBoK No TEKCTY. TepMiH BBEAEHHS 3MiH
XiMiko- npoTArom 6 MicsLiB nicns 3aTBepIKEHHSA
tapmaues
TUYHUIA
3asop"
19. ATPAKCAH po34uH Ans My6niyHe Ykpaina My6niyne YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3MiHu | 3a - UA/17834/01/02
iH'ekuin, 50 mr/mn; aKuioHepH akuioHepHe TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta peuenmom
no5wmns e TOBapUCTBO hapmakoHarnsgy (iHwi amiHun) - BunyyeHHs
amnynax; rno 5 TOBapucTs "HaykoBo- iHdpopmauii 3 posainy 3.2.P.7. y 38'd3Ky 3 BUNy4YeHHAM
amnyn y kaceri; no o BUPOBHMYMI iHbopMaLii iIka HAHOCUTLCA POCINCHKOK MOBOI Y
1 kaceTi B navui "HaykoBo- LeHTp OHOBIIEHOMY TEKCTi MapKyBaHHS YNakoBKW.
BMPOGHUY "BopLuariscbkui OHOBMEHHS TEKCTY MapKyBaHHS YNakoBKU MiKapCbKoro
VI LEHTP XiMiKo- 3acoby, 3okpema Buny4veHHs iHdpopmallii, 3a3HayeHoi
"BopLuaris capmaLeBTUYHUA POCINCLKOKD MOBOIO, Ta BHECEHHSI HE3HAYHUX
CbKui 3aBoa” pedakuinHMX NpaBokK Mo TeKCTy. TepMiH BBeAeHHS 3MiH
Ximiko- npoTarom 6 micsAUiB nicnsa 3aTBepAKEHHS
dapmaues
TUYHUIA
3aBop"
20. Aonyreun NMOpPOLLOK ANA TOB YkpaiHa PadToH Benuka BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3miHu | bes - UA/19738/01/01
oparnbHOro "MEPPIFO JNabopaTopis BputaHisa Tmny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTi/lE- peuenma
po34unHy; no 10 YKPAIHA" TimiTen cepTudikaT BiaNoBIAHOCTI EBPONENChKIN

calle B KapTOHHIN
Kopobui

dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIEeHoro cepTudikarta BignosigHocTi abo
BUINyYEHHs cepTudikaTa BignoBiaHOCTI EBpoNENChKil
capmakonei: ans A®l; gnsa BuxigHoro
matepiany/peareHTy/npoMiKHOTO MPOAYKTY, Lo
BMKOPWCTOBYOTbCS Y BUPoBHMUTBI APl; ans
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IIponmosxkeHHs nogaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka
¢opma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Pekna
MyeaH
Hs*

Homep
peecmpayitiHo20
noceio4yeHHs1

AOMNOMIKHOI pevoBuHU (cepTudikaT BigNoBIAHOCTI
€Bponewcbkin dapmakonei) - OHoBNeHu cepTudikaT
BiJ yXe 3aTBepKeHOro BUMpobHuka - MNogaHHsA
OHoBreHoro cepTudikaTty signosigHocti EP R1-CEP
2003-179-Rev. 04 (nonepeaHs Bepcis R1-CEP 2003-
179-Rev. 03) ana Al deHinedpurHy rigpoxnopuay Big
BXe 3aTBepakeHoro BupobHuka MALLADI DRUGS &
PHARMACEUTICALS LIMITED, IHgis, y 38’A3ky 3i
3MiHOI HanMucaHHsA agpecu, B TON Yac, SK
MiCLie3HaXO4KEHHS! BUPOOHMYOT AinbHULL, BKIOYaKoYi
OyaiBni, He 3MiHIOETLCA. 3aTBEPOKEHO
R1-CEP 2003-179-Rev. 03 MALLADI DRUGS &
PHARMACEUTICAL LIMITED, Unit-3 Sipcot Industrial
Complex 7b And 7c Vellore District
India-632 403 Ranipet, Tamil Nadu. 3anponoHoBaHo
R1-CEP 2003-179-Rev. 04 MALLADI DRUGS &
PHARMACEUTICALS LIMITED, UNIT-3
7B & 7C SIPCOT Industrial Complex Ranipet District
India-632 403 Ranipet, Tamil Nadu

21.

ALUETAN
contoen

TabneTku Wwunydi
no 200 mr no 2
TabneTkun y cTpuni;
no 5 abo no 10
cTpuniB y kopobui
3 KapTOHY

TOBAPUC
TBO 3
OBMEXE
HOIO
BIOMOBIO
AJTbHICT
10]
«KOPIMOP
ALIA
«300POB
"A»

YkpaiHa

ToBapucTtBeo 3
0oBMeXeHo
BiAnoBiganbHICTO
"papmaueBTnYHa
KOMNaHis
"3poopos's"

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3MiHa
3asiBHuKa J13 (MIBI) (BnacHuka peecTpauiiHoro
noceigyeHHs) (3rigHo Hakady MOS3 Big 23.07.2015 Ne
460). TepmiH BBeeHHS 3MiH NpOTArom 6 MicsiiB nicns
3aTBepOKeHHS. 3MiHu | Tuny - 3miHn Wwopao
6esnekn/edeKTMBHOCTI Ta bapMakoHarnsagy.
BBeneHHs abo 3miHM A0 y3aranbHEHNX aHUX Npo
cucTemMy chapmakoHarnsay (BBeAeHHs y3aranbHeHUX
AaHuX Npo cuctemy hapmakoHarnsgy, aMiHa
ynoBHOBaXeHoi ocobu, BignosiaanbHoi 3a 34iNCHEHHS
hapmakoHarnsigy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa AN 30iNCHEHHSI
dapmakoHarnagy B YkpaiHi, SKLWo BOHa BiAMiHHa Big
ynoBHOBaxeHoi ocobwu, BignosiaansHoi 3a 3giNncCHeHHS
dapmakoHarnsaay (BKNoYaruy KOHTaKTHI AaHi) Ta/abo
3MiHM Yy pO3MiLLeHHi MacTep-danna cuctemm
dapmakoHarnsgy). 3MiHa ynoBHoBaxeHoi ocobu
3asBHMKa, BignoBiganebHoi 3a papmakoHarnsag. ditoya
pepakuisi: LleByeHko OneHa IropiBHa. MNponoHoBaHa
pepnakuisi: ManoBa OneHa MukonaiBHa. 3miHa
KOHTaKTHMX JaHWX YNOBHOBaXXEHOI 0CObM 3asiBHMKA,
BigNoBiganbHoi 3a hapmakoHarnsg. 3mMiHa Homepa
MacTep-caina cucteMu apmakoHarnsgy.

6e3
peuenma

UA/17357/01/01

22.

AUETAN
contoen

TabneTku Wwunyui
no 600 mr no 2
TabneTkun y cTpuni;
no 5 abo no 10
cTpuniB y kopobui
3 KapTOHY

TOBAPUC
TBO 3
OBMEXE
HOKO
BIONOBIA
AJIbHICT
o
«KOPNOP

YkpaiHa

ToBapwucTBo 3
0o6MeXeHOo
BiANoBiganbHICTIO
"®apmaueBTnyHa
KOMMNaHis
"3gopos's"

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHa
3asiBHUka 13 (MIBI) (BnacHuka peecTpauiiHoro
nocsigyeHHs ) (3rigHo Hakazy MOS Big 23.07.2015 Ne
460). TepmiH BBeAEHHSA 3MiH NPOTArom 6 MicsiLiB nicnsi
3aTBepOKEHHS. 3MiHM | Tuny - 3miHK Wwopao
6e3nekn/edekTMBHOCTI Ta hbapmMakoHarnsgy.
BBeneHHs abo 3MiHM [0 y3aranbHEHUX AaHUX NPO
cucTeMy cpbapMakoHarnsay (BBEAEHHS y3ararnbHEeHUX

be3
peuenma

UA/17357/01/02




14 [IpomoBxeHHS J0aTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
ALIA AaHux nNpo cuctemy chapmakoHarnsgy, 3amiHa
«310POB yNOBHOBa)eHOi 0cobu, BignosiganbHOI 3a 30iNCHEHHS
"Ax dhapMakoHarnagy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHsI
tapmakoHarnagy B YkpaiHi, SKLo BOHa BigMiHHa Big
yNOBHOBa)eHOi 0cobu, BignosiganbHOI 3a 30iNCHEHHS
chapmakoHarnsay (BKMoYarum KOHTaKTHi AaHi) Ta/abo
3MiHW y pO3MilLleHHiI MacTep-charnna cuctemum
capmakoHarnsgy). 3mMiHa ynoBHOBaXXeHOi ocobu
3asBHuMKa, BignosiganbHoi 3a papmakoHarnsag. ditoya
penakuis: LLleBuyeHko OneHa lropieHa. MponoHoBaHa
pegakuisi: NaHosa OneHa MukonaisHa. 3miHa
KOHTaKTHMX JaHWX YNOBHOBaXXEHOI 0COOM 3asBHMKA,
BignoBigansHoi 3a dhapMakoHarnsg. 3miHa Homepa
Macrtep-channa cucteMu dpapmakoHarnsgy.
23. BAKTOKINAB | Tabnetku, BKpUTI Mikpo IHAisA Mikpo Jlabc IHAisA BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | 3a - UA/10001/01/01
NNiBKOBOO Jla6e Jimiten TMNy - AOMIHICTPaTMBHI 3MiHW. 3MiHa HallMeHyBaHHS peuenmom
o6onoHkoto; no 10 JimiTen Ta/abo agpecu 3asiBHUKA (BNacHUKa peecTpauiniHoro
TabneTok y cTpuni; noceig4YeHHs). 3MiHa IOPUANYHOI agpecu 3asiBHMKA
no 1 crpuny y (BnacHuKka peecTpaLiiHoro noceig4yeHHs). TepmiH
KopobLUi 3 KapTOHY BBEAEHHSA 3MiH - Yepes 6 MicauiB nicnsa 3aTBEPIKEHHS.
24. BETATICTUH | Tabnetku no 24 TOB YkpaiHa Bupo6bHuLTBO HimeuunHa BHECEHHS1 3MiH O peecTpauiiHMX maTtepianis: 3a - UA/7806/01/03
-TEBA mr; no 10 «TeBa Hepo3dacoBaHoI YTOYHEHHS! HanMcaHHsA ynakoBku B Hakasi MO3 peuenmom
TabneTok y Ykpaina» npoayKuii, Ykpainn Ne 2101 Big 11.12.2023 B npoueci BHECEHHS
6nicTepi; no 2 KOHTpOnb cepii 3MiH (3MiHn | Tuny - 3miHn 3 skocTi. CepTuddikat
Gnictepu y (okpim BignosigHocTi/lE-cepTudikat BignosigHoCTi
KapTOHHiIN kopobui MikpobiomnoriyHoro €Bponelicbkint hapmakonei/moHorpadii. MoaaHHs
TECTYBaHHs): HoBoro abo oHoBneHoro ceptudikaTa BiANOBIAHOCTI
PotteHpopd abo BuUny4eHHs cepTudikata BignoBigHOCTI
dapma 'M6X, €Bponenickkin apmakonei: ana A®l; anst BUXigHoro
HimeyuunHa; matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
Bupo6HMuTBO BUKOPUCTOBYOTBCS Y BUPOGHMUTBI APl; ans
Hepo3adpacoBaHoi [OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTi
npoayKuii, €sponelicbkin hapmakonei) - OHoBneHun ceptudikar
KOHTPOMb cepii BiJ yXe 3aTBEpKeHOro BMpobHUKa - MNoaaHHs
(okpim OHOBMEHOro cepTudikaTta BignoBigHOCTI €Bponeinchbkii
MikpobionoriyHoro dapmakonei Ne R1-CEP 2006-316 - Rev 04
TECTYBaHHs): (3aTBepakeHo: R1-CEP 2006-316 - Rev 03) ans AdI
KaTtaneHTt GeTaricTuHy aurinpoxnopuga Big BupobHuka OLON
[xepmaHi S.P.A., Itanis). Pegakuis B Hakasi - no 10 TabneTok y
LLlopHaopd M6X, 6nicTepi; no 3 Gnictepun y kapToHHiI kopobui. BipHa
HimeuuunHa; pepakuis - no 10 TabneTok y 6nicTepi; no 2 6nictepu y
[MepBuHHa Ta KapTOHHIN kopobLi.
BTOPWHHA
ynakoBka,

KOHTpOrb cepii;
[o3Bin Ha BMNyck
cepii: Mepkne
'm6X, Himevuunha;
KoHTponb cepii
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IIponmosxkeHHs nogaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka
¢opma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Pekna
MyeaH
Hs*

Homep
peecmpayitiHo20
noceio4yeHHs1

(Tinbkn
MikpobionoriyHe
TecTyBaHHs Ans

BMPOBHYMKa
Hepo3dhacoBaHoi
npoaykuii
KaTtaneHt
[bxepmaHi
LopHaopd
'v6X): BAB
IHCTUTYT TirieHn Ta
3abe3neveHHs
AkocTi TMBX,
HimeuumnHa;
KoHTponb cepii

(Tinbkn
MikpobGionoriyHe
TeCTyBaHHs Ans

BMpOGHMKa
Hepo3dacoBaHoI
npoaykuii
PotteHgopd
dapma ME6X):
€BpodiHc
Bio®apma
TecTyBaHHs
MpoaykTis
MtioHxeH TmbX,
HimeyuunHa

25.

BO3ynio

TabneTku, BKpUTI
NniBKOBOO
obornoHkot, Nno
500 mr; no 14
Tabnetoky
GnicTepi; 2
Gnictepu y
KapTOHHIN
kopobui; no 30
TabneTok y
dnakoHi, 1
dnakoH y
KapTOHHIl kopobui

MOANSEP
EWy.CcLOI

KOPMOP
EVILLH

CLA

BMPOGHMLTBO,
nakyBaHHs,
KOHTPOMb SIKOCTI
Ta BUNYCK cepil:
Mdpanzep
MeHtoekyypuHr
Hownunenn M'eX,
HimeuuuHa;
BMPOGHMUTBO,
KOHTPO~b SIKOCTI:
Ekcenna N'm6X &
Ko. KT,
HimeuuuHa;
TECTYBaHHs Npu
LOCHioKEHHI
cTabinbHoCTi:
KBiHTa-AHanituka
C.p.o., Yexis

Himeuumnna/
Yexis

BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3minu |
TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta
dapmakoHarnsgy. BeegerHs abo 3amiHn go
y3aranbHeHVX AaHUxX Npo cuctemMy hapmMakoHarnsay
(BBEAEHHS y3aranbHEHUX OAHWX NPO CUCTEMY
dapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
BignoBiganeHoI 3a 34iMCHEHHS hapmMakoHarnsaay;
KOHTaKTHOI 0CO0M 3 hapMakoHarnsigy 3asiBHuUKa Ansi
34icHeHHs bapmakoHarnsagy B YKpaiHi, AKWwo BoHa
BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianosiganbHoi
3a 3[iCHeHHA dhapmakoHarnsgy (BKrovaym
KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
(haina cuctemu papmakoHarnsgy) 3miHu oo
y3aranbHeHUX AaHux Npo cuctemy cbapmakoHarnsgy
3asiBHUKA

3a
peuenmom

UA/17245/01/02

26.

BO3ynio

TabneTku, BKPUTI
NniBKOBOKO
060oHKOo, MO

MOANSEP
Eny.cLOI

CLA

BMPOGHMUTBO,
nakyBaHHS,
KOHTPOJSIb SIKOCTi

Himevuunna/
Yexis

BHECEHHS 3MiH 10 peecTpaLiiHux maTtepianis: 3minHu |
My - 3MiHK Wopao 6e3nekn/edpeKTUBHOCTI Ta
dapmakoHarnsigy. BeegerHst abo 3MiHu go

3a
peuenmom

UA/17245/01/01




16 ITpogoBxeHHs HogaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
100 mr; no 14 KOPIMOP Ta BUNycCK cepii: y3aranbHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
Tabnetok y ENLLH Mdbansep (BBEAEHHS y3aranbHEHMX JaHWX NPO CUCTEMY
6nictepi; 2 MeHtodekdypuHr chapmakoHarnsgy, 3miHa ynoBHOBa)keHoi ocobu,
Gnictepu y Hovunena MvoX, BiANOBIAANbLHOI 3a 3AiNCHEHHs dbapmakoHarnsay;
KapTOHHIN Hime4vuuHa; KOHTaKTHOI 0CO0M 3 (hapMakoHarnsigy 3asiBHUKa Ans
kopobui; no 120 BUPOBHMUTBO, 3iicHeHHs hapmakoHarnsgy B YkpaiHi, AKWo BoHa
TabneTok y KOHTPOIb SIKOCTi: BiAMiHHa Bi# ynoBHOBaxeHOi ocobu, BianoBiganbHoi
donakoHi, 1 Ekcenna N'moX & 3a 34ilicHeHHs1 hapmakoHarnsgy (BKrovarym
dnakoH y Ko. KT, KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MilLeHHi MacTep-
KapTOHHiN Kopobui HimeuuunHa; danna cuctemu apmakoHarnagy) 3miHm oo
TeCTyBaHHs npu y3aranbHeHVX gaHUX Npo cuctemMy hapmakoHarnsgy
LOCTioKeHHI 3asBHMKa
cTabinbHoCTi:
KBiHTa-AHaniTuka
C.p.o., Yexia
27. BPOHIEC kancynu TBepaino | ANKAJIOl | Pecny6nik ANKANOIOQ AQ Pecny6bnika | BHECEHHS 3MiH 10 pEECTPaLINHNX MaTepianis: 3MiHK | 6e3 - UA/17598/01/01
375 mrno 10 0o A0 a lMiBHiYHa Ckon'e MiBHIYHaA Tmny - 3MiHKM 3 sikocTi. FoToBUIA NikapckkMin 3aci6. peuenma
kancyn y 6nictepi; Ckon’e MakepoHis MakepoHisa KoHTpOsb roTOBOro Nikapcbkoro 3acoby. 3mMiHa y
no 3 6nictepuy MeToAax BUNpobyBaHHA roTOBOro MikapcbKoro 3acoby
KapTOHHIN (He3HayHa 3MiHa y 3aTBepOKEHNX MeTodax
ynakoBuj BUNpobyBaHHs) - HeaHauHi 3MiHM 32 MOKa3HUKOM
"CynyTHi gomiwkun" metogom BEPX rotosoro
nikapcbkoro 3acoby
28. BAKCIFPUMN® | cycneHsis ans CaHodi ®paHuis MOBHUW LMKN PpaHuis/ BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | 3a He UA/16141/01/01
TETPA/ iH’ekuin; no 0,5 mn MacTep BUPOBHMLTBA, YropwwmHa TMNy - AOMIHICTpaTMBHI 3MiHW. 3MiHa HalMEeHyYBaHHS peuenmom nionse
VAXIGRIP y nonepenHbo 3anoBHEHHS, Ta/abo agpecu MicLsl NPOBafXXEHHs! QisNbHOCTI ae
TETRA 3anoOBHEHOMY nepBrHHE Ta BUPOOHMKa/iMnopTepa rotoBoro fikapcbkoro 3acoby,
crnniT- wnpuui; no 1 BTOPUHHE BKIIOMAK04M AinbHULI BUNYCKY cepii abo micLe
BAKUMHA nonepegHL0 nakyBaHHS, NpoBEeAEHHS! KOHTPOIIO SIKOCTI. (QisSNbHICTb, 3a SKy
anAa 3anoBHEHOMY KOHTPOIb SIKOCTI, BiNOBigae BUPOOHUK/iIMNOPTEP, BKITKOYAOUN BUMYCK
MPO®INAKT wnpuuy 3 BUNYCK cepii: cepiit). 3MiHN BHECEHO B iHCTPYKLiO ANs MeanyYHOro
WUKU TPUNy NPUKpPINneHo CaHodi MacTep, 3acTOCyBaHHs1 Nikapcbkoro 3acoby y po3ainu
YOTUPbOXB | ronkot y PpaHuis «BupobHuk» Ta «Micue3HaxomKeHHs BUpoOHuKa Ta
ANEHTHA, KapTOHHiIN kopobui BTOPUHHE agpeca Micusa NpoBaKeHHS NOro AisnbHOCTI» 3
IHAKTUBOBA | 3 mapkyBaHHSIM nakyBaHHS, BigMNOBIOHVMM 3MiHAMM Yy TEKCTi MapKyBaHHS ynakoBKN
HA YKpaiHCbKO KOHTPOrb SIKOCTI, nikapcbkoro 3acoby. TepmiH BBEAEHHSI 3MiH MPOTArOM
moBoto; no 0,5 mn BUNYCK cepii: 6 micauis nicns 3aTBepoXKeHHS
y nonepeaHbLo CaHodi MacTtep,
3anoBHEHOMY DdpaHuis
wnpwi; no 1 3anoBHEHHS,
nonepeaHLo nepBUHHE Ta
3anoBHEHOMY BTOPUHHE
wnpuuy 6e3 ronku nakyBaHHS,
Y KapTOHHI KOHTPOIb SIKOCTi:
kopobui 3 CAHOO®I
MapKyBaHHSAM BIHTPOTI
YKpaiHCBKO0 IHOACTPIA,
MoBoto; no 0,5 mn DdpaHuis
y nonepeaHe0 BTOPWHHE

3anoBHeEHOMY

nakyBaHHA, BUMYCK
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IIponmosxkeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
wnpwui; no 1 cepii:
nonepegHL0 CaHodi-ABeHTiC
3anoBHeHOMY 3pT., YropwmHa
Lwnpuuy 3
NPUKPINNIEHO
rOrKot y
KapTOHHiN kopobui
3 MapKyBaHHsAM
iHO3EMHOI0 MOBOIO
3i CTUKepoMm
YKpaiHCbKO
MoBoO10; no 0,5 mn
y nonepeaHeo
3anoBHEHOMY
wnpuui; no 1
nonepeaHLO
3anoBHeEHOMY
wnpuuy 6e3 ronku
Y KapTOHHIN
Kopobui 3
MapKyBaHHSIM
iHO3EMHOI0 MOBOIO
3i CTUkepom
YKpaiHCbKOI
MOBOK
29. BAPIBAKC MOPOLLIOK Ta Mepk LLisenuapi BupobHuuTBO, CLUA/ BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3minu | 3a - UA/19665/01/01
BAKLUUHA PO3YMHHWK ANs Wapn i a nepBUHHE Higepnanam Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom
anAa cycneHxsii ans Ooym nakyBaHHA Ta capmakoHarnsigy. BeegeHHs abo 3amiHv oo
MPO®INAKT iH’ekuin, 1 donakoH IOEA aHaniTnyHe y3aranbHeHUX JaHux Npo cuctemy dapmakoHarnsgy
UKH 3 nopoLukom (1 MM6X TECTYBaHHS (BBEOEHHS y3aranbHeHVX AaHUX NPO CUCTEMY
BITPAHOI [03a) B KOMMMEKTI BakumHu: Mepk cbapmakoHarnsigy, 3mMiHa ynoBHOBaXKeHoi ocobu,
BICIMW XXKUBA | 3 1 hnakoHom 3 Wapn i Joym JNC, BignoBiganeHoI 3a 34iMCHEHHS hapmMakoHarnsaay;
ATEHYWUOBA | po3unHHMKOM CLUA; Mepk Lapn KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa Ansi
HA (Bopa ans i Ooym JJ1C, CLUA, 3AiNCHEHHA hapmakoHarnsgy B YKpaiHi, SKLO BOHa
iH’eKUin) B MapkyBaHHs BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianoBigansHoi
KapTOHHiI kopobui nepBYHHOIO 3a 3iCHeHHs hapmakoHarnsgy (Bkrovaudm
nakyBaHHS, KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
BTOPUHHE arina cuctemu hapmakoHarnsigy) 3miHa KOHTaKTHUX
nakyBaHHsi Ta [AaHuX YyNoBHOBaXEHOI 0cOOU 3asiBHYKA,
[03BiN Ha BUNYCK BiAgnoBiganbHoi 3a papMakoHarnsag. 3miHa KOHTaKTHOT
cepii BakuuHKU Ta ocobu 3asiBHUKA, BiANOBIAanbHOI 3a hapMakoHarnsg B
po3ynHHMKa: Mepk YkpaiHi. Oitova pegakuis: Elena Andriutsa.
Wapn i Joym B.B., MponoHoBaKra pepakuis: Anna Klymenko. 3miHa
Higepnanaun KOHTaKTHUX AaHUX KOHTaKTHOI 0COOU 3asiBHUKa,
BiANoBiganbHoi 3a hapmakoHarnag B YkpaiHi. 3miHa
MiCLie3HaxOMKeHHs MacTep-canna cuctemm
hapmakoHarnsigy. 3miHa micus 34iNCHeHHsI OCHOBHOIT
JisiNbHOCTI 3 hapmakoHarnsay
30. BEHINA®AKC | Tabnetku no 37,5 TOBAPUC YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHa 3a - UA/13809/01/01
WH-3H mr, no 10 TBO 3 obmexeHo 3asiBHuka 13 (MIBM) (BnacHWka peecTpauiiHoro

peuernmom
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IIponmosxkeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
TabneTtok y OBMEXE BiAMOBIAANBLHICTIO nocsigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
6nictepi; no 3 abo HOIO "XapkiBcbke 460). BBegeHHs 3MiH NpoTArom 6-Tv MicsiLiB nicnsi
5 6nictepiB y BIANOBIA apMaLeBTUYHE 3aTBepAKEHHS. 3MiHu | TMNy - 3MiHW Woao
kopo6Li 3 KapTOHY AJIbHICT nignpueMcTeo 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
10) "3popoB'sa BBegeHHs abo 3MiHM [0 y3aranbHEHUX AaHUX Npo
«KOPIMOP Hapoay" cuctemy chapmakoHarnsgy (BBeLeHHs y3ararnbHeHnx
ALIA AaHuX nNpo cuctemy chapmakoHarnsgy, aMiHa
«310POB yNoOBHOBa)eHOi 0cobu, BignosiganbHOI 3a 30iNCHEHHS
"Ax dapmakoHarnagy; KoHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHsI
thapmakoHarnagy B YKpaiHi, SKLWO BOHA BigMiHHA Big
ynoBHOBa)eHOi ocobu, BignosiganbHOI 3a 30iNCHEHHS
apmakoHarnsaay (BkoYaruy KOHTaKTHI AaHi) Ta/abo
3MiHW Yy pO3MilLleHHI MacTep-charnna cuctemm
dapmakoHarnsgy).
3MiHa ynoBHOBaXKeHOi 0cobu 3asiBHMKA,
BignosiganbHOI 3a hapmakoHarnag. Litoya pegakuis:
LLleBueHko OneHa lropiBHa. [MponoHoBaHa peaakuis:
MaHoBa OneHa MukonaiBHa. 3MiHa KOHTaKTHMX AaHMX
YNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBiganbHoi 3a
tbapmakoHarnag,.
3miHa Homepa macTep-danna cuctemm
dapmakoHarnsgy
31. BEHINA®AKC | tabnetku no 75 TOBAPUC YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHiX MaTepianis: 3MiHa 3a - UA/13809/01/02
WH-3H mr, no 10 TBO 3 0obMexeHo 3asBHuka J13 (MIBI) (BnacHuka peecTpauiiHoro peuenmom
TabneTok y OBMEXE BiAnoBiganbHiCcTO nocsigyeHHs) (3rigHo Hakasdy MOS Big 23.07.2015 Ne
6nicTepi; no 3 abo HOKO "XapkiBcbke 460). BBegeHHs 3MiH npoTsiroM 6-Tu MicsuiB nicnsi
5 6nictepiB y BIAMNOBIA dapmMaueBTUYHE 3aTBepAKEHHS. 3MiHu | Tuny - 3miHW Wwoao
KopobLi 3 KapTOHY AJIbHICT niagNpUEMCTBO 6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsgy.
10) "3popoB's BBeneHHs abo 3miHM A0 y3aranbHEHNX aHUX NPo
«KOPINOP Hapoay" cvctemy chapmakoHarnsaay (BBeAeHHS y3aranbHeHUX
AUIA OaHuX Npo cuctemMy apmMakoHarnsgy, amiHa
«30POB ynoBHOBaxeHoi ocobwu, BignosiaansHoi 3a 3giNncCHeHHS
Ay dapmakoHarnsay; KOHTakTHoOi ocobu 3
dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, SKLWo BOHa BiAMiHHa Big
YNOBHOBaXXEHOI 0CO0U, BiANOBIAANbHOI 3a 34iNCHEHHS
hapmakoHarnsiay (Bknoyarum KOHTakTHI aaHi) Ta/abo
3MiHM Yy pOo3MiLLeHHi MmacTep-ganna cuctemm
cbapmakoHarnsgy).
3miHa ynoBHOBaXeHOT 0cobu 3asiBHUKA,
BignosiganbHoI 3a hapmakoHarnsag. [itoya pegakuis:
LLleByeHko OneHa IropiBHa. NMponoHoBaHa pepakuis:
MaHoBa OneHa MukonaiBHa. 3MiHa KOHTaKTHUX AaHuX
yrnoBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
bapmakoHarnsg,.
3miHa Homepa macTep-aiina cuctemm
dapmakoHarnsigy
32. BEHO®EP® po34uH Ans Bidbop LLisenuapi BTOPUHHA LLisenuapis/ BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3miHu | 3a - UA/8015/01/01
BHYTPILIHbOBEHHM (IHTepHew A ynakoBKa, ABcTpis TMny - AgMiHiCTpaTuBHI 3MiHW. BunyyeHHsi BUpoGHUYoi peuyenmom
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IIponmosxkeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
X iH'ekuin, 20 HI) IHK. BUNPOBYBaHHSI OinbHUUi (BkMoYaroum ginbHuui ans A®I, npomixxHoro
mr/mn no 5 mn B KOHTPOIMIO AKOCTI npoaykTy abo roToBOro nikapcbkoro 3acofy, OinbHULL
amnyni; no 5 (3a BUHATKOM NS NPOBEAEHHS NaKyBaHHSA, BUPOBHMKa,

amnyn y KapTOHHIW
Kopobui

CTepUnbHOCTI)
[03BiN Ha BUMyCK
cepii:
Bidop
(IHTepHewHn) IHk.,
LLisenuapis
BMPOBOHMLTBO
Hepo3dacoBaHoI
npoaykuii,
nepBuHHA Ta
BTOPWHHA
ynakoBka:
Takena ABscTpis
'M6X, ABCTpis
BTOPWHHA
ynakoBka:
BATIOA,
LLisenuapis
BUNpobyBaHHs
KOHTPOMIO SIKOCTi
(cTepunbHicTb):
ArEC I'm6X IMEL,
ABCTpis

BignoBiganbHOro 3a BMMNycK cepin, Micue NpoBeAeHHs
KOHTPOSO cepii) abo noctavanbHUka BUXIQHOTO
MaTepiany, peareHTy abo JOMOMiKHOI pe4OBUHM

(AKLWO 3a3HayeHo y aockbe) BunyyeHHs BUpOGHMYOI
ninbHuui Takepga M'voX, HimewunHa, wo signosigae 3a

BUPOBHMLTBO HEPO3hacoBaHOI NPOAYKLIT, NEPBUHHY

Ta BTOPUHHY yNakoBKy. 3MiHu | Tuny - AgMiHiCTpaTuBHi
3MiHW. BunyyeHHs BUpoBHMYOT AinbHUUI (BKNOYaoum
ainbHuUi ansa A®l, npomixkHoro npogykTy abo roToBoro
nikapcbKoro 3acoby, AinbHUL AN NpoBeAeHHS
nakyBaHHsi, BUpOOHWMKa, BiANOBiAanbHOro 3a BMMyck
cepin, micLe NpoBedeHHs! KOHTpOro cepii) abo
nocTavarnbHuKa BUXiGHOrO martepiany, peareHty abo
[OMOMDKHOI PEYOBUHM (SIKLLO 3a3HAY€HO Y [OCHE)
BunyyeHHs Bupo6HuYoi ainbHuui IOT Bionorika TM6X,
HimeuuuHa, o Bignosigae 3a BUpOOHULTBO
Hepo3hacoBaHOi NPOAYKLii, NEPBUHHY Ta BTOPUHHY
yMaKoBKy.
3miHu | Tvny - 3miHKn 3 AkocTi. FoToBUI NiKapCbKUI
3aci6. 3MiHM y BUpoBHULTBI. 3MiHa imnopTepa/3miHu,
LLIO CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPOIHO SKOCTI
roTOBOrO fikapcbKkoro 3acoby (3amiHa abo gonaBaHHSA
OiNbHWLI, Ha K 3OINCHIOETLCSA
KOHTpOnb/BUNpobyBaHHs cepii)
HopaBaHHsa ginbHuui ATEC T'm6X IMEL, AscTpis

(AGES GmbH IMED, Austria), Ha sikil1 30iliCHIOETbCSI
BUNPOBYBaHHS1 KOHTPOIO SKOCTI (CTEPUMBHICTD).

3miHu | Trny - 3miHKn 3 AkocTi. FoToBUIA NiKapCbKUi
3aci6. 3MiHu y BUpo6HMUTBI. 3MiHa iMnopTepa/amiHu,
LLIO CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPOIIHO SKOCTI
roTOBOrO fikapcbKoro 3acoby (3amiHa abo gonaBaHHSA
OiNbHULI, Ha SKi 30IACHIETLCS
KOHTpOnb/BUNpobyBaHHs cepii) JoaaBaHHsA yHKLUii
BMNPOOYBaHHS KOHTPOO SKOCTi (32 BUHATKOM
cTepunbHOCTi) Ans BupobHuka Bidop (IHTepHeLuHn)
IHk., WBenuapis (Vifor(International) Inc., Switzerland).
3miHu | TMny - 3miHK 3 AkocTi. FoToBUIA NiKapCbKniA
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby (iHLwi
3MiH1) OHOBIEHHS BXE 3aTBEPKEHUX METOLIB
KOHTPOIMIO SKOCTi nikapcbkoro 3acoby, a came
BUKNaAEHHS! TEKCTY AEPXKaBHOK MOBOLO 3riAHO
cyyacHux Bumor. 3minm Il Tuny - 3miHu 3 sikocTi. ADI.
(iHWi 3MiHKM) BnpoBamkeHHs1 pekomMeHaaLin

kepiBHuyTBa ICH Q3D w00 eneMeHTHUX JOMILLOK, a

came- OHOBNEHHSA cneumdikaLii Ansa BUxigHoro
MaTepiany 12% po3uunHy 3anisa xnopuvay Ta iHWwunX
peareHTiB, siki BUKOPUCTOBYHOTLCS AJ151 NPUrOTYBaHHS
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OJIOB)KEHHS 104aTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
[it0Y0i pevyoBMHN, NICNs OLIHKM PU3MKY BiANOBIAHO A0
pekomeHgaduin ICH Q3D. OHoBneHHs po3ainis
3.2.5.3.2 1a 3.2.5.2.3. 3Mminu Il TMNy - 3MiHM 3 AKOCTI.
3MiHM 0O peecTpauiiHOro NOCBIAYEHHST BHACTIAOK
iHLWMX perynaTopHux npoueayp (iHWwi 3mMiHw)
["apMoHi3auis cneuudikauii Ta aHaniTM4HUX MeToaiB
A®I BHacnigok BNpoBagKeHHS pekomeHaawin
kepieHmuTBa ICH Q3D W00 eneMeHTHUX AOMILLOK Ta
[04aTKOBKX 3MiH 0 crneundikauii API.
33. BEPOPAB® / | nopoluok Ta CaHodi ®paHuis MOBHUA LKA PpaHuis/ BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3MiHu | 3a He UA/13038/01/01
VERORAB PO3YMHHUK 4Ns Mactep BUPOBHMUTBA, YropwmHa TMNy - AOMIHICTPaTMBHI 3MiHW. 3MiHa HallMeHyBaHHS peuenmom nidnsie
BAKLUHA NPUroTYBaHHS KOHTPOIb SKOCTI, Ta/abo agpecy Micua NpoBamKEHHS isANbHOCTI ae
AHTUPABIYH | cycneHsii gna BTOPUHHE BUPOBHMKa/iMnopTepa rotoBoro fikapcbkoro 3acoby,
A iH'eKUin, He MeHLe nakyBaHHS, BUMYCK BKIIOYaK04M OinbHULI BUNYCKY cepii abo micue
IHAKTUBOBA | 2,5 MO/go3a; no 1 cepil NOPOLLKY; NPOBEAEHHS1 KOHTPOSO AKOCTI. (LiANbHICTb, 3a sKY
HA CYXA dnakoHy 3 BTOPUHHE BiANoBigae BUPOOHUK/iIMNOpTEp, BKITKOYAOUN BUMYCK
nopotukom (1 nakyBaHHS, BUNYCK cepint). 3mMiHa Ha3BM Ta agpecy BUPOBHUYOT AinbHUL B
nosa)Ta 1 cepii pO34YNHHMKA; M. Byganewr, wo Bignosigae 3a BTOPMHHE NakyBaHHSA
nonepegHLo KOHTPOIb SKOCTI, Ta BUMYyCK cepiri. 3MiHN BHECEHO B IHCTPYKLUIil0 ANns
3anoBHEHOMY BTOPUHHE MELMYHOro 3aCTOCYBaHHs NikapcbKoro 3acoby y
wnpuuy (0,5 mn), nakyBaHHS, BUNYCK po3ainu «BupobHuk» Ta «Micue3HaxomkKeHHst
L0 MICTUTb cepil MOPOLLKY; BMpOBHVKa Ta agpeca Micus NpoBagXeHHs 11oro

po3unHHuKK (0,4 %
PO34MH HaTpItO
xnopvay), B
KapTOHHIN
ynakosui 3
MapKyBaHHAM
YKpaiHCbKO
MOBOI0; No 1
nakoHy 3
nopoLukom (1
po3a)Ta 1
nonepeaHLO
3anoBHeHOMY
wnpuuy (0,5 mn),
L0 MICTUTb
PO3YMHHWK, B
cTaHjapTHoO-
€KCMOPTHIN
ynakoBLi, sika
MiCTUTbCA Y
KapTOHHiIl kopobui
3 IHCTpyKUieto ans
Mean4Horo
3aCTOCYBaHHS; Mo
5 dpnakoHiB 3
nopoLukom (1
[03a) y KOMMNMeKTi
3 PO34YUNHHMKOM

MOBHUN LMK
BMPOGHMLTBA,
KOHTPOIb SIKOCTI,
BTOPUHHE
nakyBaHHs, BUNYCK
cepii po34MHHUKA:
CaHodi MacTep,
dpaHuis
BTOPWHHE
nakyBaHHs, BUNYyCK
cepii:
CaHodi-ABeHTic
3pT., YroplmHa
MOBHUI LMK
BUPOBHMLTBA,
KOHTPOMb SIKOCTI
PO34YMHHIKKE B
amnynax:
FAYNT ®APMA
JIIBPOH, ®paHuis

DiSNbHOCTI» 3 BiANOBIOHUMW 3MiHAMW Y TEKCTI
MapKyBaHHs1 yNakoBKM fikapcbkoro 3acoby. TepMiH
BBEAEHHS 3MiH NPOTSrom 6 micauiB nicns
3aTBEPOKEHHS.
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IIponmosxkeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)

(0,4 % po3uuH
HaTpilo xnopuay) B
amnynax no 0,5
M Ne 5B
KapTOHHIN
ynakosLi 3
MapKyBaHHSIM
YKpaiHCbKO
MOBOIO; N0 5
dnakoHis 3
nopotukom (1
[03a) y KOMMMEeKTi
3 PO3YMHHUKOM
(0,4 % po3unH
HaTpito xnopuay) B
amnynax no 0,5
M Ne 5B
cTaHgapTHO-
€KCMOPTHIN
ynakosLi, sika
MIiCTUTbCS Y
KapTOHHiIN kopobui
3 IHCTpyKUieto ans
MeANYHOro
3aCTOCYBaHHS N0
10 dpnakoHis 3
MOPOLLKOM Ta No
10 nonepenHLO
3anoBHEHNX
wnpwuuis (0,5 mn),
O MIiCTATb
po3ynHHuK (0,4 %
PO34MH HaTpItO
xnopvay), B
KapTOHHIN
ynakosui 3
MapKyBaHHSIM
YKPaiHCbKOO
mMoBoto; rno 10
nakoHiB Ta no 10
nonepenHL0
3anoBHEHUX
wnpuuis (0,5 mn),
WO MIiCTATb
po3unHHuK (0,4 %
PO34MH HaTpito
xnopvay), B
cTaHgapTHO-
€KCMOPTHIN
ynakoBLi, sika




22 [IpomoBxeHHS J0aTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
MiCTUTBCA Y
KapTOHHiI kopooLi
3 IHCTpyKLUieto onsa
Mean4yHoro
3acTOCyBaHHs!
34. BOJIbTAPEH | emynbrens ans XaneoH LLisenuapi XaneoH KX LLisenuapis BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3MiHu | bes nionse UA/1811/01/02
®OPTE 30BHILUHLOIO KX CAPI a C.a.p.n. TMny - AGMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenma ae
3acTOCyBaHHS Ta/abo agpecy 3asiBHMKa (BNacHuka peecTpauiiHoro
2,32 %;no50r noceigyeHHs). 3miHa Ha3BK 3asiBHMKa 3 [CK
abo 100 r B Ty6i; KoHcbtomep Xenckep CAPJ, LLseiiuapis Ha XaneoH
no 1 1y6iy KX CAPJ, Leewuapisi. 3miHa agpecu BUPOOHMKa He
KapTOHHiI kopooLi nepenbavaetbcs. TepMiH BBEAEHHS 3MiH NpoTarom 6
MicaUiB Micnsa 3aTBepaAXeHHSA. 3MiHu | Tuny -
AOMiHIiCTpaTUBHI 3MiHW. 3MiHa HalMeHyBaHHS Ta/abo
agpecu Micua NpoBagKeHHs OisinbHOCTI
BMpOBHVKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,
BKIIOYaK04M OinbHULI BUNYCKy cepii abo micue
NPOBEAEHHS1 KOHTPOSO AKOCTI. (LiANbHICTb, 3a AKY
BiAMOBiAae BUPOOHWMK/iMMOpTEp, BKIOYA04YN BUMYCK
cepint). 3MiHa Ha3BM Ta agpecy BUPOOHMKA FOTOBOrO
nikapcbkoro 3acoby. TepMiH BBeAEHHSI 3MiH NPOTAroM
6 micauis nicns 3aTBepaXeHHs. 3MiHn | Tuny - 3MiHn
wopo 6esnekun/edhekTMBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHW).
3MiHM BHECEHO Y TEKCT MapKyBaHHS BTOPUHHOI
ynakoBku n.17 IHWE Ta nepBMHHOI ynakoBku n.6
IHLLE. TepmiH BBeAEHHS 3MiH NpOTArom 6 micsuis
nicns 3aTBepXXEHHSI.
35. FAHUUKNOBI | niodinisat ans TOBAPUC YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHa 3a - UA/14257/01/01
P-®APMEKC po34nHy Ans TBO 3 reyn" 3asBHuka 13 (MIBI1) (BnacHvka peecTpauiiHoro peuernmom
iHdpysin no 500 mr; | OBMEXE nocsigyeHHs) (3rigHo Hakasy MOS Big 23.07.2015 Ne
1 donakoH 3 HOKO 460). BBegeHHs 3MiH NpoTsiroM 6-Tu MicsuiB nicnsi
niogpinizatom y BIANOBIA 3aTBepOKeHHS. 3MiHu | Tuny - 3miHn Wwopao
KOHTYPHil AJTbHICT 6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
YapyHKOBIN o BBeneHHs abo 3miHM A0 y3aranbHEHNX aHUX Npo
ynakosui; no 1 «KOPTIOP cucTemMy chapmakoHarnsay (BBeAeHHs y3aranbHeHUX
KOHTYPHil AlUIA [aHuX Npo cucteMy hapMakoHarnsigy, amiHa
YapyHKOBIN «300POB yrnoBHOBaxeHoi ocobu, BignosiaansHoi 3a 3ginCHEHHS
ynakoBLi B nayui 3 "An (hapmakoHarnsigy; KOHTakTHoi ocobu 3

KapToOHY

dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSsI
dapmakoHarnagy B YkpaiHi, SKLWo BOHa BiAMiHHa Big
yrnoBHOBaxeHoi ocobwu, BignosiaansHoi 3a 3giNnCHEHHS
dapmakoHarnsay (BkoYarum KOHTaKTHI AaHi) Ta/abo
3MiHM Yy pO3MiLLeHHi MacTep-ganna cucTtemm
dapmakoHarnsigy).
3MiHa ynoBHOBaXKeHOi 0cobu 3asiBHMKA,
BignosiganbHoI 3a hapmakoHarnsag. [itoya pegakuis:
LLleBuyeHko OneHa IropieHa. MponoHoBaHa pepakuis:
MaHoBa OneHa MukonaiBHa. 3MiHa KOHTaKTHUX AaHMX
YNOBHOBaXeHOI 0cobu 3asiBHUKA, BiANOBIganbHOI 3a
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
dapmakoHarmsa.
3miHa Homepa macTep-gainna cuctemm
dapmakoHarnsgy
36. FEKCAKCUM cycnensis ans CaHodi ®paHuis BMPOBOHMLTBO PpaHuis/ BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3minu | 3a - UA/13080/01/01

® / HEXAXIM iH’ekuin; no 0,5 mn Mactep roToBOro YropwuHa Tmny - 3MiHK 3 sikocTi. MeguuHi npucTpoi. 3miHa peuenmom
BAKLIMHA (1 posa) B HeposdacoBaHoro NpUCTPOIB AN BUMIPIOBaHHS [031 abo BBEAEHHS
ana nonepeaHLo npoaykTy, nikapcbkoro 3acoby (nogaBaHHsa abo 3amiHa
NMPO®ITAKT 3anoBHEHNX 3anoBHEHHS, NPUCTPOIO, KU HE € HEBIO'EMHOIO YaCTUHOK
UKH wnpuuax 3 1-eto BTOPUHHE NepBMHHOI ynakoBkw) - MpucTpin, skuii mae CE-
OU®TEPII, (abo 2-ma) nakyBaHHs, MapKyBaHHs - 3MiHa po3mipy ronku 3 23G1
NMPABLA, OoKpeMumu KOHTPOIb SIKOCTI, (0,6x25mm) Ha 25G1 (0,5x25MmMm)
KALLUJTIOKY ronkamu, no 1 BUMYCK Cepiit:
(ALENIONAP | wnpuuy B CaHodi MacTtep,
HUN KapTOHHIN dpaHuis;
KOMMNOHEHT | ynakosui; no 0,5 BUPOBHMLTBO
), TENATUTY mn (1 gosa) B roToBOro
B nonepegHL0 Hepo3dacoBaHOro
PEKOMBIHA 3anoBHEHNX NPOAYKTY,
HTHA, wnpuuax 3 1-eto BTOPUHHE
noniomieni (abo 2-ma) nakyBaHHsi
TY oKpemMumm (wnpuun),
IHAKTUBOBA | ronkamu, no 1 KOHTPOIb SIKOCTI,
HATA wnpuuy B BUMYCK Cepiit:
3AXBOPIOB cTaHgapTHO- CaHodi MacTep,
AHb, €KCMOPTHIN ®paHuis;
CMPUYUHEH | ynakoBui, sika BTOPUHHE
nx MiCTUTBCA Y nakyBaHHs1, BUMYCK
HAEMOPHIL KapTOHHIN kopobui cepin: CaHodpi-
us Tuny B 3 iHCTpYKUieto Ans AseHrTic NpansiT
KOH''OFOBA MeanUYHoro Ko. N1A.,
HA, 3aCTOCYBaHHS; Nno Mnatdopma
AOCOPBOBA | 0,5wmn (1 posa) B NOricTuKM Ta
HA, PIOKA nonepegHL0 ancTpubyuii y m.

3anoBHEHUX Bynanewr,

wnpuuax 3 1-eto YropwuHa

(abo 2-ma)

OKpeMUMHn

ronkamu, no 10

Lwnpuuis B

KapTOHHIN

ynakosui; no 0,5
mn (1 nosa) B
nonepeaHLo
3anoBHEHUX
wnpuuax 3 1-eto
(abo 2-ma)
OKpeMumun
ronkamu, no 10
Lwnpuuie B
CcTaHgapTHO-
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka
¢opma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Pekna
MyeaH
Hs*

Homep
peecmpayitiHo20
noceio4yeHHs1

€KCMopTHIN
ynakosLi, sika
MIiCTUTBCS Y
KapTOHHiN kopobui
3 IHCTpyKUieto onsa
MeANYHOro
3aCTOCYBaHHS; No
0,5 wmn (1 posa) y
nakoHax, no 10
nakoHiB y
KapTOHHIN
ynakosui; no 0,5
mn (1 gosa)y
c¢nakoHax, no 10
c¢nakoHis B
CcTaHaapTHO-
EKCNOPTHIN
ynakosLi, sika
MiCTUTBCA Y
KapTOHHiIN kopobui

37.

FEMUUTABIH
AKKOPQ

KOHLieHTpaT Ans
PO34MHy Ans
iHdy3in, 100
Mr/Mn; no 2 mn
(200 mr), 10 mn
(1000 wmr), 15 mn
(1500 wmr), 20 mn
(2000 mr) y
dnakoHi; no 1

dnakoHy y
KapTOHHIN nayui

Akkopg,
Xernckea
Moncka
Cn. 3.0.0.

MonbLwa

Bupo6HMLTBO,
KOHTPOIb SIKOCTI,
nepBuHHE Ta
BTOPUHHE
naKyBaHHS:
IHTac
dapmachbioTikanc
Nimiten, IHaisa
BupobHuuTBoO,
KOHTPOIb SIKOCTI,
nepBrHHE Ta
BTOPUHHE
naKyBaHHs:
IHTac
dapmachbioTikanc
Nimiten, IHaia
BTopuHHe
naKyBaHHs:
Akkopg Xenckea
JlimiTen, Benuka
BpuTaHis
BignosiganbHui
3a BUNYCK cepii:
Akkopg Xenckea
Nimiten, Benuka
Bputanis
BignosiganbHui
3a BMNyCK cepil:
Axkopp, Xernckea
Moncka Cn. 3 0.0.

Inpis/
Benuka
BpwuTaHis/
YropuuHa/
Monbwa

BHECEHHS 3MiH 0 peecTpauinHux maTtepianis: 3MiHu |
TMny - 3MiHK 3 SKoCTi. [0TOBMI NiKapcbkui 3acib.
3MiHM y BUpoBHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo

CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOSO AKOCTI
roTOBOrO fikapcbKkoro 3acoby (3amiHa abo goaaBaHHSA
BMPOGHMKa, Lo Bianosigae 3a BBe3eHHs Ta/abo
BUNyCK cepii) - He Bkmovaoum
KOHTPONb/BUNPOBOYBaHHSA cepii - AoaaBaHHA AinNbHULI,
Lo BignoBigae 3a BMNyck cepii Akkopa Xenckea
Moncka Cn. 3 0.0. Cknag IMnopTepa Byn. JlyTomepcka
50, Mab6’aniue, 95-200, Monbla/Accord Healthcare

Polska Sp. z.0.0. Magazyn Importera ul. Lutomierska
50, Pabianice, 95-200, Poland. 3miHu BHeceHo B

iHCTPYKLUIiO ANS MeQNYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby y po3ainu "BupobHuk","Micue3HaxomKeHHst
BMPOGHMKa Ta agpeca Micusi pOoBagXeHHSs Aoro

OisnbHOCTI" 3 BiANOBIAHUMMY 3MiHAMU B TEKCTI
MapKyBaHHs yNiakoBoK. BBeeHHs1 3MiH NpoTsiroM 6-Tu
MicauiB nicnsa 3aTBepAXeHHs. 3MiHu | Tuny -
AamiHicTpaTMBHI 3MiHW. BunyyeHHs BUpoGHUYOTi

OinbHULI (BKNtodaroum ainbHuLi anst A®I, npomixxHoro

npoaykTy abo rotoBoro nikapcekoro 3acoby, AinbHULi

0N NPOBEAIEHHS NaKyBaHHS, BUPODOHMKa,

BignoBiganbHOro 3a BUMNycK cepin, Micle NpoBeAeHHs!

KOHTpoOto cepii) abo nocTtavanbHUKa BUXiAHOrO
MaTepiany, peareHTy abo JOMOMiKHOI pe4OBUHM
(SIKLLIO 3a3HaYEHO Y AOChE) BUINYYEHHS AiNbHUL

KOHTPOIMIO SIKOCTi FOTOBOrO fikapcbkoro 3acoby ACTpoH

Pe3bopu Jliviten, Benvka bputanisi / Astron Research

Limited, United Kingdom

3a
peuenmom

He
nionse
ae

UA/17799/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
Cknag Imnoptepa,
MNonbLa
KoHTponb sKoCTi
cepii:
BeccniHr XaHrepi
KdT., YropwmHa
KoHTponb sKocTi
cepii:
dapmagokc
Xenckea Jlta.,
ManbTa
KoHTponb sKocTi
cepii:
NABAHANIBIC
C.P.J1, Itanis
KoHTponb sKocTi
cepii:
®APMABANIA
Ira.
Mikpo6ionoriyHa
naboparopis,
YropwuHa
38. FIAPOKCU3WN | TabneTku, BKPUTI TOBAPUC YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3aMiHa 3a - UA/16404/01/01
H-3H NniBKOBOO TBO 3 BMPOGHMLTBA, 3asiBHuka 113 (MIBI) (BnacHWka peecTpauiiHoro peuenmom
oboroHkoto, no 25 | OBMEXE OKpiM BUMYCKY nocsigyeHHs) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
mr; no 10 HOKO cepii, KOHTponb 460). BBegeHHs 3MiH NpoTsiroM 6-Tu MicsuiB nicnsi
TabneTok y BIANOBIA AKOCTI: 3aTBepOKeHHS. 3MiHu | Tuny - 3miHn wopao
6nictepi; no 3 AJTbHICT ToBapucTso 3 6esnekn/edeKTMBHOCTI Ta hbapMakoHarnsagy.
Gnictepun y o obmexeHoto BBeneHHs abo 3miHM A0 y3aranbHEHNX aHUX Npo
kopobui; no 10 «KOPTIOP BignoBiganbHiCcTO cuctemy cbapmakoHarnsay (BBeAeHHS y3aranbHeHNX
TabneTok y ALIA "®APMEKC AaHnX Npo cuctemy hapmakoHarnsgy, aMiHa
6nictepi; no 10 «30POB FPYM", YkpaiHa ynoBHOBaeHoi ocobu, BignosigansHoi 3a 3gincHeHHS
TabneTok y Ax BUMYCK cepii: hapmakoHarnsigy; KOHTakTHoi ocobu 3
6nicTepi; no 1 ToBapucTso 3 apmakoHarnsay 3asiBHUKa Ans 30iNCHEHHS
Gnictepy y obmexeHoto dapmakoHarnagy B YkpaiHi, SKLWo BOHa BiAMiHHa Big
kopooui BiANOBiganNbHICTIO ynoBHOBaeHoi ocobu, BignosigansHoi 3a 3gincCHeHHS
"XapkiBcbke dapmakoHarnsaay (BkoYarum KOHTaKTHI AaHi) Ta/abo
dapmMaueBTUYHe 3MiHM Yy pOo3MiLLeHHi MacTep-ganna cuctemm
nigNpUeEMCTBO dapmakoHarnsgy).
"3p0opoB'sa 3MiHa ynoBHOBaXeHOi 0cobu 3asiBHMKA,
Hapogy", YkpaiHa BignosiganbHoI 3a hapmakoHarnsag. [itoya pegakuis:
LLleBuyeHko OneHa IropiBHa.
MponoHoBaHa pepakuis: MaHoBa OneHa MukonaiBHa.
3MiHa KOHTaKTHMX AaHWUX YNOBHOBaXEHOI 0cobu
3asiBHUKA, BignosiganbHoi 3a papmakoHarnsg. 3MiHa
HOMepa mactep-danna cuctemu papMakoHarnsgy
39. rMIKNA3NA- Tabnetku no 80 TOBAPUC Ykpaina BCi cTagil YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHUX maTepianis: 3MiHa 3a - UA/7826/01/01
300POB'A MF; TBO 3 BMPOGHMLTBA, 3asiBHuka 113 (MIBI) (BnacHuka peecTpauiiHoro peuenmom
no 10 Tabnetok y OBMEXE KOHTPOIb SIKOCTI, noceigyeHHs) (3rigHo Hakady MOS3 Big 23.07.2015 Ne
Gnictepi; no 3 HOKO BUNYCK cepii: 460). BBegeHHs 3MiH npoTsiroM 6-TK MicsiliB nicnsi
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3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
Gnictepu B BIAMNOBIL, ToBapwucTtBo 3 3aTBepAKEHHS. 3MiHu | Tuny - 3miHn Wwoao
KapTOHHIMN AINBHICT 0oB6MeXeHo 6e3nekn/echbeKTMBHOCTI Ta hapmakoHarnsgy.
Kopobui; 10) BiANOBIgANbHICTIO BBeneHHs abo 3MiHM [0 y3aranbHEHUX AaHuX nNpo
no 30 TabneTok y «KOPTIOP "®apmaueBTnyHa cuctemy cpbapmakoHarnsay (BBeAeHHs y3aranbHeHNX
6nictepi; no 1 AUIA KOMMNaHisa OaHunX Npo cuctemy bapmakoHarnagy, amiHa
Gnictepy B «310POB "3popos's"”, yNoOBHOBa)eHOi 0cobu, BignosiganbHOI 3a 30iACHEHHS
KapTOHHiN kopobui Ax Ykpaina chapmakoHarnsiay; KOHTaKkTHOT ocobu 3
BCi cTagii chapmakoHarnagy 3asBHUKa Ans 30iIMCHEHHA
BUPOGHMUTBA, tapmakoHarnagy B YkpaiHi, SKLo BOHa BigMiHHa Big
KOHTPOIb SIKOCTI, yMNOBHOBaXeHOoI ocobwu, BignosiaansHoi 3a 3giNCHEHHS
BUMYCK cepii: bapMakoHarnagy (Bkrovar4mn KOHTaKTHI AaHi) Ta/abo
ToBapucTtBeo 3 3MiHW Yy pO3MilLleHHI macTep-charnna cuctemm
obmexeHoto dapmakoHarnsay).
BiANOBIgaNbHICTIO 3MiHa ynoBHOBaXeHOi 0cobu 3asiBHMKA,
"OAPMEKC BignosiganbHoOI 3a hapmakoHarnag. Litoya pegakuis:
FPYM", Ykpaina LLleByeHko Onena IropiBHa.
MponoHoBaHa peaakuis: NMaHosa OneHa MukonaiBHa.
3MiHa KOHTaKTHMX JaHMX YNOBHOBaXXeHOI 0cobu
3asiBHUKA, BiANOBiAanbHOI 3a hapmakoHarnsag. 3miHa
HoMepa macTep-danna cuctemmn doapmakoHarnagy.
40. rMIATOH® pO34MH ans AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a - UA/13359/01/01
iH'ekuin, 250 "®apmak” TexHiyHa nomwunka (3rigHo Hakasy MOS3 Big peuenmom
Mr/mn; no 4 mn B 23.07.2015 Ne 460) BunpaeneHo TeXHIYHY NOMUIKY B
amnyni; no 5 IHCTPYKUii ANS MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro
amnyn y 6nicrepi; 3aco0y y posaini "TepMiH npuaaTHOCTI":
no 1 abo 2 3aTtBepakeHo: "TepmiH NnpuaaTHOCTI" 2 poKu.
6nictepu y navui 3 3anponoHoBaHo:
KapToHy; No 4 mn "TepmiH npuaaTtHocTi" 3 pokun. 3a3HayeHe
B amnyni; no 5 abo BUNpaBneHHs Bignosigae marepianam peectpauinHoro
10 amnyn y navui [ocbe
3 KapTOHY
41. rnogy HacTovika no 100 TOB YkpaiHa TOB "MEONEB" YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | 6es nionsiz UA/17226/01/01
HACTOUKA My donakoHax "MELOJIEB TMny - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkui 3acib. peuenma ae
cknsiHMX, no 100 " CucrtemMa KOHTenHep/3akynoptoBanbHui 3aci6. 3miHa y
My donakoHax NepPBUHHIN yNakoBLi roTOBOro nikapcbkoro 3acoby (Tun
noniMmepHmnx KOHTelHepa abo [oAaBaHHS HOBOTO KOHTENHEPA) -
TBepaAi, M’Aki Ta HecTepunbHi piaki Nikapcbki hopmu -
[o[aBaHHsi HOBOTO BUAY YNaKkoBKW, @ came MoniMepHi
dnakoHu (PET), 3aKynopeHi nnacTMkoBUMM KpULLKaMM
3 KOHTpOrem nepiuoro BiakpuTTa no 100 mn, Ak
anbTepHaTUBHOI 40 CKMSIHOrO (oNakoHy, 3
BiANoBigHMMK 3MiHamMu o p. «YnakoBka» MKA 3.
3MiHM BHeceHi B po3ain "YnakoBka" B iHCTPYKLito Ans
ME[IMYHOrO 3aCTOCYBaHHs NikapCbKoro 3acoby y
3B'A3KYy 3 JOoAaBaHHAM HOBOMO BUAY NEPBUHHOT
YNakoBKM (dprakoHW MoniMepHi), Sk HacmniaokK -
3aTBEPOKEHHS! TEKCTY MapKyBaHHS Ans A0AaTKOBOI
ynakoBku. BBegeHHsi 3MiH NpoTarom 6-tn micsuis
nicns 3aTBepAKEHHS
42. AABIPOP® Kancynu Teepgi no AT YKpaina BUPOBHMLTBO, OwmaH/ BHECEHHS 3MiH JO peecTpauiiHixX martepianis: 3MiHu | 3a - UA/19733/01/01
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75 mr, no 10 "®apmak” nakyBaHHs, Icnanis/ Tuny - 3MiHK 3 siKocTi. FoTOBWI Nikapcbkuii 3acib. peuenmom
kancyn y 6nictepi; KOHTPONb cepii ManbTta KoHTpOsb roToBOro nikapcbkoro 3acoby. 3miHa y
no 6 Gnictepis y nikapcbkoro MeToAax BUNpobyBaHHS FOTOBOrO MikapCbKoro 3acoby
navui 3acoby: OMAH (He3HayHa 3MiHa y 3aTBepAXeHNX meTodax
SAPMACBIOTIKA BUNpoOyBaHHs). HeaHayHi 3MiHM 3a NOKa3HMKOM
N1 MPOOAKTC «Po3unHeHHs» meTogom BEPX. 3miHun | Tuny - 3miHu 3
KOMIMAHI INC, sikocTi. [oToBUIA Nikapcbkuit 3aci6. KoHTponb rotoBoro
Owmak; nikapcbkoro 3acoby. 3MiHa y meTogax BUnpobyBaHHs
KOHTpOrb cepil, roTOBOrO JlikapcbKoro 3acoby (He3HayHa 3miHa y
BUMYCK cepii 3aTBEPKEHNX MeToAax BUNPobyBaHHS). HeaHauHi
nikapcbKoro 3MiHM 32 NoKas3HUKOM «KinbKicHe BUSHAYEHHS»
3acoby: TOBA meTtoaom BEPX.
SAPMACBIOTIKA
NopPonc.n.,
Icnanis;
KOHTpOrb cepii,
BUNYCK cepii
nikapcbKkoro
3acoby:
dapmagokc
Xenckea Jlta.,
ManbTa
43. OABI®OP® Kancynu Teepai no AT YkpaiHa BUPOBHMUTBO, OwmaH/ BHECEHHS 3MiH 4O peecTpauiiHMx maTtepianis: 3MiHu | 3a - UA/19733/01/02
110 wmr, no 10 "®apmak” nakyBaHHS, Icnanisi/ TMny - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkui 3acib. peuenmom
kancyn y 6nicrepi; KOHTPOMb cepii ManbTa KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
no 6 Gnictepis y nikapcbKkoro MeToaax BUNpobyBaHHS rOTOBOrO MikapcbKoro 3acoby
navui 3acoby: OMAH (He3HayHa 3MiHa y 3aTBEpOKEHNX MeToAax
®APMACBIOTIKA BUNpobyBaHHs). He3Ha4Hi 3MiHM 3a NOKa3HWKOM
N1 MPOOAKTC «Po3unHeHHs» meTogom BEPX. 3miHu | Tuny - 3miHn 3
KOMMAHI NNnc, sikocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb rotoBoro
Owman; nikapcbkoro 3acoby. 3miHa y MmeTogax BMnpobyBaHHS
KOHTpOrb cepil, roTOBOrO fikapcbKkoro 3acoby (He3HayHa 3miHa y
BUNYCK cepii 3aTBEPKEHUX MeToAax BUNpobyBaHHs). HeaHauHi
nikapcbkoro 3MiHM 3a noka3HukoM «KinbKicHe BU3HAYEHHS»
3acoby: TOBA meToaom BEPX.
®APMACBIOTIKA
JTHOPOMM C.J1,,
Icnanis;
KOHTpOrb cepil,
BUMNYCK cepii
nikapcbKkoro
3acoby:
dapmagokc
Xenckea Jlta.,
ManbTta
44. OABI®OP® Kancynu TBepgi no AT YkpaiHa BMPOGHMLTBO, Owmawn/ BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | 3a - UA/19733/01/03
150 wmr, no 10 "®apmak” nakyBaHHS, Icnanisi/ TMny - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkui 3acib. peuenmom
kancyn y 6nictepi; KOHTPOMb cepii ManbTa

no 6 Gnictepis y
navuj

nikapcbKoro
3acoby: OMAH

KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHSA rOTOBOrO MiKapcbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEpAKEHUX MeToAax
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SAPMACBIOTIKA BMNPOOYyBaHHS). He3HayHi 3MiHV 3a NOKa3HWKOM
N1 MPOOAKTC «Po3unHeHHs» meTogom BEPX. 3miHun | Tuny - 3miHu 3
KOMMAHI NJC, sKocTi. [oToBUI Nikapcbkuii 3acib. KOHTponb roToBoro
Owman; nikapcbkoro 3acoby. 3miHa y meTogax BUnpobyBaHHs
KOHTpOrb cepil, roTOBOrO JlikapcbKoro 3acoby (HeaHayHa 3miHa y
BUNYCK cepii 3aTBEPAKEHNX MeToAax BUNPoOyBaHHS). HeaHauHi
nikapcbkoro 3MiHM 3a noka3HukoM «KifnbKicHe BU3HAYEHHS»
3acoby: TOBA meTtogom BEPX.
®APMACBIOTIKA
JTIOPOIMN C.J1,,
Icnanis;
KOHTpPOIb cepii,
BWMYCK Cepii
nikapcbKkoro
3acoby:
dapmagokc
Xenckea Jlta.,
ManbTa
45. AEHI3NA MOPOLLIOK AN AHaHTa Benuka Csicc IHAisA BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3MiHu | 3a - UA/15338/01/01
PO34mMHY Ans Megikeap BpuTtaHia MNepeHTepanc TMNy - AOMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peuenmom
iHekuimno 1r, 1 1o, 1o, lHais Ta/abo agpecy Micua NpoBamKEHHS OiANbHOCTI
nakoH 3 AHaHTa Megikeap BUPOBOHMKa/iMnopTepa rotoBoro nikapcbkoro 3acooby,
NOPOLLUKOM Y Nimiten, IHaia BKIIOYaK04M OinbHULI BUNYCKy cepii abo micue
KopobLi 3 KapTOHY NpoBEeAEHHS! KOHTPOIIO SIKOCTI. (QisSNbHICTb, 3a SKy
BiAMNOBiAae BUPOOHWMK/iMMOpTep, BKIOYA04N BANYCK
cepiit) BUNpaBreHO HETOYHICTb B aHMMiNCbKOMY
BapiaHTi HanMcaHHsa agpecu BupobHuka M3 AHaHTa
Megikeap JlimiTen, a came HanucaHHsa cnosa «RIICO»
yepes bykBy «C», € BipHUM Ta BignoBigae Takomy
HanMcaHH y BUPOBHMYIN NileHsii.
46. AENO- cycneHsis ans Mdbanszep CLUA Mdpanszep Benbrisa BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu | 3a - UA/0499/01/01
NMPOBEPA® iH’ekuin, 150 IHK. MeHtodek4ypuHr Tuny - 3MiHK Wopao G6e3nekn/edeKTUBHOCTI Ta peuenmom
mr/mn; no 3,3 Mny Benbris HB dapmakoHarnsgy. BeegerHs abo 3amiHn go
dnakoHi; no 1 y3aranbHeHVX AaHuX Npo cuctemy bapmakoHarnsgy
cdnakoHy B (BBEAEHHA Y3aranbHEHUX AaHWX NPO cucTeMy
KapTOHHiI kopobui dapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BigNoBiganbHoOI 3a 34iCHEHHS chapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3asiBHuKa Ans
34icHeHHs hbapmakoHarnsgy B YKpaiHi, SKWwo BoHa
BigMiHHa Big yNOBHOBa)eHOi 0cobu, BignosigansHoi
3a 3[i1CHeHHs hapmakoHarnsay (Bkrovaym
KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
davina cuctemu hapmakoHarnsgy) 3miHm go
y3aranbHeHWX faHnx Npo cuctemy cpapmakoHarnsgy
3asiBHUKA
47. OEPUBA rernb, 1mr/rno5r neHmapk IHAis "meHmapk IHAis BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3miHu | bes - UA/9164/01/01
BOOHUA abo no 15 ry Ty6i; dapmach dapmacbioTukana TMny - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkui 3acib. peuenma
FENb no 1 1y6i B H0TMKan3 JTa. KoHTpOnb roToBOro nikapcbkoro 3acoby. 3miHa y
KapTOHHiIN kopooLj Tt MeToAax BUNpoOyBaHHA roOTOBOrO MikapCbKoro 3acoby

(He3Ha‘-IHa 3MiHa Yy 3atBeppKeHnX metogax
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BMNPOBYBaHHS) He3HauYHi 3MiHW B MeToAML
BUNpobyBaHHs 3a nokasHukom «KinbkicHe
BM3Ha4veHHs. PeHokcieTaHon Ta
meTunnaparigpokcnbeHsoaT» (metog BEPX) ans
npuBedeHHs [0 OpuriHanbHUX MaTtepianis BUPOBHWMKa,
a came B ONK1Ci NPUroTyBaHHS PO34YMHHUKA, PyXOMOI
da3n, B ONUCI pO34MHY AN pO3BEAEHHS Ta
BMNPOGOBYBAHOIO PO34nHy. KpuTtepii NpUNHATHOCTI He
3MiHMBCS
48. OEPMABIH masb, no 158 TOB "®3 Ykpaina TOB "®3 Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3minu | 3a - UA/14273/01/01
Ty6i; no 1 Ty6i y "BIODAP "BIODAPMA" Tmny - 3MiHm 3 sikocTi. A®Il. KoHTponb ADL. 3miHa y peuenmom
naJui 3 KapToHy MA" napameTpax crneuudikauin Ta/abo JonycTUMNX MeX,
BM3Ha4eHux y cneuudikauisx Ha APl abo
BUXIOHWA/NPOMDKHWUIA NpoAyKT/peareHT, LWo
BUKOPUCTOBYIOTLCSA Y Npoueci BupobHuutea AD| (iHwwi
3MmiHn) 3miHa y napameTpax cneundikauin AD|
CaniyunoBa K1cnoTa, a came - NpuBeAeHHS
nokasHukiB «CynpoBigHi AoMmilwkmy, «KinbkicHe
BM3Ha4eHHA» Ta «CynbdaTHa 3ona» y BiAMNOBIAHICTbL
0o sumor EP
49. MKA3 MIKOC | TabneTku, BKpUTI Banep Al HimeyvumH MepBuHHa Ta HimeyvunHa BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | 3a He UA/12143/01/01
obornoHkoto, Ne a BTOPUHHA Tuny - 3MiHM LWoao 6e3nekn/edeKTBHOCTI Ta peuernmom nionse
28: no 24 ynakoBka, 403Bin dapmakoHarnagy. 3MiHa y KOpoTKili xapakTepucTuui ae
TabneTku Ha BUMYCK Cepii: nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii

POXXEBOIO KONMbOPY
i no 4 TabneTtku
cBiTNnO-
OpaHXeBoro
Konbopy B
onictepi; no 1
6nictepy B
KapTOHHIN nayui

Baviep AT,
HimeuvuuHa;
BupobHuuTBO 3a
NMOBHUM LIMKITOM:
Baviep Bavimap
'm6X i Ko. KT,
Himeyuunna

O MeQUYHOro 3acToCyBaHHS Ha MiacTaBi perynsipHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby,
abo pocnigkeHb 3 6e3nekn 3acToCyBaHHS MikapCbKoro
3acoby B nicnApeecTpaLiiHuiA nepion, abo sk
pe3ynbTaT OUiHKM 3BiTy 3 4OCHIAXEHb, NPOBEAEHUX
BigNOBIQHO 40 NMnaHy negiatpuyHux gocnigkeHs (PIP)
(3MiHy y3rog)eHo 3 KOMNETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHM BHeceHO A0 [HCTpyKLUii Ans megnyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainis
"MpoTunokasaHHsa", Baaemogis 3 iHWNMK fikapCbKuMU
3acobamu Ta iHwWi Buam B3aemopin", "OcobnmBocTi
3aCTOCyBaHHA" CTOCOBHO 3aCTOCYBaHHS MikapCbKOro
3acoby cymicHO 3 npenapatamu, Lo MiCTATb
codgpocbysip/BennaTacsip/Bokcunanpesip BignoBiaHO
[0 OHOBIEHOI iHbopMaLii 3 6e3neku Aito4oi pe4oBUHM
eTuHinecTpagiony 3rigHo 3 pekomeHaauismm PRAC.
TepmiH BBegeHHS 3MiH - 4 MicAui nicnsa 3aTBEpPOXKEHHS.
3MmiHn | Tvny - 3miHn Wwopo 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsigy. 3miHa y KopoTkili XxapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta iIHCTPYKUil
OJ1 MeQUYHOro 3aCTOCyBaHHS Ha MiacTaBi perynsipHo
OHOBMOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby,
abo gocnimxeHb 3 6e3neky 3acTocyBaHHS MikapcbKoro
3acoby B nicnsapeecTpaLiiHuiA nepion, abo sk
pe3ynbTaT OUiHKW 3BiTY 3 4OCHIAXEHb, NPOBEAEHUX
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka
¢opma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Pekna
MyeaH
Hs*

Homep
peecmpayitiHo20
noceio4yeHHs1

BigNOBIQHO 40 MnaHy negiatpuyHux gocnigkeHs (PIP)
(3MiHy y3romxeHo 3 KOMNETEHTHUM YNOBHOBaXXeHUM
opraHom) 3MiHM BHECEHO A0 IHCTpyKUii ans
MELMYHOrO 3aCTOCYBaHHS NikapCbKoro 3acoby Ao
po3ginis "lNpoTunokasaHHs", Baaemogia 3 iHwWuMmu
nikapcbkumu 3acobamu Ta iHWi BUAM B3aemogin”,
"OcobnueocTi 3actocyBaHHs", "MobiuHi peakuii”
CTOCOBHO CNafKoBOro Ta HabyToro aHrioHeBPOTUYHOTO
HabpsiKy Ta 3acTocyBaHHS fikapcbkoro 3acoby cyMicHO
3 nikapcbkumu 3acobamu, Lo MiCTATb
rnekanpesip/nibpeHTacBip BiANOBIAHO 40 OHOBMEHOT
iH(opMauii 3 6e3nekn Lito4oi peyoBUNHU
eTuHinecTpagiony 3rigHo 3 pekomeHgauismm PRAC.
TepMiH BBeAEHHS 3MiH - 4 MicAUi NicNs 3aTBEPKEHHS.
3MiHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI Ta
dapmakoHarnsgy. 3miHa y KOpoTKili XapakTepucTuui
nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS! Ta iHCTPYKLiT
Ansi MeQUYHOTO 3acTOCyBaHHS Ha NiacTaBi perynsipHo
OHOBJTHOBAHOrO 3BiTy 3 6e3nekun nikapcbkoro 3acoby,
abo gocnimxeHb 3 6e3neky 3acTocyBaHHS MikapcbKoro
3acoby B nicnsipeecTpaLiiHuiA nepion, abo sik
pesynbTaT OUiHKM 3BiTy 3 4OCMIMKEHb, MPOBEAEHUX
BignoBigHO 4o nnaHy negiaTpuyHux gocnigkeHns (PIP)
(3MiHY y3romxeHo 3 KOMNETEHTHUM YNOBHOBaXXEHUM
opraHom) 3miHV BHECEHO A0 iHCTPYKLii Ans MeanyHoro
3aCTOCYBaHHsI NikapcbKoro 3acoby Ao po3ainis
"MpoTunokasaHHs", "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHHS y nepiod BaritTHOCTi abo rogyBaHHA
rpyaar” (YTouHeHHs iHdopmalii), "Crocit
3acTocyBaHHs Ta Jo3un" (YTOUYHEHHs! iHdbopmalii) Lwoao
6e3nekn 3aCToCyBaHHS MikapcbKoro 3acoby.
TepMiH BBeEHHS 3MiH - 4 Micsaui nicns 3aTBEPAKEHHS.

50.

AOUrOKCUH

Tabnetku no 0,1
mr in bulk: no
10000 TabneTtok y
KOHTerHepax

TOBAPUNC
TBO 3
OBMEXE
HOIO
BIONOBIA
ANBHICT
{0]
«KOPIOP
ALIA
«300POB
"A»

YkpaiHa

ToBapucTtBo 3
0obMexeHo
BiANOBiganNbHICTIO
"[locnigHui 3aBop
"rHUC"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3amMiHa
3asBHuka 13 (MIBI) (BnacHvka peecTpauiiHoro
nocsigyeHHst) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
460). BBegeHHs 3MiH NpoTsiroM 6-Tu MicsuiB nicnsi
3aTBepAKEHHS. 3MiHu | Tuny - 3miHW Wwoao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
BBeneHHs abo 3miHM [0 y3aranbHEHUX 4aHUX Npo
cuctemy chapmakoHarnsagy (BBeAeHHs y3ararnbHeHnx
[AaHuX npo cuctemy hapmakoHarnsgy, aMiHa
yrnoBHOBaxeHoi ocobu, BignosiaansHoi 3a 3ginCHEHHS
apmakoHarnsay; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUka Ans 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, SKLo BOHa BiAMiHHa Bif
YNOBHOBaXXEHOT 0CO0U, BiANOBIAANbHOI 3a 34iCHEHHS
hapmakoHarnsigy (BKoYarum KOHTaKTHI AaHi) Ta/abo
3MiHM Yy pO3MiLLeHHi MacTep-danna cucremm
cbapmakoHarnsgy).
3miHa ynoBHOBaXkeHOT 0cobu 3asiBHUKA,

UA/12140/01/01
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BignosiganbHoI 3a chapmakoHarnsg. [itoya pegakuis:
LLleBueHko OneHa IropiBHa.
MponoHoBaHa pepakuis: MaHosa OneHa MukonaiBHa.
3MiHa KOHTaKTHMX AaHUX YNOBHOBaXEHO! 0cobu
3asiBHMKa, BignoBiganesHoi 3a hapmakoHarnsag. 3miHa
HoMepa macTep-danna cuctemmn doapmakoHarnagy.
51. OUrOKCUH Tabnetku no 0,1 TOBAPUNC YkpaiHa BCi cTagii YkpaiHa BHECEHHS1 3MiH 4O peecTpauiiHux maTtepianis: 3miHa 3a - UA/5751/01/01
mr no 50 TabneTok TBO 3 BUPOGHMUTBA, 3asBHuKa J13 (MIBI) (BnacHuka peecTpauiiHoro peuenmom
y 6aHkax; no 50 OBMEXE KOHTPOSb SIKOCTI, nocsigyeHHst) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
TabneTtok y HOKO BMNYCK cepii: 460). BBeaeHHs 3MiH NpoTAromM 6-Tn micauis nicns
KOHTENHepax; no BIAMNOBIA ToBapucTtBo 3 3aTBepAKEHHS. 3MiHu | TMny - 3MiHW Woao
50 TabneTtok y ANBHICT oBMmexeHo 6e3nekn/edbeKTMBHOCTI Ta hapmakoHarnsgy.
6aHui abo 0 BiAMOBIAANBHICTIO BBeaeHHs abo 3miHn A0 y3aranbHeHNX 4aHux npo
KOHTENHepi, no 1 «KOPMOP "NocnigHnin 3aBog cuctemy chapmakoHarnsay (BBe4eHHs y3ararnbHeHnx
6aHui abo AUIA "THUIC", YkpaiHa OaHuX nNpo cuctemy bapmakoHarnagy, amiHa
KOHTENHepy B «340POB BCi cTagii YNOBHOBaXXEHOI 0CO0U, BiANOBIAANbHOI 3a 34iINCHEHHS
nauyui 3 KapToOHY; "Ax BUPOBHMUTBA, thapMakoHarnagy; KoHTakTHoi ocobu 3
no 25 tabnetok y KOHTPOIb AKOCTI, chapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
6nictepax; no 25 BMNYCK cepii: dapmakoHarnsaay B YKpaiHi, AKWO BOHA BiAMiHHA BiA
TabneTok y ToBapucTtBeo 3 ynoBHOBa)eHOi ocobu, BignoeiganbHOI 3a 30iNCHEHHS
6nictepi, no 2 0oBMeXeHo hapMakoHarnagy (Bknovar4mn KOHTaKTHI AaHi) Ta/abo
6nictepu y navui 3 BiAMOBIAANBHICTIO 3MiHM y pO3MilLeHHI MacTep-chaiina cuctemu
KapToHy; no 10 "®APMEKC capmakoHarnsgy).
TabneTok y FPYIM", Ykpaina 3miHa ynoBHOBaxeHOoT 0cobu 3asiBHUKA,
6nictepi, no 5 BCi cTagii BiANoBiAanbHOI 3a dhapmakoHarnag. [litova pegakuis:
GnicTtepiB y navui BMPOGHMLTBA, LLleBuyeHko OneHa IropiBHa.
3 KapTOHY KOHTPOrb SIKOCTI, MponoHoBaHa pepakuis: MaHoBa OneHa MukonaisHa.
BUNYCK cepii: 3MiHa KOHTaKTHMX AaHWX YNIOBHOBaXXEHOI 0cobu
ToBapucTtBo 3 3asiBHUKA, BignosiganbHoi 3a hapmakoHarnsag. 3miHa
obmexeHoto HOMepa MacTep-ghanna cucteMu papmakoHarnsigy.
BiAnoBiganbHICTO
"®PapmaLeBTUYHa
KOMMaHis
"3popos'a"”,
YkpaiHa
52. OUKNAK® renb 5 %, no 50, CaHpos CnoBeHis Cantotac ®apma Himeyumna BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3minu | bes - UA/8908/01/01
F'ENb 100 ra6o 150 rB dapmach mbX Tmny - 3MiHM 3 siKOCTi. FoTOBUIA NikapCcbkMi 3acib. peuenma
Ty6i; no 1 Ty6i B toTikana KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
KapTOHHiIl kopobui a.a. MeToaax BUNpobyBaHHS rOTOBOrO MikapcbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepAKeHNX MeTofax
BUMNPOOYBaHHS) - HE3HaYHa 3MiHa 3@ NOKa3HUKOM
"KinbkicHuin Bmict" metogom BEPX nig yac
NPUroTyBaHHS €TarnoHHOro po34vuHy. 3miHa nonsrae B
KOPOTKii 06pO6LIi €TanoHHOro Po34uHy B
ynbTpa3ByKOBil GaHi Ans NiATPUMKU npoLiecy
PO34YMHEHHS €TANIOHHOI PEYOBUHM B PO3YNHHUKY
53. aunpepooon emMynbCia ans AT YkpaiHa AT "dapmak" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3minu | 3a - UA/15942/01/01
® EATA iHdpy3in, 10 mr/mn "®apmak” Tuny - 3MiHM LWoao 6e3nekn/edeKTUBHOCTI Ta peuernmom
no 20 mn B bapmakoHarnsgy (iHwi 3miH1) OHOBMNEHHS TEKCTY
amnyni; no 5 MapKyBaHHs yNakoBKW fikapcbkoro 3acoby, a came
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amnyn y nadui; no BUMYYEHO BUKINaAEHHS TEKCTY POCINCbKOK MOBOI Ta
20 mn y conakoHi; 3a3Ha4eHo NoroTun 3asBHKa BeegeHHS 3MiH
no 1 abo 5, abo no NpoTArom 6-Tn MicsALiB 3 AaTu 3aTBEPLKEHHS. 3MiHN |
10 conakoHis y Tuny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta
nasui; no 50 mny dapmakoHarnagy. 3MiHa y KOpOTKili xapakTepucTumui
conakoHi; no 1 nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii
nakoHy y nayui ANs MeAUYHOro 3acTOCyBaHHA Ha NiACTaBi perynspHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby,
abo gocnimxeHb 3 6e3neky 3acTocyBaHHS MikapcbKoro
3acoby B nicnsipeecTpauiiHui nepiod, abo sk
pe3ynbTaT OUiHKM 3BiTy 3 4OCMIAXEHb, NPOBEAEHNX
BignoBigHO 4o nnaHy negiaTpuyHux gocnigxeHs (PIP)
(3MiHY y3rofpkeHo 3 KOMNETEHTHUM YNOBHOBaXXEHUM
opraHom) 3miHV BHECEHO [0 TEKCTY MapKyBaHHS!
ynakoBKM Nikapcbkoro 3acoby, a came n.6 "IHLIE"
NepBUHHOI ynakoBku Ta n.7 "IHwi ocobnuei
3acTepexeHHs" BTOPUHHOI YNaKoBKM LWOA0 [04aBaHHA
3acTepexeHHs1 3 6e3nekun 3acTocyBaHHs Aito4oil
peyoBuHuM (propofol) arigHo pekomeHaauii PRAC
BBegeHHst 3MiH NpPOTArom 6-Tn mMicauis 3 gatu
3aTBEPAKEHHS
54. AnnPo®On emynbcia ang AT Ykpaina AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx matepianis: 3minu | 3a - UA/15942/01/02
® EATA iHdpysin, 20 mr/mn "®dapmak” TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
no 20 mn B dapmakoHarnsgy (iHwi 3miHM) OHOBMEHHSI TEKCTY
amnyni; no 5 MapKyBaHHS YNakoBKM fikapcbkoro 3acoby, a came
amnyn y nayuj; no BUITyYEHO BUKINAAEHHS TEKCTY POCICHKO MOBOO Ta
20 mn y crakoHi; 3a3HayeHo noroTun 3asBHUKa BeegeHHs 3MiH
no 1 abo 5, abo no NpoTArom 6-Tn MicAUIB 3 AaTV 3aTBEPKEHHS. 3MiHu |
10 cnakoHiB y Tuny - 3MiHK Woao G6e3nekn/edeKTUBHOCTI Ta
nayui; no 50 mny hapmakoHarnsigy. 3miHa y KopoTKili XxapakTepucTuui
dnakoHi; no 1 nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLi
hnakoHy y nauui Ans MEQUYHOTO 3acTOCyBaHHS Ha NiacTaBi perynsipHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby,
abo pocnigkeHb 3 6e3nekn 3acToCyBaHHS MikapCbKoro
3acoby B nicnsipeecTpadiliHuin nepiod, abo sk
pe3ynbTaT OUiHKM 3BiTy 3 4OCMiIXEHb, NPOBEAEHUX
BigNOBIQHO 40 NMnaHy negiatpuyHux gocnigkeHs (PIP)
(3MiHY Y3roxeHo 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom) 3MiHVM BHECEHO [0 TEKCTY MapKyBaHHS!
ynakoBKM Nikapcbkoro 3acoby, a came n.6 "IHLIE"
NepBUHHOI ynakoBku Ta n.7 "IHwWi ocobnuBi
3acTepexeHHs" BTOPUHHOI YNakoBKM LLOAO0 AOAaBaHHSA
3acTepexXeHHs 3 6e3nekn 3acTocyBaHHS Ajiloyoi
peyoBuHY (propofol) 3rigHo pekomeHaauii PRAC
BBegeHHs 3MiH NpoTArom 6-Tu Micauis 3 gaTtu
3aTBEpPAKEHHSA
55. AIATHON® MOPOLLOK ANns AT Ykpaina AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3MiHu | 3a He UA/11708/01/01
opanbHOro "®apmak” TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3acib. peuenmom nionsiz
po3uuHy, 64 CrabinbHicTb. 3mMiHa y TepMiHax npuaaTHoCTi abo ae

r/nakeT; no 73,69 r

ymoBax 36epiraHHsi FOTOBOrO fikapcbkoro 3acoby
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OJIOB)KEHHS 104aTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
MOPOLLIKY Y NaKeTi; (36inbLUEeHHs1 TepMiHY NPMAATHOCTi FOTOBOTO
no 4 naketn B nikapcbkoro 3acoby) - [ins Toproeoi ynakoBKku
naywji 3 KapToHy (nigTBEPAXKYETLCS AaHNMMN pearnbHOro Yacy)
36inbLUeHHs1 TepMiHy NpPMAATHOCTI FOTOBOrO
nikapcbKkoro 3acoby Ha OCHOBI MO3UTUBHUKX
pesynbTaTiB 4OBrOCTPOKOBUX AOCHiAKEHb
cTabinbHOCTI y peanbHOMy Yaci: 3aTBepaKeHo:
TepMiH npuagaTHOCTI 3 poKK.
3anponoHoBaHo: TepMiH npuaaTHocTi 5 pokiB. 3MiHK
BHeCeHi B po3ain "TepmiH npuaaTHOCTI" B IHCTPYKLUIiO
ONst MEAMYHOrO 3aCTOCYBaHHS nikapcbkoro 3acoby.
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBEPAKEHHS.
56. OOKCOPYBIL | koHueHTpaT ans Akkopg, Monblwa BUPOBHMUTBO, Inpis/ BHECEHHS 3MiH O peecTpaLiiHMX maTtepianis: 3MiHu | 3a He UA/17439/01/01
WUH AKKOP[ PO34MHY Ans Xenckea KOHTPOIb SKOCTI, Benuka THny - 3MiHKM 3 sikocTi. FoToBUIA NikapcbkMin 3aci6. peuenmom nidnsie
iHdpy3in 2 mr/mn; Moncka nepBuHHe Ta Bpuranis/ 3MiHn y BUpOBHMLTBI. 3MiHa iMnopTepa/3miHu, Wwo ae
no 5 mn (10 mr), Cn. 3.0.0. BTOPUHHE YropwuHa/ CTOCYHTbCS BUMYCKY Cepil Ta KOHTPOMO AKOCTI
10 mn (20 wmr), 25 nakyBaHHS: Monblwa roToOBOroO Jlikapcbkoro 3acoby (3amiHa abo AogaBaHHs
mn (50 wr), 50 mn IHTac BMPOGHMKA, Lo Bianosigace 3a BBe3eHHs Ta/abo

(100 mr), 100 mn
(200 mr) y
dnakoHi; no 1

dnakoHy y
KopobLi 3 KapTOHY

dapmachbioTikanc
Nimiten, IHaia
BMPOGHMLTBO,
KOHTPOIb SIKOCTI,
nepBUHHE Ta
BTOPUHHE
naKyBaHHs:
IHTac
dapmachbioTikanc
Nimiten, IHaia
BigNoBiganbHUN
3a BUNYCK cepii:
Akkoppg Xenckea
Nimiten, Benuka
Bputanis
BTOPUHHE
naKyBaHHs:
Akkopp Xernckea
Nimiten, Benuka
BpuTaHis
KOHTPOSb SIKOCTi
cepin:
BeccniHr XaHrepi
KdpT., YroplumHa
KOHTPOMb SIKOCTI
cepii:
SAPMABAIIO
nTo.
MikpobionoriuyHa
naboparopis,
YropwuHa

BUMYycK cepii) - He Bkntovatoum
KOHTPOSb/BUNpoByBaHHA cepii. [loaaBaHHS AinbHWL,
Lo BigNoBiAae 3a BUNycK cepii Akkopa Xenckea
Moncka Cn.3 0.0. Cknag Imnoptepa, By”n. JlyTomepcka
50, Mab6’aHiue, 95-200, Monbla/Accord Healthcare
Polska Sp. z.0.0. Magazyn Importera, ul. Lutomierska
50, Pabianice, 95-200, Poland. 3miHu BHeceHi B
iHCTPYKLUil0 ANs MeQnYHOro 3acTOCYyBaHHS NikapCbKOro
3acoby y po3ginu "BupobHuk", "Micue3HaxomKeHHs
BMPOGHMKa Ta agpeca Micusi TPOBagXeHHs! oro
OignbHOCTI" 3 BiANOBIAHMMYN 3MiHAMW B TEKCTi
MapKyBaHHS yNakoBoK. BBeAeHHs 3MiH npoTsarom 6-tu
MicsILiB Micnsi 3aTBEPOKEHHS
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OJIOB)KEHHS 104aTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
BignosiganbHuit
3a BMNyCK cepil:
Akkopa Xenckea
Moncka Cn. 3 0.0.
Cknag ImnopTepa,
MNonbLa
57. OOLETAKCE KOHUEeHTpaT ang Akkopg, Icnanisa BMPOGHMLTBO, IHgis/ BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3MiHu | 3a He UA/17408/01/01
1 AKKOP[ pPO34MHy ans Xerckea KOHTPOSb SIKOCTI, Benvka Tmny - 3MiHM 3 sikocTi. FoTOBUIA NikapcbkMi 3aci6. peuenmom niodnsie
iHdysin, 20 mr/mm; C.JLY. nepBuHHE Ta BpwuTaHis/ 3MiHM y BUpoBHMUTBI. 3MiHa iMnopTepa/3amiHu, LWo ae
no 1 mn (20 mr) BTOPUHHE MonbLa/ CTOCYIOTbCS BUMYCKY Cepil Ta KOHTPOIO SKOCTI
a6o 4 mn (80 mr) nakyBaHHS: YropwuHa/ roToOBOroO Jlikapcbkoro 3acoby (3amiHa abo gogaBaHHs
a6o 8 mn (160 mr) IHTac ManbTa/ BMpOGHMKa, Lo BignoBigae 3a BBe3eHHs Ta/abo
y dnakoHax, no 1 dapmachbtoTikanc TypeyvurHa BMNYCK cepii) - He Bknovaoumn

¢nakoHy B
KapTOHHIN navui

Nimiten, IHaia
IHTac
dapmachbtoTikanc
Nimiten, IHaia
BTOPUHHE
naKyBaHHS:
Akkopa Xenckea
Nimiten, Benuka
Bputanis
CuHonTtus
IHpactpian Cn.3
0.0., MNonbLya
KOHTPOMb SIKOCTI
cepii:
BeccniHr XaHrepi
K., YropwuHa
dapmagokc
Xenckea JlTa.,
ManbTa
BMPOGHMLTBO,
nepBrHHE Ta
BTOPUHHE
naKyBaHHs:
OHko Inak CaH. Be
Tinx. A.C.,
TypeyunHa
BianosiganbHUn
3a BMNyCK cepil:
Akkopg Xenckea
JlimiTen, Benuka
BpuTaHis
KOHTPOMb SIKOCTI
cepii:
SAPMABAINIO
nTo.
MikpobionoriyHa
naboparopis,

KOHTPOMb/BUNPOBYBaHHA cepii - AogaBaHHA AinbHUUI,
Lo BignoBigae 3a Bunyck cepii AKKopa Xenckea
Moncka Cn.3 0.0. Cknag Imnoptepa Byn. JlyTomepcka
50, Ma6’aHiue, 95-200, MonbLa/

Accord Healthcare Polska Sp. z.0.0. Magazyn
Importera ul. Lutomierska 50, Pabianice, 95-200,
Poland. 3miHn BHeCeHi B iHCTPYKLiO AN MeguyHoro
3acTocyBaHHs NikapcbKkoro 3acoby y po3ginu
"BrpobHuk", "Micue3aHaxomkeHHs BUpobHuka Ta
agpeca Micusi NPOBaMKEHHS NOro AisanbHocTi" 3

BiAMNOBIOHVMMW 3MiHAMU B TEKCTI MapKyBaHHS YNakoBOK.

BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS.
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IIponmosxkeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
YropwuHa
BigNoBiganbHUN
3a BMNyCK cepil:
Akkopa Xernckea
Moncka Cn. 3 0.0.
Cknag ImnopTepa,
MNonbwa
58. OPOTABEPU | Ttabnetku no 40 mr | TOBAPUC YkpaiHa BCi cTagii YkpaiHa BHECEHHS1 3MiH 0 peecTpauiiHux maTepianis: 3amMiHa 6e3 - UA/10344/01/01
H no 10 Tabnetok y TBO 3 BUPOGHMUTBA, 3asBHuKa J13 (MIBI) (BnacHuka peecTpauiitHoro peuenma
6nictepi; no 1 abo | OBMEXE KOHTPOIb SKOCTI, nocsigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
2 Gnictepu B HOIO BUMYCK cepii: 460). BBegeHHs 3MiH NpoTsArom 6-Tv MicsiLiB nicnsi
kopobui 3 kapToHy; | BIAMOBIA ToBapucTBo 3 3aTBepAKEHHS. 3MiHu | Tuny - 3MiHW Woao
no 10 TabneTtoky AJTbHICT obmexeHoto 6esnekn/edeKTMBHOCTI Ta bapmakoHarnsaay.
6nictepax 10) BiANOBIgaNbHICTIO BBegeHHst abo 3MiHM 4o y3aranbHEHUX AaHuX nNpo
«KOPMOP "NocnigHnin 3aBog cvcTeMy chapmakoHarnsgy (BBeAeHHs y3aranbHeHNX
ALIA "THUNC", YkpaiHa AaHuX Npo cuctemy hapmakoHarnsgy, 3aMiHa
«30POB BCi cTagii ynoBHOBa)eHOi ocobu, BignosiganbHOI 3a 30iNCHEHHS
"Ax BUPOBHMUTBA, hapmakoHarnsigy; KOHTakTHoi ocobu 3
KOHTPOIb SKOCTI, apmakoHarnsay 3asiBHUKa Ans 30iNCHEHHS
BUMYCK Cepil: thapmakoHarnagy B YKpaiHi, SKLWO BOHA BigMiHHA Big
ToBapucTBeo 3 ynoBHOBa)eHOi ocobu, BignosiganbHOI 3a 30iNCHEHHS
0oBMexeHo dapmakoHarnagy (BKovar4mn KOHTaKTHI AaHi) Ta/abo
BignoBiganbHICTO 3MiHW Yy pO3MilLleHHI MacTep-charnna cuctemm
"®APMEKC dapmakoHarnsgy).
FPYM", Ykpaina 3MiHa ynoBHOBaXKeHOi 0cobu 3asiBHMKA,
BCi cTagii BignosiganeHoi 3a hapmakoHarnsag. [itoya pegakuis:
BMPOGHMLTBA, LLleBuyeHko OneHa IropiBHa.
KOHTPOIb SKOCTI, lMponoHoBaHa pepakuis: Manosa OneHa MukonaisHa.
BUMYCK cepii: 3MiHa KOHTaKTHMX JaHWUX YNOBHOBaXEHOI 0cobu
ToBapwucTtBo 3 3asiBHUKA, BignosiganbHoi 3a hapmakoHarnsg. 3miHa
obmesxeHo HOMepa MacTep-ganna cuctemm hapmakoHarnsgy.
BiANOBiganNbHICTIO
"®PapmaLeBTUYHa
KOMMaHisi
"3popos's",
YkpaiHa
50. AY®ACTOH® | TtabneTku, BKpUTI ABGoTT HipnepnaH ABGOTT HipepnaHam | BHeCeHHs 3MiH [0 peecTpauiiHix maTepianis: 3minu | 3a - UA/3074/01/01
nniBKOBOI Xenckea an Bionogxikana b.B. TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3acib. peuenmom
obornoHkoto, no 10 MpoaakTc KoHTponb roToBoro nikapcbkoro 3acoby (iHLui 3mMiHu)
mr, no 14 a6o 20, B.B. 3miHn B MKA J13, a came: JONOBHEHHSA ONUCOM BXe
abo 28 TabneTtok y 3aTBEPKEHUI MeToa BUNpobyBaHH:A “OgHOpPIAHICT
6nicTepi; no 1 [030BaHNX OAMHWLBL" 3 BHECEHHAM pefaKuiiHoro
6nictepy B YTOYHEHHS Ao crieumdikadii. 3miHn | Tuny - 3miHn 3
KapTOHHIl kopobui sikocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb roToBoro
nikapcbkoro 3acoby (iHLi 3MiHK) BHeCeHHs 3MiH B
MKA N3, a came: He3Ha4yHa 3MiHa B ONUCI METOAUKM
“loeHTudpikauis, KinbkicHe BU3Ha4YeHHs
avaporectepoHy i UnctoTta (BU3Ha4YeHHs NpoayKTiB
nerpagauii) B Tabnetkax metogom BEPX “
60. EBKABAJI®6 NMOpPOLLOK ANt ecnapmMa Hime4ymH NiHgodapm MM6X HimeydnHa BHECEHHS 3MiH 0 peecTpauifHMX MaTepianis: be3 - UA/16272/01/02




36 ITpogoBxeHHs HogaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
00 CALLE oparnbHOoro b6X a TexHiyHa nomurnka (3rigHo Hakasy MO3 Big peuenma
po34mHy no 600 23.07.2015 Ne 460) BunpaBneHHs TEXHIYHOI NOMWIIKH,
Mmr; no 3 r B calue; 3rigHo n.2.4. n.n. 4 po3ainy VI Hakaszy MOS Ykpainu
no 10, a6o no 20, Big 26.08.2005p. Ne 426 (y pepakuii Hakazy MO3
abo no 50 cawe B Ykpainum Big 23.07.2015 p. Ne 460) y Cneuundikauii
KapTOHHIN MKA N3 wono nepiognyHOCTi KOHTPOSIO 3a
ynakoBuUj nokasHukom «MikpobionoriyHa uuctoTar, a came
3a3HayveHo: «*lepeBipseTbcs KOXHa 4-Ta cepis, ane
LLloHariMeHLUe 1 cepist Ha piK.» 3aMiCTb KOPEKTHOro
«*TepesipsieTbes koxHa 10-Ta cepis, ane
LoHariMeHLe 1 cepist Ha piK.»
3arteepaxeHo: Cneuudikauis MikpobionoriyHa
yucToTa BignosigHo Ao BUMOr Ans HEBOAHUX
npenaparis Ans nepopasbHOro 3acTocyBaHHs €Bp.
dapwm., 5.1.4* €sp. Papm., 5.1.4 *TepesipsieTbes
KOXHa 4-Ta cepisl, ane woHarimeHLue 1 cepis Ha pik.
3anponoHoBaHo: Cneundikauis MikpobionoriyHa
yucTtoTa BignosigHo 0o BUMOr Anst HEBOOHUX
npenapariB A nepopanbHOro 3acTocyBaHHs €Bp.
dapwm., 5.1.4* €sp. Papm., 5.1.4 *TepesipsieTbes
KoxHa 10-Ta cepis, ane woHanmMeHwe 1 cepis Ha pik.
3a3HaveHe BUNpaBrieHHs Bignosigae martepianam
peecTpauiiHoro Aocke, ki NpeacTaBreHi B apxisi
(po3ain 3.2.P.5.1. Cneumdikauis)
61. EOEM® cupon, 0,5 mr/mn AT Ykpaina AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu | bes - UA/7746/01/01
no 60 mn a6o no "®apmak” Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenma
100 mn 'y dpnakoHi; dapmakoHarnsgy (iHwi 3miHM) OHOBREHHSI TEKCTY
no 1 cpnakony MapKyBaHHS YNaKoBKM IikapCbkoro 3acoby, 3okpema
pasoM 3 FNOXKO BUYyYeHHS iHopMaLlii, 3a3Ha4YeHOi POCINCbKOID
[03yBarbHO Ta MOBOIO, Ta BHECEHHS1 HE3HAYHUX pefaKLiHUX NPaBokK
003Yo4nM no TekcTy. TepmiH BBEAEHHSA 3MiH NpoTArom 6 micauis
CTakaHoM y nayui nicns 3aTBEpAXKEHHS!
62. EK30O-TI®IH cnpen HawkipHuin, | TOBAPUC YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHa - - UA/18287/01/01
po3uuH, 10 mr/mn; TBO 3 obmesxeHo 3asBHuka 13 (MIBI1) (BnacHvka peecTpauiiHoro
in bulk: no 10 n OBMEXE BianoBiganbHicTO nocsigyeHHst) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
abono 50 ny HOKO "®apmaueBTuyHa 460) BBegeHHs 3MiH NpoTsiroM 6-Tu MicsuiB nicns
6ouyui BIAMNOBIA KOMMNaHis 3aTBEepAKEHHST; 3MiHu | Tuny - 3miHM Wwoao
AJIbHICT "3gopos's" 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
o BBeneHHs abo 3miHM [0 y3aranbHEHUX aHUX Npo
«KOPINOP cvcTemy chapmakoHarnsay (BBeAeHHS y3aranbHeHNX
AUIA AaHuX Npo cuctemy chapMakoHarnsgy, amiHa
«300POB yrnoBHOBaxeHoi ocobu, BignosiaansHoi 3a 3ginCHEHHS
Ay dapmakoHarnsay; KOHTakTHoOi ocobu 3

dapmakoHarnagy 3asBHUKa ANns 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, SKLo BOHa BiAMiHHa Big
YNOBHOBaXXEHOI 0CO0U, BiANOBIAaNbHOI 3@ 34iCHEHHS
hapmakoHarnsigy (BKoYarum KOHTaKTHI AaHi) Ta/abo
3MiHM Yy pO3MiLLeHHi MacTep-ganna cucTtemm
dapmakoHarnagy) - 3miHa ynoBHoBaXkeHoi ocobu
3asBHYKa, BignosiganbHoi 3a dapmakoHarnsag fitoya
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IIponmosxkeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
pepaxuisi: LeueHko OneHa IropiHa NponoHoBaHa
pegaakuis: NaHoBa OneHa MukonaisHa 3miHa
KOHTaKTHMX AaHWNX YNOBHOBaXEHOI 0COOU 3asiBHUKA,
BignoBiganbHoi 3a papmakoHarnsag 3miHa Homepa
MacTtep-panna cuctemu dpapmakoHarnsgy
63. EK3O-TI®IH cnpen HawkipHuin, | TOBAPUC Ykpaina ToBapuctso 3 Ykpaina BHECEHHS 3MiH 4O peecTpaLinHMX MaTepianis: 3MiHa bes - UA/18288/01/01
po3uuH, 10 mr/mn TBO 3 obmexeHoto 3asBHuka 13 (MIBI) (BnacHuka peecTpauiiHoro peuenma
no 8 mnabono 15 | OBMEXE BianoBsiganbHiCcTO noceigyeHHs) (3rigHo Hakady MOS3 Big 23.07.2015 Ne
My dhrakoHi; no HOHO "papmaueBTUYHa 460) BeegeHHs 3MiH NpoTsArom 6-Tu micsuis nicns
1 donakoHy y BIONOBIA KOMMaHis 3aTBepAKeHHS; 3MiHu | Tuny - 3MiHK Wwoao
KopobLi 3 KapTOHY ANBHICT "3popos's" 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
o BBeneHHs abo 3miHM A0 y3aranbHEHUX AaHuX Npo
«KOPINOP cuctemy chapmakoHarnsaay (BBeAeHHS y3aranbHeHNX
AUIA OaHuX Npo cuctemy bapmakoHarnagy, amiHa
«30POB ynoBHOBa)eHOi ocobu, BignosiganbHOI 3a 30iNCHEHHS
Ay hapmakoHarnsay; KOHTakTHoi ocobu 3
chapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
thapmakoHarnagy B YKpaiHi, SKLWO BOHa BigMiHHA Big
YNOBHOBaXXEHOI 0cO0U, BiANOBIAaNbHOI 3a 34iINCHEHHS
hapMakoHarnagy (Bkrovar4mn KOHTaKTHI AaHi) Ta/abo
3MiHW Yy pO3MilLleHHI MacTep-charnna cuctemm
dapmakoHarnagy) - 3miHa ynoBHoBaXkeHoi ocobu
3asBHMKa, BiANOBI4anbHOI 3a hapmakoHarnsg Lditoya
pepakuis: LleByeHko OneHa IropisHa MponoHoBaHa
pepakuis: NaHoBa OneHa MukonaisHa 3miHa
KOHTaKTHMX JaHWX YNOBHOBaXEHOI 0CObU 3asiBHUKA,
BigMNoBiganbHoi 3a hapmakoHarnsg 3miHa Homepa
MacTep-canna cuctemy dpapmakoHarnsgy
64. EK3O-TI®IH kpem, 10 mr/r, in TOBAPUC Ykpaina Tosapuctso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauifHUX MaTepianis: 3aMiHa - - UA/18287/03/01
bulk: no 10 kry TBO 3 0BMexeHo 3asBHuka J13 (MIBI) (BnacHuka peecTtpauiiHoro
6oy OBMEXE BiAMOBIAANBLHICTIO nocsigyeHHs) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
HOKO "®PapmaLeBTUYHa 460). BBegeHHs 3MiH NpoTsiroM 6-Tu MicsuiB nicnsi
BIANOBIA KOMnaHis 3aTBepOKeHHS. 3MiHu | Tuny - 3miHn Wwopao
AJTbHICT "3popos's" 6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
o BBeneHHs abo 3miHM A0 y3aranbHEHNX aHUX Npo
«KOPTIOP cucTemMy chapmakoHarnsay (BBeAeHHs y3ararnbHeHNX
AlUIA [aHuX Npo cuctemMy hapMakoHarnsigy, amiHa
«300POB yrnoBHOBaxeHoi ocobu, BignosiaansHoi 3a 3ginCHEHHS
Ax (hapmakoHarnsigy; KOHTakTHoi ocobu 3

dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSsI
dapmakoHarnagy B YkpaiHi, SKLWo BOHa BiAMiHHa Big
yMNOBHOBaXeHOoI ocobu, BianosiaansHoi 3a 3aiNCHEHHS
dapmakoHarnsay (BkoYarum KOHTaKTHI AaHi) Ta/abo
3MiHM Yy pO3MiLLeHHi MacTep-ganna cucTtemm
dapmakoHarnsigy).
3MiHa ynoBHOBaXKeHOi 0cobu 3asiBHMKA,
BignosiganbHoI 3a hapmakoHarnsag. [itoya pegakuis:
LLleBuyeHko OneHa IropieHa. MponoHoBaHa pegakuis:
MaHoBa OneHa MukonaiBHa. 3MiHa KOHTaKTHUX AaHMX
YNOBHOBaXeHOI 0cobu 3asiBHUKA, BiANOBIganbHOI 3a




38

OJIOB)KEHHS 104aTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka
¢opma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Pekna
MyeaH
Hs*

Homep
peecmpayitiHo20
noceio4yeHHs1

dapmakoHarmsa.
3miHa Homepa macTep-gainna cuctemm
dapmakoHarnsgy

65.

EK3O-TI®IH

kpem, 10 mr/r no
15ry 1y6i, no 1
Ty6i y kopobui

TOBAPUC
TBO 3
OBMEXE
HOKO
BIONOBIA
AJIbHICT
o
«KOPMOP
ALIA
«300POB
"Ax

Ykpaina

ToBapwucTtBso 3
0oBMeXeHo
BignoBiganbHICTO
"PapmaueBTUYHa
KOMNaHisa
"3popo.'s"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHa
3asBHuKa J13 (MIBI) (BnacHuka peecTpauiiHoro
nocsigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
460). BBegeHHs 3MiH NpoTAromM 6-Tu micauis nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3MiHW Woao
6e3nekn/echbeKTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM [0 y3aranbHEHUX aHUX Npo
cucTemMy chapmakoHarnsay (BBeAeHHs y3aranbHeHnX
[AaHuX Npo cuctemy hapmakoHarnsgy, aMiHa
YNOBHOBaXXEHOI 0CO0U, BiANOBIAaNbHOI 3a 3A4iINCHEHHS
thapMakoHarnagy; KOHTakTHoi ocobu 3
chapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
dapmakoHarnagy B YkpaiHi, SKL0 BOHa BiAMiHHA Big
yNoBHOBa)eHOi ocobu, BignoeigansHoi 3a 34iMCHEHHS
hapMakoHarnagy (BkMovar4mn KOHTaKTHI AaHi) Ta/abo
3MiHM y pO3MilLeHHI MacTep-chaiina cuctemu
dapmakoHarnsgy).
3MiHa ynoBHOBaXeHOi 0cobu 3asiBHMKA,
BignoBiganbHoi 3a chapmakoHarnsag. [itoya pegakuis:
LLleBueHko OneHa lropiBHa. [MponoHoBaHa peaakuis:
MaHoBa OneHa MukonaiBHa. 3MiHa KOHTaKTHUX AaHuX
yrNoBHOBaXeHoI 0cobu 3asBHUKa, BiAMOBIAANbHOI 3a
hapmakoHarnsg.
3miHa Homepa macTep-anna cuctemm
dapmakoHarnsgy

6e3
peuenma

UA/18288/03/01

66.

EHANO3NA®
12,5

Tabnetku; no 10
Tabnetoky
6nictepi; no 2 abo
no 3 6nictepu B
naJui 3 KapToHy

AT
"®apmak”

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3MmiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta
dapmakoHarnsagy (iHwi 3amiHn) - 3MiHM BHECEHO B
TEKCT MapKyBaHHSA NEePBUHHOI Ta BTOPUHHOI YNaKOBKU
nikapcbkoro 3acoby, a came BUNy4eHHs iHpopmadlii
pOCifiCbKoo MOBOI. BBEAEHHSA 3MiH NpoTArom 6-Tu
MicsiLiB Micnsi 3aTBEpPOXKEHHS

3a
peuenmom

UA/0702/01/01

67.

EHOO®AIbK

NOPOLLOK Ans
opanbHoro
pO34umHy; no 55,
318 r nopoLuky y
naketi; no 6
nakeTiB y kopoobui
3 KapTOHY

Op. ®anbk
dapma
beX

HimeuumnH
a

Op. ®anbk Papma
'm6X, HimeuunHa
(BignoBigansHWi
3a BUMYCK cepint
KiHLLEBOro
npoaykTy Ta
anbTepHaTMBHE
BTOPWHHE
nakyBaHHs1); Knoke
dapma-Cepsic
'm6X, Himeuunna
(BUPOBHMK
[030BaHoi hopmu,
nepBUHHE Ta
BTOPUHHE

HimewumHa/
ITanis

BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minHu |
TMny - 3MiHK 3 SKoCTi. [OTOBMI Nikapcbkuin 3acib.
Cunctema KoHTenHep/3akynoptoBarbHuii 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo JonycTUMNX Mex
NepBUHHOI yNaKkoBKM rOTOBOTO NiKapCbKoro 3acoby
(BMNYyYEHHSA He3HaYHOro Noka3Huka (Hanpuknag
3acTapinoro nokasHuka)) OHoBneHHs p. 3.2.P.7.
CuctemMa KoHTenHep/ 3akynoproBanbHui 3acib, a came
BUIyYeHHs nokasHuka MigHicts (Durability) 3i
cneumdikauii Ha NEPBUHHNUIA NaKyBanbHWUI MaTepian
(nakeTwn); BHECEHHST pedakuUiiHMX 3MiH A0 cneuudikauii
Ha NepBUHHWI NakyBanbHWUM MaTepian. 3miHum | Tuny -
3MiHu 3 AkocTi. [oToBMI Nikapcbkui 3acib. Cuctema
KOHTeNHep/3akynoptoBanbHuii 3acio. 3miHa
napamMeTpiB cneuudikauin Ta/abo JoNyCTUMUX MEX

6e3
peuenma

UA/4197/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
nakyBaHHs); NepBMHHOT YNakoBKM rOTOBOTO NikapCbKoro 3acoby

JlosaH dapma
'mM6X, HimewunHa
(BMPOBHYMK
[030BaHoi hopmu,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs);
C.LLT. c.p.n.
Cepsisio
IHTepHauioHane,
ITanis (BUpoOBHMK
[030BaHoi hopmu,
nepBUHHE Ta
BTOPUHHE
naKkyBaHHS)

(BUMYYEHHS HE3HAYHOIO NMOKa3HVKa (Hanpuknag
3acTapinoro nokasHuka)) OHoBneHHs p. 3.2.P.7.
Cuctema KoHTelHep/ 3akynoptoBanbHui 3acib, a came
BUITyYEHHS BUNPOOYBaHHSA Ha BidyanbHy iAeHTUYHICTb!
TekcT/rpagoika (visual identity tests: text/graphics) si
cneumdikauii Ha NEPBMHHUIA NaKyBanbHWIN MaTepian
(nakeTn); BHECEHHSI pedakLUiHMX 3MiH Jo cneuumdikauii
Ha NepBUHHWUI NakyBanbHU MaTtepian. 3MiHu | Tuny -
3MiHu 3 sikocTi. F'oToBWI Nikapcbkuii 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo 4onyCTUMMUX MeX
NepBUHHOI YNaKoBKM FOTOBOTO NiKapCbKoro 3acoby
(BUMYYEHHS1 HE3HAYHOIO NMOKa3HWKa (Hanpuknag
3acTapinoro nokasHuka)) OHoBneHHs p. 3.2.P.7.
Cuctema KoHTenHep/ 3akynoproBanbHui 3acib, a came
BUIyYeHHs nokasHuka Tect ans nanepy (Test for
paper) 3i cneumdikaLii Ha NepPBUHHWIA NaKyBanbHWUIA
marepian (nakeTu); BHECEHHS pefakLiiH1X 3MiH A0
cneumdikauii Ha NepBUHHUI NaKyBanbHUI maTepian.
3MiHn | TMny - 3MiHK 3 sKocTi. FOTOBMI Nikapcbkuii
3aci6. Cuctema KoHTenHep/3akynoproBanbHuUiA 3acio.
3miHa napameTpiB cneundikaui Ta/abo gonycTummx
MEX NepPBUHHOI YNaKOBKN FOTOBOrO NiKapCbKoro
3acoby (BUNyYeHHs1 HE3HAYHOro NOKa3HMKa
(Hanpuknag 3acTapinoro nokasHuka)) OHOBMNEHHS p.
3.2.P.7. Cuctema KoHTelHep/ 3akynoptoBarnbHUii
3acib, a came BUIyYEHHs NokasHMka TeCT Ha arntoMiHin
(Test for aluminium) 3i cneuudikauii Ha NnepBUHHNIA
nakyBanbHUi MaTtepian (NakeTu); BHECEHHSI
penakuinHmx 3miH 4o cneumdikaLii Ha NepBUHHUI
nakyBarnbHuii matepian. 3miHu | Tuny - 3miHu 3 sKoCTi.
[oToBMI Nikapcbkuin 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo oonycTUMmNX Mex
NepBUHHOI YNaKoBKM FOTOBOrO NiKapCbKoro 3acoby
(BUNYYEHHS HE3HAYHOTO MOKa3HWKa (Hanpuknag,
3acTtapinoro nokasHuka)) OHoBneHHs p. 3.2.P.7.
CucTtema koHTelHep/ 3akynoptoBanbHuUiA 3acib, a came
BUIy4YeHHs nokasHuka CknetoBaHHs (Bonding) 3i
cneumdikauii Ha NEpBMHHUIA NaKyBarnbHWIA MaTepian
(nakeTn); BHECEHHS peAakuUiiHUX 3MiH 4o cneundikauii
Ha NepBUHHWI NakyBanbHW MaTtepian. 3miHu | Tuny -
3MiHu 3 akocTi. [oToBMI Nikapcbkui 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHuiA 3acit. 3miHa
napameTpiB cneuudikauin Ta/abo JonycTUMNX Mex
NepBUHHOI yNaKoBKM rOTOBOTO NiKapCbKoro 3acoby
(BUMYYEHHS1 HE3HAYHOIO MOKa3HWKa (Hanpuknag
3acTapinoro nokasHuka)) OHoBneHHs p. 3.2.P.7.
CuctemMa KOHTeHep/ 3aKynoproBanbHui 3acib, a came
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IIponmosxkeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
BUIyYeHHS nokasHuka Napametp ToBLmMHM (Thickness
parameter) 3i cneumdikaLii Ha NePBUHHNI
nakyBanbHU/ maTepian (NakeTun); BHECEHHSI
peaakuinHMx 3miH 4o cneumdikaLii Ha NepBUHHUI
nakyBanbHuin matepian. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
["oToBMI nikapcbkmin 3acib. Cuctema
KOHTEeWHep/3aKkynoptoBanbHuiA 3acit. 3miHa
napameTpiB cneuudikauin Ta/abo 4onyCTUMNX MeX
NepBUHHOI YNaKkoBKM rOTOBOTO NiKapCbKoro 3acoby
(BUMYYEHHS HE3HAYHOrO MoKasHWKa (Hanpuknag
3acTapinoro nokasHuka)) OHoBneHHs p. 3.2.P.7.
CuctemMa KoHTelHep/ 3aKkynoptoBanbHuii 3acib, a came
BUITyYeHHA nokasHuka BnacHa Bara (Individual
weights) 3i cneuudikauii Ha NepBUHHUIA NakyBarbHWN
mMaTtepian (naketu); BHECEHHN pefaKLiiHNX 3MiH 40
cneuudikaLii Ha NePBUHHUIA NaKyBanbHWA MaTepian.
3MiHn | TMny - 3MiHK 3 sKocTi. FOTOBMI Nikapcbkuii
3aci6. Cnctema KoHTelHep/3aKkynoproBanbHUiA 3acio.
3MiHa nocTavanbHUKa nakyBanbHUX maTepianis abo
KOMMMEKTYIUMX (SIKLLO 3a3HaYeHO B OCHE)
(BUNy4eHHsi noctavanbHunka) OHoBneHHs p. 3.2.P.7.
Cuctema KoHTenHep/ 3akynoproBanbHui 3acib, a came
BUAANeHHs NOCUMNaHHSA Ha NocTayarnbHUKIB NEPBUHHOT
yNaKoBKM
68. EPOTOH® Tabnetkun no 100 MPAT Ykpaina BiAMOBiAANbLHWIA YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu | 3a He UA/4652/01/02
mr; no 1 abo no 2, "®ITOOA 3a BUpOBHMLTBO, Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom nionse
abo no 4 TabneTku PM" nepBUHHE, bapmakoHarnsgy (iHwi amiHn) 3miHuM BHeceHo B ae
y 6nictepi; no 1 BTOPUHHE iHCTPYKLUIiO ANS MeQNYHOro 3aCTOCyBaHHS NikapCbKOro
6nictepy B nayui 3 nakyBaHHS, 3acoby go po3aginis "lMNobivHi peakuii” Ta "3asBHUK"
KapToHy; no 4 KOHTpOrb Ta LLoao NoBiAoMIEHb Npo Nigo3ptoBaHi NobivHi peakLii.
TabneTkn 'y BUNYCK cepii: TepmiH BBEAGHHS 3MiH NPOTArom 6 micauis nicns
6nicTepi; no 2 MPAT 3aTBEePAKEHHS
6nictepu B nayui 3 "OITOPAPM",
KapTOHY YkpaiHa
BigNoBiganbHUN
3a BUpOBOHMLTBO,
NepBuHHE,
BTOPUHHE
nakyBaHHs,
KOHTPOMb SIKOCTi:
TOB
"AcTtpadapm”,
YkpaiHa
BignoBiganbHUN
3a BUpOBHMLTBO,
NnepBuHHE,
BTOPUHHE
nakyBaHHsi,

KOHTPOIb SIKOCTi:
AT "Bitaminun",
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka
¢opma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Pekna
MyeaH
Hs*

Homep
peecmpayitiHo20
noceio4yeHHs1

Ykpaina
BigNoBiganbHUN
3a BUPOBHULITBO,
nepBUHHE,BTOPUH

He MaKyBaHHS,
KOHTPOSb SIKOCTi:
AT "Ny6Hndpapm”,
YkpaiHa

69.

EPOTOH®

Tabnetku no 50
mr; no 1 abo no 2,
abo no 4 Tabnetkn
y GnicTepi; no 1
6nictepy B nauui 3
KapTOHY; no 4
TabneTkn y
6nictepi; no 2
6nictepu B navui 3
KapToHY

MPAT
"OITOPA
PM"

YkpaiHa

BigNoBiganbHUN
3a BUPOBHULTBO,
nepBuHHE,
BTOPUHHE
nakyBaHHs,
KOHTpOrb Ta
BUMYCK Cepil:
MPAT
"®ITOPAPM",
YkpaiHa
BiAnoBiganbHWn
3a BUPOBGHULTBO,
nepBuHHE,
BTOPWHHE
nakyBaHHS,
KOHTPOIb SIKOCTi:
TOB
"AcTtpadapm”,
YkpaiHa
BianoBiganbHWn
3a BUpOBHMLTBO,
nepBUHHE,
BTOPWHHE
nakyBaHHs,
KOHTPOIb SIKOCTi:
MAT "Bitaminn",
YkpaiHa
BigNoBiganbHUN
3a BMPOOHULITBO,
nepBUHHE,BTOPUH
He nakyBaHHs,
KOHTPOIb SIKOCTi:
AT "Ny6Hnpapm",
YkpaiHa

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLlinHmux maTtepianis: 3MiHu |
Tuny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta
dapmakoHarnagy (iHwi amiHn) 3mMiHM BHECEHO B
iHCTPYKLUil0 ANs MeQNYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby no posainis "lMobivHi peakuii” Ta "3aaBHUK"
LLIOAO0 MOBigOMIEHb NPO NiAo3ptoBaHi NoBIYHI peakLii.
TepmiH BBEAEHHA 3MiH NpoTAroM 6 micauis nicns
3aTBEPAKEHHS

3a
peuenmom

He
nionse
ae

UA/4652/01/01

70.

ECNA-KAPB®

Tabnetku no 10 mr
no 25 tTabnetok y
6nicTepi, no 2 abo
no 4 Gnictepny
KapTOHHIl kopobui

ecnapma
m6X

HimeyuunH
a

ecnapma ®apma
Cepsices 'M6X,
HimeyunHa
(BTOPUHHE
nakyBaHHs1);
TNingodapm MM6X,
HimeuunHa
(BPOBHMLUTBO

Himeyunna

BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu |
Tuny - 3MiHK Wwopao H6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3miHM) OHOBREHHSI TEKCTY
MapKyBaHHS1 BTOPUHHOI YMaKoBKYM NikapcbKoro 3acoby

3a
peuerimom

UA/12191/01/02




42 [IpomoBxeHHS J0aTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
bulk, nepBuHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
KOHTPOIb SIKOCTI,
BUMYCK cepii)
71. ECNA-KAPB® | Tabnetku no 5 mr ecnapmMa HimeyumH ecnapma ®apma HimeyunHa BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3minu | 3a - UA/12191/01/01
no 25 tabnetok y 'M6X, a Cepsices 'M6X, My - 3MiHK Wopo 6e3nekn/edeKTUBHOCTI Ta peuenmom
6nictepi, no 2 abo HimeyumH HimeuyunHa capmakoHarnsgy (iHwi 3miH1) OHOBNEHHS TEKCTY
no 4 Gnictepun y a (BTOPUHHE MapKyBaHHS1 BTOPUHHOI YMaKoBKYM NikapCbKoro 3acoby
KapTOHHiI kopooLi nakyBaHHs);
TNiHoodapm Mv6X,
HimeuunHa
(BUPOBHMLTBO
bulk, nepsuHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
KOHTPOIb SIKOCTI,
BUMYCK cepii)
72. ECLUUTANON | Tabnetku, Wwo Mictpan AHrnis Ixenedapm, C. peuis BHECEHHS 3MiH O peeCcTpaLiiHMX maTepianis: 3a - UA/19760/01/01
PAM-BICTA OucnepryTbes B Kenitan A. TexHiyHa nomwunka (3rigHo Hakasdy MOS3 Big peuenmom
poTOBIl MeHeaxm 23.07.2015 Ne 460): BUNpaBreHHst TEXHIYHMX MOMMITOK
MOPOXHWHI Mo 5 eHT 3rigHo n.2.4. po3ainy VI Hakady MO3 Ykpainu Big
mr, no 14 Timiteq 26.08.2005p. Ne 426 (y pepakuii Hakady MO3 YkpaiHu
TabneTok B Big 23.07.2015 p Ne 460), gonyLleHVX Npy NOBEAEHHI
6nicTepi; no 2 npoueaypv peectpadii (P NeUA/19760/01/01;
Gnictepu y NeUA/19760/01/02; NeUA/19760/01/03; Hakas MO3
KapTOHHiI kopobui Ykpainu Big 04.02.2023 p. Ne214) B cneumdikauii M3
3a nNoka3HnkoM «CynpoBifHi OMILLKN», @ caMe B
HOpMyBaHHi cymu gomiwok: 3ateepmxeHo: (Cyma
fomiwok < 3,0%);
3anponoHoBaHo: (Cyma gomiliok < 2,0%) 3a3HaveHi
BUNPaBIEHHS BiAMNOBIgaTb MaTepianam
peecTpaLiiHoro 4ocke, sKi 3HaxXoAsATbCS B apXiBi.
73. ECLUUTANON | Tabnetku, Wwo MicTtpan AHrnis Ixenedapm, C. peuis BHECEHHS 3MiH JO peeCTpaLiiHUX maTepianis: 3a - UA/19760/01/03
PAM-BICTA OucnepryTbes B Kenitan A. TexHiyHa nomunka (3rigHo Hakasy MOS3 Big peuenmom
poTOBIW MeHeaxm 23.07.2015 Ne 460): BunpaBneHHsi TEXHIYHMX NOMUIOK
NOPOXHWHI no 20 eHT 3rigHo n.2.4. po3ainy VI Hakady MO3 Ykpainu Big
mr, no 14 Timiteq 26.08.2005p. Ne 426 (y pepakuii Hakady MO3 Ykpainn
TabneTok B Bia 23.07.2015 p Ne 460), AonyLleHWX Npy NOBEAEHHI
6nictepi; no 2 npouenypw peectpadii (P NeUA/19760/01/01;
onictepny NeUA/19760/01/02; NeUA/19760/01/03; Hakas MO3

KapTOHHiIl kopobui

Ykpainu Big 04.02.2023 p. Ne214) B cneumndpikauii M3
3a nokasHvkom «CynpoBifHi AOMILLKM», a came B
HOpMyBaHHi cymu gomiwok: 3atsepmxeHo: (Cyma

fomiwok < 3,0%);
3anponoHoBaHo: (Cyma gomiwok < 2,0%) 3asHaveHi
BUNPaBIIEHHS BigMNOBIAATb MaTepianam
peecTpaLiiHoOro 4ochke, siKi 3HaxXoAsATbCH B apXiBi.




43 ITpogoBxeHHs HogaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
74. ECLUMTANON | tabnetku, wo Mictpan AHrnis IxeHedapwm, C. Ipeuis BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3a - UA/19760/01/02
PAM-BICTA OncnepryoTbcs B Kenitan A. TexHiyHa nomwunka (3rigHo Hakasy MOS3 Big peuenmom
poTOBIV MeHenxm 23.07.2015 Ne 460): BuNpaBreHHst TEXHIYHMX MOMMITOK
NOpPOXHMHI no 10 eHT 3rigHo n.2.4. posainy VI Hakady MO3 Ykpainu Big
mr, no 14 Nimiten 26.08.2005p. Ne 426 (y pepakuii Hakasy MOS YkpaiHu
TabneTok B Big 23.07.2015 p Ne 460), ponyLueHnx npy NoBeAEHHi
6nictepi; no 2 npoueaypv peectpadii (P NeUA/19760/01/01;
Gnictepn y NeUA/19760/01/02; NeUA/19760/01/03; Hakas MO3
KapTOHHIMN Ykpainu Big 04.02.2023 p. Ne214) B cneuudpikauii M3
kopobuj; no 15 3a nokasHukom «CynpoBifHi AOMILLKM», a came B
TabneTok B HOpPMYBaHHI cymu gomiwwok: 3aTeepaxeHo: (Cyma
6nicTepi; no 4 OOMiILOK < 3,0%);
6nictepny 3anponoHosaHo: (Cyma Agomiwok < 2,0%) 3asHayeHi
KapTOHHiI kopooLi BUNpPaBfEHHS BiQNOBIAAOTbL MaTepianam
PEECTPaLINHOIO JOChE, AKi 3HAaX04ATbCS B apXiBi.
75. 3ABILE®TA NMOPOLLOK ANs MOANIEP CLUA BrpobHuuTBO Bpasunis/ BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3minu | 3a - UA/17440/01/01
KOHLeHTpaTy ans ENY.cL.nI HaniBNpoayKTy ITania TMny - 3MiHK Wopao 6eanekn/edeKTUBHOCTI Ta peuenmom
PO34MHY Ans . CTEPUINbHOI CyMiLLi capmakoHarnsgy. BeegeHHs abo 3miHv oo
iHdpysin, no 2000 KOPIMOP uedrasmanmy y3aranbHeHVX AaHux Npo cuctemy bapmakoHarnsgy
mr/500 wmr, no 10 ENLLIH kapboHaTy (BBEAEHHS y3aranbHEHMX gaHMX NPO CUCTEMY
c¢nakoHiB 3 (uedbTasnanmy capmakoHarnsgy, 3miHa ynoBHoBa)KeHoi ocobu,
MOPOLLKOM Y neHTarigpar 3 BiANOBIAANbLHOI 3a 3AiNCHEHHS dbapmakoHarnsay;
KapTOHHiI kopooLi kap6oHaToM KOHTaKTHOI 0cO0M 3 (hapMakoHarnsigy 3asiBHUKa Ansi
HaTpito). 3AicCHeHHs hapmakoHarnsgy B YKpaiHi, SKWo BoHa
TecTyBaHHS Npu BigMiHHa Bi yNOBHOBaXeHOI 0cobu, BignosigansHoi
BUMNYCKY: 3a 3[iCHeHHs hapmakoHarnsgy (Bkrovaudm
AHTMBIOTIKOC AO KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
Bpasin IlTaa, davina cuctemu hapmakoHarnsay) 3miHm oo
Bpasunis; y3aranbHeHVX AaHuxX Npo cuctemy papmMakoHarnsay
BMPOGHMLTBO, 3asiBHUKA
nakyBaHHsi,
KOHTPOMb SIKOCTI
Ta BUNYCK cepil:
EnCiEc Jo6dap
C.n.A,, Itanis;
BUNpOBYyBaHHsI
cTabinbHOCTI
roToBOro
nikapcbKkoro
3acoby: EnCiEc
Ho6dap C.n.A.,
ITanis
76. 3AKUC ras MeauyHuin HouipHe YkpaiHa Meccep ABcTpis ABCTpis BHECEHHS 3MiH 10 peecTpauiiHnx maTepianis: 3minu |l 3a He UA/19853/01/01
A30TY CTUCHEHUIA Y nignpuemc MM6X Tuny - 3MiHK Wwopao H6e3nekn/edeKTUBHOCTI Ta peuenmom | nidnse
MEOUYHUI 6anoHax ob'eMom TBO hapmakoHarnsigy. 3MiHW y KOpOTKili XapakTepucTuLi ae
MECCEP 1m,31n,45n,5 "Meccep nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
n,10n, 50 n YkpaiHa" AN MeguyHOro 3acToCcyBaHHS y 3B’A3Ky i3 HOBUMU

[aHUMWN 3 AKOCTI, AOKMIHIYHUMM, KIiHIYHUMK OaHUMK Ta
AaHnMu 3 dpapmakoHarnsgy - 3MiHuM BHECEHO B
IHCTPYKLUito AN MEAMYHOIO 3aCTOCYBaHHS Mikapcbkoro




44 [IpomoBxeHHS J0aTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
3acoby go posginis "MoGivHi peakuii”, "Kateropis
Bignycky" (Buny4eHo iHpopmaLito LWoao 3acTocyBaHHSA
nvLe B yMOBaXx CTalioHapy) Ta K Hacnigok BignoBigHi
3MiHW BHECEHO B TEKCT MapKyBaHHS! YNaKoBKM
nikapcbkoro 3acoby
77. 3EPBAKCA® | nopoluok ans Mepk LLisenuapi BMPOBHMLTBO 3a CLUA/ BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: 3minn |l 3a - UA/16362/01/01
KOHUeHTparty Ans Wapn i a MOBHUM LIMKITOM: ®paHuis Tuny - 3MiHu 3 sikocTi. APl. BupobHuuteo. 3miHa peuernmom
pPO34MHy ans Hoym Crepi-®apma, BUPOGHMKA BUXIOHOrO/MPOMIDKHOIO NPOAYKTY/peareHTy,
iHdysin, 11/0,5T; I0EA JINC, CUWA; LLIO BUKOPUCTOBYHOTLCS Y BUPOBHMYOMY npoLieci AP,
no 10 cpnakoHis 3 b6X anbTepHaTUBHUN abo 3MiHa BUpoOHUKa (BKIOYatoum, ae HeobxiaHo,
NMOPOLLKOM Y BUPOBHMK: Micue npoBefeHHs koHTporto sikocTi) Al (3a
KapTOHHiI kopooLi BTOPUHHE BiCYTHOCTI cepTudikaTa BignoBigHOCTi €Bponeiichbkin
nakyBaHHs, dapmakonei y 3aTBepaXeHOMy A0CbE)(BBEAEHHS
KOHTPOIb SKOCTI, HoBoro BnpobHuka A®Il 3 HagaHHAM mMacTep-daina Ha
BigNoOBiganbHUN A®l) BeeaeHHsi anbTepHaTMBHOIO BUPOBHMKA
3a BUMYCK cepii: NPOMIXHOrO MPOAYKTY “TazobakTamoBa kucnorta’”, Wwo
SAPEBA BUKOPUCTOBYETbLCS Y NPOLECi BUPOOHMLITBA Aito40T
Mipab6enb, PEYOBUHM Nikapcbkoro 3acoby — TazobakTamy HaTpito
PpaHuis Shandong Anshun Pharmaceutical Co., Ltd., China.
YMHHMM 3apeecTpoBaHMM BUPOOHUKOM Aito4oi
peyoBMHM TazobakTamy HaTpito € LLlaHgoHr AHKCIH
Papmacstotikan Ko., Ilta., Kutan (Shandong Anxin
Pharmaceutical Co., Ltd., China)
78. 30JIEAPOHO | koHueHTpaT ans Mictpan AHrniga BMPOGHMLTBO, IcnaHis BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu | 3a - UA/19380/01/01
BA KUCJIOTA | po3unHy ans Kenitan nakyBaHHS: TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom
- BICTAAC iHcpy3in, 4 mr/5 MeHegxm Cotema, Mapokko; apmakoHarnsigy. BHeceHHs1 abo 3miHa(n) oo
M, no S mny eHT BUWMYCK cepil: 3060B'sA3aHb Ta YMOB BuAadi peectpauinHoro
dnakoHi; no 1 Timiteq CiHToH XicnaHis, NocBiAYeHHs, BKtoYatoun MNnaH ynpasniHHA pusmkamm
dnakoHy B C.J1., IcnaHis (3acTocyBaHHS TEKCTY, SIKUI NOTOMKEHUIA 3
KapTOHHiIN kopobui KOMMETEHTHUM OpraHoMm) - oHoBreHo lMnaH
ynpaeniHHA pu3nkamu, Bepcia 0.3 Ha nikapcbkui 3acio
3onenpoHoBa kucnoTa - Bicta AC, koHUeHTpaT ansi
PO34nHy Ans iHdys3in, 4 Mr/5 mn, No 5 Mn y onakoHi;
no 1 nakoHy B KapTOHHI kopobLi. 3MiHN BHECEHO A0
Yactuhu 1 “INMnaH 3 dapmakoHarnsagy”, yactuHmn V
“3axogwu 3 MiHimMi3aUii pu3ukiB”, a Takox JogaTkiB oo
nnaHy ynpasriHHA PU3MKaMu y 3B'A3Ky 3 OLLiHKOO
edeKTMBHOCTI 40AaTKOBMUX 3axX04iB 3 MiHiMi3auji
BaXIMBOTO ieHTUMIKOBAHOMO pU3mnKy “OCTEOHEKPO3
KICTOK LLienenun” LWNsiXoM HafaHHs 3BiTy 3
edeKTUBHOCTI peanisauii 4oAaTKOBMX 3axXO4iB 3
MiHimi3aLii pu3ukiB.
79. 30HIK Kancynu TBepgi no TOB YkpaiHa KYCYM IHAisa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | 3a He UA/16350/01/02
75 wmr; no 14 "TMEQ®A XENTXKEP NBT TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3acib. peuenmom nionsie
kancyn y 6nicrepi; PM NTAO" nTa CT1abinbHicTb. 3MiHa y TepMiHax npuaaTHocTi abo ae

no 1 abo no 2, abo
no 4, abo no 6

ymoBax 36epiraHHs roToBOro fikapcbkoro 3acoby
(36inbLUeHHs1 TepMiHY NpuAaTHOCTI rOTOBOrO

onictepiB y nikapcbKkoro 3acoby) - [inst Toproeoi ynakoBku
KapTOHHIN (niaTBEPAXKYETLCS AAHMMMN pearnbHOro Yyacy)
ynakoBLi 36inbLUeHHs TepMiHY NpuAaTHOCTI rOTOBOIO




45 [IpomoBxeHHS J0aTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
nikapcbkoro 3acoby Ha OCHOBI MO3UTUBHUX
pesynbTaTiB 4OBrOCTPOKOBUX AOCHiAKEHb
CTabinbHOCTI y peanbHOMY Yaci. 3aTBepKeHo:
TepmiH npnaaTHOCTI 2 pokn
3anponoHoBaHo: TepMiH npuaaTHocTi 3 poku. 3MiHn
BHECEHO B iHCTPYKLUi0 ANsi MEAUYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3aain "TepmiH npuaaTHoCTI".
BBepneHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
3aTBEPOKEHHS.

80. IBAHOPOHO KOHUEHTpaT ang Akkopg, Icnanisa Bupo6HuUTBO IHgis/ BHECEHHS 3MiH 0 peecTpaLinHMxX maTtepianis: 3miHn | 3a He UA/16515/01/01
BA KUCJIOTA | po3unHy gns Xernckea rotoBoro J13, Benvka Tmny - 3MiHKM 3 sikocTi. FoToBUMIA NikapcbkMin 3aci6. peuenmom nidnsie
AKKOP[ iHdby3in, 1 mr/mn; C.JLYy. nepBuHHE, BpwuTaHis/ 3MiHM y BUpoBHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo ae

no 2 mn tano 6 BTOPVHHE YropwuHa/ CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOIO AKOCTI
My donakoHax, nakyBaHHs, MonbLa roToBOro fikapcbkoro 3acoby (3amiHa abo fogaBaHHS
no 1 cdonakoHy y KOHTPOIb SKOCTi: BMpOGHMKa, Lo BignoBigae 3a BBe3eHHs Ta/abo
KapTOHHiIN kopobui IHTac BMNYCK cepii) - He Bknoyaym
dapmacbioTukenc KOHTPONb/BUNPOBYBaHHA cepii - AogaBaHHA AinbHULI,
Nimiten, IHaia Lo BignoBigae 3a Bunyck cepii AKKopa Xenckea
BTopuHHe Moncka Cn.3 0.0. Cknag Imnoptepa Byn. Jlytomepcka
nakyBaHHS: 50, Mab6’saHiue, 95-200, MonbLla/Accord Healthcare
Akkopg Xernckea Polska Sp. z.0.0. Magazyn Importera ul. Lutomierska
JlimiTen, Benuka 50, Pabianice, 95-200, Poland. 3miHn BHeceHo B
BputaHia IHCTPYKLUilO ANS MeANYHOro 3aCTOCYBaHHS NiKapCbKOro
KoHTponb siKocTi: 3acoby y po3ainu "BupobHuk","Micue3HaxomKeHHst
BeccniHr XaHrepi BMpOGHMKa Ta agpeca Micus NpoBag)XeHHSs 1oro
K., YropwuHa aignbHOCTI" 3 BiANOBIAHMMYN 3MiHAMW B TEKCTi
BignosigansHui MapKyBaHHS yNakoBOK. BBeeHHs 3MiH NpoTsrom 6-1u
3a BMNYCK cepil: MiCsILiB Micnsi 3aTBEPOKEHHSA
Akkoppg Xenckea
Nimiten, Benuka
Bputanis
KoHTponb siKocTi:
SAPMABANIA
Ira.
MikpobionoriyHa
naboparopisi,
YropwuHa
BignosiganbHui
3a BMNyCK cepil:
Akkopp, Xernckea
Moncka Cn. 3 0.0.
Cknap ImnopTepa,
MonbLya

81. IBYNPO®EH cycneHsis TOBAPUC Ykpaina ToBapuctso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHUX maTepianis: 3MiHa 6e3 - UA/11513/01/01
BEBI opanbHa, 100 mr/5 TBO 3 obmexeHo 3asiBHuka 113 (MIBI) (BnacHuka peecTpauiiHoro peuenma

mn; no 100 mn abo | OBMEXE BiAnoBiganbHIiCTO noceigyeHHs) (3rigHo Hakady MOS3 Big 23.07.2015 Ne
no 200 mny HOKO «®dapmaueBTnyHa 460). BBegeHHs 3MiH npoTsiroM 6-Tu MicsuiB nicnsi
dnakoHi; no 1 BIOMOBIO KoMnMaHis 3aTBepOKEHHS. 3MiHu | Tuny - 3miHn wopao
hnakoHy pasom 3 AJIbHICT «300poB’aAx» 6e3nekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
[03yo4nM o BBefeHHs abo 3miHM [0 y3aranbHEHUX aHUX Npo
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IIponmosxkeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
NPUCTPOEM Y «KOPINOP cuctemy cpbapmakoHarnsay (BBeAeHHS y3aranbHeHnX
KopobLji 3 KapTOHY AUIA OaHunX Npo cuctemy bapmakoHarnagy, 3amiHa
«310POB yNOBHOBaXeHOi 0cobu, BignosiganbHOI 3a 30iNCHEHHS
A» chapmakoHarnsay; KOHTaKkTHOI ocobu 3
chapmakoHarnagy 3asBHUKa Ans 30iNCHEHHA
tapmakoHarnagy B YkpaiHi, SKLo BOHa BigMiHHa Big
yMNOBHOBaXXeHOI 0cobwu, BignoBiaansHoi 3a 3giNCHEHHS
hapmakoHarnagy (BKM4arumn KOHTaKTHI AaHi) Ta/abo
3MiHW y pO3MilLleHHiI MacTep-charnna cuctemum
dapmakoHarnsgy).
3MiHa ynoBHOBaXeHOi 0cobu 3asiBHMKaA,
BignosiganbHoOI 3a hapmakoHarnag. Lioya pegakuis:
LLleByeHko Onena IropieHa. lNponoHoBaHa pepakuis:
MaHoBa OneHa MukonaiBHa. 3MiHa KOHTaKTHUX AaHuX
YNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBiganbHoi 3a
dapmakoHarnag,
3MiHa Homepa macTep-gaina cuctemm
dapmakoHarnsgy
82. IBYMPO®EH- | kancynu m'ski no TOBAPUC Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3MiHa bes - UA/19233/01/01
300POB'A 200 mr; no 10 TBO 3 BUPOBHMUTBA, 3asiBHuKa J13 (MIBI) (BnacHuka peecTtpauiiHoro peuenma
YNbTPAKAN kancyn y 6nictepi; OBMEXE BUMYCK cepii: noceigyeHHs) (3rigHo Haka3zy MOS3 Big 23.07.2015 Ne
no 1 abo no 2, abo HOIO ToBapucTso 3 460).BBeageHHs 3MiH MpOTAroM 6-Tn micauiB nicns
no 6 Gnictepis y BIANOBIA obmMexeHow 3aTBepAKEHHS. 3MiHu | Tuny - 3MiHM Woao
KopobLi 3 KapTOHY AJIbHICT BignoBiganbHiCcTO 6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsgy.
O "®apmaueBTnyHa BBeneHHs abo 3miHn A0 y3aranbHeHNX 4aHux npo
«KOPTIOP KOMMaHis cuctemy cbapmakoHarnsay (BBeAeHHs y3aranbHeHUX
AUIA "3popos's", OaHuX Npo cuctemy capmMakoHarnsgy, amiHa
«340POB YkpaiHa YNOBHOBaXXEHOI 0CO0U, BiANOBIAANbHOI 3a 34iNCHEHHS
Ax KOHTPOrb SIKOCTi: hapmakoHarnsay; KOHTaKTHOI ocobu 3
ToBapwucTtBo 3 dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs!
obmesxeHo dapmakoHarnsaay B YKpaiHi, AKWO BOHA BiAMiHHa BiA
BiANOBiganNbHICTIO ynoBHOBaeHoi ocobu, BignosiaansHoi 3a 34iNCHEHHS
"®APMEKC hapmakoHarnsay (BkoYaryy KOHTaKTHI AaHi) Ta/abo
FPYM", Ykpaina 3MiHW y po3MilLleHHi MacTep-caiina cuctemu
KOHTPOIb SIKOCTI, dapmakoHarnsgy).
BUMYCK cepii: 3miHa ynoBHOBaxeHOT 0cobu 3asiBHUKA,
ToBapucTso 3 BiANoBiganbHOI 3a hapmakoHarnag. [itova pegakuis:
obmexeHor LLleBuyeHko OneHa IropiBHa.
BiANoBiganbHICTIO MponoHoBaHa pepakuis: MaHosa OneHa MukonaisHa.
"dapmaLeBTUYHa 3MiHa KOHTaKTHMX JAaHMX YNOBHOBaXKEHOI 0COOM
KoMnMaHisa 3asiBHUKA, BianosiganbHoi 3a papmakoHarnsg. 3miHa
"3gopos's", HOMepa MacTep-danna cuctemun hapmakoHarnagy.
YkpaiHa
83. IBYNPO®EH- | kancynu m'siki no TOBAPUC Ykpaina BCi cTagil YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHuX MmaTepianis: 3MiHa 6e3 - UA/19233/01/02
300POB'A 400 mr; no 10 TBO 3 BMPOGHMLTBA, 3asiBHuka 113 (MIBI) (BnacHuka peecTpauiiHoro peuenma
YNbTPAKAN kancyn y 6nicrepi; OBMEXE BUNYCK cepii: nocsigyeHHst) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
no 1 abo no 2, abo HOKO ToBapucTso 3 460).BBegeHHs 3MiH NpoTsiroM 6-Tu MicsLiB nicns
no 6 GnicTtepis y BIONOBIA obmexeHot 3aTBepOKEHHS. 3MiHu | Tuny - 3miHn wopao
KOpoO6Lii 3 KapTOHY AJIbHICT BiAMOBIAANbHICTIO 6e3nekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
O "PapmaueBTUYHa BBefeHHs abo 3miHM [0 y3aranbHEHWX 4aHUX Npo
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IIponmosxkeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
«KOPINOP KOMMaHis cuctemy cpbapmakoHarnsay (BBeAeHHS y3aranbHeHnX
AUIA "3popos's"”, OaHunX Npo cuctemy bapmakoHarnagy, 3amiHa
«310POB YkpaiHa yNOBHOBaXeHOi 0cobu, BignosiganbHOI 3a 30iNCHEHHS
An KOHTPOIb AKOCTI: chapmakoHarnsay; KOHTaKkTHOI ocobu 3
ToBapucTtBeo 3 chapmakoHarnagy 3asBHUKa Ans 30iNCHEHHA
obmexeHow tapmakoHarnagy B YkpaiHi, SKLo BoHa BigMiHHa Big
BignoBiganbHICTO yMNOBHOBaXXeHOI 0cobwu, BignoBiaansHoi 3a 3giNCHEHHS
"dAPMEKC hapmMakoHarnagy (BKMovar4mn KOHTaKTHI AaHi) Ta/abo
rPYM", Ykpaina 3MiHW y pO3MilLleHHiI MacTep-charnna cuctemum
KOHTPOIb SKOCTI, dapmakoHarnsgy).
BUMYCK cepil: 3MiHa ynoBHOBaXeHOi 0cobu 3asiBHMKaA,
ToBapucTtBeo 3 BignosiganbHOI 3a hapmakoHarnag. Litoya pegakuis:
obmexeHoto LLleByeHko Onena IropiBHa.
BiANOBIgaNbHICTIO MponoHoBaHa peaakuis: NMaHosa OneHa MukonaiBHa.
"papmaueBTnYHa 3MiHa KOHTaKTHMX JaHMX YNOBHOBaXXeHOI 0cobu
KOMMaHis 3asiBHUKA, BignNoBiganbHoi 3a papmakoHarnsag. 3miHa
"3gopos's"”, HOMepa MacTep-anna cuctemmn hapmakoHarnagy.
Ykpaina

84. IBPEH30 TabneTkn, BKpUTI Actennac HipnepnaH nepBuHHe HigepnaHam | BHeceHHs 3MiH 4O peecTpauiiHix maTepianis: 3minu | 3a - UA/19833/01/01
nniBkoOBOKO dapma an nakyBaHHS, / TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
o6onoHkoto, no 20 | KOpon B.B. BTOPUHHE CLWA capmakoHarnsigy. BeegeHHs abo 3miHv oo
mr; 12 TabneTtok y nakyBaHHs, y3aranbHeHVX AaHux Npo cuctemy bapmakoHarnsgy
6nicTepi; no 1 KOHTPOIb SIKOCTI, (BBEOEHHS y3aranbHEeHVX AaHUX NPO CUCTEMY
Gnictepy y BUMYCK cepii: dapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,

KapTOHHIN kopobui Actennac ®apma BiANOBIAANbLHOI 3a 3AiCHEHHs dbapMakoHarnsay;
tOpon B.B., KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa Ansi
Higepnanaun 3AicHeHHs hapmakoHarnsaay B YKpaiHi, SKWwo BoHa

KOHTPOIb SIKOCTi: BigMiHHa Bi yNOBHOBaXeHOI 0cobu, BignosigansHoi
KaraneHnt CTC, 3a 3[iCHeHHs hapmakoHarnsgy (Bkrovaudm
Nnc, CWA KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
BMPOGHMLTBO, darna cuctemmn papmakoHarnsgy) 3miHa KOHTaKTHUX
nakyBaHHs bulk Ta [AaHnX YNOoBHOBaXEHOI 0COOU 3asiBHWMKA,
KOHTPOrb SIKOCTi: BiANoBiganbHoi 3a hapmakoHarnsg. 3MiHa KOHTaKTHOI
KaraneHt ®apma ocobu 3asBHUKA, BiANOBIAANbHOI 3a hapMakoHarnsag B
ContoLwuHc, JNC, YkpaiHi. Jitoya pegakuis: bapbawesa Hatans
CLWIA BitaniiBHa. [NponoHoBaHa pefakuis: BonTeHko AHTOH
["eopriioBny. 3MiHa KOHTAKTHUX OAHWUX KOHTAKTHOI
ocobu 3asiBHUKA, BiANOBIganbHOI 3a hapMakoHarnsg B
YKpaiHi.

85. IBPEH30 TabneTkn, BKpUTI Actennac HipnepnaHn nepBUHHE HinepnaHam | BHeCeHHs 3MiH [0 peecTpauiiHix maTepianis: 3miHu | 3a - UA/19833/01/02
NniBKOBOIO dapma an nakyBaHHS, / Tuny - 3MiHK Wwoao 6e3nekn/edeKTUBHOCTI Ta peuenmom
obornoHkoto, no 50 | KOpon B.B. BTOPUHHE CLA dapmakoHarnsgy. BeenerHs abo 3amiHn go
mr; 12 TabneTtok y nakyBaHHS, y3aranbHeHVX AaHUX Npo cucTemMy papmakoHarnsgy
6nicTepi; no 1 KOHTPOIb SIKOCTI, (BBEOEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
Gnictepy y BUMYCK cepii: dapmakoHarnsigy, 3MiHa ynoBHOBaXeHoi ocobu,

KapTOHHiIN kopooLj Acrtennac ®apma BignoBiganbHoI 3a 34iCHEHHS chapMakoHarnsay;
tOpon B.B., KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHVKa Ansi
Higepnanaun 34icHeHHs hbapmakoHarnsgy B YKpaiHi, SKWo BoHa

KOHTPOIb AKOCTI:
KataneHt CTC,

BigMiHHa Bi yNOBHOBaXeHOi 0cobu, BignosigansHoi
3a 3iMCHeHHs1 hapMakoHarnsay (Bkro4vawym
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
Ninc, CWA KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLeHHi macTep-
BUPOBHMUTBO, cavina cuctemm chapmakoHarnsgy) 3MiHa KOHTaKTHUX
nakyBaHHsi bulk Ta [AaHnX YNOBHOBaXEHOI 0COOU 3asiBHWKA,
KOHTPOIb AKOCTI: BiAMNOBiAanbHOI 3a dpapmakoHarnsg. 3MiHa KOHTaKTHOI
KataneHt ®apma ocobu 3asiBHMKA, BignoBiaanbHOI 3a hapmakoHarnsg B
ContoLuHc, JNC, YkpaiHi. [itoya pegakuis: bapbawesa HaTtans
CLUA BitaniiBra. lNMponoHoBaHa pepakuis: BonTeHko AHTOH
["eopriioBn4y. 3MiHa KOHTAKTHUX OAHWUX KOHTAKTHOI
ocobu 3asBHUKa, BiANOBIAanbHOI 3a hapMakoHarnsag B
YKpaiHi.
86. IBPEH30 TabneTkn, BKpUTI Actennac HigepnaH nepBUHHE HigepnaHan | BHeceHHs 3MiH 4O peecTpauiiiux maTtepianis: 3MiHu | 3a - UA/19833/01/03
nniBkOBOKO dapma an nakyBaHHS, / TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
obornoHkoto, no 70 | KOpon b.B. BTOPUHHE CLWA dapmakoHarnsagy. BeegerHs abo 3aminn o
mr; 12 TabneTtok y nakyBaHHs, y3aranbHeHVX AaHuX Npo cuctemMy hapmakoHarnsgy
6nicTepi; no 1 KOHTPOIb SIKOCTI, (BBEOEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
6nictepy y BMNYCK cepii: dapmakoHarnsay, 3MiHa yNnoBHOBaXeHOi ocobw,
KapTOHHiI kopoOLi Actennac ®apma BiAnoBiganbHOI 3a 34iNCHEHHA hapmakoHarnaay;
HOpon B.B., KOHTaKTHOI 0cO0M 3 (hapMakoHarnsigy 3asiBHuKa Aansi
Hinepnanau 3AiNCHEHHA hapmakoHarnsgy B YKpaiHi, SKLO BOHa
KOHTPOIb SKOCTi: BigMiHHa Big yNOBHOBa)eHOI 0cobu, BignosigansHoi
KataneHTt CTC, 3a 34ilicHeHHs1 hapmakoHarnsgy (BKroYarym
Ninc, CWA KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MilLieHHi MacTep-
BUPOBHMUTBO, davina cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
nakyBaHHs bulk Ta [AaHnX YNOoBHOBaXEHOI 0COOU 3asiBHWMKA,
KOHTPOIb SKOCTI: BiAMOBiAanbHOI 3a dapmakoHarnsg. 3MiHa KOHTaKTHOI
KataneHt ®apma ocobu 3asBHUKa, BiANOBIAanbHOI 3a hapMakoHarnsg B
ContoLwuHc, JNC, YkpaiHi. [itoua pegakuis: bapbawesa Hatans
CLUA BitaniiBHa. lMponoHoBaHa pepakuis: BonTeHko AHTOH
[eoprinoBnY. 3MiHa KOHTAKTHUX JAHWUX KOHTAKTHOI
ocobu 3asBHUKa, BiANOBIAanbHOI 3a hapMakoHarnsg B
YKpaiHi.
87. IBPEH30 TabneTku, BKpUTI Actennac | HipepnaH nepBuHHe HinepnaHan | BHeceHHs 3MiH [0 peecTpaLiiHux maTepianis: 3minu | 3a - UA/19833/01/04
NniBkOBOIO dapma an nakyBaHHS, / Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom
oboroHkot, No tOpon B.B. BTOPUHHE CLA dapmakoHarnsagy. BeegernHs abo 3aminn go
100 mr; 12 nakyBaHHS, y3aranbHeHUX JaHux Npo cuctemy dapmakoHarnsgy
TabneTok y KOHTPOIb SIKOCTI, (BBEOEHHS y3aranbHEeHVX AaHUX NPO CUCTEMY
6nicTepi; no 1 BUNYCK cepii: dapmakoHarnsay, 3MiHa yNnoBHOBaXXeHOi ocobw,
Gnictepy y Actennac ®apma BignoBiganbHoI 3a 34iNCHEHHS chapmMakoHarnsay;
KapTOHHiIl kopobui tOpon B.B., KOHTaKTHOI 0cobu 3 hapmMakoHarnsay 3asiBHVKa Ansi
Hioepnanamn 3AiicHeHHs bapmakoHarnsigy B YkpaiHi, SKWo BoHa

KOHTPOIb SIKOCTI:
KaTtaneHt CTC,
JINC, CWA
BMPOGHMUTBO,
nakyBaHHs bulk Ta
KOHTPOIb AKOCTI:
KataneHt ®apma
ContowHc, JIIC,
CLUA

BiAMiHHa Big ynoBHOBaxeHOi ocobu, BianosigansHoi
3a 3[i1CHeHHs hapmakoHarnsay (Bkrovaum
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
arina cuctemu hapmakoHarnsigy) 3miHa KOHTaKTHUX
[AaHuX YNOoBHOBaXEHOI 0COOU 3asiBHYKA,
BiAgnoBiganbHoi 3a papMakoHarnsag. 3miHa KOHTaKTHOT
ocobu 3asiBHUKaA, BiAMNOBIganbHOI 3a hapMakoHarnsg B
YkpaiHi. [itoua pegakuin: bapbawesa Hatans
BitaniiBHa. lNMponoHoBaHa pepakuis: BonTeHko AHTOH
eoprinoBnY. 3MiHa KOHTAKTHUX JAHUX KOHTAKTHOI
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
ocobu 3asiBHYKa, BiANoBiaanbHoi 3a hapmakoHarnsg B
YkpaiHi.
88. IBPEH30 TabneTku, BKpUTI Actennac HipepnaH nepBuHHe HigepnaHan | BHeceHHs 3MiH 4O peecTpauiiHix maTepianis: 3minu | 3a - UA/19833/01/05
NniBKOBOO dapma an naKyBaHHs, / Tuny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta peuernmom
060r0oHKo, Mo KOpon B.B. BTOPUHHE CLWA capmakoHarnsgy. BeegeHHs abo 3miHv oo
150 mr; 12 nakyBaHHs, y3aranbHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
TabneTtok y KOHTPOIb SKOCTI, (BBEAEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
6nictepi; no 1 BUMYCK cepii: chapmakoHarnsigy, 3miHa ynoBHOBa)keHoi ocobu,
Gnictepy y Actennac ®apma BignoBiganeHoI 3a 34iCHEHHS chapMakoHarnsay;
KapTOHHiN Kopobui tOpon B.B., KOHTaKTHOI 0cobu 3 hapmakoHarnaay 3asiBHuKa Ans
Higepnanam 30iNCHEHHs hapmakoHarnsaay B YKpaiHi, AKWo BoHa
KOHTPOIb SKOCTi: BigMiHHa Big yNOBHOBa)eHOi ocobu, BignosigansHoi
Karanent CTC, 3a 3[iMCHeHHA dhapmakoHarnagy (BKovaym
JINC, CWA KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
BUPOBHMUTBO, davina cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
nakyBaHHs bulk Ta [aHUX YNOBHOBaXXEHOI 0COOM 3asiBHMKA,
KOHTPOIb SKOCTi: BignoBiganbHoi 3a hapMakoHarnsg. 3miHa KOHTaKTHOI
KataneHt ®apma ocobu 3asiBHMKA, BignoBiganbHOI 3a hapmMakoHarnsg B
ContowHc, JNC, YkpaiHi. [itoya pegakuis: bapbawesa Hatans
CLWA BitaniiBHa. lNMponoHoBaHa pegakuia: BoWTeHko AHTOH
["eopriioBm4y. 3MiHa KOHTAKTHMX OAHWUX KOHTAKTHOT
ocobu 3asBHUKA, BiAMOBIAANbLHOI 3a hapmakoHarnsag B
YKpaiHi.
89. IMYHOBIP- cupon, 50 mr/mn, ToBapucT Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu | 3a - UA/18141/01/01
300POB'A no 100 mn abo BO 3 obmexxeHoo TMny - 3MiHK 3 SKoCTi. [OTOBMI Nikapcbkuin 3acib. peuenmom
200 mny donakoHi | obmexeHo BiANOBIganbHICTO Cuctema KoHTelHep/3akynoptoBarbHuii 3acib. 3miHa
3i ckna abo y ) "®apmaueBTnyHa nocTayarnbHvKa nakyBanbHUX martepianis abo
nakoHi Bignosiga KOMMaHisi KOMIMIEKTYHOUMX (SIKLLO 3a3HAYEHO B LOCLE) (3amiHa
noniMmepHomy; no NbHICTIO "3gopos's" abo gonaBaHHSA nocTavanbHyKa) BBEAEHHS HOBOTO
1 donakoHy 3i "®apmaue BMPOGHWKa nakyBanbHoro martepiany (kpuwku) TOB
CTakaHOM MipHUI BTUYHA «CraTtycy», YKpaiHa, [OAaTKOBOro A0 3aTBEPAXKEHUX
y Kopobui KOMMaHisi BUPOGHMKIB. Biobynucb He3HauHi 3MiHu rabapuTHUX
"3popos's" po3mipiB nepBuHHOI ynakoBku (Kpuwku O 28). AkicHui
Ta KiNbKICHUIA CKNaz nakyBanbHOro MaTepiany He
3MiHMnucs.
3atBepaxeHo: TOB "MPO®IMIIACT NTA", YkpaiHa;
MpAT "®ipma Eninc", Ykpaina; TOB "®apmaueBTuyiHa
dipma "BepTekc", YkpaiHa;
B3anponoHosaHo: TOB "MPO®INNACT NITA", YkpaiHa;
MpAT "®ipma Eninc", Ykpaina; TOB "®apmaueBTuyHa
ipma "BepTtekc", YkpaiHa; TOB "CtaTyc", YkpaiHa.
CynyTHs1 3MiHa - 3MiHK 3 sikocTi. FOTOBWI Nikapcbkuii
3aci6. CMcTemMa KoHTelHep/3aKynoptoBanbHUiA 3acio.
3miHa hopmu abo po3Mipy KOHTENHepa YK
3aKynoptoBasibHOro 3acoby (NepBUHHOI yNakoBKW)
(HecTepunbHi nikapcbki 3acobu)
90. IHFARIAT- cnpen ans TOBAPUC Ykpaina BCi cTagil YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHUX MmaTepianis: 3MiHa 6e3 - UA/3937/02/01
300POB'A pPOTOBOI TBO 3 BUPOOHMUTBA, 3asBHuka J13 (MIBI) (BnacHuka peecTpauiiHoro peuenma
nopoxHunu, no 30 | OBMEXE KOHTPOIb SKOCTI, nocsigyeHHst) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
mn y 6anoHi 3 HOKO BUNYCK cepii: 460) BBegeHHs 3MiH NpoTsiroM 6-TW MicsiLiB nicns
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
KnanaHom- BIAMOBIA ToBapwucTtBo 3 3aTBepAKEHHST; 3MiHu | Tuny - 3miHn Wwoao
Hacocowm; no 1 AINBHICT 0oB6MeXeHo 6e3nekn/echbeKTMBHOCTI Ta hapmakoHarnsgy.
6anoHy 3 10) BiANOBIgANbHICTIO BBeneHHs abo 3MiHM [0 y3aranbHEHUX AaHuX nNpo
HacazKoto- «KOPTIOP "®apmaueBTnyHa cuctemy chbapmakoHarnsay (BBeAeHHs y3ararnbHeHnX
pO3NUMOBaYeM i AUIA KOMMNaHisa OaHunX Npo cuctemy bapmakoHarnagy, amiHa
3aXUCHUM «310POB "3popos's"”, yNOBHOBa)eHOi 0cobu, BignosiganbHOI 3a 30iNCHEHHS
KOBMA4KoM y "A» YkpaiHa (hapmakoHarnsiay; KOHTakTHoi ocobu 3
KapTOHHiIN kopooLi BCi cTagii chapmakoHarnagy 3asBHUKa Ans 30iIMCHEHHA
BUPOGHMUTBA, tapmakoHarnagy B YkpaiHi, SKLo BOHa BigMiHHa Big
OKpIM KOHTPOMO yMNOBHOBaXeHOI ocobwu, BignosiaansHoi 3a 34iNCHEHHS
SIKOCTi Ta BUMYCKY bapMakoHarnagy (Bkrovar4mn KOHTaKTHI AaHi) Ta/abo
cepii: 3MiHW Yy pO3MilLleHHI MacTep-charnna cuctemm
ToBapucTso 3 dapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHOI 0cobu
obmMexeHow 3asBHMKa, BigNoBiganbHoI 3a hapmakoHarnag. fitova
BiANOBIgaNbHICTIO penakuis: LLleBuyeHko OneHa lropieHa. MponoHoBaHa
"®apmaueBTnyHa pepakuis: Manosa Onerna MukonaisHa. 3miHa
KOMMaHis KOHTaKTHMX AaHWX YNOBHOBaXEHOI 0COOU 3asiBHUKA,
"3gopos's"”, BiANOBIganbHOI 3a hapMakoHarnag.
Ykpaina 3miHa Homepa macTep-danna cuctemm
dapmakoHarnsgy
91. IHFANIOT- cnpew gns TOBAPWNC YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH O peecTpaLiHMX maTepianis: 3miHa 6e3 - UA/10947/01/01
300POB'A pOTOBOI TBO 3 BMPOGHMLTBA, 3asBHuka 13 (MIBI1) (BnacHuka peecTpauiiHoro peuenma
®POPTE 3 NopoXHWHK no 30 OBMEXE KOHTPOSb SIKOCTI, noceigyeHHs) (3rigHo Haka3zy MOS3 Big 23.07.2015 Ne
POMALLKOK | mny 6anoHi3 HOKO BUNYCK cepil: 460) TepmiH BBEAEHHSI 3MiH NpoTsAroM 6 micsuis nicnsi
KnanaHom- BIAMNOBIA ToBapwucTtBo 3 3aTBEepAKEHHST; 3MiHu | Tuny - 3miHM Wwoao
Hacocom, no 1 AJIbHICT obmexeHoto 6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsgy.
GarnoHy 3 10) BiANoOBiganbHICTIO BBeneHHs abo 3miHM A0 y3aranbHEHNX aHUX Npo
HacazKolo- «KOPTIOP "®apmaueBTuyHa cvctemy chapmakoHarnsaay (BBeAeHHS y3aranbHeHNX
posnunoBayYem Ta AUIA KOMMaHis OaHuX Npo cuctemMy capmMakoHarnsgy, amiHa
3aXUCHUM «30POB "3popos's", yNoBHOBaXeHOI ocobu, BignosiaansHoi 3a 3aiNCHEHHS
KOBMa4KkoMm y "Ax» YkpaiHa dapmakoHarnagy; KOHTakTHoi ocobu 3
KOpoO6Li 3 KapTOHY; BCi cTagii dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs
no 50 mny BMPOGHMLTBA, dapmakoHarnagy B YkpaiHi, SKLo BOHa BiAMiHHa Big
dnakoHi 3 OKpiM KOHTPOMO YNOBHOBaXXEHOI 0CO0U, BiANOBIAANbHOI 3a 34iINCHEHHS
3aXUCHUM SIKOCTi Ta BUMNYCKY hapmakoHarnsiay (BknoYarym KOHTaKTHI AaHi) Ta/abo
KoBMa4kom; no 1 cepii: 3MiHM Yy pO3MiLLeHHi MacTep-ganna cuctemm
nakoHy 3 ToBapucTso 3 dapmakoHarnsgy) - 3MiHa ynoBHOBaXeHOi 0cobu
opanbHUM obMexeHow 3asBHuMKa, BignosiganbHoi 3a hapmakoHarnsag. ditoya
po3nNuMoBanbHUM BiANoBiganbHICTIO pepakuisi: LleBuyeHko OneHa IropieHa. MNponoHoBaHa
NPUCTPOEM Ta "®apmaueBTnyHa pepakuis: Manosa OneHa MukonaiBHa. 3miHa
3aXUCHUM KOMMaHis KOHTaKTHMX JaHWX YNOBHOBaXEHOI 0cobu 3asiBHUKA,
KOBMa4KoM y "3gopos's", BigNoBiganbHoi 3a hapmakoHarnsg. 3mMiHa Homepa
KopobLi 3 KapTOHyY YkpaiHa MacTep-canna cuctemm hapmakoHarnsgy
92. IHOAKON cycneHsis TOB YkpaiHa MypHa Benbris BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3minu | 6e3 - UA/4419/01/01
opanbHa, 40 «TeBa dapmacbioTikana TMny - 3MiHK 3 SKoCTi. [0TOBMI Nikapcbkui 3acib. peuenma
mr/mn no 50 mn, YkpaiHa» HB 3MiHu y BUpoGHMUTBI. 3MiHa po3mipy cepii

abo 75 mn, abo
100 mn y donakoHi
3 KpanesbHUM

(BkntoYatoum dianasoH po3Mipy cepii) rotoBoro
nikapcbkoro 3acoby (36inbweHHs go 10 pasis
NOpIiBHSIHO i3 3aTBEpAXEHMM po3MipoM) BBeaeHHs
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posatopom; no 1 [04aTKOBOro PO3mipy cepii roTOBOrO fikapCbKoro
hnakoHy B 3acoby 10000 kr. 3aTBepaxeHo: 200 kr, 750 kr, 2000
KapTOHHiIN kopooLi kr Ta 6600 kr. 3anponoHoBaHo: 200 kr, 750 kr, 2000 «r,
6600 kr Ta 10000 kr (npnbnunsHo 200 000 cnakoHiB).
3MiHn | TMny - 3MiHK 3 gKocTi. FOTOBMI Nikapcbkuii
3aci6. 3MiHM y BUPOGHMLTBI. 3MiHM ¥ npoueci
BMPOBHMLTBA rOTOBOTO NikapCbKoro 3acoby,
BKIH0HAKOUM NPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCS
npu BUpOBHULTBI rOTOBOTO fikapcbkoro 3acoby
(He3HayHa 3miHa y npoueci BUpobHuuTea) 3miHa
nopsiaKy AoAaBaHHS CKMaJoBMX KOMMOHEHTIB A0
BUPOBHMYOI cyMiLli
93. nopikcone cnpen, 85 mr/r no TOB Ykpaina TOB "Mikpocapm" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3MiHu | bes - UA/5764/01/01
30 r y KOHTEeNHepi "Mikpodpa TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta peuenma
nnacTukoBomy 3 pm" capmakoHarnsgy. BeegeHHs abo 3amiHv oo
MeEXaHi4YHUM y3aranbHeHVX AaHux Npo cuctemy bapmakoHarnsgy
HacocoMm Ta (BBEOEHHS y3aranbHEHVX OaHUX NPO CUCTEMY
po3nunoBayem; capmakoHarnsigy, 3miHa ynoBHoBa)KeHoi ocobu,
no 1 KOHTENHepy B BigNoBiganbHoI 3a 34iMCHEHHS chapMakoHarnsay;
navui 3 KApTOHYy KOHTaKTHOI 0cO0M 3 (hapMakoHarnsigy 3asiBHuKa ansi
30iNCHEeHHs hapmakoHarnsaay B YKpaiHi, AKWwo BoHa
BigMiHHa Bi yNOBHOBaXeHOI 0cobu, BignosigansHoi
3a 3ilicHeHHs1 hbapmakoHarnsgy (BKrovarym
KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
danna cuctemu dapmakoHarnagy). 3miHa
yrnoBHOBaXxeHOI 0cobu 3asiBHUKa, BiANOBIiganbHOI 3a
hbapmakoHarnsg.
Hitouwa pepakuis: MypasiioBa OkcaHa OnekcaHapiBHa.
MponoHoBaHa pepakuis: KOctuH Mapis |BaHiBHa.
3MiHa KOHTaKTHMX JaHWX YNOBHOBaXEHOI 0cobu
3as8BHUKA, BiANOBIAaNbHOI 3a papmakoHarnsg.
94. NOXIMBIHY TabneTku no 5 mr TOBAPUC YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHa 3a - UA/3714/01/01
riAPOXIOPU | no 50 TabneTtok y TBO 3 obmexeHoto 3asiBHuka 113 (MIBI) (BnacHWka peecTpauiiHoro peuenmom
a KOHTeWHepi OBMEXE BiAMOBIAANBLHICTIO nocsigyeHHs) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
nnacTMacoBoMy; HOKO "®PapmaLeBTUYHa 460). TepmiH BBeAEHHSI 3MiH NpoTAroM 6 micsiuis nicnsi
no 1 koHTenHepy B | BIOMNOBIO KoMnaHisa 3aTBepOKeHHS. 3MiHu | Tuny - 3miHn Wwopao
KapTOHHIN AJTbHICT "3popos's" 6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
kopobui; no 10 {0) BBeneHHs abo 3miHM [0 y3aranbHEHUX aHUX Npo
TabneTok y «KOPIIOP cucTeMy chapMakoHarnsay (BBeAeHHS y3ararnbHeHUX
6nictepi; no 5 ALIA AaHuX Npo cuctemy chapmakoHarnsgy, aMiHa
GnicTtepiB y «300POB yrnoBHOBaxeHoi ocobwu, BignosiaansHoi 3a 3ginCHEHHS
KapTOHHIN Ax (hapmakoHarnsigy; KOHTakTHoi ocobu 3
kopobui; no 50 dapmakoHarnsay 3asiBHUKa Ans 340iNCHEHHS
TabneTok y dapmakoHarnagy B YkpaiHi, SKLWo BOHa BiAMiHHa Big
KOHTelrHepax ynoBHOBaXeHoi ocobu, BignosiaansHoi 3a 3gincCHEeHHS
nnacTMacoBmux dapmakoHarnagy (BKovarymn KOHTaKTHI AaHi) Ta/abo

3MiHM Yy pO3MiLLeHHi MacTep-danna cucremm
dapmakoHarnsigy). 3MiHa yrnoBHOBaXeHOi ocobu
3asBHYMKa, BignoBiganbHoi 3a papmakoHarnsag. ditoya
pepakuisi: LLleByeHko OneHa IropisHa. MNponoHoBaHa
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120 TabneTtok y
dnakoHi; no 1
hbnakoHy B
KapTOHHiI kopobui

(BnpobHuuTBO in
bulk); KoHTpakT
dapmakan
KopnopenH,
CLUA (MepBuHHa
Ta BTOPWHHA
ynakoBska,
KOHTPOIb SIKOCTI,
[03BiN Ha BANYCK
cepii)

BVXiOHUIA/MPOMIXKHWI NPOAYKT/pearexT, Lo
BVIKOPVCTOBYIOTbCSH Y npoLeci BupobHuutea A®I
(BMNyYEHHSA HE3HAYHOro MOKa3HWKa SIKOCTI (Hanpvknag,
BUITyYEHHS 3acTapinoro nokasHuka)) BunyyenHs
BUNPOOYBaHHSA BaXXkMx MeTanis 3i cneundikauii A®I
Kanbuito kap6oHaT. 3miHu | Tuny - AaMiHicTpaTuBHI
3MiHW. 3miHa HaliMeHyBaHHs Ta/abo agpecu micus
NpoBaAXXeHHS AiANbHOCTI BUPOOHMKa (BKMoYaouu, 3a
HeobXiQHOCTI, MicLie NPoBEAEHHS KOHTPOTIO SIKOCTI),
abo BnacHuka mactep-canna Ha AP, abo
noctavanbHuka A®l/BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoaykKTy, Lo
3acTocoByoTbCs Y BUpoOHUUTBI ADI (sIKLLO 3a3HayveHo
y AOCbE Ha NikapcbkuiA 3aci6) 3a BiACYTHOCTI
cepTudikaTa BignoBigHOCTi EBponechbkin
chapmakonei y 3aTBepaeHoOMy Aocke, abo BUPOOHWMKa
HOBOI JOMOMIDKHOI PEYOBMHM (SIKLLO 3a3HAYEHO Y
pocbe) 3miHa Ha3Bu BUpobHUka ADI kanbLito
kap6oHaT i3 JM Huber Corporation Ha J.M. Huber
Micropowders, Inc., 6e3 3miHn micusi BUpobHMUTBA.
BatBepaxeHo: JM Huber Corporation 3150 Gardner
Expressway Quincy, IL 62305 USA. 3anponoHoBaHo:
J.M. Huber Micropowders, Inc 3150 Gardner

Expressway Quincy, IL 62305 USA
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pepakuis: NaHoBa OneHa MukonaiBHa. 3miHa
KOHTaKTHMX AaHWX YNOBHOBaXeHOI 0COOU 3asiBHUKA,
BifnoBigansHoi 3a dhapMakoHarnag. 3miHa Homepa
mMacTtep-carina cuctemmn papmaxkoHarnagy.
95. KANEHOYNU HacTomnka no 50 TOB YkpaiHa TOB "MEOJIEB " YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHMX maTtepianis: 3MiHu | 6e3 niodnsie UA/17231/01/01
HACTOMKA mn abo no 100 mn "MEAOJIEB Tuny - 3MiHK 3 siKocTi. FOTOBWI Nikapcbkuii 3acib. peuenma ae
y dnakoHax " Cuctema KoHTelHep/3akynoptoBarnbHuiA 3aci6. 3miHa y
cknsiHMX, no 100 NEePBUHHIN yNakoBLi FOTOBOro Nikapcbkoro 3acoby (Tun
mn abo 50 mny KOHTelHepa abo foaaBaHHS HOBOrO KOHTEMHepa) -
nakoHax TBepai, M’AKi Ta HecTepunbHi piaki Nikapcbki hopmun -
noniMepHnx BBEAEHHSA 4OOATKOBOI YNaKOBKW, @ caMe NosiMepHi
cnakoHn (PET), 3aKkynopeHi NnacTMKoOBUMM KpULLIKAMM
3 KOHTpOMeM nepLuoro BiakpMTTS o6‘emom 50 mn Ta
100 Mn, 9K anbTepHaTMBHI 00 CKNAHMX (DNaKkoHIB 3
BiANOBIgHNMY 3MiHAMW [0 p. «YnakoBka». 3MiHU
BHECeHi B po3ain "YnakoBka" B iHCTPyKLUilO Ans
MELMYHOro 3aCTOCYBaHHs NikapcbKoro 3acoby y
3B"A3Ky 3 4O4ABAHHAM HOBOMO BMAY NEPBUHHOT
ynakoBku (chriakoHn nomniMepHi), AK Hacnigok -
3aTBEpOKEHHS TEKCTY MapKyBaHHS Ans BigNoBigHMX
ynakoBoOK. BBeaeHHS 3MiH npoTarom 6-Tun micsuis
nicns 3aTBepAKEHHs
96. KANbLUEMIH TabneTkn, BKpUTI TOB YkpaiHa KoHTpakT CLWA BHECEHHS 3MiH 0 peecTpauinHmux maTtepianis: 3MiHu | 6e3 - UA/7110/01/01
® AOBAHC obornoHkoto no 30 "BANEP" Papmakan Tmny - 3MiHn 3 gxkocTi. A®l. Kontponb A®I. 3miHa y peuyenma
abo no 60, abo no KopnopenH, napameTpax cneundikauin Ta/abo AonycTMMmnX Mex,
CLWIA BM3HaYeHux y cneuudikauisx Ha ADI, abo
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
97. KAJNbLEMIH TabneTku, BKpUTI TOB Ykpaina KoHTpakT CLWA BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3minu | bes - UA/7138/01/01
® CIIbBEP o6onoHkoto; no 30 "BAVEP" dapmakan Tmny - 3MiHm 3 sikocTi. A®Il. KoHTponb ADL. 3miHa y peuenma
abo 60 TabneTok y Koprope#nLuH, napameTpax crneuudikauin Ta/abo JonyCTUMNX MeX,
nakoHi; no 1 CLUA BM3Ha4yeHux y cneundikauisx Ha Adl, abo
hnakoHy B (BrpobHuuTBO in BUXIOHUA/NPOMIKHWUIA NPOAYKT/peareHT, LWo
KapTOHHiIN kopooLi bulk); KoHTpakT BUKOPMCTOBYHOTLCS Y NpoLeci BupobHuutea AdI
dapmakan (BUNYYEHHA HE3HAYHOrO NOKa3HMKa SKOCTi (Hanpuknag
KopnopenwH, BWUIYYEHHS 3acTapinoro nokasHuka)) BunyyeHHs
CLA (MepBuHHa nokasHuka «Baxki meTanu» i3 cneundikadii AdI
Ta BTOPVHHA KanbLito kapboHaTy. 3miHu | TUny - AgMiHiCTpaTUBHI
ynakoBKa, 3MiHM. 3MiHa HaMeHyBaHHs Ta/abo agpecu Micusi
KOHTPOIb SIKOCTI, npoBaXXeHHs AisinbHOCTI BUPOGHMKa (BKIoYakouu, 3a
[003BiN Ha BUNYCK HeobXiaHOCTI, MicLie MpoBeAEHHSA KOHTPOIIO SKOCTI),
cepii) abo BnacHuka macTtep-canna Ha Adl, abo
noctavanbHuka A®l/BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
3aCTOCOBYHOTbCS Y BUPOOHMUTBI ADI (sIKLLO 3a3Ha4YeHo
y OOCbE Ha nikapcbKuii 3acib) 3a BigCyTHOCTI
cepTudikaTa BignoBigHOCTi €BpoNenchbKii
hapmakonei y 3aTBepaXeHOMy Aockbe, abo BUPOOHMKa
HOBOT JOMOMIPKHOI PEYOBMHM (SIKLLIO 3a3HAYEHO Y
pocbke) 3miHa Ha3sw BUpobHuka ADI kanbuito
kap6oHaTy i3 JM Huber Corporation Ha J.M. Huber
Micropowders, Inc., 6€3 3MiHW MicLsi 3HAXOMKEHHS
98. KANbUINA -A3 | tabneTkun AciHo LLisenuapi Ackep KoHTpakTt Hopgeris BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | bes nionse UA/3541/01/02
HIKOMEL XyBanbHi no 30, dapma Al a MaHnydekuepiHr Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenma ae
®OPTE abo 60, abo 120 AC

Tabnetoky
dnakoHi; no 1
dnakoHy B
KapTOHHiIN kopobui

dapmakoHarnsgy (iHwi 3amiHu).
OHOBMEHHSA TEKCTY MapKyBaHHS MEPBUHHOI YNaKoBKM
nikapcbkoro 3acoby. 3MiHW BHECEHO B NEepBUHHY Ta
BTOPWHHY YNaKkoBKy Nikapcbkoro 3acoby y po3ain
«OATA 3AKIHYEHHA TEPMIHY MPUOATHOCTI», a
TaKoX BHECEHO YTOYHEHHSI iHpopmalLil CTOCoBHO
noroTuny 3asiBHUKa. TepMiH BBEOEHHS 3MiH -
npoTarom 6 micAuiB Micnsa 3aTBepmKeHHs. 3miHu | Tuny
- AgMiHicTpaTuBHI 3MiHU. 3MiHa HaiMeHyBaHHs Ta/abo
aapecu Micusi NPoBaKEHHS AiSNbHOCTI
BMpPOBHVKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,
BKIOMAO4M AinbHULI BUNYCKY cepii abo Micue
NpOBEAEHHS! KOHTPOIHO SIKOCTI. (QisNbHICTb, 3a sKy
BiAMOBiAae BUPOOHWMK/IMMOPTEp, BKIOYAKUMN BAMYCK
cepiit). 3MiHa HalMeHyBaHHsi BUpobHuka 13, y
3B'A3KY 3 TUM, Lo KoMnaHis Ackep KoHTpakT
MaHydek4yepiHr AC cTana HOBMM BIACHUKOM.
BupobHuya aginbHuUS, agpeca Ta yci BUpobHWu
onepaulii 3anuLwaTbCs HE3MIHHUMMK. 3MiHWM BHECEHO B
iHCTPYKLUilO ANS MeQNYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby LWoao HaliMeHyBaHHS BUPOOHMKa 3
BigMNOBIOHVMM 3MiHAMM Yy TEKCTi MapKyBaHHS ynakoBKW
nikapcbkoro 3acoby. TepmiH BBEAEHHS 3MiH MPOTArOM
6 MicauiB nicnsi 3aTBEpPOXEHHS.
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99. KAMcnon® po3unH MPAT Ykpaina BiAMNOBiAANbHWIA Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3MiHu | bes nionse UA/1046/01/01
HaLUKipHWUIA, "®ITOPA 3a BUPOBHULITBO, Tmny - 3MiHM 3 sikocTi. FoToBUI Nikapcbkuin 3acib. peuenma ae
cnupToBui, no 10 PM" nepBuHHE, 3MiHM y BUpobHMUTBI. 3MiHa iMnopTepa/3amiHu, LWwo
MmNy donakoHi 3 BTOPUHHE CTOCYIOTbCS BUMYCKY Cepil Ta KOHTPOIIO SKOCTI
npobkoto- nakyBaHHS, roToBOroO fikapcbKkoro 3acoby (3amiHa abo foaaBaHHSA
KpanenbHuLeto, No KOHTPOMb SIKOCTI BMPOGHMKa, Lo Bignosigace 3a BBe3eHHs Ta/abo
4,8 abo 12 Ta BUNycCK cepii: BMNYCK cepii) - He Bknovaoymn
bnakoHiB B nauuyj; MPAT KOHTPONb/BUNPoBYBaHHA cepii - BBeAEHHA 404aTKOBOI
no 100 mn a6o no "OITOPAPM", BUpo6HMYOT AinbHULi MPAT «PITODAPM»,
200 mn 'y dnakoHi, Ykpaina BiAMNOBIAANbHOI 3a BUNYCK Cepii, He BKIOYa04n
no 1 cdonakoHy B BignosiganbHWn KOHTpOnb/BUNpobyBaHHs cepii 3a agpecoto: YkpaiHa,
nayui; no 100 mn 3a BUPOBGHULTBO, 08303, Kuiecbka obnactb, Micto Bopucnine, Byn.
abo no 200 mny nepBuHHE, Yymaubka, 6yamHok 17. 3MiHV BHeCeHi y po3ainu
cnakoHi 3 BTOPUHHE "BupobHuk" Ta "MicuesHaxomkeHHs BUPOOHMKa Ta
npo6koto- nakyBaHHA Ta Oro agpeca Micua npoBagKeHHs OisinbHOCTI" B
KpanensHuLeto, no KOHTPOIb SIKOCTi: iHCTPYKLUIilO AN MeAMYHOTO 3aCTOCYBaHHS Y 3B'A3KY 3
1 cbnakoHy 3 AT "Ily6Hucbapm", BBEAEHHSIM 404aTKOBOI BUPOBHMYOI AinbHML,
npo6koto- YkpaiHa BiANOBIgANbHOI 3a BMNYCK Cepii, 3 MOXNUBICTIO
KpanesnbHuuero B BiAnoBiganbHWn OPYKYBaHHS ABOX iHCTPYKUIA ANst MEAUYHOTO
nayui 3a BUMYyCK cepil, 3acTocyBaHHs J13 anst okpemMmx BUPOBHUKIB
He BKIoYaroum (BignoBiganbHUX 3a BUNYCK cepii) Ta Ik HAacnigok -
KOHTpOnb/BUNpoby nosiBa TEKCTY MapKyBaHHS YMaKOBKU MiKapCbKOro
BaHHs cepii: 3acoby Ans 4oaaTkoBoro BUpoOHMKa. BBeaeHHs 3MiH
MPAT npoTSarom 6-Tu MicsaLiB Nicnsa 3aTBepAXEHHS
"®ITODAPM",
YkpaiHa
100. | KAncnon® po34nH MPAT Ykpaina BiAMOBiAANbHWIA YkpaiHa BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu | bes - UA/1046/01/01
HaLLKipHUIA, "OITOGA 3a BUpOBHMLTBO, Tuny - 3MiHK Woao G6e3nekn/edeKTUBHOCTI Ta peuenma
cnupTtosun; no 10 PM" nepBuHHe, dapmakoHarnsgy (iHwi 3miHM) 3MiHM BHECEHO Y TEKCT
My donakoHi 3 BTOPUHHE MapKyBaHHs1 yNakoBKM MikapcbKoro 3acoby ans
npobkoto- nakyBaHHS, cnakoHiB no 10 mn, a came gonosHeHo n. 4 Tan.15
KpanenbHuLeto, No KOHTPOMb SIKOCTI TEKCTYy MapKyBaHHSI BTOPUHHOI YMaKOBKU Ta CKOPOYEHO
4, 8 abo 12 Ta BUNYCK cepii: TEKCT MapKyBaHHS eTMKeTKu dorakoHa. BBeaeHHs 3miH

dnakoHiB B nauuj;
no 100 mn abo no
200 mn 'y dnakoHi,
no 1 pnakoHy B
nayui; no 100 mn
abo no 200 mny
donakoHi 3
npo6bkoto-
KpanenbHuLelo, No
1 donakoHy 3
npo6bkoto-
KpanenbHULEeo B
navuj

MPAT
"®OITOPAPM",
YkpaiHa;
BignoBiganbHUN
3a BUpOBHULTBO,
NnepBuHHE,
BTOPWHHE
nakyBaHHsi Ta
KOHTPOMb SIKOCTi:
AT "Ny6Hnpapm",
YkpaiHa;
BianoBiganbHWn
3a BMNyCK cepil,
He BKMoYaouu
KOHTpOnb/B1Npoby
BaHHsA cepii: NMPAT

NPOTAroM 6-T MicsAUIB NiCNsA 3aTBEPAKEHHS
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"®ITODPAPM",
YkpaiHa
101. | KAPBAMA3E | tabnetku no 200 TOBAPUC Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3miHa 3a - UA/7327/01/01
MIH- mr, no 10 TBO 3 BMPOOHMLTBA, 3asBHuka 13 (MIBI1) (BnacHuka peecTpauiiHoro peuernmom
300POB'A Tabnetok y OBMEXE KOHTPOSb SIKOCTI, noceigyeHHs) (3rigHo Hakazy MOS Big 23.07.2015 Ne
6nictepi; no 2 HOKO BMNYCK cepii: 460): fitova penakuis: ToBapucTBo 3 0OMEXEHOID
Gnictepu y BIAMNOBIA, ToBapwucTtBo 3 BignosiganeHicTio «®apMaueBTnyHa KOMMNaHis
KapTOHHIMN AINBHICT obmexeHot «300poB’ay», YkpaiHa
kopobui; no 20 10) BianoBiganbHiCcTO MponoHoBaHa peaakuis: TOBAPUCTBO 3
TabneTok y «KOPIOP "®apmaueBTuyHa OBMEX>XEHOHO BIAMOBIJANTBHICTHO
6nicTepi; no 1 AlIA KOMMaHis «KOPMNOPALIA «300POB’A», YkpaiHa.
Gnictepy y «300POB "3gopos's"”, BBegeHHs 3MiH npoTsarom 6-Tu micauiB nicns
KapTOHHiIN kopobui Ax Ykpaina 3aTBepAKeHHA. 3MiHu | Tuny - 3miHK Wwoao
BCi cTagii 6e3nekn/edbeKTMBHOCTI Ta hapmakoHarnsgy.
BMPOGHMLTBA, BBeneHHs abo 3miHM A0 y3aranbHEHUX 4aHuX Npo
KOHTPOIb SKOCTI, cuctemy chapmakoHarnsay (BBeAeHHS y3aranbHeHNX
BUMYCK cepil: OaHuX Npo cuctemy bapmakoHarnagy, amiHa
ToBapucTBeo 3 ynoBHOBa)eHOi ocobu, BignosiganbHOI 3a 30iNCHEHHS
0oBMexeHo dapmakoHarnagy; KOHTakTHoi ocobu 3
BiANOBIgaNbHICTIO thapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
"OAPMEKC thapmakoHarnagy B YKpaiHi, SKLWO BOHA BigMiHHA Big
FPYIM", Ykpaina YNOBHOBaXXEHOI 0cO0U, BiANOBIAaNbHOI 3a 34iNCHEHHS
bapMakoHarnagy (Bkrovar4mn KOHTaKTHI AaHi) Ta/abo
3MiHM Yy pO3MiLLEeHHi MacTep-danna cucTtemm
dapmakoHarnagy) - 3miHa ynoBHOBaXkeHoi 0cobu
3asBHYKa, BignosiganeHoi 3a hapmakoHarnsag. ditoya
pepakuis: LeBuyeHko OneHa IropieHa. MNponoHoBaHa
pepakuisa: NaHosa OneHa MukonaiBHa. 3miHa
KOHTaKTHMX JaHWX YNOBHOBaXEHOI 0CObU 3asiBHUKA,
BiAgnoBigansHoI 3a dhapmakoHarnag.
3miHa Homepa macTep-danna cuctemm
dapmakoHarnsay.
102. | KAPOIOAPTI cupon in bulk: no TOBAPUC YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHa - - UA/14656/01/01
HIH- 50 n'y 6o4kax TBO 3 BUPOBHMLTBA, 3asBHuka J13 (MIBI) (BnacHuka peecTpauiiHoro
300POB'A OBMEXE KOHTPO~b SIKOCTI, nocsigyeHHst) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
HOKO BUMYCK cepii: 460). TepmiH BBeAEHHSI 3MiH NpoTAroM 6 micsiuis nicnsi
BIAMOBIO ToBapwucTtBo 3 3aTBepAKEHHS. 3MiHu | Tuny - 3miHM Wwoao
AJTBHICT obmexeHo 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
{0) BiANoBiganbHiCTIO BBeneHHs abo 3miHM [0 y3aranbHEHUX aHUX Npo
«KOPINOP "®apmaueBTyHa cvctemy chapmakoHarnsaay (BBeAeHHS y3ararnbHeHNX
AUIA KOMMaHis AaHuX Npo cuctemy chapMakoHarnsgy, amiHa
«300POB "3gopos's", yrnoBHOBaxeHoi ocobu, BignosiaansHoi 3a 3ginCHEHHS
Ay YkpaiHa dapmakoHarnsay; KOHTakTHoOi ocobu 3
BCi cTaaii dapmakoHarnagy 3asBHUKa ANns 34iNCHEHHs!
BMPOGHMLTBA, dapmakoHarnagy B YkpaiHi, SKLo BOHa BiAMiHHa Big

KOHTPOIb SKOCTI:
ToBapwucTtBo 3

YNOBHOBaXXEHOI 0CO0U, BiANOBIAanNbHOI 3a 3AiINCHEHHS
hapmakoHarnsigy (BKoYarum KOHTaKTHI AaHi) Ta/abo

obmexeHot 3MiHM Yy pO3MiLLeHHi MacTep-ganna cucTtemm
BignoBiganbHicTo bapmakoHarnsgy). 3mMiHa ynoBHOBaXeHOi 0cobu
"XapkiBcbke 3asBHYMKa, BignosiganbHoi 3a dapmakoHarnsag. Jitoya
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dapmaueBTU4He pepakuis: LesyeHko Onena IropisHa. MNponoHosaHa
nignNpUeEMCTBO pegakuis: MNaHoBa OneHa MukonaisHa. 3miHa
"3popoB's KOHTaKTHMX AaHWX YNOBHOBaXEHOI 0cobu 3asiBHMKA,
Hapogy", YkpaiHa BiANOBiAanbHOI 3a papmakoHarnsg. 3mMiHa Homepa
MacTtep-panna cucteMu dpapmakoHarnsgy.
103. | KAPOIOAPTI cupon no 50 mny TOBAPUC Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH 4O peecTpaLiinHuX MaTepianis: 3MiHa bes - UA/11187/02/01
HIH- nakoHi; no 1 TBO 3 BMPOOHMLTBA, 3asBHuka 13 (MIBI) (BnacHuka peecTpauiiHoro peuenma
300POB'A onakoHy 3 MipHum | OBMEXXE KOHTPOSb SIKOCTI, noceigyeHHs) (3rigHo Hakady MOS3 Big 23.07.2015 Ne
CcTakaHoM y HOHO BUMYCK cepii: 460). TepmiH BBeeHHSA 3MiH NPOTArom 6 MicsiLiB nicnsi
kopobui 3 kapToHy; | BIAMOBIAQ ToBapucTso 3 3aTBepAKeHHS. 3MiHu | Tuny - 3miHK Wwoao
no 100 mny ANBHICT oBMmexeHo 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
dnakoHi, no 1 10) BiANOBIgaNbHICTIO BBegeHHst abo 3miHM 4o y3aranbHEHUX AaHux npo
dnakoHy 3 MipHum | «KOPT1OP "®apmaueBTUYHa cuctemy hapmakoHarnsaay (BBe4eHHs y3aranbHeHnx
CTakaHoOM y AUIA KOMNaHisa OaHuX Npo cuctemy bapmakoHarnagy, amiHa
kopobui 3 kapToHy | «30OPOB "3gopos's"”, ynoBHOBa)eHOi ocobu, BignosiganbHOI 3a 30iNCHEHHS
"Ax Ykpaina hapmakoHarnsay; KOHTakTHoi ocobu 3
BCi cTagii chapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
BUPOBHMUTBA, thapmakoHarnagy B YKpaiHi, SKLWO BOHa BigMiHHA Big
KOHTPOIb SIKOCTi: YNOBHOBaXXEHOI 0cO0U, BiANOBIAaNbHOI 3a 34iINCHEHHS
ToBapucTBo 3 hapMakoHarnagy (Bkrovar4mn KOHTaKTHI AaHi) Ta/abo
0oBMeXeHo 3MiHW Yy pO3MilLleHHI MacTep-charnna cuctemm
BignoBiganbHiCcTO apmakoHarnsgy). 3mMiHa yNnoBHOBaXXeHOi 0cobu
"XapkiBcbke 3asBHMKa, BigNoBiganbHoI 3a hapmakoHarnag. fitova
dapMaueBTUYHe pepakuis: LeByeHko OneHa IropisHa. MNponoHoBaHa
nignpueMcTeo pepakuis: Manosa OneHa MukonaisHa. 3miHa
"3popoB's KOHTaKTHMX JaHWX YNOBHOBaXEHOI 0CObU 3asiBHUKA,
Hapogy", YkpaiHa BigMNoBiganbHoi 3a hapmakoHarnsg. 3mMiHa Homepa
mMacTep-cavina cuctemmn hapmakoHarnagy.
104. | KAPOIOAPTI cupon no 50 mny TosapucT YkpaiHa ToBapwucTtBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3minu | 6es - UA/11187/02/01
HIH- dnakoHi; no 1 BO 3 0BMexeHo Tmny - 3MiHM 3 siKOCTi. FoTOBUIA NikapCbkMi 3acib. peuenma
300POB'A hbnakoHy 3 MipHUM | OBMexeHO BiAMOBIAANBLHICTIO Cunctema KoHTenHep/3akynoptoBarnbHuii 3acit. 3miHa
cTakaHoM y 10 "®PapmaLeBTUYHa nocTayarnbHvKa nakyBanbHUX matepianis abo
kopobuUi 3 kKapToHy; | Bignosiga KOMMaHis KOMMMEKTYIOUMX (SIKLLO 3a3HaYeHO B JOChE) (3aMiHa
no 100 mny NbHICTIO "3popos's", abo foaaBaHHA nocTavanbHyKa) - BBEAEHHA HOBOrO
chnakoHi, no 1 "®apmaue YkpaiHa (Bci cTagii BMpOGHWKa nakyBanbHoro martepiany (kpuwku) TOB
hnakoHy 3 MipHUM BTUYHA BMPOGHMLTBA, «CtaTyc», YKpaiHa, [O4aTKOBOro 40 3aTBEPAXEHUX
CcTakaHoM y KOMMaHis KOHTPOIb SKOCTI, BMPOGHMKIB. Biabynucb He3HayHi 3amMiHu rabapuTHux
kopobui 3 kapToHy | "3gopos's" BUNYCK cepii); po3mipiB nepBuHHOI ynakoBku (Kpuwku O 28). AkicHuii
ToBapucTtBo 3 Ta KiNbKICHUM CKNaa nakyBanbHOro MaTepiany He
obmexeHoto 3MiHUIUCS.
BiANoBiganbHiCTIO B3aTtBepaxeHo: TOB "Mnactxim", YkpaiHa; TOB
"XapkiBcbke "MPODIMNNACT NTAH", YkpaiHa; MpAT "®ipma Eninc",
dapMaLeBTUYHE Ykpaina; TOB "®apmmawn”, YkpaiHa; TOB
niaANPUEMCTBO "®apmaueBTunyHa dipma "BepTtekc”, YkpaiHa;
"3popoB's 3anponoHoBaHo: TOB "Mnactxim", YkpaiHa; TOB
Hapogy", YkpaiHa "MPODIMNACT NTA", YkpaiHa; MpAT "®ipma Eninc",
(Bci cTagii YkpaiHa; TOB "®apmmaw”, Ykpaita; TOB
BMPOGHMLTBA, "®apmaneBTuyHa dipma "BepTekc”, YkpaiHa; TOB

KOHTPOMb AKOCTI)

"Crartyc", YkpaiHa. CynyTHS 3miHa - 3MiHM 3 SKOCTI.
"oToBWMI Nikapcbkuii 3acib. Cuctema




57 [IpomoBxeHHS J0aTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
KOHTeNHep/3akynoptoBanbHuUi 3aci6. 3miHa hopmm
abo po3mipy KoHTelHepa YM 3aKynopioBarnbHOro
3acoby (NepBMHHOI yNnakoBKK) (HECTEPUIbHI NMikapchbki
3acobu)
105. | KAPOQIOOAP Tabnetkun no 200 TOBAPUC YkpaiHa BCi cTagii YkpaiHa BHECEHHS1 3MiH 0 peecTpauiiHux maTtepianis: 3amMiHa 3a - UA/1713/02/01
OH- mr; no 10 TBO 3 BMPOOHMLTBA, 3asBHuka 13 (MIBI1) (BnacHuka peecTpauiiHoro peuenmom
3[00POB'A TabneTtok y OBMEXE KOHTPOIb SKOCTI, nocsigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
6nictepi; no 3 HOIO BUMYCK cepii: 460) BeegeHHs 3MiH NpoTsArom 6-Tu micsauie nicns
Gnictepny BIANOBIA ToBapwucTBoO 3 3aTBepAKEHHST; 3MiHu | TNy - 3MiHW Woao
KapTOHHiIn kopobui | AJNbHICT obmexeHoto 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
10) BiANOBIgaNbHICTIO BBeneHHst abo 3miHM 4o y3aranbHEHUX AaHux nNpo
«KOPMOP "papmaueBTnyHa cucTemMy chapmakoHarnsay (BBeAeHHs y3aranbHeHnX
ALIA KOMMaHis AaHuX npo cuctemy hapmakoHarnsgy, 3aMiHa
«30POB "3gopos's"”, ynoBHOBaXeHOi ocobu, BignosiganbHOI 3a 34iACHEHHS
"Ax YkpaiHa hapmakoHarnsigy; KOHTakTHoi ocobu 3
BCi cTagii hapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHS
BUPOBHMUTBA, thapmakoHarnagy B YKpaiHi, SKLWO BOHA BigMiHHA Big
KOHTPOIb SKOCTI, ynoBHOBa)eHOi ocobu, BignosiganbHOI 3a 30iNCHEHHS
BMNYCK cepii: apmakoHarnsaay (BkoYaruy KOHTaKTHI AaHi) Ta/abo
ToBapucTtBeo 3 3MiHW Yy pO3MilLleHHI MacTep-charnna cuctemm
0oBMeXeHo tapmakoHarnagy) - 3miHa ynoBHoBa)keHoi ocobu
BiAnoBiganbHICTO 3asBHYMKa, BignoBiganbHoi 3a chapmakoHarnsag [itoya
"®APMEKC penakuisi: LeeyeHko OneHa IropiHa NponoHoBaHa
FPYIM", Ykpaina pepakuis: MaHoBa OneHa MukonaiBHa 3miHa
KOHTaKTHMX JaHWX YMOBHOBAXXEHOI 0COOM 3asiBHMKA,
BigNOBiganbHOi 3a hapmakoHarnsg 3miHa Homepa
MacTep-caina cucteMmy apmakoHarnsgy
106. | KAPOIOOAP Tabnetku no 200 TOBAPUC YkpaiHa ToBapwucTtBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHa - - UA/14829/01/01
OH- mr; in bulk: no TBO 3 obmexeHoto 3asiBHuka 113 (MIBI) (BnacHWka peecTpauiiHoro
300POB'A 1000 abo no OBMEXE BiAnoBiganbHICTO noceigyeHHs) (3rigHo Hakady MOS3 Big 23.07.2015 Ne
10000 TabneTok y HOIO "®apmaueBTuyHa 460) BBegeHHs 3MiH MpPOTAroM 6-Tu micauiB nicns
nakeTi BIANOBIA KoMnaHisa 3aTBepOKeHHS; 3MiHu | Tuny - 3miHn wopao
nonieTuneHoBomMy AJIbHICT "3gopos's" 6e3nekn/edekTMBHOCTI Ta hbapmMakoHarnsgy.
y KOHTenHepi O BBeneHHs abo 3miHn A0 y3aranbHeHNX 4aHux npo
nnacTMacoBomy «KOPTIOP cucTemMy chapmakoHarnsay (BBeAeHHs y3aranbHeHUX
AUIA OaHuX Npo cuctemy capmMakoHarnsgy, amiHa
«340POB YNOBHOBaXXEHOI 0CO0U, BiANOBIAANbHOI 3a 34iINCHEHHS
Ax (hapmakoHarnsigy; KOHTakTHoi ocobu 3

dapmakoHarnagy 3asBHUKa ANns 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, SKL0 BOHa BigMiHHa Bif
yrnoBHOBaxeHoi ocobwu, BignosiaansHoi 3a 3ginCHEHHS
hapmakoHarnsiay (Bknoyarym KOHTaKTHI AaHi) Ta/abo
3MiHM y po3MilLleHHi MacTep-caiina cuctemu
hapmakoHarnsigy) - 3MiHa ynoBHOBaXeHOi ocobu
3asBHuKa, BignosiganbHoi 3a hapmakoHarnsg [ditoya
pepakuisi: LLeBueHko OneHa IropiHa NponoHoBaHa
pepakuis: MaHoBa OneHa MukonaiBHa 3miHa
KOHTaKTHMX JaHWX YNOBHOBaXEHOI 0cobU 3asiBHUKA,
BiAMoOBiAanbHoi 3a apmakoHarnsg 3mviHa Homepa
MacTep-caina cucteMmy dapmakoHarnsgy




58 ITpogoBxeHHs HogaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
107. | KETAHOB po34uH Ans Tepanis PymyHis Tepania AT PymyHis BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3minu | 3a - UA/2596/02/01
iH’ekuin, 30 mr/mn; AT Tmny - 3MiHK 3 sikocTi. FoTOBUIA NikapcbkMi 3aci6. peuenmom
no 1 mn B amnyni; KoHTpOsb roToBOro nikapcbkoro 3aco0y (iHLwi 3amiHu) -
no 10 amnyny OHOBMEHHS BXE 3aTBEPAXEHNX METOAIB KOHTPOMIO
KapTOHHiI kopooLi SIKOCTi Nikapcbkoro 3acoby, a came: BUKNaAeHHS
TEKCTY iepXaBHOK MOBOI 3riHO Cy4acHMX BUMOT
108. | KETOPOJIAK- | tabnetku no 10 TOBAPUC Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3MiHa 3a - UA/4961/02/01
300POB'A mr; no 10 TBO 3 BUPOGHMUTBA, 3asBHuKa J13 (MIBI) (BnacHuka peecTpauiiHoro peuenmom
Tabnetok y OBMEXE KOHTPOSb SIKOCTI, nocsigyeHHst) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
6nictepi; no 1 abo HOKO BMNYCK cepii: 460) BBeaeHHs 3MiH NPOTAroM 6-Tu micAuiB nicns
no 2 Gnictepu B BIAMNOBIA ToBapucTBo 3 3aTBepAKEHHSI; 3MiHK | Tuny - 3MiHW Woao
KapTOHHIN ANBHICT oBMmexeHo 6e3nekn/edbeKTMBHOCTI Ta hapmakoHarnsgy.
kopo6ui; no 30 0 BiAMOBIAANBHICTIO BeeneHHs abo 3miHn Ao y3aranbHeHNX 4aHux npo
TabneTok y «KOPMOP "papmaueBTnYHa cuctemy chapmakoHarnsay (BBe4eHHs y3ararnbHeHnx
KOHTENHepi; no 1 AUIA KOMNaHisa OaHuX nNpo cuctemy bapmakoHarnagy, amiHa
KOHTENHepy B «340POB "3popos'sa”, YNOBHOBaXXEHOI 0CO0U, BiANOBIAANbHOI 32 3AINCHEHHS
KapTOHHiI kopoOLi "Ax YkpaiHa thapMakoHarnagy; KoHTakTHoi ocobu 3
BCi cTagii chapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
BUPOBHMLTBA, dapmakoHarnagy B YkpaiHi, SKL0 BOHa BiAMiHHA Big
KOHTPOIb SKOCTI, ynoBHOBa)eHOi ocobu, BignoeiganbHOI 3a 30iNCHEHHS
BUNYyCK cepii: hapMakoHarnagy (Bknovar4mn KOHTaKTHI AaHi) Ta/abo
ToBapucTso 3 3MiHM y pO3MilLleHHI MacTep-caiina cuctemu
oBMmexeHo tapmakoHarnagy) - 3miHa ynoBHoBa)keHoi ocobu
BiANoOBiganbHICTIO 3asBHuKa, BignosiganbHoi 3a hapmakoHarnsag [itoya
"®APMEKC pepakuis: LleByeHko Onena IropiBHa MponoHoBaHa
FPYM", Ykpaina pepakuis: MaHoBa OneHa MukonaiBHa 3miHa
KOHTaKTHMX JaHWX YNOBHOBaXEHOI 0CObU 3asiBHUKA,
BiAMOBiAanbHOi 3a hapmakoHarnsg 3miHa Homepa
MacTep-caina cucteMmy dapmakoHarnsgy
109. | KETOPOJIAK- | posuuH ans TOBAPUC Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHa 3a - UA/4961/01/01
300POB'A iH'ekuin, 30 mr/mm; TBO 3 obmexeHo 3asBHuka 13 (MIBI1) (BnacHvka peecTpauiiHoro peuernmom
no 1 mn B amnyni; OBMEXE BiAnoBiganbHiCcTO nocsigyeHHst) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
no 10 amnyny HOKO "®PapmaLeBTUYHa 460) BBegeHHs 3MiH NpoTsiroM 6-Tu MicsuiB nicns
KapTOHHIN BIANOBIA KOMMaHis 3aTBepAKeHHS; 3MiHu | Tuny - 3miHn woao
kopobui; no 1 mne | AJIbHICT "3popos's" 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.
amnyni; no 5 10) BBeneHHs abo 3miHM A0 y3aranbHEHNX aHUX Npo
amnyn y 6nictepi; «KOPINOP cuctemy hapmakoHarnsaay (BBeAeHHs y3ararnbHeHnx
no 2 Gnictepu y AUIA AaHuX Npo cuctemy capmMakoHarnsgy, amiHa
KapTOHHIN «300POB yrnoBHOBaXeHoi ocobu, BignosiaansHoi 3a 3gincCHEeHHS
kopobui; no 1 mn B "Ax» dhapmakoHarnagy; KOHTakTHoi ocobu 3

amnyni; no 10
amnyn y 6nictepi;
no 1 Gnictepy y
KapTOHHIl kopobui

dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHS
dapmakoHarnagy B YkpaiHi, SKLWo BOHa BiAMiHHa Big
YNOBHOBaXXEHOI 0CO0U, BiANOBIAANbHOI 3a 34iNCHEHHS
hapmakoHarnsigy (BkoYarum KOHTaKTHI AaHi) Ta/abo
3MiHM Yy pO3MiLLeHHi MacTep-ganna cucTtemm
dapmakoHarnagy) - 3miHa ynoBHoBaXkeHoi 0cobu
3asBHuKa, BignosigansHoi 3a hapmakoHarnsg [ditoya
pepakuis: LleByeHko OneHa IropisHa MponoHoBaHa
pepakuis: NaHoBa OneHa MukonaisHa 3miHa
KOHTaKTHMX JaHWX YNOBHOBaXeEHOI 0cobu 3asiBHUKA,




59 ITpogoBxeHHs HogaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
BiAMNOBiAanbHOI 3a papmakoHarnsg 3miHa Homepa
MacTtep-panna cuctemu dpapmakoHarnsgy

110. | KIAPICKAH po34uH Ans oxul Hopgeris hxunl Xenckea AC Hopseris BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3minu | 3a He UA/19528/01/01

iH’ekuin, 279,30 Xenckea Tuny - 3MiHK 3 siKocTi. FoTOBWI Nikapcbkuii 3acib. peuernmom nidnse

mr/mn (0,5 AC CuctemMa KoHTelHep/3akynoptoBarnbHuiA 3acib. 3miHa ae

Mmonb/mn) no 10
mn, no 15 mn, no
20 MmNy CKNAHMX
nakoHax; no 10
nakoHiB B
KapTOHHIN
kopobui; no 50 mn,
no 100 mny
noninponineHoBnx
c¢nakoHax, no 10
dnakoHiB B
KapTOHHiI kopoOLi

chopmu abo po3mipy KoHTerHepa umn
3aKynoptoBasibHOro 3acoby (MepBUHHOI YNakoBKW)
(cTepunbHi nikapcbki 3acobun) BBegeHHs HOBOT
6pombyTrnoBoi Npobku (giameTp ii BEPXHLOrO
dnaHusa 3meHLweHo 3 25,4 mm o 24,6 mm, a giameTtp
nNpobKK, sika KOHTaKTye i3 chnakoHom 36inbLieHo 3 21,0
MM o 21,15 MM) B pe3ynbTaTi Yoro npobka LinbHile
npunsarae Ao CTIHOK (hrakoHy, 3abe3nevyroun LM
KpaLLly YKynopKy cuctemu Ans noninponineHoBmx
cnakoHax no 50 mn Ta 100 Mn. AKICHUIA Ta KinbKICHUIA
CKnap nakyBanbHOro martepiany He 3MiHUBCS.
BBegeHHst 3MiH NpoTarom 3-x Micauis nicns
3aTBepMKeHHs. 3MiHK | Tuny - 3miHK 3 sikocTi. FoToBMI
nikapcbkui 3aci6. Cuctema
KOHTelHep/3aKynoptoBanbHuii 3aci6. 3miHa byab-siKoi
YacTUHW MaTepiany NePBMHHOI YNAKOBKK, LLO He
KOHTaKTy€e 3 roTOBUM NikapCbkum 3acobom (Hanpwvknag
KOnNip KPWLLEYOK 3 KOHTPOMEM MepLLOro BiAKpUTTS,
KoMip KOAOBWX Kineub Ha amnynax, KoHTenHepa ans
ronok (pi3Hi BMANW nnactmacwu) (3mMiHa, sika BNnvBae Ha
KOPOTKY XapaKTepucTuKy nikapcbkoro 3acoby)
BBefeHHs anbTepHaTUBHOI NNACTUKOBOI KPULLIKK TNy
dnin ToN, Sika He KOHTaKTYe 3 NikapCbKMM 3aco6oM
ans noninponineHosux gnakoHax no 50 mn ta 100 mn
[0 3aTBEPXXEHOro TUMY rBUHTOBOI KPULLIKK i3
BUTSDKHUM KinbLem. MaTepian 3 SKoro BUroToBreHo
3aTBEPAXEHUI Ta 3anpPONOHOBAHUMA TUM KPULLIKK € TOW
camuii, po3Mip TakoX OOHaKOBUNA. 3aTBEPKEHO:
Ynakoska. Mo 10 mn, no 15 mn, no 20 mn po3ynHy Ans
iH'eKLiN y CKNSAHUX dbnakoHax 3akpUTUX NYMOBOIO
nNpo6Koto Ta antoMiHIEBUM KOBMAYKOM i3 NNacTUKOBUM
avckom. Mo 50 mn, no 100 Mn po3unHy Ans iH'eKuin y
noninponineHoBux rakoHax, 3aKpuTux ryMoBoO
Npo6KoLo Ta NMacTUKOBOK KPULLIKOHO, LLIO 3aKpy4yeTbCs
3 KOHTPONEM BiOKPUTTS.

Mo 10 cknsiHux abo no 10 noninponineHoBKx rakoHis
B KapTOHHI kopobLi 3 MapKyBaHHsIM yKpaiHCbKO
MOBOH. 3anponoHOBaHO:

Ynakoska. Mo 10 mn, no 15 mn, no 20 Mn po3ynHy Ans
iH'eKLin y CcKNsIHUX donakoHax, 3aKpUTUX 'YMOBOKO
Npo6GKOIO Ta antoMiHIEBMM KOBMAYKOM i3 N1IaCTUKOBUM
anckom. Mo 50 mn, no 100 M po3unHy Ans iH'eKuin y
noninponineHoBux rakoHax, 3aKpUTux ryMoBo
NPOoOKOI Ta MNACTUKOBOKO KPULLIKOH, LLIO 3aKPY4YyETbCH
3 KOHTpPONeM BiKPUTTS (BUKOPUCTOBYHOTHCSI KPULLIKU




60 ITpogoBxeHHs HogaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
[OBOX TUMIB: KpULLIKA 3 BUTSKHWUM KinbLieM abo KpuLlka
TMny «donin Tony i3 BiakmgHMM koenavkom). Mo 10
cknsiHMx abo no 10 noninponineHoBMX ¢hriakoHiB B
KapTOHHIN KopobLi 3 MapKyBaHHAM YKpPaiHCbKO
MOBOH. 3MiHW BHECEHI B IHCTPYKLi0 Anst MeanyHoro
3acTocyBaHHS NikapcbKoro 3acoby y po3ain
«YnakoBka». BBegeHHs 3MiH NpoTarom 3-x micsiuis
nicnsa 3aTBepAXeHHs. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/echekTUBHOCTI Ta hapmakoHarnsgy (iHwi
3MiHW) 3MiHN BHECEHO B TEKCTi MapKyBaHHS NEPBUHHOI
ynaKoBKK nikapcbkoro 3acoby y n. 6. «HLWE».
BBegeHHst 3MiH NpoTsrom 3-x Micauis nicns
3aTBEPAKEHHSA
111. | KNOBECKIH kpem 0,05 %; no TOBAPUC YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3amMiHa 3a - UA/13134/01/01
25y Ty6i; no 1 TBO 3 BUPOBHMUTBA, 3asiBHuKa J13 (MIBI) (BnacHuka peecTpauiitHoro peuenmom
Ty6i y kopobui 3 OBMEXE KOHTPOIb SIKOCTI, noceigyeHHs) (3rigHo Hakady MOS3 Big 23.07.2015 Ne
KapTOHY HOIO BUMYCK cepil: 460) BeegeHHs 3MiH NpoTsarom 6-Tu Micsauie nicns
BIAMNOBIA ToBapucTBo 3 3aTBepAKEHHSI; 3MiHu | Tuny - 3MiHW Woao
AJTbHICT obmexeHoro 6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
10) BiANOBIgaNbHICTIO BBeneHHst abo 3miHM 4o y3aranbHEeHUX AaHux npo
«KOPMOP "papmaueBTnYHa cucTemMy chapmakoHarnsay (BBeAeHHs y3aranbHeHUX
ALIA KOMMaHis AaHuX Npo cuctemy hapmakoHarnsgy, 3aMiHa
«30POB "3gopos's"”, ynoBHOBa)eHOi ocobu, BignosiganbHOI 3a 30iNCHEHHS
Ax YkpaiHa hapmakoHarnsay; KOHTaKTHOI ocobu 3
BCi cTagii apmakoHarnsay 3asiBHUKa AnNs 30iNCHEHHS
BMPOGHMLTBA, dapmakoHarnagy B YkpaiHi, SKLo BOHa BiAMiHHa Big
BUNYCK cepil: ynoBHOBaxeHoi ocobu, BignosigansHoi 3a 3gincHeHHS
ToBapwucTtBo 3 dapmakoHarnagy (BKvar4mn KOHTaKTHI AaHi) Ta/abo
obmexeHoto 3MiHM Yy pO3MiLLeHHi MacTep-ganna cuctemm
BignoBiganbHiCcTO apmakoHarnsigy) - 3MiHa ynoBHoOBaXeHOi ocobu
"®apmaLeBTUYHa 3asBHYMKa, BignoBigansHoi 3a hapmakoHarnsg [itoya
KOMMaHis pepakuis: LleByeHko OneHa IropiBHa MponoHoBaHa
"3popos's", pepakuis: MaHoBa OneHa MukonaiBHa 3miHa
YkpaiHa KOHTaKTHMX JaHWX YMOBHOBAXXEHOI 0COOM 3asiBHMKA,
KOHTPOrb SIKOCTi: BigMNoOBiganbHoi 3a hapmakoHarnsg 3mviHa Homepa
ToBapucTtBo 3 MacTep-caina cuctemy apmakoHarnsgy
obmexeHo
BiANoBiganbHiCTIO
"®APMEKC
FPYM", Ykpaina
112. | KNOMIQOIPE | Tabnetku, BKpUTI TOBAPUC YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3mMiHa 3a - UA/3924/01/01
nb 06onoHkoto, no 75 TBO 3 BUPOOHMUTBA, 3asBHuka J13 (MIBI) (BnacHuka peecTpauiiHoro peuenmom
mr no 10 Tabnetok | OBMEXE KOHTPOIb SIKOCTI, noceigyeHHs) (3rigHo Hakaszy MO3 Big 23.07.2015 Ne
y 6nictepi: no 1 HOKO BUMYCK cepii: 460). BeegeHHs 3MiH NpoTarom 6-Tu micauis nicns
abo 2, abo 3 BIANOBIA ToBapwucTBo 3 3aTBepAKEHHS. 3MiHu | Tuny - 3MiHM Woao
Gnictepu B AJIbHICT obmexeHo 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
KOpoO6Li 3 KapTOHY 10) BiANoBiganbHICTIO BBeneHHs abo 3miHM [0 y3aranbHEHUX aHUX Npo
«KOPINOP "NocnigHun 3aBof cvcTemy chapmakoHarnsaay (BBeAeHHS y3aranbHeHNX
AlUIA "r'HUNC", YkpaiHa JaHuX Npo cucteMy dapmMakoHarnsgy, amiHa
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IIponmosxkeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
«340POB BCi cTagii yMNOBHOBaXeHOoI ocobu, BignosiaansHoi 3a 3giNCHEHHS
"Ax BUPOGHMUTBA, hapmakoHarnsiay; KOHTakTHoi ocobu 3
KOHTPOSb SKOCTI, chapmakoHarnagy 3asiBHUKa Ans 30iMCHEHHA
BUNYCK cepii: dapmakoHarnsagy B YKpaiHi, AKWo BOHA BiAMiHHA BiA
ToBapucTBoO 3 yNoOBHOBa)eHOi 0cobu, BignosiganbHOI 3a 30iNCHEHHS
0oB6MeXeHo hapmakoHarnagy (BKMoYarymn KOHTaKTHI AaHi) Ta/abo
BignoBiganbHICTO 3MiHM y pO3MiLLeHHi MmacTep-darna cuctemm
"dAPMEKC chapmakoHarnsgy).
PYM", Ykpaina 3MiHa ynoBHOBaXeHOi 0cobu 3asiBHMKA,
BCi cTagii BignosiganbHoi 3a hapmakoHarnsg. [itoya pegakuis:
BUPOBHMUTBA, LLleBueHko OneHa IropiBHa.
KOHTPOIb SKOCTi, MponoHoBaHa peaakuis: NMaHosa OneHa MukonaiBHa.
BMNYCK cepii: 3MiHa KOHTaKTHMX AaHWX YNIOBHOBaXXEHOI 0cobu
ToBapucTtBeo 3 3asiBHMKa, BignosiganbHoi 3a hapmakoHarnsg. 3miHa
obmexeHoto HoMepa macTep-anna cuctemy dapmakoHarnsgy
BiAnoBiganbHICTO
"papmaueBTnyHa
KOMMaHis
"3popos'sa”,
YkpaiHa
113. | KNOMIAOIPE | Tabnetku, BKpUTI Makneoac IHAisA Makneogc IHAisA BHECEHHS 3MiH 0 peecTpauiiHix maTepianis 3minu | 3a He UA/18729/01/01
b NNiBKOBOO dapmach dapmacbioTukanc Tmny - 3MiHKM 3 sikocTi. FoToBUIA NikapcbkMi 3aci6. peuenmom nidnsie
MAKINEO[C obornoHkoto no 75 loTUKanc NMimiten CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo ae
mr; no 14 JlimiTen ymoBax 36epiraHHsi roTOBOro fikapCbKoro 3acoby
TabneTok y (36inbLUeHHs TepMiHY NpuAaTHOCTI rOTOBOrO
6nicTepi, no 2 nikapcbkoro 3acoby) - [inst ToproBoi ynakoBku
Gnictepny (niaTBEPAXKYETLCS AAHMMMN pearnbHOro Yyacy)
KapTOHHiIl kopobui 36inbLUeHHs TepMiHY NpuAaTHOCTI FOTOBOIO
nikapcbkoro 3acoby 3 3 pokis 4o 4 pokiB, L0
nigTBEpAKYETHCA AaHUMK CTabINbHOCTI y peanbHOMY
yaci. 3MiH1 BHeceHi B po3gin "TepmiH npuaaTtHocTi" B
iHCTpYKLUil0 ANs MeQNYHOro 3acTOCYyBaHHS NikapCbKOro
3acoby. BBeaeHHst 3mMiH npoTarom 6-Tn micsauiB nicns
3aTBEPAKEHHS
114. | KNONIQOIPE | TabneTku, BKpUTI TOBAPUC YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHa 3a - UA/11699/01/01
nb- 06onoHkoto, no 75 TBO 3 reyn" 3asBHuka J13 (MIBI) (BnacHuka peecTpauiiHoro peuenmom
OAPMEKC mr; no 10 OBMEXE noceigyeHHs) (3rigHo Hakasy MOS Big 23.07.2015
TabneTok y HOKO Ne460). BBegeHHst 3MiH NpoTArom 6-Tu micsiliB nicns
6nictepi; no 1 abo | BIOANOBIO 3aTBEepAKEHHS. 3MiHu | Tuny - 3miHM Woao
3 bnictepu B AJIbHICT 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
KapTOHHIN nayui {0) BBeneHHs abo 3miHM [0 y3aranbHEHUX aHWX Npo
«KOPINOP cvcTemy chapmakoHarnsaay (BBeAeHHS y3aranbHeHUX
AUIA AaHuX Npo cuctemy capmMakoHarnsgy, amiHa
«300POB ynoBHOBaXeHoi ocobu, BignosiaansHoi 3a 3gincCHEeHHS
Ay dapmakoHarnsay; KOHTakTHoOi ocobu 3

dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, K0 BOHa BiAMiHHA Bif
YNOBHOBaXXEHOI 0CO0U, BiANOBIAANbHOI 3a 34iCHEHHS
hapmakoHarnsigy (BKNoYarym KOHTaKTHI AaHi) Ta/abo
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3MiHM Y pOo3MilLleHHI MacTep-chaiina cuctemu
dapmakoHarnsgy).
3MiHa ynoBHOBaXeHOi 0cobu 3asiBHMKA,
BignosiganbHoi 3a chapmakoHarnsg. [itoya pegakuis:
LLleBueHko OneHa lropiBHa. [MponoHoBaHa peaakuis:
MaHoBa OneHa MukonaiBHa. 3MiHa KOHTaKTHUX AaHuX
yNOBHOBaXeHOi 0cobu 3asiBHUKA, BignoBiaanbHoi 3a
chapmakoHarnag
3miHa Homepa macTep-gainna cuctemm
dapmakoHarnsgy
115. | KNONIAONPE | tabnetku, BKpUTI TOBAPWNC YkpaiHa TOB "®APMEKC YkpaiHa BHECEeHHs1 3MiH [0 peecTpauiiHux maTtepianis: 3mMiHa - - UA/14674/01/01
nb- o6onoHkoto, no 75 TBO 3 reyn" 3asiBHuKa J13 (MIBI) (BnacHuka peecTpauiitHoro
OAPMEKC Mr; in bulk: Ne OBMEXE noceigyeHHs) (3rigHo Hakasy MOS Big 23.07.2015
1000: no 1000 HOKO Ne460). BBeaeHHsi 3MiH npoTaromM 6-Tu MicsiLiB nicns
TabneTok y BIANOBIA 3aTBepAKEHHS. 3MiHu | TMny - 3MiHW Woao
noAaBiNHMX AJTbHICT 6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
nonieTMneHoBmx o BBeneHHs abo 3miHM A0 y3aranbHEHNX aHUX NPo
nakeTax B «KOPMOP cuctemy chapmakoHarnsay (BBe4eHHs y3ararnbHeHnx
NNacTUKOBUX ALIA AaHuX Npo cuctemy hapmakoHarnsgy, 3aMiHa
KOHTENHepax; in «30POB ynoBHOBa)eHOi ocobu, BignosiganbHOI 3a 34iACHEHHS
bulk: Ne 25000: no "Ax thapMakoHarnagy; KoHTakTHoi ocobu 3
25000 Tabnetok y apmakoHarnsay 3asiBHUKa Ans 30iNCHEHHS
noaBivHNX thapmakoHarnagy B YKpaiHi, SKLWO BOHA BigMiHHA Big
nonieTMneHoBmnx ynoBHOBaeHoi ocobu, BignosiaansHoi 3a 3gincHeHHS
nakeTax B dapmakoHarnagy (BK4ar4mn KOHTaKTHI AaHi) Ta/abo
NNacTUKOBUX 3MiHM Yy pO3MiLLeHHi MacTep-ganna cuctemm
KOHTerHepax dapmakoHarnsgy).
3MiHa ynoBHOBaXeHOi 0cobu 3asiBHMKA,
BignosiganeHoi 3a hapmakoHarnsag. [itoya pegakuis:
LLleBuyeHko OneHa IropieHa. NMponoHoBaHa pepakuis:
MaHoBa OneHa MukonaiBHa. 3MiHa KOHTaKTHMX AaHMX
yrnoBHOBaXxeHOI 0cobu 3asiBHUKa, BiAMOBIiganbHOI 3a
dapmakoHarnag
3miHa Homepa macTep-danna cuctemm
dapmakoHarnsigy
116. | KIIO®AH® KpeMm BariHanbHuUn TOB YkpaiHa KYCYM IHAis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | 6es He UA/14084/01/01
10%;no7ry "TMEOPA XENTXKEP MNBT TMny - 3MiHK 3 SKoCTi. [OTOBMI Nikapcbkuin 3acib. peuenma nionse
Ty6i; no 1 Ty6i PM NITO" nTao CrabinbHicTb. 3MiHa y TepMiHax npuaaTHocTi abo ae
pasom 3 ymMoBax 36epiraHHsi FOTOBOrO NikapCbKoro 3acoby
annikaTopom y (36inbLUeHHsA TepMiHY NpuaaTHOCTI rOTOBOroO
KapTOHHIN nikapcbkoro 3acoby) - [nsi ToproBoi ynakoBku
ynakoBLi (nigTBEPOXYETLCA AAHMMU peanbHOro vacy).

36inbLUeHHsA TepMiHy NpMAATHOCTI FOTOBOrO
nikapcbkoro 3acoby 3 2 pokiB 40 3 pOKiB Ha OCHOBI
NO3NTUBHUX pe3ynbTaTiB JOBrOCTPOKOBUX AOCHIMKEHD
cTabinbHOCTI y peanbHOMy Yaci. 3MiHN BHECEHO B
iHCTPYKUIitO ANsi MeANYHOro 3acToCyBaHHS NikapCbKoro
3acoby y po3ain "TepmiH npuaaTHocTi". BBeaeHHst
3MiH NPOTSArom 6-Tv MiCsILiB MiCNsi 3aTBEPAKEHHS.
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117. | KOMBIFPUN® | Tabnetku, in bulk: OPIrAHO OAE EBepTOomKeH IHgis BHECEHHS 3MiH 0 peecTpauinHmx maTtepianis: 3MiHu | - - UA/2914/01/01
no 5000 TabneTok CWH Jland CaeHcus Tmny - 3MiHK 3 sikocTi. FoTOBUIA NikapcbkMi 3aci6.
y nakeTax NAVSCA JlimiTen KoHTpOsb roToBOro nikapcbkoro 3acoby. 3miHa y
EHCKN3 MeToAax BUNpobyBaHHsi FOTOBOTO MikapCbKoro 3acoby
(E® 3ET 1) (iHWi 3miHKM y MeTodax BUNpoGyBaHb (BKOYaoum
3aMiHy abo foNoBHEHHs)) 3MiHWM y MeToaax
BUNPOBYBaHHS ANs Ajtodoi pevoBuUHM XnopdeHipamiHy
Marneart 3a p. KinbkicHe BU3Ha4YeHHA
118. | KOMBITPUN® | Tabnetkn, no 8 OPrAHO OAE EBepTomKkeH IHpis BHECEHHS 3MiH [0 peecTpaLlinHmux maTtepianis: 3MiHu | 6es - UA/2913/01/01
TabneTtok y CWVH Nand CaeHcns Tuny - 3MiHK 3 siKocTi. FOTOBWI Nikapcbkuii 3acib. peuenma
6nictepi 3 donbrn NAV®CA Timiten KoHTporsb roToBOro nikapcbkoro 3acoby. 3MiHa y
antoMmiHieBoi i E€HCUN3 MeToAax BUnpobyBaHHS rOTOBOTO fikapCbKoro 3acoby
nniBkn (E® 3ET ) (iHwWi 3miHM y MeTopax BunpobyBaHb (BKOYao4n
nonisiHinxnopuaH 3aMiHy abo fonoBHEHHs)) 3MiHWM y MeToaax
oiabo no 8 BUNPOOYBaHHSA AN Aito4oi peqoBuHM XnopdeHipamiHy
TabneTok y manear 3a p. KinbkicHe BU3Ha4YeHHs

6nictepi i3 ponbru
antoMiHiesor; rno 1
onictepy y nayui 3
KapTOHY; no 8
TabneTok y
6nictepi 3 onbrn
antoMiHieBol i
nniBkn
nonisiHiNxnopuaH
oi abo no 8
TabneTok y
6nicTepi i3 donbrun
antoMiHiesor; no 1
6nictepy y nauyui 3
kapToHy; no 10
nayokK y rpynosin
nayui 3 KapToHy;
no 4 Tabnetkn y
6nicTepi 3 onbru
antoMiHiesor; no 1
onictepy y
nanepoBomy
KoHBepTi; no 20
nanepoBux
KOHBEPTIB Y
rpynosiv nayui 3
KapToHy; no 4
TabneTkn y
6nicTtepi 3 ponbru
antoMiHieBoi; rmo 1
Gnictepy y nauyui 3
KapToHy; no 20
naYvoK y rpynosiv
navui 3 KApTOHY
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119. | KOPIMIKOH po34uH Ans TOBAPUC Ykpaina KOHTPOIb SKOCTI, Ykpaina BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3MiHa 3a - UA/4857/02/01
iH'ekuin, 0,6 mr/mn, TBO 3 BUMYCK cepii: 3asBHuKa J13 (MIBI) (BnacHuka peecTpauiiHoro peuenmom
no 1 mn B amnyni; OBMEXE ToBapwucTBoO 3 nocsigyeHHst) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
no 10 amnyny HOKO obmMexeHoto 460) BBeaeHHs 3MiH NPOTAroM 6-Tu micAuiB nicns
nauyLi 3 KapToOHY; BIANOBIA BiANOBIgANbHICTIO 3aTBepAKEHHST; 3MiHu | TNy - 3MiHW Woao
no 1 mn B amnyni; AINBHICT "NocnigHnin 3aBoa 6e3nekn/echbeKTMBHOCTI Ta hapmakoHarnsgy.
no 10 amnyny 0 "THUNC", YkpaiHa BBeneHHs abo 3mMiHM 40 y3aranbHeHVX AaHuX Npo
6nictepi; no 1 «KOPIMOP BCi cTagii cucTemMy chapmakoHarnsgy (BBeAeHHs y3aranbHeHnX
6nictepy B nauui 3 AUIA BUPOGHMUTBA, OaHunX Npo cuctemy bapmakoHarnagy, amiHa
KapToHy; no 1 mn «340POB KOHTPOIb SIKOCTI, yMNOBHOBaXeHOoI ocobwu, BignosiaansHoi 3a 3giNCHEHHS
B amnyni; no 5 "Ax BUMYCK cepil: thapMakoHarnagy; KoHTakTHoi ocobu 3
amnyn y 6nictepi; ToBapucTtBeo 3 thapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
no 2 6nictepu B obmexeHoto dapmakoHarnsay B YKpaiHi, AKWO BOHA BiAMiHHa BiA
nadui 3 KApTOHYy BiANOBIgaNbHICTIO ynoBHOBa)eHOi ocobu, BignosiganbHOI 3a 30iNCHEHHS
"papmaueBTnyHa hapMakoHarnagy (Bknovar4mn KOHTaKTHI AaHi) Ta/abo
KOMMaHisi 3MiHM y pO3MiLLEeHHi MmacTep-garna cucreMm
"3gopos's"”, tapmakoHarnagy) - 3miHa ynoBHoBa)keHoi ocobu
Ykpaina 3asBHMKa, BiANOBIAanbHOI 3a hapmakoHarnsg Litoya
penakuisi: LLleBuyeHko OneHa IropiBHa NponoHoBaHa
pegaakuisi: NMaHoBa OneHa MukonaisHa 3miHa
KOHTaKTHMX AaHWX YNOBHOBaXEHOI 0COOU 3asiBHUKA,
BiAMNOBiAanbHOI 3a hapmakoHarnsg 3miHa Homepa
macrtep-channa cuctemu dpapmakoHarnsagy
120. | KOCOMT BK Kpanni o4Hi, CaHTeH PiHnsHais BMPOGHMUK, PiHnsHais/ BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a - UA/18106/01/01
po34mH; no 10 mn AT BianoBiganbHWn ITanis TEeXHiYHa nomunka (3rigHo Hakady MO3 Big 23.07.2015 peuenmom
y chrnakoHi 3 3a BMNyCK cepil: Ne 460) - BunpaBneHHs TEXHIYHUX MOMWUMOK, 3riAHO
[o3aTopom Ta CaHteH AT, nn.4 n.2.4. posginy VI Hakazy MO3 YkpaiHu Big
KpULLKOHO; MO 1 DiHNaHais; 26.08.2005p. Ne 426 (i3 3MiHaMu) — MOMUIKK MOB'A3aHi
dnakoHy 3 BMPOGHMUK, 3 nepeknagom abo nepeHeceHHsM iHpopmalLlii, ski
[o3aTtopom Ta BigNoBiganbHUN 6ynu gonyLleHi nig Yyac npoBeAeHHs npouenypu
KPULLIKOKO 3 3a BMPOOHULITBO peecTpauii (Haka3 Ne1250 Big 26.05.2020p.). Ha
KOHTpoOrnem in-bulk, nepBuHHY TUTYMbHIW cTOpiHUi MeTofiB KOHTPOO SKOCTI
nepLuoro Ta BTOPWHHY nikapcbkoro 3acoby, 6yno gonyLieHo NOMUIKY Y
PO3KPUTTS B yMaKoBKy, 3a3Ha4YeHHi TOproBoi Ha3BM NikapCcbKoro 3acoby
KapTOHHiI kopobui BUNpOBYyBaHHsI aHrNiNCbKOK MOBOIO, @ CaMe: Y 3a3HayeHHi
LOAO SIKOCTI: ckopoYdeHHsi «BK», Lo BianoBigae CKOPOYEHHI0
Ty6intokc Papma yKpaiHCbKO MOBOK «BK» - 6e3 koHcepBaHTIB, ane
C.N.A., ltanis aHrmnincbKor MOBO Mae ByTu 3a3HayeHo sk «PF» (wo
Bignosigae Preservative Free). 3atBepaxeHo:
KOCOINT BK COSOPT BK 3anponoHoBaHo: KOCOMT
BK
COSOPT PF. 3a3Ha4eHe BUNpaBneHHs BianoBigae
MaTepianam peecTpauiiHoro fOChe SiKi NpeACTaBneHi
B apxiBi
121. | KCOCNATA TabneTku, BKPUTI Actennac HigepnaH nepBUHHE HinepnaHau | BHeceHHs 3MiH 0 peecTpaLiiHux maTtepianis: 3minHu | 3a - UA/20118/01/01
NniBKOBOKO dapma an nakyBaHHS, / TMNy - 3MiHK Wopao 6e3nekn/edpeKTUBHOCTI Ta peuenmom
obornoHkoto no 40 HOpon B.B. BTOPUHHE AnoHis dapmakoHarnsgy. BeenerHs abo 3amiHn go
mr; no 21 nakyBaHHs, y3aranbHeHVX AaHux Npo cuctemMy dpapmMakoHarnsay
TabneTui, BKpUTIn KOHTPOIb SKOCTI, (BBEOEHHS y3aranbHeHVX AaHUX NPo CUCTEMY
NNiBKOBOK BUNYCK cepii: dapmakoHarnsigy, 3MiHa ynoBHOBaXeHoi ocobu,
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obonoHKoto, y Actennac ®apma BiANOBIAANbLHOI 3a 3AiNCHEHHs bapmakoHarnsay;
6nictepi; no 4 HOpon B.B., KOHTaKTHOI 0CO0M 3 (hapMakoHarnsigy 3asiBHUKa Ans
Gnictepu B Higepnanaw; 3aiicHeHHs chapmakoHarnsgy B YkpaiHi, AKWwo BoHa
KapTOHHiI kopobui BUPOGHULTBO BiAMiHHa Bi# ynoBHOBaxeHOi ocobu, BianoBiganbHoi
bulk: Actennac 3a 34ilicHeHHs1 hapmakoHarnsgy (BKrovarym
dapma Tex Ko., KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
Iita. Asy danna cucremmn papmakoHarnsgy) 3miHa KOHTaKTHUX
TexHonopxi [AaHnX YNOoBHOBaXeHOI 0COOU 3asiBHWMKA,
LleHTp, AnoHis BignoBiganbHoi 3a hapMakoHarnsag. 3miHa KOHTaKTHOT
ocobu 3asBHYKa, BiANoBiaanbHoi 3a hapmakoHarnsg B
YkpaiHi. [itoya pegakuisn: bapbawesa HaTtans
BitaniiBHa. lNMponoHoBaHa pegakuia: BoTeHKo AHTOH
["eopriioBnYy. 3MiHa KOHTAKTHUX OAHWUX KOHTAKTHOI
ocobu 3asiBHMKA, BignoBiganbHOI 3a hapmMakoHarnsg B
YkpaiHi
122. | NA30®ITO cupon, Ne1: no TOB Ykpaina En. HattepmanH HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: 3MiHu || bes - UA/10763/01/01
100 mny "Onenna eHp Cani. TM6X Tmny - 3MiHm 3 sikocTi. A®Il. KoHTponb ADL. 3miHa y peuenma
CKNstHOMY (PiakoHi Xenckea napameTpax crneuudikauin Ta/abo JonycTUMNX MeX,
3 NracTUKOBUM YkpaiHa" BMU3Ha4YeHuX y cneumdikauisx Ha Adl, abo
3aKynoptoBasnibHUM BUXIQHWA/NPOMIKHWUIA NpOAYKT/peareHT, LWo
NPUCTPOEM i3 BUKOPUCTOBYHIOTLCS Y NpoLeci BupobHuutea AdI
3axuCTOM Bif (3miHa no3a mMexamu 3aTBEPAXKEHOrO Aiana3oHy y
BiOKPUTTS OiTbMU; crneundikauii Ha A®I) - po3LwnpeHHs 3aTBepaXKeHOI
no 1 pnakoHy B BEPXHbOI MeXi KpuUTepis NpUNHATHOCTI “Assay ethanol”
KOMMNIEKTi 3 3 30.0-32.5% (VIV) po 30-35% (V/V)) y cneumndikavii
NNacTMKOBUM Ha A®l Thyme liquid extract (1:2-2.5) B pamkax
MipHUM KOBMa4YKoM Himeubkoi Papmakonei; 3miHu I Tuny - 3miHu 3 sKoCTi.
Y KapTOHHIN [oToBMI Nikapcbkuin 3aci6. KoHTponb roToBoro
kopooui nikapcbkoro 3acoby. 3miHa napameTpiB cneuudikawin
Ta/abo AoNyCTUMUX MeX FOTOBOrO MikapcbKoro 3acoby
(3MiHa 3HaxoAMTLCS Mo3a 3aTBEPAKEHUMN
OonyCTUMUMU MexaMm crieumndikauin) - 36inbLeHHs
OONyCTUMMX MeX cneumdikaLii roTOBOro nikapcbKoro
3acoby 3a nokasHukom “KinbkicHWI BMICT eTaHorny
(%), %”
123. | NA30®ITO cupon, Ne1: no TOB YkpaiHa En. HattepmaHH HimeuumHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | bes - UA/10763/01/01
100 mny "Onenna eng Cani. Tm6X Tmny - 3MiHn 3 gxkocTi. A®l. Kontponb A®I. 3miHa y peuenma
CKISIHOMY (braKoHi Xerickea napameTpax cneuudgikadii Ta/abo AonycTUMmUX MEX,
3 NNacTUKOBUM YkpaiHa" BM3HaYeHuX y cneuudikauisix Ha AdI, abo

3aKynoproBanbHUM
NPUCTPOEM i3
3aXMUCTOM Bif
BiOKPUTTSA OiTbMU;
no 1 pnakoHy B
KOMMNAEKTi 3
NNacTMKOBUM
MipHMM KOBMa4koM
Y KapTOHHI
Kopobui

BUXIOHWA/NPOMDKHWUIA NPOAYKT/peareHT, Wo
BMKOPUCTOBYOTLCS Y npoLeci BupobHuutea AdI
(BMNyYEHHSA HE3HAYHOrO MoKa3HWKa SIKOCTI (Hanpuknag,
BUITYYEHHS 3acTapinoro nokasHvka)) - BUNy4YeHHs
napameTpy «Cmak» 3i cneuudikauii Aito4oi pevoBuHU
eKCTpakTy piakoro yebpeLyo
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124. | NEBAMI3ON- | tabnetku no 150 TOBAPUC Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH 4O peecTpaLinHUX MmaTepianis: 3MiHa bes - UA/6389/01/01
300POB'A Mmr; no 1 Tabnetui TBO 3 BUPOGHMUTBA, 3asBHuKa J13 (MIBI) (BnacHuka peecTpauiiHoro peuenma
y GnicTepi; no 1 OBMEXE KOHTPOSb SIKOCTI, nocsigyeHHst) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
Gnictepy y HOIO BUMYCK cepii: 460) BeegeHHs 3MiH NpoTHArom 6-T1 micauis nicns
KapTOHHiIN kopobui | BIAMOBIA ToBapucTBoO 3 3aTBepAKEHHST; 3MiHu | Tuny - 3MiHW Wwoao
AINBHICT 0oB6MeXeHo 6e3nekn/echbeKTMBHOCTI Ta hapmakoHarnsgy.
0 BiAMOBIAANBHICTIO BBeneHHs abo 3mMiHM 40 y3aranbHeHVX AaHuX Npo
«KOPIMOP "papmaueBTUYHa cucTemMy chapmakoHarnsgy (BBeAeHHs y3aranbHeHnX
AUIA KOMMNaHisa OaHunX Npo cuctemy bapmakoHarnagy, amiHa
«340POB "3popos'sa”, yMNOBHOBaXeHOoI ocobwu, BignosiaansHoi 3a 3giNCHEHHS
"Ax YkpaiHa; hapmakoHarnsigy; KOHTakTHoi ocobu 3
BCi cTagii thapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
BUPOBHMUTBA, dapmakoHarnagy B YKpaiHi, SKLWo0 BOHa BiAMiHHA Big
KOHTPOIb SKOCTi: ynoBHOBa)eHOi ocobu, BignosiganbHOI 3a 30iNCHEHHS
ToBapucTBo 3 hapMakoHarnagy (Bknovar4mn KOHTaKTHI AaHi) Ta/abo
obmexeHoto 3MiHM y pO3MileHHI MacTep-dhaiina cuctemu
BignoBiganbHICTO tapmakoHarnagy) - 3miHa ynoBHoBa)keHoi ocobu
"OAPMEKC 3asBHMKa, BigNoBiganbHoI 3a hapmakoHarnag fitova
FPYM", Ykpaina pepakuis: LleByeHko Onena IropieHa MponoHoBaHa
pegaakuisi: NMaHoBa OneHa MukonaisHa 3miHa
KOHTaKTHMX AaHWX YNOBHOBaXEHOI 0COOU 3asiBHUKA,
BiAMOBiAanbHOI 3a apmakoHarnsg 3miHa Homepa
macrtep-channa cuctemu dpapmakoHarnsagy
125. | NEBOKOM Tabnetkun no 250 TOB YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3minu | 3a He UA/7844/02/01
mr/25 mr; no 10 "ACIHO Crapt" THny - 3MiHM 3 siKOCTi. FoTOBUIA NikapCbkMI 3acib. peuenmom nidnse
TabneTok y YKPAIHA" KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa ae
6nicTepi; no 3 abo napameTpiB cneuudikauin Ta/abo gonycTUMUX Mex
10 6nicTepis B roTOBOro MikapcbKoro 3acoby (iHLi 3MiHK) 3MiHa
KapTOHHiIN nayui opMyInoBaHHS BUMOT 3a nokasHukamm «Onucy Ta
«KinbkicHe Bu3HaveHHs1» B Cneumdikauii M3 Ha
BMNYCK Ta MPOTAroM TEPMiHy NpuaaTHOCTI. 3MiHK
BHECEHI B iHCTPYKLit0 AN MEANYHOIO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "lNikapcebka dopma”
(OCHOBHI (hi3nKo-XiMiuHi BacTnBocTi). PekomeHaoBaHi
[0 3aTBEpKEHHS (BKa3aTu BUA AOKYMEHTa): - 3MiHu
00 IHCTPYKUIT ANs MeanYHOro 3acToCyBaHHSA
nikapcbkoro 3acoby (signosigHo ao [Joaatka 26)
BBeaeHHs 3MiH NnpoTsarom 6-tu micauiB nicns
3aTBEPOKEHHS.
126. | NEBO®JIOKC | po3uuH gnis "HOHik IHais "HOHiK IHais BHECEHHS 3MiH O peecTpaLinHMX maTtepianis: 3MmiHu | 3a - UA/15760/01/01
ALVH iHcpy3in, 5 mr/mn; dapmacb dapmacbioTmkan Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
no 100 mny roTMKan JNlabopaTopis" dapmakoHarnsgy. BeenerHs abo 3amiHn go
dnakoHi; no 1 ITabopato (BipaineHHst dipmun y3aranbHeHVX AaHUX Npo cucTemMy papmakoHarnsgy
dnakoHy B pi3" "x. B. Kemikana (BBEOEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
KapTOHHiI kopobui | (BiggineHH eHg dapmakoHarnsigy, 3MiHa ynoBHOBaXeHoi ocobu,
51 chipmum dPapmacbioTukana BignoBiganbHoI 3a 34iCHEHHS chapMakoHarnsay;
"x.B. Nra.") KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asBHuKa st
Kewmikan3a 34icHeHHs hbapmakoHarnsgy B YKpaiHi, SKWo BoHa
eHg BigMiHHa Bi yNOBHOBaXeHOi 0cobu, BignosigansHoi
dapmacbh 3a 3iMCHeHHs1 hapMakoHarnsay (Bkro4vawym




67 ITpogoBxeHHs HogaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
loTMKan3 KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLeHHi macTep-
Iitg.") darina cuctemu hapmakoHarnsgy). 3miHa
YNOBHOBa)eHOI 0cobu 3asiBHMKA, BignoBigansHoi 3a
dapmakoHarmnsa.
[itoya pepakuis: Dr. Ameya P. Satam. NMponoHoBaHa
pepakuisi: benikoBa CeitnaHa MuxannisHa. 3miHa
KOHTaKTHMX JaHWX YNOBHOBaXXEHOI 0cObU 3asiBHUKA,
BignoBigansHoi 3a chapmakoHarnsag. 3miHa
MicLie3HaXoQKeHHA MacTep-ganna cuctemu
dapmakoHarnsay Ta noro Homepa. 3MiHa Micus
30iNCHEeHHs1 OCHOBHOI AisiNbHOCTI 3 (hapmMakoHarnagy
127. | NIMEHOA-N cynosuTopii TOB YkpaiHa yorPng TypeuuunHa BHECEHHS 3MiH O peeCTpaLlinHUX maTepianis: 3MiHu | 3a He UA/15946/01/01
BariHanbHi, no 7 «YOPIIA MEOWNLUWMH INAY TMny - 3MiHK 3 SKoCTi. [0TOBMI Nikapcbkuin 3acib. peuernmom nionse
CcynosnTopiiB y MEONLN CAH. BE TIXK. CT1abinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo ae
6nictepi; no 1 H» A.L. ymoBax 36epiraHHsi roTOBOro fikapcbkoro 3acoby
6nictepy y (36inbLUeHHsA TepMiHY NpuaaTHOCTI rOTOBOrO
KOMMSEKTi 3 7 nikapcbkoro 3acoby) - [1ns Toproeoi ynakoBKku
Hananb4YHUKamMm (niaTBEPAXKYETLCS AaHNMMN pearnbHOro Yacy)
0jHOpPa3oBoro 36inbLUEeHHS TepMiHY NpuAaTHOCTI rOTOBOIO
BMKOPUCTaHHS y nikapcbkoro 3acoby Ha OCHOBI MO3UTUBHKX
KapTOHHiI kopoOLi pe3ynbTaTiB AOBrOCTPOKOBMX AOCHILKEHD
cTabinbHOCTi y peanbHOMY Yaci: 3aTBepaxeHo:
TepMmiH NpyaaTHOCTI.
3 poku. 3anponoHoBaHo: TepMiH npuaaTHOCTI. 5 pokiB.
3MiHM BHECEHO B iHCTPYKLIit0 AN MEAUYHOro
3acTocyBaHHS nikapcbkoro 3acoby y po3ain "TepmiH
npuaaTHocTi". BBeAeHHs1 3MiH NpoTArom 6-Tn Micsuis
nicnsa 3aTBEPAXKEHHS.
128. | NO3APTAH TabneTku, BKpUTI KPKA, CnoBeHis KPKA, a.a., Hoso CnoseHis/ BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3minu | 3a He UA/14818/01/01
KPKA NNiBKOBOO n.o., Hoeo mecTo, CrnoBeHis KuTan TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta peuenmom nionse
060roHKo Nno MecTo (BignoBiganbHun dapmakoHarnsgy. 3MiHW y KOpPOTKili XapakTepucTuui ae
100 mr; no 10 3a BUPOBHMLTBO nikapcbkoro 3acoby, TEKCTi MapKyBaHHSI Ta iHCTPYKLiT
TabneTok y "in bulk", Anst MEOUYHOTO 3aCTOCYBaHHS
6nictepi; no 3 abo nepBUHHE Ta reHepuyHMX/ribpuaHnx/6ionogibHMX NikapcbKunx
no 9 Gnictepis y BTOPUHHE 3acobiB nicns BHECEHHS TiET caMoi 3MiHW Ha
KapTOHHiI kopobui nakyBaHHS, pecepeHTHUIA Npenapar (3miHa He NoTpebye HadaHHs

KOHTPOMb cepiii Ta
BUMNYCK cepiit);
KPKA, a.4a., Hoso
mecTo, CrnoBeHis
(koHTponb cepii);
INabeHa g.0.0.,
CnogBeHisi
(koHTponb cepii);
HiHréo MeHoBo
TiaHkaHr
dapmacbtoTukanc
Ko., Ilta., Kutan
(BignoBigansHuin
3a BUpOBHULTBO

YKOAHUX HOBMX A0OATKOBUX AaHUX) 3MiHM BHECEHI [0
iHCTPYKLUii ANs MeAMYHOro 3aCTOCYBaHHS MiKapCbKoro
3acoby y po3ainu "®apmakonoriyHi BnacTmsocTi",
"MpoTunokasanHs", "Baaemogisa 3 iHLWIMMM NiKapCbKUMmn
3acobamu Ta iHWi Buam B3aemopin”, "OcobnmBocTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta fo3K",
"MoGiyHi peakwii" 3rigHO 3 iHhopmaLieto Wwono
MeANYHOro 3acTOCyBaHHS pedepeHTHOro MikapCbKoro
3acoby (Ko3aap®). BeeaeHHs1 3miH npoTsrom 6-Tu
micauiB nicnsa 3aTBepxeHHs. 3MiHu | Tuny - 3MiHn
wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsay.
3MiHU y KOPOTKili XapakTepucTuL nikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta iIHCTPYKLii ANs MeguyHoro
3aCTOCYBaHHsI reHepUYHUX/ribpruaHWx/6ionodibHmMx




68

IIponmosxkeHHs nogaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka
¢opma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Pekna
MyeaH
Hs*

Homep
peecmpayitiHo20
noceio4yeHHs1

"in bulk™)

nikapcbkunx 3acobiB Micns BHECEHHS Tiei caMoi 3MiHM
Ha pedbepeHTHMIN Npenapar (3MiHa He NoTpebye

HadaHHS! )XOAHMX HOBUX 4OL4ATKOBUX OAHMX)
3MiHM BHECEHi A0 iHCTPYKLii 4N MeguyHoro
3acToCyBaHHS Nikapcbkoro 3acoby y po3ain

"B3aemogis 3 iHWMMM nikapcbkumy 3acobamm Ta iHLi
BMAM B3aemMogin" 3rigHo 3 iHpopmauieto Wwoao

MeONYHOro 3acToCyBaHHSA pedepeHTHOro Nikapcbkoro

3acoby (Ko3zaap®).

BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEepAKEHHS. 3MiHU | TMNy - 3MiHW Woao
6e3nekn/ecdekTUBHOCTI Ta hbapmakoHarnsgy (iHwi
3MiHM) 3MiHW BHECEHI [0 iIHCTPYKLUii AN MEAUYHOTO
3acTocyBaHHs Nikapcbkoro 3acoby y po3ain "lMobiyHi
peakuii” Wwoao 3BiTyBaHHS Npo NobGiyHi peakLii.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepAKEHHS. 3MiHu | TMny - 3MiHW Woao
6e3nekn/ecekTUBHOCTI Ta hbapmakoHarnsgy. 3MiHa(u)
Y KOPOTKiVi XapakTepucTuL,i fikapcbKoro 3acoby, TeKCTi
MapKyBaHHs1 abo iHCTPYKLii 4ns MeguyHoro
3acTocyBaHHA ANns fikapcbkoro 3acofy,
niyeHsoBaHoro y €C 3a npoueaypoto B3aEMHOIo
BMU3HaAHHSA (Nikapcbkuii 3acib He BxoauTb Ao cdepu aii
npoLeaypv B3a€MHOro BU3HaHHS, ane 3MiHa
BHOCMUTbCS SIK pe3ynbTaT nNpoueaypu i Bia BnacHuka
TOProBoi MiLeHsii He BUMaraeTbCa HagaHHS XOAHUX
HOBWX JOAATKOBUX AaHWUX) 3MiHW BHECEHI 0 iHCTPYKLi
0N MEQMYHOr0 3aCTOCYBaHHSI NiKapCbKoro 3acoby y
posainu "MpoTunokasaHHsa", "B3aemogisa 3 iHWmMmn
nikapcbknMu 3acobamu Ta iHWi BUan B3aemogin",
"Ocob6nuBocTi 3acTocyBaHHA" BigNoBigHO 4O
OHOBIeHOT iHdopMaLii 3 6e3nekun Ailo4oi pe4oBUHN.
BBeaeHHs 3MiH NnpoTsrom 6-Tu MicauiB nicns
3aTBEPKEHHSI

129.

JIO3APTAH
KPKA

TabneTku, BKpUTI
NniBkOBOIO
obornoHkoto no 50
mr; no 10
TabneTok y
6nictepi; no 3 abo
no 9 Gnictepis y
KapTOHHIl kopobui

KPKA,
o.a., Hoeo
MecTo

CnoBeHis

KPKA, a.4a., Hoso
mecTo, CrnoBeHis
(BignoBigansHui
3a BUPOBHULTBO
"in bulk",
nepBUHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPOMb Cepii Ta
BUMNYCK cepiit);
KPKA, a.4a., Hoso
mecTo, CrnoBeHis
(koHTponb cepii);
INabeHa g.0.0.,
CnogBeHisi
(koHTponb cepii);

CnogeHis/
KuTan

BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3minu |
Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. 3MiHW y KOpPOTKili XapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKUil
AN MEeAUYHOro 3acTOCYBaHHS
reHepuyHuX/ribpuaHnx/GionogibHMxX NikapcbKunx
3acobiB nicns BHECEHHS TiET camoi 3MiHU Ha
pecepeHTHUIA Npenapar (3miHa He NoTpebye HadaHHsA
YKOAHUX HOBWX A0OATKOBUX AaHUX) 3MiHM BHECEHI [0
IHCTPYKUIii ANa MeAMYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby y po3ainu "®apmakonoriyHi BnacTmsocTi",
"MpoTunokasanHs", "Baaemogisa 3 iHLIMMK NiKapCbKuMmn
3acobamu Ta iHWi Buam B3aemopin", "OcobnmBocTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta fo3u",
"MoBiyHi peakuii" 3rigHoO 3 iHhopmaLieto Wwoao
MeAMYHOro 3aCTOCYBaHHS peepeHTHOro fikapCbKoro

3a
peuerimom

He
nidnsie
ae

UA/14818/01/02




69

IIponmosxkeHHs nogaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka
¢opma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Pekna
MyeaH
Hs*

Homep
peecmpayitiHo20
noceio4yeHHs1

HiHréo MeHoBo
TiaHkaHr
dapmacbioTukanc
Ko., NlTa., Kutan
(BignoBiganbHUin
3a BMPOBOHULTBO
"in bulk™)

3acoby (Kosaap®). BeegeHHsi 3MiH npoTsirom 6-tu
MicsiLiB nicnsi 3aTBepaKEHHS. 3MiHu | Tuny - 3miHn
wopno 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHM y KOPOTKili XapaKTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans MeanyHoro
3aCTOCYBaHHS reHepUYHNX/ribpuaHux/GionogibHmx
nikapcbkunx 3acobiB Micns BHECEHHS Tiei caMoi 3MiHM
Ha pedbepeHTHMI Npenapar (3MiHa He NoTpebye
Ha[aHHS XOAHWNX HOBMX JOAATKOBUX AaHWX)
3MiHM BHECEeHi A0 iIHCTPYKLii AN MeguyHoro
3acTocyBaHHS NikapcbKoro 3acoby y po3ain
"B3aemogisi 3 iHWMMM nikapcbkumy 3acobamm Ta iHLi
BMAM B3aemMogin" 3rigHo 3 iHpopmauieto Wwoao
MeAMYHOro 3aCTOCyBaHHsi pehepeHTHOro NnikapCbKoro
3acoby (Ko3zaap®).

BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepAKEHHS. 3MiHu | TMny - 3MiHW Woao
6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy (iHwi
3MiHM) 3MiHM BHECEHI [0 iIHCTPYKLUii AN MEAUYHOTO
3acTocyBaHHs Nikapcbkoro 3acoby y po3ain "lMobiyHi
peakuii” Wwoao 3BiTyBaHHS Npo NobGiyHi peakLii.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepAKEHHS. 3MiHM | Tuny - 3MiHW Woao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsgy. 3miHa(m)
Y KOPOTKiVi XapakTepucTUL,i fikapCbKoro 3aco0y, TeKCTi
MapKyBaHHs1 abo iHCTpyKLUii ANst MeauyHoro
3acTocyBaHHs Ans nikapcbkoro 3acoby,
niyeHsoBaHoro y €C 3a npoueayporo B3aeMHOro
BM3HaHHS (Mikapcbkuin 3acib He BxoguTb o cdepu aii
npoLieaypv B3a€MHOro BU3HaHHS, ane 3MiHa
BHOCMUTbCS SIK pe3ynbTaT nNpoueaypu i Bia BnacHuka
TOProBoi MiLeHsii He BUMaraeTbCa HagaHHS XOAHUX
HOBWX JOAATKOBUX AaHWUX) 3MiHW BHECEHI 0 iHCTPYKLi
0N MEQMYHOr0 3aCTOCYBaHHSI NikapCbKoro 3acoby y
po3ginu "MpoTunokasanHsa", "Baaemopisa 3 iHWmMmn
nikapcbknMu 3acobamu Ta iHWi BUan Bzaemogin",
"OcobnuBocTi 3acTocyBaHHA" BigMNoBigHO 4O
OHOBJIEHOI iHchopMmaLii 3 6e3nekn Aitoyoi pe4OBUHMN.
BBeaeHHs 3MiH NnpoTsarom 6-tu micauiB nicns
3aTBEpPKEHHS!

130.

JIO3APTAH-
TEBA

TabneTku, BKPUTI
NniBKOBOI
oboroHkot, no
12,5 mrno 10
TabneTok y
6nictepi; no 3
Gnictepu y
KapTOHHI kopobui

TOB
«TeBa
Ykpaina»

YkpaiHa

AT
dapmaueBTU4HUIA
3aBop TeBa,
YropwuHa; TeBa
dapma C.JLY,,
Icnanis

YropuuHa/
IcnaHia

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |
TMny - 3MiHK 3 sikocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BiaNoBiAHOCTI €BpONENChKin
apmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBIEHoro cepTudikaTta BignosigHocTi abo
BUMYYEHHS cepTudikaTa BignoBigHOCTI €Bponenchkin
capmakonei: ana A®I; onsa BuxigHoro
matepiany/peareHTy/npoMiXXKHOrO NPOAYKTY, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OMNOMiXHOI pevoBUHU (cepTudikaT BignosigHoCTi

3a
peuerimom

UA/16398/01/01
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Ne
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Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka
¢opma,
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3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Pekna
MyeaH
Hs*

Homep
peecmpayitiHo20
noceio4yeHHs1

€sponewicbkin bapmakonei) - Hoeuin ceptudikat Big
BXe 3aTBepaKeHoro BUPOGHMKa - NoJaHHsA HOBOTO
cepTudgikaTa BignoBigHOCTI €Bponeiichbkii
dapmakonei Ne RO-CEP 2021-227-Rev 01 Ha AdI
JlosapTaH Kanito Big BXe 3aTBepaAKeHOro BUPOOHMKa
Teva API India Private Limited (India). 3mitu | Tuny -
3MmiHu 3 gkocTi. A®Il. KonTponb A®I. 3miHa y meTogax
BunpobyeaHHa APl abo BMXigHOro
maTepiany/npoMixXHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYETLCS y Npoueci BUpobHuUTBa ADI (iHLLi
3MiHN Y MeTodax BUNPoGyBaHHS (BKIOYaKUM 3aMiHy
abo gonoBHeHHs1) AD| abo BMXigHOrO/MPOMIXKHOrO
npoayKTy) AoAaBaHHA MeToay BUMPOOyBaHHSA
HiTpo3amiHie (NDMA, NDEA Ta NDBA) 3 gito4oro CEP
2010-139 komnaHii Zhejiang Huahai, nepeHeceHoro Ha
BMPOBHMWYY AinbHULO BUpobHuKa Tesa Papma C.J1.Y.
[ONst BAKOHAHHS BHYTPILLHBOrO KOHTPOJSIH BMICTY
HuTpo3aMiHie B A®I JlozapTaH kanito 6yab-sikoro
BMpOBHMKa

131.

JIO3APTAH-
TEBA

TabneTkn, BKpUTI
NniBkOBOIO
obornoHkoto, no 25
mr no 10 TabneTok
y 6nicTepi; no 3
Gnictepny
KapTOHHiI kopobui

TOB
«TeBa
Ykpaina»

YkpaiHa

AT
dapmaueBTUYHNUIA
3aBop TeBa,
YropwwHa; TeBa
dapma C.JLY.,
Icnanis

YropwuHa/
IcnaHia

BHECEHHS 3MiH 0 peecTpauinHux maTtepianis: 3MiHu |
Tmny - 3MiHm 3 sikocTi. CepTudpikaT BignosiaHocTI/lE-
cepTudikar BiANOBIAHOCTI EBPONENCHKIN
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBIeHoro cepTudikaTta BignosigHocTi abo
BUITyYEHHS cepTudikaTa BignoBiaHOCTI EBpONenchKin
capmakonei: ana A®I; onsa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykTy, LWo
BUKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTi
€Bponevicbkinn hapmakonei) - HoBui ceptudikaT Big
BXe 3aTBepAKeHOro BMpOOHMKa - NoJaHHSA HOBOIO
cepTudikaTa BignoBigHOCTi EBpoNechbkin
dapmakonei Ne RO-CEP 2021-227-Rev 01 Ha AdI
JlozapTaH kanito Bif BXe 3aTBepAKeHOro BUpobHMKa
Teva API India Private Limited (India). 3minu | Tvny -
3miHu 3 gkocTi. A®Il. KonTponb A®I. 3miHa y meTogax
BunpobysaHHs APl abo BMXigHOro
maTepiany/npoMixxHOro NpoayKTy/peareHTy, Wwo
BUKOPWUCTOBYETbLCS y Npoueci BUpobHuuTea AP (iHLwi
3MiHM Y MeToAax BUNpobyBaHHS (BKIOYaUn 3aMiHy
abo gonoBHeHHs1) A®| abo BUXigHOrO/MPOMIXXHOTO
NpoAyKTYy) AoAaBaHHSA MeTody BUNPODBYyBaHHSA
HiTpo3amiHiB (NDMA, NDEA ta NDBA) 3 gitoyoro CEP
2010-139 komnaHii Zhejiang Huahai, nepeHeceHoro Ha
BUPOGHMYY AinbHULIO BUpoOHMKa Tea Papma C.J1.Y.
ONSt BAKOHAHHSA BHYTPILLHBOrO KOHTPOJSIO BMICTY
HUTpo3amiHiB B A®I [losapTaH kanito 6yab-sikoro
BUPOGHMKA

3a
peuerimom

UA/16398/01/02

132.

JIO3APTAH-
TEBA

TabneTkn, BKpUTI
NniBKOBOO

TOB
«TeBa

YkpaiHa

AT
dapmaLeBTU4HUA

YropwuHa/
IcnaHis

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3miHu |
TMny - 3MiHK 3 sikocTi. CepTudikat BignosigHocTi/lE-

3a
peuernmom

UA/16398/01/03
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3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
obonoHkoto, no 50 Ykpaina» 3aBof Tesa, cepTudikaT BiANoBiAHOCTI €BpONEnChKi
mr: no 10 YropwuHa; TeBa dapmakonei/moHorpadii. MogaHHsA HoBoro abo
Tabnetok y dapma C.JLY., OHOBJIEHOro cepTudikarta BignosigHoCTi abo
6nictepi; no 3 Icnanis BUIyYEHHS cepTudikaTa BignoBiAHOCTI EBpONEnChKin
Gnictepn y capmakonei: ana A®l; gnsa BuxigHoro
KapTOHHIN maTtepiany/peareHTy/NpoMiXKHOro NPOAYKTY, WO
kopobui; no 9 BMKOPUCTOBYIOTBLCS Y BUPOOHULTBI ADI; Ans
GnictepiB y [OMOMDKHOI peqoBUHM (CepTudikaT BianoBiaHOCTI
KapTOHHiI kopooLi €Bponeiickkin hapmakonei) - HoBui ceptudikar Big
BXE 3aTBEPXXEHOro BUpOBHUKa - NoAaHHsSi HOBOTO
cepTudikaTa BignoBigHOCTI €Bponeiichbkii
tapmakonei Ne RO-CEP 2021-227-Rev 01 Ha A®I
JlozapTaH kanito Bif BXe 3aTBepAKeHOro BUpObHMKa
Teva API India Private Limited (India). 3miHu | Tuny -
3MiHn 3 akocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BunpobysaHHs A®| abo BmxigHOro
maTepiany/npoMixxHOro NpoaykTy/peareHTy, Lo
BUKOPUCTOBYETbLCS Y npoueci BUpobHuuyTea API (iHLwi
3MiHM Y MeTodax BUNpPobyBaHHSA (BKINOYaO4M 3aMiHy
abo gonoBHeHHs1) AD| abo BMXigHOrO/MPOMIXKHOrO
npoaykTy) AoAaBaHHA MeTody BUNpobyBaHHS
HiTpo3amiHiB (NDMA, NDEA ta NDBA) 3 gitoyoro CEP
2010-139 komnaHii Zhejiang Huahai, nepeHeceHoro Ha
BMPOGHMYY AinbHULO BUpobHMKa TeBa Papma C.J1.Y.
NS BUKOHAHHS BHYTPILLUHBOrO KOHTPOMIO BMICTY
HUTpo3amiHiB B A®I [losapTaH kanito 6yab-sikoro
BUPOGHMKA
133. | NO3APTAH- TabneTkn, BKpUTI TOB Ykpaina AT YropwuHa/ BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu | 3a - UA/16398/01/04
TEBA NniBkOBOIO «TeBa dapmaLueBTU4HUA IcnaHis TMny - 3MiHn 3 sikocTi. CepTudikaT BignosigHocTi/lE- peuenmom
obornoHkot, Nno YkpaiHa» 3aBop Tesa, cepTudikaT BignoBigHOCTI €EBponenchkii
100 wmr, no 10 YropwuHa; TeBa dapmakonei/moHorpadii. MogaHHA HoBoro abo
TabneTok y dapma C.JLY., OHOBIEHoro cepTudikaTta BignosigHocTi abo
6nictepi; no 3 Icnanis BUINyYeHHs cepTudikaTa BignoBiaHOCTI EBponenchKil
onictepn y capmakonei: ans A®I; onsa BuxigHoro
KapTOHHIN matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
kopobui; no 9 BMKOPUCTOBYOTBCS Y BUPOOHMUTBI APl; ans
GnictepiB y [OMNOMIXKHOI peqoBUHU (cepTudikaT BignoBigHOCTI

KapTOHHiIl kopobui

€Bponevicbkint hapmakonei) - HoBui ceptudikat Big
BXe€ 3aTBepXeHOro BUpobHUKa - NoAaHHsi HOBOTO
cepTugikaTa BignoBigHOCTi €Bponeiichbkii
dapmakonei Ne RO-CEP 2021-227-Rev 01 Ha AdI
JlozapTaH kanito Bif BXe 3aTBEpAKEHOro BUPOOHUKa
Teva API India Private Limited (India). 3minu | Tvny -
3miHu 3 skocTi. A®Il. KoHTponb A®I. 3miHa y meTopax
BunpobyBaHHst A®| abo BMxigHOro
marepiany/npoMiXHOro NpoayKTy/peareHTy, Lo
BUKOPUCTOBYETbLCS y Npoueci BUpobHuuTea AP (iHLwi
3MiHM y MeToAax BUNpobyBaHHS (BKMNOYaloUn 3amiHy
abo gonoBHeHHA) APl abo BMXiAHOrO/MPOMIXXHOIO
NpoAYyKTY) AofdaBaHHs MeToAdy BUNPobyBaHHS
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HiTpo3amiHis (NDMA, NDEA ta NDBA) 3 gitoyoro CEP
2010-139 komnaHii Zhejiang Huahai, nepeHeceHoro Ha
BUPOGHMYY AinbHUL0 BUpoOHUKa Tesa ®apma C.J1.Y.
[ONsi BAKOHAHHS BHYTPILLHBOrO KOHTPOSIO BMICTY
HuTpo3aMiHie B A®I JlozapTaH kanito 6yab-sikoro
BUPOGHMKa
134. | NIOMYCTUH kancynu no 40 wmr, Mepak Himeuumn Bupo6Huk, Lo Himeuumna BHECEHHS1 3MiH O peecTpauiiHMX maTepianis: 3a - UA/6988/01/01
MEOAK no 20 kancyny [esenblua a Bianosigae 3a TeXHiYHa nomunka (3rigHo Hakaly MO3 Big 23.07.2015 peuenmom
KOHTelHepi; no 1 dT drop MapKyBaHHS Ne 460) - BUNpaBneHHs1 TEXHIYHOT MOMWIIKN B TEKCTI
KOHTEVHepy B KniHiwe nepBUHHOI MKS nikapcbkoro 3acoby 3aTBepmKeHOro Haka3om
navuj Lneuianb YNaKoBKMU, MO3 Ne360 Big 23.03.2022 poky
npenapat BTOPUHHE
e M6X nakyBaHHS,
KOHTPOMb/BUMNPOBY
BaHHS cepii Ta 3a
BMNYCK cepii:
Mepak
[e3enbwadT crop
KniHiwe
Lneuianenpenapa
Te M6X,
HimeuuunHa;
Bupo6HuK, Wwo
BignoBigae 3a
BMPOBHMLTBO
nikapcbKkoro
3acoby, NepBuHHE
nakyBaHHs,
KOHTpOnb/BUNpoby
BaHHA cepil:
Xaynt ®apma
Amaper 'm6X,
HimeyuunHa
135. | NOPAHIIH cnpen ons TOB Ykpaina TOB "Mikpodapm" YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu | bes - UA/14801/01/01
poTOBOI "Mikpodpa Tuny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta peuenma
NOpPOXHWHK no 50 pm" dapmakoHarnsgy. BeegerHs abo 3amiHn go

MmNy donakoHi Ta
posnunioBavem;
no 1 pnakoHy B
navuj 3 KapToHy

y3aranbHeHVX AaHuX Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3aranbHEHUX AaHWX NPO cUcTEMy
dapmakoHarnsigy, 3MiHa ynoBHOBaXeHoi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmMakoHarnsay 3asiBHVKa Ansi
34icHeHHs hbapmakoHarnsgy B YKpaiHi, SKWo BoHa
BigMiHHa Bif yNOBHOBa)eHOi 0cobu, BignosigansHoi
3a 3[i1CHeHHs hapmakoHarnsay (Bkrovaum
KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
banina cuctemu chapmakoHarnsgy) 3MiHa
yrnoBHOBaXxeHOI 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
capmakoHarnsg.
Litoywa pepakuis: MypasiioBa OkcaHa OnekcaHgpiBHa.
MponoHoBaHa pepakuis: KOctnH Mapis |BaHiBHa.
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3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
3MiHa KOHTaKTHMX AaHUX YNOBHOBAaXEHO! 0cobu
3asiBHMKA, BignoBiganbHoi 3a dpapMakoHarnsg
136. | NIOPATAOUH | cupon, 5 mr/ 5 mn TOBAPUC Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3MiHa bes - UA/0100/02/01
-300POB'A no 100 mny TBO 3 BMPOOHMLTBA, 3asBHuka 13 (MIBI1) (BnacHuka peecTpauiiHoro peuenma
conakoHi; no 1 OBMEXE KOHTPOSb SIKOCTI, nocsigyeHHst) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
hnakoHy 3 MipHOI HOKO BMNYCK cepii: 460). BBeaeHHs 3MiH NpoTAromM 6-Tn micauis nicns
noxkoto B kopo6ui | BIAMOBIA ToBapwucTtBo 3 3aTBepAKEHHS. 3MiHu | Tuny - 3miHn Wwoao
3 kapToHy; no 5mn | AJIbHICT 0obMexeHo 6e3nekn/ecbeKTMBHOCTI Ta hapmakoHarnsgy.
abono 10 mny 10) BianoBiganbHiCcTO BBegeHHs abo 3MiHM [0 y3aranbHEHUX AaHUX Npo
cawe; no 20 cawe | «KOPIOP "®apmaueBTnyHa cuctemy cpbapmakoHarnsay (BBeAeHHS y3aranbHeHnX
y kopobui 3 AUIA KOMNaHisa OaHuX nNpo cuctemy bapmakoHarnagy, amiHa
KapToHY «30POB "3gopos's"”, ynoBHOBa)eHOi ocobu, BignosiganbHOI 3a 30iNCHEHHS
"Ax Ykpaina hapmakoHarnsay; KOHTakTHoOi ocobu 3
BCi cTagii chapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
BUPOBHMUTBA, thapmakoHarnagy B YKpaiHi, SKLWO BOHA BigMiHHA Big
KOHTPOIb SIKOCTi: YNOBHOBaXXEHOI 0CO0U, BiANOBIAANbHOI 3a 34iINCHEHHS
ToBapucTBo 3 hapMakoHarnagy (Bknovar4mn KOHTaKTHI AaHi) Ta/abo
oBMeXeHo 3MiHW Yy pO3MilLleHHI MacTep-charnna cuctemm
BiAMOBIAANBHICTIO dapmakoHarnsay).
"XapkiBcbke 3MiHa ynoBHOBaXeHoi 0cobu 3asiBHMKA,
tapmaLeBTUYHE BignosiganbHoOI 3a hapmakoHarnag. Litoya pegakuis:
nignpueMcTeo LLleByeHko Onena IropieHa. lNponoHoBaHa pepakuis:
"30opoB’s MaHoBa OneHa MukonaiBHa. 3MiHa KOHTaKTHUX AaHuX
Hapogy", YkpaiHa yrnoBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
cbapmakoHarnsg,.
3miHa Homepa macTep-anna cuctemm
dapmakoHarnsay.
137. | NOPATAOUH | Tabnetkm no 10 TOBAPUC YkpaiHa, ToBapwucTtBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHa 6e3 - UA/0100/01/01
-300POB'A mr; no 10 TBO 3 YkpaiHa, obmexeHoto 3asiBHuka 113 (MIBI) (BnacHWka peecTpauiiHoro peuenma
TabneTok y OBMEXE Ykpaina BiAMOBIAANBLHICTIO nocsigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
6nictepi; no 1 abo HOIO "®apmaueBTuyHa 460) BBegeHHs 3MiH MpPOTAroM 6-Tu micauiB nicns
2 6nictepu y BIANOBIA KOMnaHis 3aTBepOKeHHS; 3MiHu | Tuny - 3miHn wopao
KapTOHHiIn kopobui | AJIbHICT "3gopos's" 6e3nekn/edekTMBHOCTI Ta hbapmMakoHarnsgy.
O BBeneHHs abo 3miHn A0 y3aranbHeHNX 4aHux npo
«KOPTIOP cucTemMy chapmakoHarnsay (BBeAeHHs y3aranbHeHUX
AUIA OaHuX Npo cuctemMy apmMakoHarnsgy, amiHa
«340POB YNOBHOBaXXEHOI 0CO0U, BiANOBIAaNbHOI 3@ 34iCHEHHS
Ax (hapmakoHarnsigy; KOHTakTHoi ocobu 3

dapmakoHarnagy 3asBHUKa ANns 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, SKL0 BOHa BigMiHHa Bif
yrnoBHOBaxeHoi ocobwu, BignosiaansHoi 3a 3ginCHEHHS
hapmakoHarnsiay (Bknoyarum KOHTaKTHI AaHi) Ta/abo
3MiHM y po3MilLleHHi MacTep-caiina cuctemu
hapmakoHarnsigy) - 3MiHa ynoBHOBaXeHOi ocobu
3asBHuKa, BignosiganbHoi 3a hapmakoHarnsg [ditoya
pepakuisi: LLeBueHko OneHa IropiHa NponoHoBaHa
pepakuis: MaHoBa OneHa MukonaiBHa 3miHa
KOHTaKTHMX JaHWNX YNOBHOBaXEHOI 0CObU 3asiBHUKA,
BiAMoOBiAanbHoi 3a apmakoHarnsg 3mviHa Homepa
MacTep-caina cucteMmy dapmakoHarnsgy
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138. | NTOPHAAO nioginizat Ansa TOB Ykpaina Medpap Inay CaH. TypeyunHa BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: 3minu |l 3a - UA/18503/01/01
PO34MHy ans "yorPng A.L. My - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
iH'ekwin no 8 mr; MEONLN dapmakoHarnagy. BHeceHHs abo 3miHa(n) oo
no 8 mr H" 3000B's13aHb Ta YMOB BMAaYi peecTpauiitHoro
nioginizaty anga noceigyeHHs, BKrtovatoum MNnaH ynpaeniHHA pyusmkamm
PO34MHy ans (3acTocyBaHHsi 3MiH(K), Ski(a) BUMaratoTb(e)
iH'eKLiN y donakoHi noganbLloro o6rpyHTyBaHHS HOBUMU AOAATKOBUM
B KOMMMEKTi 3 2 OaHnMK, Wo MarTb HagaBaTUCA KOMMNETEHTHUM
MIT PO34YMHHMKa OpraHoM, OCKiflbKW BUMaraeTbCs CyTTEBA OLliHKa
(soga ans KOMMNETEHTHWM OPraHoM) LLOAO OHOBIEHHS Ta
iH'ekUin) B amnyni; norogxeHHs Bepcii MNMnaHy ynpaeniHHA pu3nkamm
1 donakoH 3 peKoMeHA0BaHO [0 3aTBEPAXEHHS. 3asBHUKOM
niodinizatom Ans HagaHo OHoBMeHuN [NnaH ynpasniHHA pusnkamm
pO34mnHy Ang Bepcist 1.1 3MiHM BHeceHo Jo YacTuH: | «3aranbHa
iH'ekuin Ta 1 iHdbopmauis» 1l «Cneundikaisi 3 6eanekm» (Mogyni
amnyna CVII «lpeHTndikoBaHi Ta NOTeHUivHi puankmy, CVIII
PO34MHHMKA B «Pestome npobnem 6e3nekn») V «3axoam 3 MiHimisauii
KapTOHHIN pusukie», VI «Pe3tome nnaHy ynpaBniHHS pu3nkamm»
kopobui; 3 VIl «JopaTkun» (gogaTok 2, goaaTok 8) y 3B’A3Ky 3
dnakoHu 3 OHOBJIEHHAM Meperiky npobnem 3 6e3neku Aitoyoi
nioginizatom ang PEYOBUHN NIOPHOKCUKaMy BiANOBAHO 40 aKTyanbHOI
po34nHy ans iHdpopmauii koopAnHaUinHoT rpynu 3 npoueaypv
iH'ekuin Ta 3 B3aEMHOrO BM3HAHHA Ta AeLeHTpanizoBaHoi
amnynu npoueanypv anst nioguHn CMDh (List of safety
PO34MHHKKa B concerns per approved risk management plan (RMP)
KOHTYPHi of active substance), a Takox y 3B's3Ky i3 3MiHOO
YapyHKOBIN opmarty BignosiaHo go sumMor Evaluation Guidance
ynakosui, 1 on the format of the RMP in the EU — in integrated
KOHTYpHa format, accompanying GVP Module V Rev.2 Human
YapyHkoBa Medicines
ynakoBka B
KapTOHHiIN kopobui
139. | MATHEMAKC | posuuH opanbHuii, | TOBAPUC YkpaiHa KOHTPOIb SIKOCTI, YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHa 6es - UA/16940/01/01
-300POB'A no 10 mny TBO 3 BUNYCK cepii: 3asBHuka 13 (MIBI1) (BnacHvka peecTpauiiHoro peuenma
chnakoHi; no 5 OBMEXE ToBapucTso 3 noceigyveHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
hbnakoHiB y HOKO obmexeHoto 460) BBegeHHs 3MiH NpoTsAroM 6-Tu micsuiB nicns
KOHTYPHil BIAMNOBIA BiAnoBiganbHICTO 3aTBepAKEHHST; 3MiHu | Tuny - 3miHM Wwoao
YapyHKOBIN AJTBHICT "PapmaLeBTUYHa 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
ynakosLi; no 2 {0) KoMnMaHisa BBeneHHs abo 3miHM [0 y3aranbHEHUX aHUX Npo
KOHTYPHi «KOPIOP "3popos's", cvcTemy chapmakoHarnsaay (BBeAeHHS y3aranbHeHUX
YapyHKOBI AUIA YkpaiHa AaHuX Npo cuctemy capmMakoHarnsgy, amiHa
YyNaKkoBKu y «300POB BCi cTagii yMoBHOBaxeHo! ocobu, BignosiaansHoi 3a 3aiNCHEHHS
KOpoO6Lii 3 KapTOHY Ay BMPOGHMLTBA, apmakoHarnsay; KOHTakTHoi ocobu 3

KOHTPOIb SIKOCTI:
ToBapucTBo 3
0ob6MmexeHo
BiANoBiganbHICTIO
"dAPMEKC
FPYM", Ykpaina

dapmakoHarnagy 3asBHUka Ans 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, SKLo BOHa BiAMiHHa Big
YNOBHOBaXXEHOT 0CO0U, BiANOBIAANbHOI 3a 34iCHEHHS
hapmakoHarnsiay (BknoYarum KOHTaKTHI aaHi) Ta/abo
3MiHM Yy pO3MiLLeHHi MacTep-danna cucremm
dapmakoHarnagy) - 3miHa ynoBHoBaXkeHoi ocobu
3asBHVKa, BignosiganbHoi 3a apmakoHarnsg fitoya
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pepakuis: LlesyeHko Onena IropisHa MponoHoBaHa
pegaakuis: NaHoBa OneHa MukonaisHa 3miHa
KOHTaKTHMX AaHWX YNOBHOBaXeHOi 0cObU 3asiBHUKA,
BiAMNOBiAanbHOI 3a apmakoHarnsg 3miHa Homepa
MacTtep-panna cuctemu dpapmakoHarnsgy
140. | ME3ATOH po34uH Ans TOBAPUC Ykpaina KOHTPOIb SKOCTI, Ykpaina BHECEHHS 3MiH 4O peecTpauiiHUX MaTepianis: 3MiHa 3a - UA/0511/02/01
iH’ekuin, 10 mr/mn TBO 3 BUMYCK cepii: 3asBHuka J13 (MIBI) (BnacHuka peecTpauiiHoro peuernmom
no 1 mn B amnyni, OBMEXE ToBapwucTBo 3 nocsigyeHHst) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
no 10 amnyny HOHO 0oBMeXeHo 460) BeegeHHs 3MiH NpoTsArom 6-Tu micsuis nicns
nayui; no 1 mne BIAMNOBIA, BignoBiganbHICTO 3aTBepAKEHHST; 3MiHu | Tuny - 3miHn Wwoao
amnyni, no 10 ANBHICT "NocnigHnin 3aBog 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
amnyn y 6nictepi; 10] "THUJIC", YkpaiHa BBeneHHst abo 3miHM 40 y3aranbHEHUX AaHuX nNpo
no 1 6nictepy y «KOPTIOP BCi cTagii cuctemy chapmakoHarnsaay (BBeAeHHS y3aranbHeHNX
nayui; no 1 mn e AUIA BUPOBHMUTBA, OaHuX Npo cuctemy bapmakoHarnagy, amiHa
amnyni, no 5 «30POB KOHTPOIb SKOCTI, ynoBHOBa)eHOi ocobu, BignosiganbHOI 3a 30iNCHEHHS
amnyn y 6nicrepi; Ay BMNYCK cepii: hapmakoHarnsay; KOHTakTHoi ocobu 3
no 2 Gnictepny ToBapucTBeo 3 chapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
navuj obMexeHow thapmakoHarnagy B YKpaiHi, SKLWO BOHA BigMiHHA Big
BiAnoBiganbHICTO YNOBHOBaXXEHOI 0cO0U, BiANOBIAaNbHOI 3a 34iINCHEHHS
"papmaueBTnYHa hapMakoHarnagy (Bkrovar4mn KOHTaKTHI AaHi) Ta/abo
KOMNaHisa 3MiHW Yy pO3MilLleHHI MacTep-charnna cuctemm
"3popos's", dapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHOi 0cobu
YkpaiHa 3asBHMKa, BigNoBiganbHoI 3a hapmakoHarnag fitova
BCi cTagii pepakuis: LleByeHko OneHa IropieHa MponoHoBaHa
BUPOBHMLTBA, pepakuis: NaHoBa OneHa MukonaisHa 3miHa
KOHTPOIb SIKOCTi: KOHTaKTHMX JaHWX YNOBHOBaXEHOI 0CObU 3asiBHUKA,
AkuioHepHe BigMNoBiganbHoi 3a hapmakoHarnsg 3miHa Homepa
TOBapuUCTBO macTtep-darina cuctemm dapmakoHarnagy
"Manuudapm”,
YkpaiHa
141. | ME3ATOH po34uH Ans ToBapucT Ykpaina KOHTPOIb SKOCTI, YkpaiHa BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu | 3a - UA/0511/02/01
iH’ekuin, 10 mr/mn BO 3 BUMYCK cepii: TMny - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkui 3acib. peuenmom
no 1 mn B amnyni, obmexeHo ToBapucTso 3 3MiHn y BUpo6HMUTBI. 3MiHa iMnopTepa/3miHu, Lo
no 10 amnyny 10 0BMexeHo CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOIO AKOCTI
nayui; no 1 mn B Bignosiga BiANOBiganNbHICTIO roToBOroO fikapcbkoro 3acoby (3amiHa abo foaaBaHHS
amnyni, no 10 NbHICTIO "[locnigHui 3aBop OiNbHWLI, Ha K 3OINCHIOETLCSA
amnyn y 6nicrepi; "®apmaue "THUNC", YkpaiHa KOHTpOnb/BUNpobyBaHHs cepii). BeeaeHHs
no 1 Gnictepy y BTUYHA BCi cTagii AkuioHepHe ToBapucTBo "lManuudapm”, YkpaiHa.
nayui; no 1 mn B KoMnaHis BMPOGHMLTBA, BBeaeHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
amnyni, no 5 "3popos's" KOHTPOSb SIKOCTI, 3aTBepAKEHHs. 3MiHK | Tuny - 3MiHK 3 akocTi. FoToBMI
amnyn y 6nictepi; BUNYCK cepii: nikapcbkuii 3aci6. 3miHu y BUpobHMUTBI. 3amiHa abo
no 2 6nictepu y ToBapucTtBo 3 BBEJEHHS 0AaTKOBOI AiNbHULi BUpobHULITBa Ans
navui obmexeHo YacTuHU abo BCbOro BUPOBHUYOro NpoLiecy roToBoro
BiANoBiganbHiCTIO nikapcbkoro 3acoby (QinbHULSA, Ha SiKii NPOBOAATLCS
"PapmaLeBTUYHa Oyab-siki BUpOGHWYI cTagii, 328 BUHSTKOM BUMYCKY cepii,
KOMMaHisi KOHTPOJO SKOCTi Ta BTOPMHHOIO NMakyBaHHA A1s
"3gopos's", CTEpUIbHUX Nikapcbkux 3acobiB (BKI4Yaoum
YkpaiHa BMPOGEHi acenTU4HUM MEeTOA0M), KpPiM NikapCbKux
BCi cTagii 3acobiB 6ionoriYHOro/iMyHONOrYHOIrO NMOXOMKEHHS).

BMPOGHMLTBA,

BBegeHHs 3MiH NpoTsirom 6-Tu MicauiB nicns
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KOHTPOIb AKOCTI:

AKuioHepHe
TOBapUCTBO
"Manunydapm”,
YkpaiHa

3aTBepMkeHHsA. CynyTHs 3MiHa- 3MiHM 3 AKOCTI.
[oToBMI nikapcbkuii 3aci6. 3MiHKM Yy BUPOBHMLTBI.
3amiHa abo BBeAeHHsI 4OAaTKOBOI AiNbHULI
BMPOBOHMLTBA ANs YacTuHM abo BCbOro BUPOBHMYOro
npotiecy roToBOro nikapcbkoro 3aco0y (AinbHuUsa ans
BTOPWHHOIO NakyBaHHSA). 3 MeTO HanbinbLu
paLjioHanbHUM BUKOPUCTAHHSAM BUPOBHUYMX
NOTY>KHOCTEW, 3 TOYKN 30pY MapPKETUHIOBOI
nouinbHocTi Ta 36inbLweHHs 06’emy nNpoaykuii,
BBOAMTLCH 4OAATKOBA AiflbHULS BUPOBHULITBA Ans
BCbOro BUPOOHMYOro UMKy AKLiOHEpHE TOBapuCTBO
«lFannydapmy», YkpaiHa ona nakysaHHsA: no 1 mn B
amnyni, no 10 amnyn y 6nictepi, no 1 6rictepy y
navui. « 3miHum | Tuny - 3mMiHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHK y BUPOGHMLTBI. 3MiHa
po3mipy cepii (BKIHOYao4um giana3oH posmipy cepii)
roTOBOrO JlikapcbKoro 3acoby (iHLi 3MiHuM). Y 3B’A3Ky 3
BMPOGHMYOI HEODXIOHICTIO BBEAEHHS OAATKOBOIO
po3mipy cepii npenapaTty AN HOBOI AiNbHULI
BMpobHMUTBa AKLioHEpHe ToBapucTBo "Manunydapm”,
LLIO 3HaX04MTbCA 3a agpecoto: YkpaiHa, 79024,
JlbBiBCbKa 0011., MicTO JIbBIB, Bynuus OnpuLLKIBCbKa,
6yanHok 6/8. 3miHu | Tuny - 3miHn 3 sikocTi. FoToBMI
nikapcbkuii 3aci6. 3mMiHM y BUpOBHUUTBI. 3MiHW y
npotieci BUpOGHMLTBa rOTOBOrO NikapCbKoro 3acody,
BKIH0HAKUM NPOMDKHUIA NMPOAYKT, L0 3aCTOCOBYETLCS
npu BUpOBHULITBI rOTOBOTO fikapcbkoro 3acoby
(He3Ha4Ha 3MiHa y npoueci BUpobHMLTBA). HesHauyHi
3MiHM ¥ npoueci BUpoBHULTBA Y 3B'A3KY 3 BBEAEHHSIM
HOBOro BMPOGHMKa AKLIOHEPHE
ToBapucTBo"anunydapm”, a came - Ha cTagii «muiika,
CylLKa Ta cTepunisauis amnyn; - Ha cTagii
NPUroTyBaHHS PO34uHy, - Ha cTagii inbTpauii, -
HamnoBHEHHS amy PO34YMHOM i 3aMatoBaHHsA amnyr, -
Ha cTagii TepMoobpobky amnyn 3 po34YMHOM, - Ha
cTagii nakyBaHHs. 3MiH y cneuudikauii Ta meTogax
KOHTPOIO nikapcbkoro 3acoby He Biabynocs.
Bupo6HMumiA npouec, siknii BKIOYAE oKpeMmi cTagii,
3annWaeTbcs Takum camum. 3miHu | Tuny - 3MiHn 3
skocTi. A®Il. KoHtponb A®I. 3miHa y napameTpax
crneundikauii Ta/abo JonyCcTUMMX MEX, BUSHAYEHNX Y
cneuudikauisix Ha A®I, abo BUXiAHNIA/MPOMIXHUIA
npoayKT/peareHT, Lo BUKOPUCTOBYHOTLCS Y NPOLIEC
BUpobHMLTBa ADI (OONOBHEHHS cneuudikadii HOBUM
NoKa3HWKOM SIKOCTi Ta BiAnoBigHMM MEeTO40M
BMNpoOyBaHHs). [lonoBHeHHs cneuudikauii BXigHOro
KOHTPOIMO HOBMM MOKa3HUKOM AKOCTi «bakTepianbHi
€HOOTOKCUHWY» Ta BignoBiAHUM METOA0M
BUNpoOyBaHHSA 3rigHo Bkasisok APY 1 Bug., 2001 p,
Lo npea'sasnsTbes Ao AP, ki BAKOPUCTOBYIOTLCS Y
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BMPOBHMLTBI CTEPUIBHUX NiKapcbknx 3acobiB, B SKMX
BCTAHOBIIEHO MPaHNYHNIA BMICT €HOOTOKCUHIB 3rigHO
MEeTOAIB KOHTPOIKO SKOCTi. 3MiHK | Tuny - 3MiHK 3
sikocTi. [oToBUIA Nikapcbkuit 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa napameTpiB cnewumdikauin
Ta/abo [oNyCTUMMX MEX FOTOBOrO MikapcbKoro 3acoby
(BUMYYEHHS HE3HAYHOrO MoKasHVKa (Hanpuknag
3acTapinoro nokasHuka, Takoro sk 3anax Ta cMak, abo
ineHTudikauist GapBHMKIB Y1 CMaKoBMX 406aABOK)).
BunyyeHHs nokasHuka «AHOMarnbHa TOKCUYHICTbY 3
METOAIB KOHTPOSIO AKOCTi rOTOBOrO fikapCbKoro
3acoby. 3rigHo 3 Bumoramun €9 (EF 8.0-8.5
PARENTERAL PREPARATIONS, p.796) He
3aCTOCOBYETLCS Hi OAWMH NapameTp, Skui 61 Bumaras
KOHTPOIb AAaHOr0 MOKa3HMKa, OCKINbKN NiKkapCbKui
3acib He € NoXiAHNM NPUPOAHOT CUPOBUHM Ta y AKOCTI
NepBUHHOIO NakyBaHHsSI He BUKOPUCTOBYHOTHCS
noniMepHi KOHTENHEPU.

142.

MEJNOKCUKA
M

NMOPOLLIOK
(cybeTaHuisn) B
MillKax noaBiiHMX
nnacTUKOBMX Ansi
hapMaueBTUYHOT
0 3aCTOCyBaHHS

AT
"dapmak”

Ykpaina

OepiBagoc
Kyimikoc, C.A.Y.

Icnania

BHECEHHS 3MiH O peecTpauiiHnx martepianis: 3miHu |
TMNy - AOMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHUKa (BNacHMKa peecTpauiniHoro
NOCBiAYEHHS) 3MiHA HaNMEHYBaHHA Ta agpecu
3asBHUWKa (BNacHWKa peecTpauiiHoro NocBig4eHHs).
3miHu | TUNYy - 3miHu 3 skocTi. APl. KoHTponb AdI.
3miHa y napameTpax cneuudikauin Ta/abo
OOMyCTUMMX MeX, BUSHAUYEHUX y crneumdikaLiax Ha
A, abo BMXigHWMIN/NPOMIXXHWIA NpOAYKT/peareHT, Wo
BVIKOPVCTOBYIOTbCSH Y npoLeci BupobHuutea API
(BMNyYEHHSA HE3HAYHOro MoKa3HWKa SIKOCTI (Hanpvknag,
BUITyYEeHHs 3aCTapifioro NokasHuka)) BUNy4YeHHs i3
cneuudikauii/metopgis kKoHTpornto A®| nokasHuka
«Baxki meTanuy». 3MiHn | Tuny - 3miHn 3 sikocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax cneumdikaLin
Ta/abo [oMyCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha A®l, abo BUXiAHNIA/MPOMIXHMIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYHOTLCS Y NPOLIEC
BMpo6HMLUTBa ADI (BUMy4YEHHSA HE3HAYHOTO NMoKa3HUKa
AKOCTI (HanpvKnag BUNyYeHHs 3acTapinoro
nokasHuka)) BHECEHHS1 3MiH 0 creuudikaLii Ta
meTogiB koHTpornto A®| menokcukam, a came
BUMYYEHHS NOKa3HUKa «PO3YMHHICTbY», TaK SK AaHUA
NoKa3HUK Mae pekoMeHAaLUiNHWIM XxapakTep, Ta He €
06oB’a3koBuM. 3MiHu | TUNY - 3MiHK 3 gKocTi. API.
KoHTponb A®I. 3miHa y napameTpax cneumndikaLin
Ta/abo [oNyCTUMUX MEX, BUSHAYEHUX Y
cneundikauisix Ha A®l, abo BUXigHUA/NPOMIXKHUIA
NpoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIEC
BUpOoGHMUTBa ADI (iHLWi 3mMiHW) 3MiHK B cneumdikauii
Ta MeTofax KoHTposito APl 3a NokasHUKOM
«lgeHTudikauisi», 30Kpema 4ogaHHs TecTy

UA/13294/01/01
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inenTndikauii A®l metogom BEPX (USP),
[OMOBHEHHS OO BXe 3aTBepa)KeHoro metogy (2.2.24
EP) - npuBeaeHo po3gin 4o sumor BMpobHuka Adl.
3MmiHu | TUny - 3miHm 3 akocTi. A®l. KoHTponb AdPI.
3miHa y napameTpax cneuudikadiv Ta/abo
[OMNyCTUMUX MEX, BU3HAYEeHMX Y cneuundikauiax Ha
AdI, abo BMXigHWUIN/NPOMiXHWIA NPOAYKT/peareHT, Wo
BUKOPUCTOBYHOTbCSA Y Npoueci BupobHuutea ADI (iHwwi
3MiHK)
3MiHM B cneuumdikauii Ta metogax koHTponio AdI 3a
nokasHukom «KinbkicHe BU3Ha4YeHHs», 30kpema
BBEJEHHS anbTepHaTUBHOI METOAMKN KiflbKiCHOrO
BU3HAYeHHs Mernokcrkamy metogom BEPX (USP)
BignoBigHo 4o BuMor BUpobHuka AP, 3miHun Il Tuny -
3MiHn 3 skocTi. A®l. BupobHuuTBO. 3MiHM B Npoueci
B1pobHMUTBa A®I (iHLWi 3MiHW) NOAAHHA OHOBMEHOTO
DMF Big 3atBepaxeHoro BupobHuka Adl
Menokcukamy Oepisagoc Kyimikoc, C.A.Y., IcnaHis.
3areepaxeHo DMF — Version October 2010.
3anponoHoBaHo DMF — Version 2.2 June 2021.
Binbynacb 3miHa agpecu BnacHuka OM® i Bupo6Huka
A®I (3anponoHosaHo: KamiHo ge lMNniero, Ho 150
30820 AnkaHTapinna, Mypcis, lcnaHis).
143. | MENTOKCUKA | posuuH ans TOBAPUC YkpaiHa BCi cTagii uukny YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHiX MaTepianis: 3MiHa 3a - UA/17702/01/01
M-®APMEKC iH'ekuin, 10 mr/mm; TBO 3 BUpobHMUTBA Ta 3asBHuka J13 (MIBI) (BnacHuka peecTtpauiiHoro peuenmom
no1,5mny OBMEXE BUNYCK cepil: noceigyveHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
chnakoHi; no 5 HOKO TOB "®APMEKC 460). BBegeHHs 3MiH npoTsiroM 6-Tu MicsuiB nicnsi
nakoHiB y BIANOBIA FPYI", Ykpaina 3aTBepAKeHHA. 3MiHu | Tuny - 3miHn Wwoao
KOHTYPHIl AJIbHICT BCi cTagii umkny 6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsgy.
YapyHKOBIN o BMPOGHMLTBA KpiM BBeneHHs abo 3miHM A0 y3aranbHEHNX aHUX NPo
ynakosLi; no 1 «KOPT10OP BUWMYCKy cepii: cuctemy chapmakoHarnsgy (BBeAeHHS y3aranbHeHNX
KOHTYPHIl AUIA ToBapucTtBo 3 OaHuX Npo cuctemMy apmMakoHarnsgy, amiHa
YapyHKOBIl «30POB obmexeHow ynoBHOBaxeHoi ocobwu, BignosiaansHoi 3a 3giNncCHeHHS
ynakoBLi B nayu; "An BiAnoBiganbHICTO dapmakoHarnagy; KOHTakTHoi ocobu 3
no1,5mvne "®PapmaLeBTUYHa dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs!
amnyni; no 5 KOMMaHis dapmakoHarnagy B YkpaiHi, SKLWo BOHa BiAMiHHa Big
amnyn y 6nictepi; "3popos'a”, YNOBHOBaXXEHOI 0CO0U, BiANOBIAaNbHOI 3a 34iCHEHHS
no 1 6nictepy B YkpaiHa hapmakoHarnsigy (BKoYarum KOHTaKTHI AaHi) Ta/abo
nauui; 3MiHM Yy pOo3MiLLeHHi MmacTep-ganna cuctemm
no1,5vne cbapmakoHarnsgy).
amnyni; no 5 3miHa ynoBHOBaXeHOT 0cobu 3asiBHUKA,
amnyn B nayui BignosiganbHoI 3a hapmakoHarnsag. [itoya pegakuis:
LLleByeHko OneHa IropiBHa. lNMponoHoBaHa pepakuis:
MaHoBa OneHa MukonaiBHa. 3MiHa KOHTaKTHUX AaHuX
yrnoBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
bapmakoHarnsg,.
3miHa Homepa macTep-aiina cuctemm
hapmakoHarnsay.
144. | MEMAHTUHY | TabneTku, BKpUTI TOB YkpaiHa BMPOGHMLTBO, IcnaHis BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3minHu | - - UA/13170/01/01
raPOXIOPU | nniskoBoO "ACIHO nakyBaHHsl, aHani3 TMny - 3MiHK 3 sikocTi. [oToBMI Nikapcbkui 3acib.




79 ITpogoBxeHHs HogaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
a o6oroHkoto, o 10 | YKPATHA" Ta BUMYCK cepint: KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
mr in bulk: no 10,3 CiHTOH XicnaHis, MeToAax BUnpobyBaHHSA roTOBOrO fikapCbKoro 3acoby
Kr; no 7,7 Kr; no C.J1., IcnaHis (He3Ha4Ha 3MiHa y 3aTBepoKEHUX MeToaax
5,7 kr; no 4,25 «r; BUNpobyBaHHs) He3aHauHi amitn o metoay X ans
no 3,1 kr TabneTok KOHTPOIMIO NokasHuka "CynpoBigHi JoMiLLkn".
y nakeTtax [NpvBeaeHHs y BiANOBIQHICTE 4O MaTepianis
BMpobHuka Synthon Hispania, S.L., Icnanis, a came,
BHECEHHS 0O MeTOAMKM KOHTponto cpasy "lMopir
peecTpauii gomiwok: 0,05%".
145. | MEMAHTUHY | TabneTku, BKpUTI TOB Ykpaina BMPOOHMLITBO, Icnanis BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3minHu | - - UA/13170/01/02
FIQPOXITIOPU | nniBkoBoOtO "ACIHO nakyBaHHsi, aHani3 THny - 3MiHKM 3 sikocTi. FoToBUIA NikapcbkMin 3aci6.
i 060r0HKo, M0 20 | YKPATHA" Ta BUNYCK Cepin: KoHTpOsb roTOBOro Nikapcbkoro 3acoby. 3mMiHa y
mr in bulk: no 10,3 CiHToH XicnaHis, MeToAax BUNpobyBaHHA roTOBOrO MikapCbKoro 3acoby
Kr; no 7,7 Kr; no C.J1., IcnaHis (He3Ha4Ha 3MiHa y 3aTBepaKeHUX MeToaax
5,7 kr; no 4,25 «r; BunpobyBaHHs) HeaHauHi amiHn o metogy X ans
no 3,1 kr TabneTok KOHTpOIO nokasHvka "CynpoBsigHi JoMiLKn".
y nakeTtax [NpvBeaeHHs y BiANOBIQHICTE 4O MaTepianis
BUpobGHMKa Synthon Hispania, S.L., IcnaHisi, a came,
BHECEHHS 10 METOAUKN KOHTponto dpasy "lMopir
peecTpauii gomiwok: 0,05%".
146. | METAMIH® TabneTkn, BKpUTI TOB Ykpaina TOB "KYCYM YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | 3a He UA/11506/02/01
obornoHkot, No "Mendap DPAPM" Tuny - 3MiHM LWoao 6e3nekn/edeKTBHOCTI Ta peuenmom | nidnse
500 mr, no 10 mTa" dapmakoHarnagy. 3MiHu y KOPOTKil XxapakTepucTumui ae
TabneTok y nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii
6nicTepi; no 3, no AN MeQUYHOro 3acTocyBaHHS
6 abo no 10 reHepuYHMX/ribpuaHux/6ionogibHMx nikapcbkux
onictepiB y 3acobiB nicns BHECEHHS Tiei camoi 3MiHU Ha
KapTOHHIN pedepeHTHUI Npenapar (3miHa He noTpebye HaAaHHA
ynakoBLi KOOHMX HOBUX J0OATKOBUX AaHWX) 3MiHWU BHECEHI [0

iHCTPYKLUIii AN MEAUYHOro 3aCTOCYBaHHS fikapCbKoro
3acoby y po3ginu "®apmakonoriyHi BnacTMBocTi",
"Moka3aHHs" (peparyBaHHs), "Baaemogis 3 iHWmMm
nikapcbknMu 3acobamu Ta iHWi BUan B3aemogin",
"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHSA Y
nepiog BariTHocTi abo rogyBaHHs rpyaato”, "Cnoci6
3actocyBaHHs Ta go3un", "Mepepo3syBanHHs", "MobiuHi
peakuii” 3rigHo 3 iHbopmaLi€eto LWoao MeANYHOro
3acTocyBaHHSA pedhepeHTHOro nikapcbkoro 3acoby
(Fntokodpaxk, Tabnetkm no 500 mr, 850 mr a6o 1000
mr). BBegeHHs 3amiH npoTArom 6-T MicauiB nicns
3aTBepOKeHHS1. 3MiHu | Tuny - 3miHK Wwopao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay. 3miHa y
KOPOTKii XapaKTepUCTUL Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
3aCTOCYBaHHSA Ha MiACTaBi perynsipHO OHOBIOBAHOIO
3BIiTy 3 6e3neku nikapcbkoro 3acoby, abo gocrnimpkeHb
3 Be3nekun 3acTocyBaHHSA nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepioa, abo sik pesynbTaT OuiHKK
3BiTY 3 4OCTifKEHb, MPOBEAEHUX BiAMNOBIAHO A0 NnaHy
negiaTpuyHux gocnigkeds (PIP) (3MiHy y3romxeHo 3
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KOMMETEHTHNM YNOBHOBAXXEHUM OpraHoM) 3MiHn
BHECEHI [0 iHCTPYKLii ANs MegnyHoro 3acTocyBaHHS
nikapcbkoro 3acoby y po3ginu "OcobnueocTi
3actocyBaHHs", "MobiyHi peakuii” BignosigHo oo
OHOBJEHOI iHchopMmalii 3 6e3nekn AitoyHoi pevoBUHN.
BBepgeHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BHeceHHs1 abo 3miHa(u) 0o 3060B'A3aHbL Ta yMOB
BMAaui peecTpauiiHoro NoCBiAYEHHS, BKIOYaym
MnaH ynpaBniHHA puaukamm (3aCTOCYBaHHS TEKCTY,
SIKWI NOTOKEHUIA 3 KOMNETEHTHUM OpPraHoMm)
3asBHMKOM HagaHo oHoBneHun lNnaH ynpasniHHS
puamkamm Bepcis 2.0. 3MiH1 BHECEHO [0 YacTuH: |
«3aranbHa iHdpopmauis» I «Cneumndikauis 3 6e3nekm»
V «3axogum 3 miHimi3auii puaukiy» VI «Pestome nnaHy
ynpasniHHs pusnkammy» VIl «dogaTkuy (gogatok 8) y
3B’A3KY 3 OHOBNEHHSIM iHbopMalLii 3 6e3nekn aito4oi
peyoBMHM METOPMIH BIAMOBIAHO A0 aKTyanbHOI
pedepeHTHOI iHpopMaLii, @ TaKoX Yy 3B'A3Ky i3 3MIHOHO
dopmaTy BignosiaHo Ao Bumor Evaluation Guidance
on the format of the risk management plan (RMP) in
the EU — in integrated format. 31 October 2018
EMA/164014/2018 Rev.2.0.1 accompanying GVP
Module V Rev.2 Human Medicines). Peatome Mnany
ynpaBniHHS pusnkamu Bepcia 2.0 gogaeTbes.
BBeaeHHs 3MiH NnpoTsrom 6-Tu MicauiB nicns
3aTBEPAKEHHS - HE PEKOMEHAYETLCS, OCKINbKM NnaH
ynpaBsniHHA pu3nKamu BNpoOBaaXXyeETbCA oapasy nicnsi
10oro norofxeHHst. 3minm | Tuny - 3miHu Wwono
6esnekn/edeKkTMBHOCTI Ta dhapmakoHarnsagy (iHwi
3MiHM) 3MiHW BHECEHI [0 iHCTPYKLUii ANst MegU4YHOro
3acTocyBaHHS nikapcbkoro 3acoby y po3ain "lMobiyHi
peakuii" woao 3BiTyBaHHA NPO NoBiYHI peakLii.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHS

147.

METAMIH®

TabneTkn, BKpUTI
o6ornoHkot, Nno
850 mr, no 10
Tabnetoky
6nicTepi; no 3, no
6 abo no 10
GnictepiB y
KapTOHHIN
ynakoBuUj

TOB

"mendap
mnTa"

Ykpaina

TOB "KYCYM
OAPM"

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu |
Tuny - 3MiHK Wwoao H6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsigy. 3mMiHu y KOpOTKili XapakTepucTuLi
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHSI Ta iHCTPYKLii
AN MEeAUYHOro 3acTOCYBaHHS
reHepu4HMX/ribpuaHux/6ionogibHMx nikapcbkux
3acobiB nicnsa BHECEHHS TiEi caMoi 3MiHW Ha
pecepeHTHUIA Npenapar (3miHa He NoTpebye HadaHHsA
XKOOHWX HOBWX 40AATKOBMX AaHUX) 3MiHW BHECEHi A0
iHCTPYKLUii ANa MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3sainu "®apmakonoriyHi BnacTusocTi",
"Moka3aHHs" (peparyBaHHs), "Baaemogis 3 iHWmMm
nikapcbkummn 3acobamu Ta iHWi BUAM B3aemogin”,
"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHs y

3a
peuerimom

He
nidnsie
ae
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81 ITpogoBxeHHs HogaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)

nepioa BariTHocTi abo rogyBaHHs rpyaato”, "Cnoci6
3acTocyBaHHsA Ta nosun", "MepenosyBaHHs", "MobiyHi
peakuii” 3rigHo 3 iHbopmaLieto LWogo MeanYHOro
3aCTOCYBaHHsI pedpepeHTHOrO fikapcbkoro 3acoby
(Fnrokodpak, Tabnetkun no 500 mr, 850 mr a6o 1000
Mr). BBegeHHs 3MiH NpoTsarom 6-Tu MicsiLie nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKii XapaKTepUCTu1Li fikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKUiT ANS MEeANYHOro
3acTocyBaHHS Ha NiAcTaBi perynsipHo OHOBIHOBAHOIO
3BIiTy 3 6e3neku nikapcbkoro 3acoby, abo gocrnimpkeHb
3 6e3nekn 3acTocyBaHHS Nikapcbkoro 3acoby B
nicnapeecTpauinHuin nepiod, abo sik pesynbTaT OUiHKN
3BITY 3 fOCNiIOKEHb, NPOBEAEHMX BiANOBIAHO 40 NnaHy
nepiaTpuyHux gocnigpkeHs (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHNM YNOBHOBaXXEHUM OpraHoM) 3miHu
BHECEHI [0 iHCTPYKLUiT 4Na Megu4yHoro 3acTocyBaHHSA
nikapcbkoro 3acoby y po3ginu "OcobnueocTi
3acTocyBaHHs", "lMobivHi peakuii" BignosigHo Ao
OHOBJEHOI iHhopMmalii 3 6e3nekn AitoyHoi pevoBUHN.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepAKEHHS. 3MiHM | TMny - 3MiHW Woao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
BHeceHHs1 abo 3miHa(u) 0o 3060B'A3aHbL Ta yMOB
BMAadi peecTpauiiHoro nocBig4YeHHs, BKIoYayum
MnaH ynpaBniHHA puaukamm (3aCTOCYBaHHS TEKCTY,
SIKUA NMOTOXKEHUNA 3 KOMNETEHTHUM OPraHoM)
3asiBHMKOM HagaHo oHoBNeHWI MNnaH ynpasniHHs
pu3nkamm Bepcis 2.0. 3MiHM BHECEHO [0 YacTuH: |
«3aranbHa iHpopmauis» Il «Cneumdikauis 3 6eanekm»
V «3axogu 3 MiHimi3aLii puaukiB» VI «Pestome nnaHy
ynpaeniHHst puankamuy» VII «JoaaTtku» (gogaTok 8) y
3B’513Ky 3 OHOBIEHHSIM iHdOopMaLii 3 6e3neku aioyoi
peyoBMHM METOPMIH BIAMOBIAHO A0 aKTyanbHOI
pedepeHTHOI iHbopmaLii, a TakoX y 3B'A3KY i3 3MiHOO
dopmarty BignosiaHo Ao Bumor Evaluation Guidance
on the format of the risk management plan (RMP) in
the EU — in integrated format. 31 October 2018
EMA/164014/2018 Rev.2.0.1 accompanying GVP
Module V Rev.2 Human Medicines). Pe3tome Mnany
ynpaBniHHS pusnkamu Bepcisa 2.0 gogaeTbes.
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBEPAKEHHS - HE PEKOMEHAYETLCS, OCKINbKM NnaH
ynpaBsniHHA pu3nKamu BNPOBaaXKyETbCA oapasy nicnsi
A0ro NorogKeHHsi. 3MiHm | Tuny - 3miHn wono
6e3nekn/edeKkTMBHOCTI Ta dhapmakoHarnsagy (iHwi
3MiHM) 3MiHW BHECEHI [0 iIHCTPYKLUiT ANst Megu4YHOro
3acTOoCyBaHHS Nnikapcbkoro 3acoby y po3Ain "lMNobiyHi
peakuii" Woao 3BiTyBaHHA Npo NobiyHi peakuii.




82 ITpogoBxeHHs HogaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEpPAKEHHS

148. | METAMIH® TabneTku, BKpUTI TOB Ykpaina TOB "KYCYM Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3miHu | 3a He UA/11506/02/03

o6oroHkot, Nno "epndap DAPM" Tuny - 3MiHM LWoao G6e3nekn/edeKTUBHOCTI Ta peuernmom nidnse

1000 mr: no 15 m nTa” dapmakoHarnagy. 3MiHM y KOPOTKili XxapakTepucTumLi ae

TabneTok y
6nicTepi; no 2, no
4 abo no 6
GnictepiB y
KapTOHHIN
ynakoBuj

nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKUIi
Onsi MEOUYHOTO 3aCTOCYBaHHS
reHepuYHMX/riopnaHmx/6ionoaibHMX nikapcbknx
3acobiB nicnsg BHECEHHS TiEl caMoi 3MiHW Ha
pedepeHTHUIA Npenapar (3miHa He NoTpebye HaJaHHs
KOOHMX HOBUX J0OATKOBUX AaHWX) 3MiHWM BHECEHI [0
IHCTPYKLUIiT ANA MeANYHOro 3acToCyBaHHSA NikapCbKOro
3acoby y po3ginu "®apmakonoriyHi BnacTMBocTi",
"MokasaHHsA" (pegaryBaHHs), "B3aemogis 3 iHwWummn
nikapcbkumun 3acobamu Ta iHWi BUAM B3aemogin”,
"OcobnusocTi 3acTocyBaHHSA", "3acTocyBaHHS Yy
nepiog BariTHocTi abo rogyBaHHs rpygato”, "Cnocio
3acTocyBaHHsA Ta gosun", "MepenosyBaHHs", "MobivHi
peakuii” 3rigHo 3 iHbopmaLi€eto LWoao MeaNYHOro
3acTOCyBaHHsi pedhepeHTHOro nikapcbkoro 3acoby
(Fnrokodpak, Tabnetkun no 500 mr, 850 mr a6o 1000
mr). BBegeHHs 3amiH npoTArom 6-Tv MicauiB nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3MiHM Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL,i fikapCbKoro 3acoy, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans Meanu4Horo
3acTocyBaHHS Ha MiAcTaBi perynsipHo OHOBHOBAHOIO
3BIiTy 3 6e3neku nikapcbkoro 3acoby, abo focnimkeHb
3 6e3nekn 3acTocyBaHHsI NikapcbKoro 3acoby B
nicnsipeecTpauinHuii nepioa, abo sik pe3ynbTaT OuiHKK
3BiTY 3 4OCHiKEHb, MPOBEAEHUX BiANOBIAHO 0 NnaHy
nepiaTpuyHux gocnigkes (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBAXXEHUM OpraHoM) 3miHu
BHECEHi [0 IHCTPYKLii Ans MeAWYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu "OcobnueocTi
3actocyBaHHs", "MobiyHi peakuii” BignosigHo 0o
OHOBJIEHOI iHhopMmaLii 3 6e3neku AitoyHoi pevoBUHN.
BBeaeHHs 3MiH NnpoTsarom 6-tu micauiB nicns
3aTBepOKEHHS. 3MiHu | Tuny - 3miHK Wwopao
6e3nekn/edeKTMBHOCTI Ta bapmMakoHarnsagy.
BHeceHHs1 abo 3miHa(1) go 3060B'A3aHb Ta yMOB
BMAaui peecTpauiiHoro NocBiAYEHHS, BKIOYaym
MnaH ynpaBniHHSA pu3rkaMm (3acTOCyBaHHS TEKCTY,
SIKUI NMOTOKEHUIA 3 KOMNETEHTHUM OpPraHoMm)
3asiBHMKOM HaaHo oHoBNeHWI MNnaH ynpasniHHs
pu3nkamm Bepcis 2.0. 3MiHM BHECEHO A0 YacTuH: |
«3aranbHa iHdopmauis» || «Cneumndikauis 3 6e3nekn»
V «3axoau 3 MiHimMi3aLii pusukiB» VI «Pestome nnaHy
ynpaeniHHs puaunkamu» VIl «JoaaTtku» (qoaaTok 8) y
3B’s13KYy 3 OHOBIEHHSIM iHopMaLii 3 6e3neku gitoyoi
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IIponmosxkeHHs nogaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka
¢opma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Pekna
MyeaH
Hs*

Homep
peecmpayitiHo20
noceio4yeHHs1

peyoBMHM METOPMIH BIAMOBIAHO A0 aKTyanbHOI
pedepeHTHOI iHcbopMmaLii, @ TakoX y 3B'A3KY i3 3MiHOO
dopmaty BignosiaHo Ao sumor Evaluation Guidance
on the format of the risk management plan (RMP) in
the EU — in integrated format. 31 October 2018
EMA/164014/2018 Rev.2.0.1 accompanying GVP
Module V Rev.2 Human Medicines). Pesiome NMnany
ynpaBsniHHA puankamu Bepcisa 2.0 gogaetbes.
BBepgeHHs 3MiH npoTsarom 6-Tu MicauiB nicns
3aTBEPAXKEHHS - HE PEKOMEHAYETLCS, OCKiNbKW NnaH
ynpaBniHHA pu3nKamu BNpoBadXXyeTbCA ogpasy nicnsi
A0ro norogKeHHsi. 3MiHu | Tuny - 3miHn Wwono
6esnekn/edeKTMBHOCTI Ta hapmakoHarnsaay (iHwi
3MiHM) 3MiHM BHECEHi [0 IHCTPYKUIT Ans MeanyHoro
3acTocyBaHHs Nikapcbkoro 3acoby y po3ain "MobivHi
peakuii" Wwoao 3BiTyBaHHA Npo NoBGiyHi peakLii.
BBegeHHs 3MiH NpoTArom 6-Tn MmicauiB nicns
3aTBEPAKEHHS

149.

METAMIH®S
R

TabneTtku
NPOSIOHroBaHoI Aii
no 500 mrno 7
Tabnetoky
6nictepi, no 4
Gnictepu B
KapTOHHIN
ynakosui; no 15
TabneTok y
6nictepi, no 2 abo
6 bnicTepiB y
KapTOHHIN
ynakoBuUj

TOB
"MEQDA
PMNTO"

Ykpaina

TOB "KYCYM
DAPM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3minu |
TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnagy. 3MiHM y KOPOTKili XxapakTepucTumui
nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLii
ANA MEAUYHOrOo 3acTOCYBaHHS
reHepuYHUX/ribpuaHux/6ionogibHMx nikapcbkux
3acobiB nicnsa BHECEHHS TiEi caMoi 3MiHW Ha
pedepeHTHUIA Npenapar (3miHa He NoTpebye HaaaHHs
XKOOHWX HOBWX 40AATKOBMX AaHUX) 3MiHW BHECEHi A0
iHCTPYKLUIii AN MEAUYHOro 3aCTOCYBaHHS fikapCbKoro
3acoby y po3ainu "®apmakonoriyHi BnacTmsocTi",
"B3aemogis 3 iHWKMU nikapcbkuMn 3acobamm Ta iHLwi
Buau B3aemogin”, "OcobnmBocTi 3acTocyBaHHS",
"3acTocyBaHHs y nepiof BariTHOCTi abo rogyBaHHs
rpyaar”, "Cnocib 3actocyBaHHs Ta gosu",
"Mepeno3yBaHHs" 3rigHO 3 iHpopmaLlieto Wwoao
MeANYHOro 3acTOCyBaHHS pedepeHTHOro MikapCbKoro
3acoby (MTHOKOPAXK XR, Tabnetkv NnponoHroBaHoi
4ii, no 500 mr). BBeaeHHst 3mMiH NpoTArom 6-tn micsiuiB
nicnsi 3aTBepaXeHHs. 3MiHu | Tuny - 3MiHn Wwoao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsay. 3miHa y
KOPOTKii XapaKTepUCTUL Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
3aCTOCYBaHHS Ha MiACTaBi perynspHoO OHOBIIOBAHOIO
3BIiTy 3 6e3neku nikapcbkoro 3acody, abo focnimKeHb
3 Be3nekun 3acTocyBaHHSA nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepioa, abo sik pesynbTaT OuiHKK
3BiTY 3 JOCHifKEHb, MPOBEAEHUX BiAMNOBIAHO A0 NnaHy
nepiaTpuyHux gocnigkeHs (PIP) (3MiHy y3romkeHo 3
KOMMNETEHTHWUM YNOBHOBAXEHNM OpraHoM) 3miHu
BHECEHi [0 IHCTPYKLii ANs MeAWYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu "OcobnueocTi

3a
peuerimom

He
nidnsie
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¢opma,
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3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Pekna
MyeaH
Hs*

Homep
peecmpayitiHo20
noceio4yeHHs1

3actocyBaHHs", "Mob6iuHi peakuii" BignosigHo oo
OHOBJEHOI iHchopMmalii 3 6e3nekn AitoyHoi pevoBUHN.
BBepneHHs 3MiH npoTsarom 6-Tu mMicauiB nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BHeceHHs1 abo 3amiHa(u) 0o 3060B'A3aHbL Ta yMOB
BMAaui peecTpauiiHoro NoCBiAYEHHS, BKIOYaym
MnaH ynpaBniHHA pusukamm (3aCTOCyBaHHS TEKCTY,
SIKWIA NOTOKEHUIA 3 KOMNETEHTHUM OpraHoMm)
3asBHMKOM HagaHo oHoBneHun lMNnaH ynpasniHHS
puamkamm Bepcis 2.0. 3MiH1 BHECEHO [0 YacTuH: |
«3aranbHa iHdpopmauis» I «Cneumndikauis 3 6e3nekm»
V «3axogum 3 miHimisauii puaukiy VI «Pestome nnaHy
ynpasniHHs pusnkammy» VIl «dogaTkuy (gogatok 8) y
3B’A3KY 3 OHOBNEHHSIM iHbopMalLii 3 6e3neku gitoyoi
peyoBMHM METOPMIH BIAMOBIAHO A0 aKTyanbHOI
pedepeHTHOI iHpopMaLii, a TaKoX Yy 3B'A3Ky i3 3MIHOHO
dopmaTy BignosiaHo Ao Bumor Evaluation Guidance
on the format of the risk management plan (RMP) in
the EU — in integrated format. 31 October 2018
EMA/164014/2018 Rev.2.0.1 accompanying GVP
Module V Rev.2 Human Medicines). Pestome Mnany
ynpaBniHHS pusmkamu Bepcis 2.0 gogaeTtbes. 3MiHn |
Tuny - 3MiHM Wopao H6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsaay (iHwi 3miHn) 3MiHM BHeceHi o
IHCTPYKUii ANS MeAMYHOro 3aCTOCYBaHHS MNiKapCbKOro
3acoby y po3ain "MobivHi peakuii" Woao 3BiTyBaHHs!
npo nobiyHi peakuii. BBeaeHHs 3MiH npoTsarom 6-tu
MicsiLiB Micnsi 3aTBEpPOXKEHHS

150.

METOKNOMNP
AMIA-
300POB'A

PO34MH Ans
iH'ekuin, 5 mr/mn,
no 2 Mn B amnyni;
no 10 amnyn B
KapTOHHIN kopobui
3 neperopogkamu;
no 2 mn B amnyni;
no 5 amnyny
GnicTepi; no 2
Gnictepu B
KapTOHHIN
kopobui; no 2 mn B
amnyni; no 10
amnyn y 6nictepi;
no 1 6nictepy B
KapTOHHI kopobui

TOBAPUNC
TBO 3
OBMEXE
HOIO
BIONOBIA
ANBHICT
10]
«KOPIOP
ALIA
«300POB
"A»

YkpaiHa

ToBapwucTtBo 3
0BMexeHo
BiANOBiganNbHICTIO
"®PapmaLeBTUYHa
KOMMNaHis
"3gopos's"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3aMiHa
3asBHuka 13 (MIBI1) (BnacHvka peecTpauiiHoro
nocsigyeHHst) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
460) BBegeHHs 3MiH NpOTSAroM 6-T1 micsuiB nicns
3aTBEepAKEHHST; 3MiHu | Tuny - 3miHM Wwoao
6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsgy.
BBeneHHs abo 3miHM A0 y3aranbHEHNX aHUX Npo
cvctemy chapmakoHarnsaay (BBeAeHHS y3aranbHeHNX
[AaHuX npo cuctemy papmMakoHarnsgy, aMiHa
yNoBHOBaeHoI ocobu, BignosiaansHoi 3a 30iNCHEHHS
dapmakoHarnsay; KOHTakTHoOi ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, SKLWo BOHa BiAMiHHa Big
YNOBHOBaXXEHOI 0CO0U, BiANOBIAANbHOI 3a 34iNCHEHHS
hapmakoHarnsiay (Bknoyarum KOHTaKTHI aaHi) Ta/abo
3MiHM Yy pO3MiLLeHHi MacTep-ganna cucTtemm
dapmakoHarnagy) - 3miHa ynoBHoBaXkeHoi ocobu
3asBHuKa, BignosiganbHoi 3a hapmakoHarnsag [ditoya
pepakuis: LLleByeHko OneHa IropisHa MponoHoBaHa
pepakuis: NaHoBa OneHa MukonaisHa 3miHa
KOHTaKTHMX JaHWX YNOBHOBaXEHOi 0cobu 3asiBHUKA,

3a
peuenmom
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85 ITpogoBxeHHs HogaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
BignoBiganbHoi 3a papmakoHarnsag 3miHa Homepa
MacTtep-panna cuctemu dpapmakoHarnsgy
151. | METPOHIOA3 | Tabnetku no 250 TOBAPUC Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3MiHa 3a - UA/6100/01/01
on- mr, no 10 TBO 3 BMPOOHMLTBA, 3asBHuka 13 (MIBI1) (BnacHuka peecTpauiiHoro peuernmom
300POB'A Tabnetok y OBMEXE KOHTPOSb SIKOCTI, noceigyeHHs) (3rigHo Hakazy MOS3 Big 23.07.2015 Ne
6nictepi; no 2 HOKO BMNYCK cepii: 460) BBeaeHHs 3MiH NpPOTAroM 6-Tu micAuiB nicns
Gnictepu y BIAMOBIO ToBapwucTtBo 3 3aTBepAKEHHST; 3MiHu | Tuny - 3miHn Wwoao
KapTOHHIMN AINBHICT 0obMexeHo 6e3nekn/ecbeKTMBHOCTI Ta hapmakoHarnsgy.
kopobui; no 20 10) BianoBiganbHiCcTO BBegeHHs abo 3MiHM [0 y3aranbHEHUX AaHUX Npo
TabneTtok y «KOPINOP "®apmaueBTnyHa cuctemy cpbapmakoHarnsay (BBeAeHHS y3aranbHeHnX
6nictepi; no 1 AUIA KOMNaHisa OaHuX nNpo cuctemy bapmakoHarnagy, 3amiHa
Gnictepy y «30POB "3gopos's"”, ynoBHOBa)eHOi ocobu, BignosiganbHOI 3a 30iNCHEHHS
KapTOHHiIN kopobui "Ax Ykpaina hapmakoHarnsay; KOHTakTHoi ocobu 3
BCi cTagii chapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
BUPOBHMUTBA, thapmakoHarnagy B YKpaiHi, SKLWO BOHA BigMiHHA Big
KOHTPOIb SIKOCTI, YNOBHOBaXXEHOI 0CO0U, BiANOBIAANbHOI 3a 34iINCHEHHS
BUMYCK cepii: bapMakoHarnagy (BkMovar4mn KOHTaKTHI AaHi) Ta/abo
ToBapucTBeo 3 3MiHW Yy pO3MilLleHHI MacTep-charnna cuctemm
obmexeHoro dapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHOI 0cobu
BiANOBIgaNbHICTIO 3asBHMKa, BiaNOBiAanbHOI 3a hapmakoHarnsg Lditoya
"®APMEKC penakuisi: LeeyeHko OneHa IropiBHa MNponoHoBaHa
FPYM", Ykpaina pepakuisi: NaHoBa OneHa MukonaisHa 3miHa
KOHTaKTHMX JaHWX YNOBHOBaXEHOI 0CObU 3asiBHUKA,
BigNoOBiganbHoi 3a hapmakoHarnsg 3miHa Homepa
MacTep-canna cuctemy dpapmakoHarnsay
152. | METPOHIOA3 | necapii no 500 mr; | TOBAPUC YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHiX MaTepianis: 3MiHa 3a - UA/13537/01/01
on- no 5 necapiis y TBO 3 reyn" 3asBHuka J13 (MIBI) (BnacHuka peecTpauiiHoro peuenmom
DAPMEKC 6nicTepi; no 2 OBMEXE nocsigyeHHs) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
6nictepu B nayui HOKO 460). BBegeHHs 3MiH npoTsiroM 6-Tu MicsuiB nicnsi
BIANOBIA 3aTBepAKeHHA. 3MiHu | Tuny - 3miHn Wwoao
AJTbHICT 6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
o BBeneHHs abo 3miHM A0 y3aranbHEHNX aHUX Npo
«KOPTIOP cucTemMy chapmakoHarnsay (BBeAeHHs y3aranbHeHUX
AlUIA [aHuX Npo cuctemMy hapMakoHarnsigy, amiHa
«30POB ynoBHOBaeHoi ocobu, BignosigansHoi 3a 34iNCHEHHS
Ax hapmakoHarnsigy; KOHTakTHoi ocobu 3

dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSI
dapmakoHarnagy B YkpaiHi, SKLo BOHa BiAMiHHa Big
yrnoBHOBaXeHoi ocobu, BignosiaansHoi 3a 3gincCHEeHHS
dapmakoHarnsay (BkoYarum KOHTaKTHI AaHi) Ta/abo
3MiHM Yy pO3MiLLeHHi MacTep-ganna cuctemm
dapmakoHarnsgy).
3MiHa ynoBHOBaXeHOi 0cobu 3asiBHMKA,
BignosiganbHoI 3a hapmakoHarnsag. [itoya pegakuis:
LLleBuyeHko OneHa IropieHa. MponoHoBaHa pepakuis:
MaHoBa OneHa MukonaiBHa. 3MiHa KOHTaKTHUX AaHMX
yrnoBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
capmakoHarnsg.
3miHa Homepa macTep-ganna cuctemm
hapmakoHarnsay.
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153. | M-M- MOPOLLOK ANs Mepk LLisenuapi BnpobHuk CLUA/ BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3minu | 3a - UA/14950/01/01
PBAKCIMNPO® | cycneHsii ans Wapni a BakumHu in bulk Ta | HigepnaHgn | Tuny - AgMiHicTpaTMBHI 3MiHW. Buny4eHHst BUpOGHUYOT peuenmom
BAKLUMHA iH’ekuin; 1 conakoH Hoym nepBUHHE OinbHUU (BKMOYaroum ginbHuui anst A®I, npomixHoro
ana 3 nopoLukom (1 IOEA naKyBaHHs: npoaykTy abo rotoBoro nikapcbkoro 3acoby, AinbHuLi
NMPO®ITAKT no3a) Ta 1 dpnakoH meX Mepk LWapn i ONs NPOBEAEeHHs NaKyBaHHS, BUPODOHMKa,
UKU KOPY, 3 PO34YMHHMKOM Ooym JINC, CWA BignoBigansHOro 3a BMMNyck cepii, Micle NpoBefeHHs
ENIAEMIYHO | (Bopa ans BTopuHHe KOHTpoOMto cepii) abo noctayansbHUka BUXiAHOIO
ro iH’ekuin) no 0,7 mn nakyBaHHs1, BUMYCK MaTepiany, peareHTy abo JOMOMiKHOI pe4OBUHM
NAPOTUTY Y KapTOHHil cepii BakumHu Ta (KO 3a3Ha4YeHo y AoCbe) BunyyeHHs dyHKLji
TA kopobui; 1 conakoH PO3YMHHMKA: Bi3yarnbHOro KOHTPOIO PO34MHHUKA B NonepeaHbo
KPACHYXU 3 nopotukom (1 Mepk LWapn i HaMoOBHEHMX LWNpuLax ans BUPoOGHMYOI AinbHML
XUBA nosa)Ta 1 Ooym B.B., Vetter Pharma-Fertigung GmbH & Co. KG
nonepegHLo Higepnanan (Schutzenstrasse 87 und 99 — 101, 88212
HanoOBHEHWI Ravensburg, Germany). TepMiH BBEAEHHSI 3MiH —
wnpuy, 3 npoTsArom 6 micsuiB nicns 3aTBepmKeHHs. 3MiHu | Tuny
PO3YNHHUKOM - 3miHu 3 akocTi. CepTudikat BignosigHocTi/lE-
(Boga ons cepTudikaT BianoBigHOCTI €BpONenchbKin
iH’ekuin) no 0,7 mn thapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
B KOMMMEKTi 3 HeobXiOHICTIO NpMBeAeHHs Y BiAMOBIAHICTL A0
ABOMa ronkamu y MoHorpadii Y abo €sponeiicekoi hapmakonei, abo
KapTOHHIN iHLWOT HauioHanbHOI hapmakonei aepxaeu €C (3miHa
kopobui; 10 y cneundikaisix, nos'a3aHa 3i amiHamu B J®Y, abo
c¢nakoHiB 3 €Bponeiickkin hapmakonei, abo iHLWiA HalioHanbHin
nopotukom Ta 10 dapmakonei gepxasu €C) 3miHn go cneuudikauii Ha
(hraKoHiB 3 PO3YMHHUK B NMONepeAHbo HarnoBHEHNMX LUMpULIaX 3
PO3YNHHUKOM MeTO NpuBeAeHHs 40 BUMOT OHOBMNEHOT MOHorpadii
(Boga ans 0169 «CtepunbHa Boga Ans iH' ekuii» €BponencbKol
iH’ekuin) no 0,7 mn dapmakonei 11.1. 3miHm oo MKA: posgineHHs
B OKpEeMMX crneundikaLin Ta onucy MeToaiB KOHTPOSO Ans
KapTOHHUX PO34YMHHUKA Y hriakoHax Ta Ans po34MHHMKAE Y
Kopobkax nonepeAHeL0 HanosHeHux wnpuuax y MKA. Tepmin
BBeAEHHS 3MiH — NpoTAroM 6 micsauis nicns
3aTBEPOKEHHS.
154. | MOMETA30H | ma3sb, 1 mr/rno 15 | TOBAPUC YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3mMiHa 3a - UA/16145/01/01
ry Ty6i; no 1 Ty6i TBO 3 BMPOGHMLTBA, 3asiBHuka 113 (MIBI) (BnacHWka peecTpauiiHoro peuenmom
y kopobui 3 OBMEXE KOHTPO~b SIKOCTI, noceigyveHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
KapToHy HOIO BUNYCK cepii: 460) BBegeHHs 3MiH MpPOTAroM 6-Tu micauiB nicns
BIOMOBIO ToBapucTso 3 3aTBepOKEHHST; 3MiHM | Tuny - 3miHK Wwopao
AJTBHICT obmexeHo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy.
10) BiAnoBiganbHIiCTO BBeneHHs abo 3MiHM [0 y3aranbHEHUX AaHUX NPo
«KOPIIOP "PapmaLeBTUYHa cuctemy cbapmakoHarnsay (BBeAeHHS y3aranbHeHNUX
AUIA KOMMaHis AaHuX Npo cuctemy capmMakoHarnsgy, amiHa
«340POB "3popos'a” , YNOBHOBaXXEHOI 0CO0U, BiANOBIAANbHOI 3a 34iNCHEHHS
Ax YkpaiHa chapmakoHarnsay; KOHTaKkTHOT ocobu 3
BCi cTaaii dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
BUPOOHMUTBA, thapmakoHarnagy B YkpaiHi, SKL0 BOHa BiAMiHHa Bif
BUMYCK cepii: ynoBHOBaxeHoi ocobu, BignosiaansHoi 3a 3gincCHEeHHS
ToBapucTso 3 hapmakoHarnsigy (BKoYarum KOHTaKTHI AaHi) Ta/abo
obmexeHoto 3MiHM Y pO3MilLleHHi MacTep-daiina cuctemu

BiANOBIAANbHICTIO

apmakoHarnsigy) - 3MiHa ynoBHoBaXeHoi ocobu
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"PapmaueBTUYHa 3asBHVKa, BignosiganbHoi 3a hapmakoHarmnsig [itoya
KOMMNaHisa pepakuisi: LLesyeHko OneHa IropiBHa NponoHoBaHa
"3popos's"”, pegaakuis: NaHoBa OneHa MukonaisHa 3miHa
Ykpaina KOHTaKTHMX JaHUX YNOBHOBAaXEHOT 0cobu 3asiBHYKa,
KOHTPOSb AKOCTi: BignoBiganbHoi 3a hapMakoHarnsg 3miHa Homepa
ToBapucTtBeo 3 MacTep-caina cuctemu dapmakoHarnsgy
obmexeHot
BiANOBIgANbHICTIO
"®APMEKC
FPYM", YkpaiHa
155. | MOP®IHY PO34MH onsa ToBapucT YkpaiHa ToBapucTtBeo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauinHmux maTtepianis: 3MiHu | 3a He UA/5174/01/02
riQPOXINOPU | iH'ekuin, 20 mr/mn, BO 3 0BMexeHo TMny - 3MiHK Wopao 6esnekn/edeKTUBHOCTI Ta peuenmom nidnse
i no 1 mn abo 5 mn obmexeHo BignoBiganbHICTO dapmakoHarnagy. 3MiHa y KOpOTKili xapakTepucTumui ae
B amnyni, no 5 10 "XapkiBcbke nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLT
amnyn y 6nicrepi; BignoBiaa dapmaueBTU4He ANs MeAUYHOTo 3acTOCyBaHHA Ha NiACTaBi perynspHo
no 1 a6bo 2 TNbHICTIO nianpueMcTBo OHOBJHOBAHOrO 3BiTy 3 6e3nekun nikapcbkoro 3acoby,
Gnictepn y "dapmaune "3popos's abo pocnigkeHb 3 6e3neky 3acTocyBaHHS fikapCbKoro
KOpoO6Li 3 KapTOHY BTUYHA Hapoay" 3acoby B nmicnspeecTpauiiHiin nepiod, abo sk
KoMnaHisa pesynbTaT OUiHKM 3BITY 3 OCHIOKEHb, NPOBEEHNX
"3popos's" BignoBigHO 4o nnaHy negiaTpuyHux gocnigxeHs (PIP)
(3MiHy y3rog)eHo 3 KOMNETEHTHUM YNOBHOBaXXEHUM
opraHom) 3MiHM BHECEHI 40 iIHCTPYKUiT Ans MeguyHoro
3acTOCyBaHHs1 Nikapcbkoro 3acoby y po3ainu
"B3aemogist 3 iHWMMM nikapcbkumuy 3acobamm Ta iHLwi
BMAau B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"Cnocib 3acTocyBaHHs Ta fo3un", "MNobivHi peakuii”
BiZNOBIOHO 10 OHOBMEHOI iHhopMmaLlii 3 6e3neku
aito4oi pe4yoBrHU. BBeaeHHs 3MiH NpoTArom 6-tu
MicsiLiB Micnsi 3aTBEpPOXKEHHS
156. | MOP®IHY po34uH Ans TOBAPUC Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu | 3a He UA/5174/01/01
FIQPOXINOPU | iH'ekuin 1 %; no 1 TBO 3 BMPOGHMLTBA, Tuny - 3MiHK Wopao G6e3nekn/edeKTUBHOCTI Ta peuenmom nionse
a MI B amnyni; no 5 OBMEXE KOHTPOrb SIKOCTI, hapmakoHarnsigy. 3miHa y KopoTKili XxapakTepucTuui ae
amnyn y 6nicrepi; HOIO BUWMNYCK Cepil: nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLi
no 1 abo 2, abo 20 | BIAMNOBIA ToBapucTtBo 3 AN MeguyHoro 3acTocyBaHHS Ha MigcTaBi perynsipHo
GnicTtepiB y AJIbHICT obmexeHoto OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby,
KOpOOGLii 3 KapTOHY; O BiAMOBIAANBLHICTIO abo gocnimkeHb 3 6e3neky 3aCTOCyBaHHSA MiKapcbKoro
no 1 mn B amnyni; «KOPTIOP “XapkiBcbke 3acoby B nicnsipeecTpadiiHvii nepiod, abo sk
no 10 amnyny AUIA dapmMaueBTUYHe pe3ynbTaT OLUiHKM 3BITY 3 OCNIOKEeHb, NPOBEAESHNX
6nictepi; no 1 abo «340POB nignNpYeEMCTBO BigMNOBIQHO 40 NnaHy negiatpuyHux gocnigxeHs (PIP)
10 6nicTepiB y Ax “3nopoB’s (3MiHY Y3roxeHo 3 KOMNETEHTHUM YNOBHOBaXXEHUM
Kopob6Li 3 KapTOHY Hapogay”, YkpaiHa; opraHom) 3MiHu BHECEHi 0 IHCTPYKUiT Ans Mean4Horo
BCi cTagii 3aCTOCyBaHHS NikapcbKoro 3acoby y po3ginu
BMPOGHMLTBA, "B3aemogis 3 iHWKMU nikapcbkuMm 3acobamu Ta iHLwi
KOHTPOSb SIKOCTi: BMAau B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
AKLiOHEpHEe "Cnoci6 3actocyBaHHsi Ta 4o3n", "IMobiyni peakuii”
TOBapuUCTBO BiQMNOBIAHO 4O OHOBMEHOI iHpopMalLlii 3 6e3neku
"Tanuudapm”, aitoy4oi pe4yoBuHU. BBeaeHHs 3MiH NpoTarom 6-tu
YkpaiHa MiCsILIiB Micnsi 3aTBEPOKEHHS
157. | MYKOTEK® cupon no 100 mn “KOHik IHgis HOHik IHgis BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3minHu | 3a - UA/11169/01/01
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abo no 200 mny dapmacb dapmacbioTukan Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/lE- peuenmom
conakoHi; no 1 toTUKan JlabopaTopis cepTudikaT BiaNnoBiaHOCTI €BpONenchbKin
hnakoHy pasom 3 JlTabopaTto (BigaineHHs cipmun dapmakonei/moHorpadii. MogaHHsA HoBoro abo
MipHUM pi3” Ix. B. Kemikana OHOBIEHOroO cepTudikata BignosigHocTi abo
CTaKaH4MKOM y (BigaineHH eHa BUYYEHHS1 cepTudikaTa BignoBigHOCTI €Bponenchkiin
Kopobui 51 chipmm dapmacbioTukana capmakonei: ana Adl; gnsa BuxigHoro
“Ox. B. Iita) matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
Kemikans BUKOPUCTOBYHOTLCS Y BUPOBHULTBI ADI; ans
eHg [OMOMDKHOI peqoBUHM (CepTudikaT BianoBiaHOCTI
dapmacb €sponevicbkin dapmakonei) - Hosuin ceptudikat Big
HoTUKan3 HOBOrO BMpPOBHMKa (3amiHa abo [OMOBHEHHS)
Nrta.”) noJaHHsi HOBOro cepTudikarta BianoBiAHOCTI
€sponericbkin bapmakonei Ne R1-CEP 2007-032 -
Rev 03 ans A®Il 6pomrekcuHy rigpoxnopuay Big
HOBOrO anbTepHaTMBHOro BupobHuka FDC Limited,
India.
158. | HA3OKCUnN cnpew HasanbHWUiA, TOB YkpaiHa TOB "Mikpodchapm" YkpaiHa BHECEHHS 3MiH 0 peecTpauinHux maTtepianis: 3MiHu | 6e3 - UA/19920/01/01
PO3YMH "Mikpodpa TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta peuenma
[o3oBaHui, 1 pm" dapmakoHarnsagy. BeegerHs abo 3aminn o
mr/mn, no 10 mny y3aranbHeHVX gaHux Npo cuctemMy hapmakoHarnsgy
noniMmepHomMy (BBEOEHHS y3aranbHEHVX OaHUX NPO CUCTEMY
donakoHi 3 chapmakoHarnsigy, 3MiHa ynoBHOBaXkeHoi ocobu,
po3nunoBayem; BiAnNoBiganbHOI 3a 34iNCHEHHA hapmakoHarnaay;
no 1 pnakoHy B KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa Ansi
navui 3 KapToHy 3AiNCHEHHA hapmakoHarnsgy B YKpaiHi, SKLO BOHa
BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianoBigansHoi
3a 3[iCHeHHs dhapmakoHarnsgy (Bkrovaudm
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
darina cuctemu chapmakoHarnsigy) 3miHa
yrnoBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBIiganbHOI 3a
capmakoHarnsg,.
[itoywa pepakuis: MypasiioBa OkcaHa OnekcaHapiBHa.
MponoHoBaHa pepakuis: KOctuH Mapis IBaHiBHa.
3MiHa KOHTaKTHMX AaHWX YNOBHOBaXXEHOI 0cobu
3asBHVKa, BignosiganbHoI 3a papMakoHarmsg
159. | HA30OHOnN cnpei HasarnbHUi, TOB YkpaiHa TOB "Mikpocpapm" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3minu | 6es - UA/18788/01/01
po34nH "Mikpodpa Tuny - 3MiHK LWoao 6e3nekn/edeKTUBHOCTI Ta peuenma
[030BaHun, 1 pm" dapmakoHarnsgy. BeenerHs abo 3amiHn go

mr/mn, no 10 mny
nonimMmepHomMy
donakoHi 3
posnunioBavem;
no 1 dnakoHy B
naJui 3 KapToHy

y3aranbHeHWX faHnx Npo cuctemy cpapmakoHarnsgy
(BBEOEHHS y3aranbHeHVX AaHUX NPo CUCTEMY
dapmakoHarnsigy, 3MiHa ynoBHOBaXeHoi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS chapmMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asiBHvKa Ans
34icHeHHs hbapmakoHarnsgy B YKpaiHi, SKWwo BoHa
BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianosiganbHoi
3a 3[iNCHeHHA dhapmakoHarnsgy (BKrovawym
KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
darina cuctemu chapmakoHarnsigy) 3miHa
YNOBHOBaXeHOI 0cobu 3asiBHKKA, BignoBiganbHoi 3a
hapmakoHarnsg.
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Hitoua pepakuis: Mypasiiosa OkcaHa OnekcaHapisHa.
MponoHoBaHa pepakuis: KOctuH Mapisi IBaHiBHa.
3MiHa KOHTaKTHMX JaHMX YNOBHOBaXXeHOI 0cobun
3asBHMKa, BignoBiganbHoi 3a dhapMakoHamsig
160. | HAJTOKCOH- pO34MH ons TOBAPWNC YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3mMiHa 3a - UA/1398/01/01
3H iH'ekuin, 0,4 mr/mn TBO 3 BMPOOHMLTBA, 3asBHuka 13 (MIBI1) (BnacHuka peecTpauiiHoro peuenmom
no 1 mn B amnyni; OBMEXE KOHTPOIb SKOCTI, nocsigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
no 10 amnyny HOIO BUMYCK cepii: 460) BeegeHHs 3MiH NpoTsArom 6-Tu micsauis nicns
kopobui 3 kapToHy; | BIAMOBIA ToBapucTtBo 3 3aTBepAKEHHST; 3MiHu | TNy - 3MiHW Woao
no 1 mn B amnyni; AJIbHICT obmexeHoto 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
no 5 amnyny 10) BiANOBIgaNbHICTIO BBeneHHst abo 3MiHM 40 y3aranbHEHUX AaHuX nNpo
6nictepi; no 2 «KOPMOP ”XapkiBcbke cuctemy chapmakoHarnsay (BBeAeHHs y3ararbHeHnx
6nictepny ALIA dapmaueBTU4He AaHuX npo cuctemy hapmakoHarnsgy, 3aMiHa
kopobui 3 kapToHy; | «3[0OPOB nianpueMcTBo ynoBHOBa)eHOi ocobu, BignosiganbHOI 3a 30iNCHEHHS
no 1 mn B amnyni; "Ax ”3popoB’s thapMakoHarnagy; KoHTakTHoi ocobu 3
no 10 amnyny Hapoay”, YkpaiHa hapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHS
6nictepi; no 1 BCi cTagii thapmakoHarnagy B YkpaiHi, SKLWO BOHa BigMiHHA Big
Gnictepy y BUPOBHMUTBA, ynoBHOBa)eHOi ocobu, BignosiganbHOI 3a 30iNCHEHHS
KopoOLi 3 KapTOHyY KOHTPOIb SIKOCTi: dapmakoHarnagy (BKovar4mn KOHTaKTHI AaHi) Ta/abo
ToBapucTtBeo 3 3MiHW Yy pO3MilLleHHI MacTep-charnna cuctemm
0oBMeXeHo tapmakoHarnagy) - 3miHa ynoBHoBa)keHoi ocobu
BiAnoBiganbHICTO 3asBHuKa, BignoeiganbHoi 3a papmakoHarnsig [itoya
"papmaueBTnYHa penakuisi: LeeyeHko OneHa IropiHa NponoHoBaHa
KoMnaHisa pepakuis: MaHoBa OneHa MukonaiBHa 3miHa
"3popos'a"”, KOHTaKTHMX JaHWX YMOBHOBAXXEHOI 0COOM 3asiBHMKA,
YkpaiHa BigNOBiganbHoi 3a hapmakoHarnsg 3miHa Homepa
MacTep-caina cucteMmy apmakoHarnsgy
161. | HATPIIO po34uH Ans TOBAPUC Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTtepianis: 3MiHa 3a - UA/8827/01/01
AOEHO3WUHT | iH'ekuin, 10 mr/mn TBO 3 BMPOGHMLTBA, 3asiBHuka 113 (MIBI) (BnacHWka peecTpauiiHoro peuenmom
PUDOOCDAT no 1 mn B amnyni; OBMEXE KOHTPOIb SKOCTI, nocsigyeHHs) (3rigHo Hakasy MOS Big 23.07.2015 Ne
no 10 amnyny HOIO BUNYCK cepii: 460) BBegeHHs 3MiH MpPOTAroM 6-Tu micauiB nicns
kopobui 3 kapToHy; | BIOMNOBIO ToBapwucTtBo 3 3aTBepOKeHHS; 3MiHu | Tuny - 3miHn wopao
no 1 mn B amnyni; AJIbHICT obmexeHoto 6e3nekn/edekTMBHOCTI Ta hbapmMakoHarnsgy.
no 5 amnyny O BiAMOBIAANBLHICTIO BBeneHHs abo 3miHn A0 y3aranbHeHNX 4aHux npo
6nicTepi; no 2 «KOPTIOP "XapkiBcbke cucTemMy chapmakoHarnsay (BBeAeHHs y3aranbHeHUX
Gnictepun y AUIA dapMaueBTUYHe OaHuX Npo cuctemMy capmMakoHarnsgy, amiHa
kopobui 3 kapToHy; | «300OPOB nignpveMcTBO YNOBHOBaXXEHOI 0CO0U, BiANOBIAANbHOI 3a 34iINCHEHHS
no 1 mn B amnyni; Ax "3popoB's (hapmakoHarnsigy; KOHTakTHoi ocobu 3
no 10 amnyny Hapogy", YkpaiHa dapmakoHarnagy 3asBHUKa ANns 34iNCHEHHs!
6nictepi; no 1 BCi cTagii dapmakoHarnagy B YkpaiHi, SKL0 BOHa BigMiHHa Bif
Gnictepy B BMPOGHMLTBA, yrnoBHOBaxeHoi ocobwu, BignosiaansHoi 3a 3ginCHEHHS

KOpo6LL 3 KapTOHY

KOHTPOIb SIKOCTI:
ToBapwucTBo 3
0o6MeXeHOo
BiANoBiganbHICTIO
"®apmaueBTnyHa
KOMMNaHis
"3gopos's",
YkpaiHa

hapmakoHarnsiay (Bknoyarum KOHTaKTHI AaHi) Ta/abo
3MiHM y po3MilLleHHi MacTep-caiina cuctemu
hapmakoHarnsigy) - 3MiHa ynoBHOBaXeHOi ocobu
3asBHYKa, BignosiganebHoi 3a hapmakoHarnsag. ditoya
pepakuisi: LLleBuyeHko OneHa IropiBHa.
MponoHoBaHa pepakuis: Manosa OneHa MukonaisHa.
3MiHa KOHTaKTHMX JaHWX YNOBHOBaXEHOI 0cobu
3as1BHMKA, BignoBiganbHoi 3a papmakoHarnsag. 3miHa
HOoMepa macTep-danna cuctemu dpapmakoHarnsgy




90

OJIOB)KEHHS 104aTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka
¢opma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Pekna
MyeaH
Hs*

Homep
peecmpayitiHo20
noceio4yeHHs1

162.

HEBIAP®

TabneTku no 5 wmr;
no 10 Tabnetok y
6nictepi, no 3
Gnictepu B nayui

TOB
"APTEPIY
MnaTa"

Ykpaina

MAT
"Kuismegnpenapa
T", YKpaiHa
(BMPOBHMLTBO 3
npoaykuii in bulk
ipMu-BUpOGHMKa
AKTABIC NTA,
ManbTa, dipmu-
BUPOGHMKa
"BankaHdhapma-
AynHiua" AL,
Bonrapis,
KOHTPOIb SIKOCTI,
BUNYCK cepii)

Ykpaina

BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3minu |
Tmny - 3MiHm 3 skocTi. A®I. KoHTponb ADL. 3miHa y
napameTpax crneuudikauin Ta/abo JonyCTUMNX MeX,
BM3Ha4yeHux y cneundikauisx Ha Adl, abo
BUXIOHUA/NPOMIKHWUIA NPOAYKT/peareHT, LWo
BUKOPMCTOBYHOTLCS Y NpoLeci BupobHuutea AdI
(BUNYYEHHA HE3HAYHOrO NOKa3HMKa SKOCTi (Hanpuknag
BUITyYEHHS 3acTapinoro nokasHvka)) - BUNy4YeHHs
He3HayHMX napameTpiB cneuudikaii 4ito4oi pe4yoBUHU
HebiBomnony rigpoxnopuay, a came: BMICT XJI0p1AaiB i
TemnepaTypa nnaBneHHs. 3MiHu | Tuny - 3miHn 3
sikocTi. CepTudikat BignosigHocTi/l'E-cepTudikat
BiAMOBIAHOCTI €Bponencekin dapmakonei/MoHorpadii.
3MiHK, noB'A3aHi 3 HEOOXiOHICTIO NpUBEAEHHS Y
BignoBigHicTb 40 MoHorpadii JPY abo €Bponencekoi
dapmakonei, abo iHLOi HaLlioHanbHOI dhapmakonei
nepxasu €C (3miHa y cneumdikauii
HedapmakoneriHoro A®| ans npuBegeHHs y
BignoBigHicTe Ao Bumor ®Y abo €Bponencbkoi
tapmakonei, abo iHLWOI HaLioHanbHOT hapmakonei
nepxasu €C) - 3MiHa y cneumdikaLii 4ito4oi pe4oBUHU
HebiBorony rigpoxnopuay 3a nokasHukamm onwuc i
PO3YMHHICTb NS NPUMBEAEHHSA Y BIAMNOBIAHICTb A0
BMMOr €Bponeiicbkoi hapmakonei. 3miHu | Tuny -
3miHu 3 gkocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BignoBigHOCTI €EBponenchkii
apmakonei/moHorpadii. MogaHHsa HoBoro abo
OHOBIEHoro cepTudikarta BignosigHocTi abo
BUINyYeHHs cepTudikaTa BignoBiaHOCTI EBponenchKil
capmakonei: ana A®l; ansa BuxigHoro
marepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBbCS Y BUPOGHMUTBI APl; ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTi
€Bponewicbkin bapmakonei) - HoBuin ceptudikat Big,
BXe 3aTBepAkeHOro BUpOobHMKa - NoJaHHSA HOBOIO
cepTudikaTa BignoBigHOCTi EBpoNechbKin
dapmakonei Ne RO-CEP 2021-403 - Rev 00
(3atBepokeHo: DMF AP-01, February 2022) ana Ad|
HebiBonony rigpoxnopuay Bif BXe 3aTBEpPOXXEHOrO
BMpo6HWKa Hetero Drugs Limited, IHgis.

3a
peuyerimom

UA/17235/01/01

163.

HEBIBONON

TabneTtku no 5 mr;
in bulk: no 10 kry
nonieTuneHoBomMy
nakerti

TOB
"APTEPIY
MnaTa"

YkpaiHa

"BankaHgapma -
Aynxiua" AL,
Bonrapis,
AxTasic Jlta,
ManbTa

Bonrapis/
ManbTa

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |
Tmny - 3MiHu 3 sikocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax crneuudikauin Ta/abo JonyCTUMUX MeX,
BM3HaYeHux y cneuudikauisx Ha AdI, abo
BUXiOAHUA/NPOMIXXHWI NpoAyKT/peareHT, LWo
BVIKOPVICTOBYIOTBCS Y npoLeci BupobHuutea A®I
(BMNyYEHHSA HE3HAYHOro MoKa3HWKa SIKOCTI (Hanpuknag,
BUITyYEHHS 3aCTapifioro NokasHuka)) - BUNyYeHHs
He3Ha4yHMX NapameTpiB cneumdikauii Aito4oi pe4oBUHM
HebiBonony rigpoxnopuay, a came: BMICT XopuvaiB i

UA/17220/01/01
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TemnepaTtypa nnaeneHHs. 3miHu | Tuny - 3miHu 3
sikocTi. CepTudikat BignosigHocTi/l'E-cepTudpikat
Bi4NOBIgHOCTI €BponeWnchkin thapmakonei/MoHorpadii.
3MiHW, NoB'A3aHi 3 HeOOXIAHICTIO NPUBEAEHHS Y
BignoBigHicTb 40 MoHorpadii APY abo €Bponencekoi
tapmakonei, abo iHLWOI HaLioHanbHOT hapmakonei
Aepxasu €C (3miHa y cneumndikauii
HedbapmakoneriHoro A®| ans npuBegeHHs y
BignoBigHicTb Ao Bumor Y abo €sponenchKol
chapmakonei, abo iHWOi HaLioHanbHOI hapmakonei
nepxasu €C) - A®I - amiHa y cneumdikauii girovoi
peyoBMHM HeGiBONOMY rigpoxnopuay 3a NokasHUKamMm
ONUC i PO3YMHHICTb ANsi NPUBEAEHHS Y BiANOBI4HICTb
00 BUMOr €Bponericbkoi dhapmakonei. 3miHu | Tuny -
3MiHn 3 skocTi. CepTudikat BignosiaHocTi/lE-
cepTudikar BiANOBIAHOCTI EBPONENCHKIN
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBJEHOro cepTudikaTta BignoBigHoCTi abo
BUITyYEHHS cepTudikaTa BignoBiaHOCTI EBpONenchKiln
capmakonei: ana A®l; gnsa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO NPOAYKTY, Lo
BUKOPUCTOBYIOTbCS Yy BUPOOHULTBI ADI; Ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€Bponevicbkinn dhapmakonei) - HoBuii ceptudikat Big
BXe 3aTBEPKEHOro BUPOOHMKA - NOAAHHS] HOBOIO
cepTudikaTa BignoBigHOCTi EBpoONechbkin
dapmakonei Ne RO-CEP 2021-403 - Rev 00
(3atBepmkeHo: DMF AP-01, February 2022) ana Ad|
HebiBonony rigpoxnopuay Bif BXe 3aTBEpOXEHOro
BMpo6HMKa Hetero Drugs Limited, IHgis.

164.

HEOMIUWUH
nntoc

ma3b no 10 r abo
20 ry Ty6i; no 1
Ty6i y kopobui 3
KapToHY

TOBAPUC
TBO 3
OBMEXE
HOKO
BIOMOBIO
ANBHICT
0]
«KOPINOP
ALIA
«300POB
"A»

Ykpaina

ToBapwucTtBo 3
oBMeXeHo
BiANoOBiganbHICTIO
"®apmaLeBTUYHa
KOMNaHis
"3popos's"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3miHa
3asiBHuka 113 (MIBI) (BnacHWka peecTpauiiHoro
nocsigyeHHst) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
460): MNMponoHoBaHa pepakuis: TOBAPUCTBO 3
OBME>XEHOIO BIAMOBIJANBHICTHO
«KOPTIOPALIA «300POB’A», YkpaiHa BeeaeHHs
3MiH NPOTArom 6-TW MICSILB MiCNs 3aTBEPOKEHHS.
3minu | Trny - 3miHn woao 6esnekn/edekTMBHOCTI Ta
dapmakoHarnsgy. BeenerHs abo 3amiHn go
y3aranbHeHVX AaHUX Npo cuctemMy papmakoHarnsgy
(BBEOEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
dapmakoHarnsigy, 3MiHa ynoBHOBaXeHoi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHVKa Ansi
34icHeHHs hbapmakoHarnsgy B YKpaiHi, SKWo BoHa
BigMiHHa Bi yNOBHOBa)eHOi 0cobu, BignosigansHoi
3a 3[iCHeHHs hapmakoHarnsay (Bkrovaum
KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
banina cuctemn hapmakoHarnsgy) - 3miHa
YNOBHOBaXeHOI 0cobu 3asiBHUKA, BiANOBiganbHOI 3a

6e3
peuenma

UA/17830/01/01
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dapmakoHarnag. ditova pegakuis: LesyeHko OneHa
IropiBHa.
MponoHoBaHa pepakuis: MaHosa OneHa MukonaiBHa.
3MiHa KOHTaKTHMX AaHUX YNOBHOBaXEHO! 0cobu
3asiBHMKa, BignoBiganesHoi 3a hapmakoHarnsag. 3miHa
HOMepa mMacTep-ganna cuctemu bapmakoHarnagy.
165. | HIKOTUHOB po34uH Ans TOBAPUC Ykpaina ToBapuctso 3 Ykpaina BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3MiHa 3a - UA/7775/01/01
A KUCIIOTA- iH’ekuin, 10 mr/mn TBO 3 0obMexeHo 3asBHuKa J13 (MIBI) (BnacHuka peecTpauiiHoro peuenmom
300POB'A no 1 mn B amnyni; OBMEXE BianoBiganbHiCcTO noceigyeHHs) (3rigHo Hakazy MOS3 Big 23.07.2015 Ne
no 5 amnyny HOKO "®apmaueBTnyHa 460). BegeHHs 3MiH NpoTArom 6-T MicauiB nicns
6nictepi; no 2 BIAMNOBIA KOMnaHis 3aTBepAKEHHS. 3MiHu | TMny - 3MiHW Woao
Gnictepu B ANBHICT "3popos's" 6e3nekn/edbeKTMBHOCTI Ta hapmakoHarnsgy.
KapTOHHIN 0] BBeneHHs abo 3MiHM 0O y3aranbHEHUX AaHUX Npo
kopobui; no 1 mne | «KOPIMOP cuctemy chapmakoHarnsay (BBe4eHHs y3ararnbHeHnx
amnyni; no 10 AUIA OaHuX Npo cuctemy bapmakoHarnagy, amiHa
amnyn y 6nictepi; «300POB YNOBHOBaXXEHOI 0CO0U, BiANOBIAANbHOI 3a 34iINCHEHHS
no 1 Gnictepy B "Ax thapMakoHarnagy; KoHTakTHoi ocobu 3
KapTOHHIN chapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
kopobui; no 1 mn B dapmakoHarnsaay B YKpaiHi, AKWo BOHA BiAMiHHa BiA
amnyni; no 10 ynoBHOBa)eHOi ocobu, BignoeiganbHOI 3a 30iNCHEHHS
amnyn y KapTOHHIl hapMakoHarnagy (Bknovar4mn KOHTaKTHI AaHi) Ta/abo
Kopooui 3MiHM y pO3MilLeHHI MacTep-chaiina cuctemu
dapmakoHarnsgy).
3miHa ynoBHOBaxeHOoT 0cobu 3asiBHUKA,
BignoBiganeHoi 3a hapmMakoHarnsag. [itoya pegakuis:
LLleBuyeHko OneHa IropieHa. NMponoHoBaHa pepakuis:
MaHoBa OneHa MukonaiBHa. 3MiHa KOHTaKTHUX AaHuX
yrNoBHOBaXeHOoI 0ocobu 3asBHUKa, BiAMOBIAANLHOI 3a
hapmakoHarnsg.
3miHa Homepa macTep-ainna cuctemm
dapmakoHarnsgy
166. | HICTATUH- cycneHsisi TOBAPUC YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3MiHa 3a - UA/17727/01/01
300POB'A opanbHa, 100000 TBO 3 obmexeHoto 3asiBHuka 113 (MIBI) (BnacHWka peecTpauiiHoro peuenmom
MO/mMnno 50 mny | OBMEXE BiAnoBiganbHICTO noceigyeHHs) (3rigHo Hakady MOS3 Big 23.07.2015 Ne
dnakoHi, HOKO "®PapmaLeBTUYHa 460). BBegeHHs 3MiH NpoTsiroM 6-Tu MicsuiB nicnsi
3aKynopeHomy BIANOBIA KoMnaHisa 3aTBepOKeHHS. 3MiHu | Tuny - 3miHn Wwopao
KpULLKOHO; MO 1 AJTbHICT "3popos's" 6esnekn/edeKTMBHOCTI Ta bapMakoHarnsagy.
dnakoHy 3i o BBeneHHs abo 3miHM [0 y3aranbHEHUX 4aHUX Npo
wnpuu-go3atopom | «KOPIMOP cucTeMy chapMakoHarnsay (BBeAeHHS y3ararnbHeHUX
cKrnageHum y ALIA AaHuX Npo cuctemy chapmakoHarnsgy, aMiHa
Kopob6Li 3 KapTOHY «300POB yrnoBHOBaxeHoi ocobwu, BignosiaansHoi 3a 3ginCHEHHS
Ax (hapmakoHarnsigy; KOHTakTHoi ocobu 3

dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSsI
dapmakoHarnagy B YkpaiHi, SKLWo BOHa BiAMiHHa Big
ynoBHOBaXeHoi ocobu, BignosiaansHoi 3a 3gincCHEeHHS
dapmakoHarnsay (BkoYarum KOHTaKTHI AaHi) Ta/abo

3MiHM Yy pO3MiLLeHHi MacTep-danna cucremm

dapmakoHarnsigy).
3MiHa ynoBHOBaXKeHOi 0cobu 3asiBHMKA,

BignosiganbHoi 3a dapmakoHarnsag. [Jitoya pegakuis:
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LLleBueHko OneHa IropiBHa.
MponoHoBaHa peaakuis: NMaHosa OneHa MukonaiBHa.
3MiHa KOHTaKTHMX JaHMX YNOBHOBaXXeHOI 0cobun
3asBHuMKa, BignosiganbHoi 3a hapmakoHarnsg. 3miHa
HOMepa MacTep-ganna cuctemu oapmakoHarnsgy
167. | HICTATUH- TabneTku, BKpUTI TOBAPUC Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3MiHa 3a - UA/7727/01/01
3[00POB'A 060roHKoto, Mo TBO 3 BMPOOHMLTBA, 3asBHuka 13 (MIBI) (BnacHuka peecTpauiiHoro peuernmom
500000 O, no 10 OBMEXE KOHTPOSb SIKOCTI, noceigyeHHs) (3rigHo Hakady MOS3 Big 23.07.2015 Ne
Tabnetok y HOHO BUMYCK cepii: 460) BeegeHHs 3MiH NpoTsArom 6-Tu micsuis nicns
GnicTepi; no 2 BIAMOBIO ToBapwucTtBo 3 3aTBepAKEHHST; 3MiHu | Tuny - 3miHn Wwoao
Gnictepn y ANBHICT oBMmexeHo 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
KapTOHHiI kopooLi 10) BiANOBIgaNbHICTIO BBegeHHs abo 3MiHM 4o y3aranbHEHUX AaHux npo
«KOPINOP "®apmaueBTnyHa cuctemy chapmakoHarnsaay (BBeAeHHS y3aranbHeHNX
AUIA KOMNaHisa OaHuX Npo cuctemy bapmakoHarnagy, amiHa
«30POB "3gopos's"”, ynoBHOBa)eHOi ocobu, BignosiganbHOI 3a 30iNCHEHHS
"Ax Ykpaina hapmakoHarnsay; KOHTakTHoi ocobu 3
BCi cTagii chapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
BUPOBHMUTBA, thapmakoHarnagy B YKpaiHi, SKLWO BOHA BigMiHHA Big
KOHTPOIb SIKOCTI, YNOBHOBaXXEHOI 0cO0U, BiANOBIAaNbHOI 3a 34iINCHEHHS
BUMYCK cepii: hapMakoHarnagy (Bkrovar4mn KOHTaKTHI AaHi) Ta/abo
ToBapucTBeo 3 3MiHW Yy pO3MilLleHHI MacTep-charnna cuctemm
obmexeHoro dapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHOi 0cobu
BiANOBIgaNbHICTIO 3asBHMKa, BiANOBI4anbHOI 3a hapmakoHarnsg Lditoya
"®APMEKC pepakuis: LleByeHko OneHa IropiBHa MponoHoBaHa
FPYM", Ykpaina pepakuis: NaHoBa OneHa MukonaisHa 3miHa
KOHTaKTHMX JaHWX YNOBHOBaXEHOI 0CObU 3asiBHUKA,
BigMNoBiganbHoi 3a hapmakoHarnsg 3miHa Homepa
MacTep-canna cuctemy dpapmakoHarnsgy
168. | HOXLWWABEP pO34uH Ansi TOBAPUC YkpaiHa KOHTPOIb SIKOCTI, YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHa 3a - UA/0591/01/01
WH "O3" iH'ekuin, 20 mr/mm; TBO 3 BUNYCK cepii: 3asBHuka 13 (MIBI) (BnacHvka peecTpauiiHoro peuernmom
no 2 mn B amnyri; OBMEXE ToBapucTso 3 nocsigyeHHs) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
no 5 amnyny HOKO obmexeHo 460) BBegeHHs 3MiH NpoTsiroM 6-Tu MicsuiB nicns
nayui 3 KapToOHY; BIANOBIA BiANOBiganNbHICTIO 3aTBepOKeHHS; 3MiHu | Tuny - 3miHn wopao
no 2 mn B amnyri; AJTbHICT "NocnigHun 3aBog 6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
no 5 amnyny o "THUNC", YkpaiHa BBeneHHs abo 3miHM A0 y3aranbHEHNX aHUX Npo
6nicTepi; no 1 «KOPTIOP BCi cTagii cucTemMy chapmakoHarnsay (BBeAeHHs y3aranbHeHUX
6nictepy B navui ALIA BMPOGHMLTBA, AaHuX Npo cuctemy hapmakoHarnsgy, aMiHa
«300POB KOHTPOIb SIKOCTI, yrnoBHOBaxeHoi ocobu, BignosiaansHoi 3a 3ginCHEHHS
Ax BUMYCK cepii: chapmakoHarnsay; KOHTaKkTHOi ocobu 3
ToBapucTso 3 dapmakoHarnsay 3asiBHUKa Ans 30iNCHEHHS
obMexeHow dapmakoHarnagy B YkpaiHi, SKLo BOHa BiAMiHHa Bif
BiANoBiganbHiCTIO yrnoBHOBaxeHoi ocobu, BignosiaansHoi 3a 3ginCHEHHS
"dapmaLeBTUYHa dapmakoHarnagy (BK4arymn KOHTaKTHI AaHi) Ta/abo
KOMMaHis 3MiHM Yy pO3MiLLeHHi MacTep-ganna cucTtemm
"3popoB’a", apmakoHarnsigy) - 3MiHa ynoBHOBaXeHOi 0cobu
YkpaiHa 3as1BHMKa, BignoeigansHoi 3a hapmakoHarnsag [itoya

pepakuis: LleByeHko OneHa IropiHa MponoHoBaHa
pepakuis: MaHoBa OneHa MukonaiBHa 3miHa

KOHTaKTHMX JaHWX YNOBHOBaXXEHOI 0COOM 3asBHMKA,

BigNoOBiganbHoi 3a hapmakoHarnsg 3miHa Homepa
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macTtep-carna cuctemmn dapmakoHarnsgy
169. | OMENPA3O0IJ1 | kancynu TBepgi TOB YkpaiHa BUPOBHMUTBO, IcnaHis BHECEHHS 3MiH [0 peecTpalinHmux maTtepianis: 3MiHu | 3a He UA/17985/01/01
KVLLKOBOPO3UMHHI "APTEPIY nepBuHHe Ta Tuny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta peuernmom nionse
no 20 wmr, no 7 M nTa" BTOPUHHE dapmakoHarnsgy. 3miHa y KopoTKili XapakTepucTuui ae
kancyn y 6nictepi, nakyBaHHs, nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii
no 4 Gnictepu B KOHTpOrb Ta ANs MeAUYHOro 3acTOCyBaHHA Ha NiACTaBi perynspHo
navui BUMNYCK cepil: OHOBIOBAHOIO 3BiTYy 3 6e3neku nikapcbkoro 3acoby,
JlabopaTtopioc abo pgocnigkeHb 3 6e3nekn 3acTocyBaHHS fikapCbKoro
JlikoHca, C.A., 3acoby B nicnsipeecTpaLiiHiiA nepiog, abo sk
Icnanis; ginsiHka pe3ynbTaT OUiHKM 3BIiTY 3 OCNIOKEHb, NPOBEAEHNX
ons BignoBigHO 4o nnaHy negiaTpuyHux gocnigxeHs (PIP)
anbTepHaTUBHOIO (3MiHY y3rofxeHo 3 KOMNETEHTHUM YNOBHOBaXXEHUM
BTOPUHHOTO opraHom) 3miHV BHECEHO A0 iHCTPYKLIT ANS MeanyHoro
nakyBaHHs: Ataic 3acToCyBaHHSA Nikapcbkoro 3acoby y po3ainu:
dapma, C.J1,, "OcobnumeocTi 3acTocyBaHHs", "Cnocib 3acTocyBaHHs
Icnanis; ginsHka Ta Ao3v" BigMNoBiAHO A0 OHOBIEHOI iHhopMalLlii 3
ons 6e3neku gitoyoi peyoBnHU. BBeaeHHst 3MiH NpoTAroM
anbTepHaTUBHOIO 6-TK MicAauiB nicnsa 3aTBepAXeHHs. 3MiHu | Tuny -
KOHTpOIo 3a 3MmiHu Wwopo 6esnekn/edekTMBHOCTI Ta
nokasHukom MBY: dapmakoHarnagy. 3MiHa y KOpOTKili xapakTepucTumui
JlaGopaTtopio nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii
EueBapHe, C.A., 0N MeQUYHOro 3acToCyBaHHS Ha MiacTaBi perynsipHo
Icnanis; ginsHka OHOBJHOBAHOrO 3BiTy 3 6e3nekun nikapcbkoro 3acoby,
ansi abo gocnimxeHb 3 6e3neky 3acTocyBaHHS NikapcbKoro
anbTepHaTUBHOIO 3acoby B nmicnapeecTpadiiHii nepiod, abo sk
BTOPUHHOIO pe3ynbTaT OUiHKM 3BiTy 3 4OCMiXEHb, NPOBEAEHUX
nakyBaHHS: BiANOBIQHO A0 NnaHy neaiaTpuyHux gocnigxkeHs (PIP)
MaHaHTian (3MiHYy y3rompkeHo 3 KOMNETEHTHUM YNOBHOBaXXEHUM
InTerpa, C.JLY., opraHom) 3MiHV BHECEHO [0 iHCTPYKLiT ANs MeauyHoro
Icnanis 3acTocyBaHHS nikapcbKoro 3acoby y po3ainu:
"OcobnusocTi 3actocyBaHHSA", "MMobiuHi peakuii”
BiMOBIAHO 4O OHOBMEHOI iHbopMaLii 3 6e3neku
aito4oi pe4yoBrHU. BBeaeHHs 3MiH NpoTArom 6-tu
MiCsILIiB Micnsi 3aTBEPOKEHHSA
170. | OMHONOH- pO34uH Ansi TOBAPUC YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHa 3a - UA/5179/01/01
3H iH'ekuin no 1 mn B TBO 3 obmexeHoto 3asiBHuka 113 (MIBI) (BnacHWka peecTpauiiHoro peuenmom
amnyni; no 5 OBMEXE BiAMOBIAANBLHICTIO nocsigyeHHs) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
amnyn y 6nictepi; HOKO "XapkiBcbke 460) BBeaeHHs 3MiH NpoTsiroM 6-Tu MicsLiB nicns
no 1 abo 2, ao 20 | BIAMOBIA hapmaLeBTUYHE 3aTBepOKEHHST; 3MiHM | Tuny - 3miHK Wwopao
GnictepiB y AJIbHICT nignpueMcTeo 6e3nekn/edekTMBHOCTI Ta bapmMakoHarnsagy.
kopooui {0) "3p0opoB's BBeneHHs abo 3miHM [0 y3aranbHEHUX aHUX Npo
«KOPIIOP Hapoay" cucTeMy chapMakoHarnsay (BBeAeHHS y3ararnbHeHUX
AUIA [aHuX Npo cuctemMy hapMakoHarnsigy, amiHa
«300POB yrnoBHOBaxeHoi ocobu, BignosiaansHoi 3a 3gincCHEHHS
"Ax (hapmakoHarnsigy; KOHTakTHoi ocobu 3

dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSI
dapmakoHarnagy B YkpaiHi, SKLo BOHa BiAMiHHa Big
ynoBHOBaXeHoi ocobu, BignosiaansHoi 3a 3gincCHEeHHS
dapmakoHarnsay (BkoYarum KOHTaKTHI AaHi) Ta/abo

3MiHM Y pOo3MiLLeHHi MacTep-ganna cucTtemm
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
chapmakoHarnsgy) - 3miHa ynosHoBaxeHoi ocobu
3asiBHMKA, BignosigansHoi 3a chapmakoHarnsg [itoya
pepakuist: LLesueHko OneHa IropiBHa NponoHoBaHa
pepakuis: NaHoBa OneHa MukonaisHa 3miHa
KOHTaKTHMX AaHWX YNOBHOBaXeHOI 0COOU 3asiBHUKA,
BignoBiganbHoi 3a hapMakoHarnsg 3miHa Homepa
mMacTtep-carna cuctemm dapmakoHarnsgy
171. | OMATAHON® | kpanni o4Hi, 1 Hoeapric LLsenuapi BUPOBHMUTBO 3a Benbrisi/ BHECEHHS 3MiH [0 peecTpaLiHMX maTtepianis: 3MiHu | 3a He UA/4986/01/01
Mmr/mn; no 5 mny dapma Al a NOBHUM LIMKIOM: IcnaHia TMNy - AGMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peuenmom niodnsie
ae

nakoHax-
KpanenbHuusx; 1
abo 3 dnakoHu-
KpanenbHuLi B
KOpo6Li 3 KAapTOHY

AnkoH-KyBpbop,
Benbriga
BUPOBHMUTBO,
nepBuHHe
nakyBaHHS,
BTOPUHHE
nakyBaHHs,

KOHTPOIb SIKOCTi:

3ircbpig Enb
Machoy, C.A.,
Icnanis
BUNYCK cepii:
Hoeapric
dapmacbioTuka,
C.A,, IcnaHis

Ta/abo agpecu MicLsi NPOBaMKEHHS QisnNbHOCTI
BMPOOHWKa/imnopTepa roToBoro nikapcbkoro 3acoby,
BKIIOYaK04M OinbHULI BUNYCKY cepii abo micue
NpoBeAeHHS KOHTPOIO SKOCTI. (AiSNbHICTb, 3a AKy
BignoBigae BUPOOHUK/iIMNopTep, BKIHOYaoUN BUMYCK
cepiit) - 3MiHa Ha3BW BUPOGHMYOI AinbHULI AnKoH Kysi,
C.A. Ha 3irdpia Enb MacHoy, C.A. Ta npuBeaeHHAM
agpecu aaHoi BUpobHMYOT AinbHULI BianoBiaHO 8o
YMHHOI iLeHsii Ha BUPOBHULITBO. A TakoX YTOYHEHHSI
dyHKUi BUpoOHUKiB [T13. 3MiHN BHECEHO B iIHCTPYKLiiIO
ANA MeAMYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby y
po3ainu "BupobHuk", "MicLe3HaxookeHHs BUpobHMKa
Ta agpeca MicLsa NPoBapKEHHsI MOro AinbHOCTI" 3
Bi4NOBIAHNMW 3MiHAMW B TEKCTi MapKyBaHHSA YNakoBOK;
3miHu | TMny - 3miHK 3 skocTi. FoTOBUIA NiKapCbKUiA
3aci6. 3MiHn y BUpo6HMUTBI. 3MiHa iMnopTepa/3minu,
LLIO CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPOIHO SKOCTI
roToBOro fikapcbkoro 3acoby (3amiHa abo JoAaBaHHsA
BMPOGHMKA, Lo BianoBigae 3a BBe3eHHs Ta/abo
BUNycCK cepii) - He Bkmovaoum
KOHTponb/BUNpobyBaHHs cepii - [logaBaHHs
BMpPOOHMKa BignoBigansHOro 3a BMNyck cepii, HoBapric
dapmacktoTrka, C.A. (FpaH Bia ge nec Koptc
KatanaHec 764, bapcenoxa, 08013, Icnanis) /
Novartis Farmaceutica, S.A. (Gran Via de les Corts
Catalanes 764, Barcelona, 08013, Spain). 3miHun
BHECEHO B iHCTPYKLiO ANSt MeANYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby y posainu "BupobHuk",
"Micue3HaxookeHHs1 BUpoOHMKa Ta agpeca Micus
NPOBaXeHHS Noro AisnbHOCTI" 3 BigNoBigAHMMMN
3MiHaMK B TEKCTi MapKyBaHHS yNnakoBoK; 3miHu | Tuny -
AaMiHiCTpaTMBHI 3MiHW. BunyyeHHs BUpoGHUYOT
OinbHULI (BKNtoYaroum ginbHuui ans A®I, npomixxHoro
npoaykTy abo roToBOro nikapcbkoro 3acoby, AinbHULL
ANs NpoBeeHHs NakyBaHHS, BUPOBHWMKa,
BignoBiganbHOro 3a BMMNycK cepin, Micue NpoBeAeHHs
KOHTpOMto cepii) abo nocTtayanbHUKa BUXigHOrO
marepiany, peareHTy abo JONOMiIXHOT pevoBUHU
(sIKLLO 3a3HayveHo y Aocke) - AOMiHICTpaTUBHa 3MiHa
BUINy4eHHS pyHKLii BUNycK cepii Ans BupobHuka
3irdpig Enb MacHoy, C.A., IcnaHis. [JaHuii BUPOGHMK
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IIponmosxkeHHs nogaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka
¢opma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Pekna
MyeaH
Hs*

Homep
peecmpayitiHo20
noceio4yeHHs1

3anvwaeTbCs BignosiganbHUM 3a BUPOBHULTBO,
nepBUHHE NaKyBaHHS1, BTOPUHHE NaKyBaHHS!, KOHTPOIb
SIKOCTi. 3anuLwalTbCsa anbTepHaTUBHI BUPOOHUKK
BiANOBiAanbHi 3a BUNYyck cepii: AnkoH-KyBpbop,
Benerisi; HoBapTic ®apmacbtotuka, C.A., IcnaHis;
3MiHn | TMny - 3miHn Wwopo 6e3nekn/edpekTMBHOCTI Ta
apmakoHarnagy (iHwi 3miHu) - Y 3B'A3ky 3 bisHec
PiLLIEHHSIMU, L0 3YMOBJSIEHI BUXOOOM KOMMaHii AMKOH i3
cknagy HosaprTic, 3anponoHoBaHO BUIy4YnTU
TopriBenbHy Mapky cnakoHy-kanenbHuui "dpon-
TenHep®" 3 po3giny «Ynakoska» MKA N3, ockinbku usi
TopriBenbHa Mapka HanexuTb komnaHii AnkoH. 3MiHW
BHECEHO B iHCTPYKLit0 ANsi MEAMYHOTO 3aCTOCYBaHHSA
nikapcbkoro 3acoby y po3ain "Ynakoeka", a came
BUITy4€HO TOpriBenbHy MapKy dnakoHy-KanenbHuLi
"Opon-TenHep®", TaKoX YyTOYHEHHS iHbopmMalLii LwoAo
NOroTuny 3asiBHUKa Ta HE3HaYHi pefakuinHi
BUNpPaBNEeHHs NO TeKCTy. BBeaeHHsA 3MiH npoTarom 6-
TV MiCsILiB Micns 3aTBEPAKEHHSI

172.

OPNIN®

Kancynu TBepgi no
120 mrno 10
kancyn y 6nicrepi;
no 3 Gnictepu B
KapTOHHIN
ynakoBuUj

Doxn Em

dapmacb

toTMKanc
1o,

Ipysia

xn Em
dapmacbioTukarnc
Ira.

[pysis

BHECEHHS 3MiH O peeCcTpaLlinHUX maTepianis: 3MiHu |
TMNy - AOMiHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHUKA (BNAacHUKa peecTpauiniHoro
noceigyeHHs). 3MiHa Ha3BK Ta agpeck 3anBHMKa
(BnacHuka peecTpauiniHoro nocsig4eHHst). 3miHu | Tuny
- AgMmiHicTpaTuBHi 3MiHW. 3MiHa HaMeHyBaHHA Ta/abo
aapecu Micusi NPoBaKEHHS AiSNbHOCTI
BMpPOOHWKa/imnopTepa rotToBoro nikapcbkoro 3acoby,
BKIIOMAK04M AinbHULI BUNYCKY cepii abo micLe
NpoBeAEHHS! KOHTPOIIO SIKOCTI. (QisSNbHICTb, 3a SKy
BiAMNOBigae BUPOOHMK/iMNOpTEp, BKNOYAKOUN BUMYCK
cepin). 3miHa Ha3BM BUPOOHUKA, Y 3B'A3KY 3 PiLLEHHAM
BIacHMKa KOMMaHii, a Takox 3MiHa agpecu BUPOGHMKa
y 3B'A3Ky 3 po3nopsigkeHHsam Cakpebyno M. Toinici.
BupobHnya fginbHMUA Ta yci BUpobHuyi onepadlii
3anMwaloTbCst He3MiHHUMK. 3MiHW BHECEHO B
iHCTPYKUIitO ANst MeANYHOro 3acTOCYBaHHS MikapCbKoro
3aco0by LL0a0 HAaMEHYBaHHS Ta MiCLIE3HAXOMKEHHS
BMPOGHMKa 3 BiANOBIgHUMW 3MiHaMW Y TEKCTI
MapKyBaHHS1 YNakoBKW Nikapcbkoro 3acoby.

3a
peuerimom

He
nidnsie
ae

UA/10148/01/01

173.

OTPUBIH

Kpanni Ha3anbHi
0,1% no10mny
donakoHi 3
KPULLIKOIO-
nineTkoto; no 1
dnakoHy B
KapTOHHIN nayui

XaneoH
KX CAPI

LLisenuapi
A

XarneoH KX
C.a.p.n.

LLisenuapis

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu |
TMny - AoMiHiCTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS
Ta/abo agpecu 3asBHUKa (BNacHuKa peecTpauiniHoro
noceigyeHHst). 3miHa Ha3Bu 3asBHuKa 3 [CK
KoHcbrlomep Xenckep CAPIJI, Lseliuapis Ha XaneoH
KX CAPJ1, LLiseiuapis. TepMiH BBEAEHHS 3MiH
npoTarom 6 mMicauiB Micnsa 3aTBepmKeHHs. 3miHu | Tuny
- AgMiHicTpaTuBHI 3MiHU. 3MiHa HaiMeHyBaHHs Ta/abo
agpecy Micusi NPoOBaKEHHS AiSNbHOCTI

BMpOGHVKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,

BKIHOYAK4M AinbHULI BUNYCKY cepii abo Micue

be3
peuenma

nionse
ae

UA/5206/01/02
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
NpoBeAeHHS KOHTPOMIO SKOCTI. (AISNbHICTb, 3a AKy
BifnoBigae BUPOOHUK/iIMNopTep, BKITHOYA0UN BUMYCK
cepin). 3MiHa Ha3BM Ta agpecu BUPOOHMKA rOTOBOrO
nikapcbkoro 3acoby. 3mMiHM BHECEHO B iHCTPYKLUIiO ANnst
MeLMNYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby LWoao
HalMeHyBaHHS Ta MiCLe3HaxXomXXeHHsi BUpOOHMKa 3
BiAMOBIAHMMM 3MiHAMW B TEKCTi MapKyBaHHS YNaKOBOK.
TepmiH BBeAEHHS 3MiH NPOTAroM 6 micauiB nicns
3aTBEPOKEHHS.
174. | O®EB® Kancynm m'ski no BepiHrep HimeyumH MepBuHHE HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3MiHu | 3a - UA/16115/01/01
100 wmr, no 10 IHrenbxan a (6nictepu) Ta THny - 3MiHKM 3 sikocTi. FoToBUIA NikapcbkMin 3aci6. peuenmom
kancyn y 6nictepi; M BTOPUHHE KoHTposb AONOMDKHUX peqyoBUH. 3aMiHa oxepena
no 6 Gnictepis y IHTepHeww nakyBaHHs, ofepXXaHHA AOMOMDKHOI pe4oBUHM abo peakTuBy, WO
KapTOHHIN HN TmM6X MapKyBaHHS, CTaHOBUTb pU3nK nepedadvi 36yaHukiB ME (iHwWi 3MiHK) -
ynakoBuj KOHTPOIb SKOCTI, 3MiHa KkpaiH - gKxepen TBapuHHOI CUPOBUHY, LLO

KOHTPOMb SKOCTI
3a NOKa3HUKOM
MikpobionoriyHa
yucToTa Ta BUMYyCK
cepin nikapcbkoro
3acoby: bepiHrep
IHrenbxanm
dapma 'mM6X i
Ko.KI", HimeuuunHa;
BupobHuuTBo,
ynakoBka Ta
KOHTPOMb SIKOCTI
(32 BMKIMOYEHHSIM
MikpobionoriyHoi
4YMCTOTU) Kancyn
bulk (He
po3sdracoBaHoi
npoaykuii):
KataneHT
HimeuunHa
E6epbax M6X,
HimeuuuHa;
AnbTepHaTMBHa
nabopatopis ans
npoBeAeHHs
KOHTPOMIO SIKOCTi
(3a BUKITOYEHHSIM
Mikpobionori4yHoi
ynctotu): A eHp
Ewm LUTABTECT
Na6op dyp
AHaniTuk yHg
Crabinitatcnpydy
Hr TM6X,
HimeyumnHa;

BMKOPWCTOBYETLCS ANs BUpobHuuTea gelatin 200
Bloom, wnsxom gogaBaHHa XopearTii, PiHNAHAIT,
JlntBmM Ta BUKNtoYeHHs Yecbkoi Pecny6niku; 3minu |
TMny - 3MiHK 3 gKoCTi. [O0TOBMI Nikapcbkuin 3acib.
KOHTPOsb AOMNOMDKHUX PEYOBUH (iHLUI 3MiHW) -
BBeneHHs anbTepHaTUBHOI BUPOOHNYOI AinbHULI
GELITA AG, Friedrich-Wilhelm-Str. 155, 32423
Minden, GERMANY BignoBigansHoi 3a BUpobHMLUTBO
AonomixHoi pevoBuHu gelatin 200 Bloom; 3miHu | Tuny
- AOgMmiHicTpaTuBHi 3MiHW. 3MiHa HanMeHyBaHHA Ta/abo
agpecu Micusa NpoBaKeHHs AisnbHOCTI BUPOOHMKa
(Bkntovaro4m, 3a HeoBXiQHOCTI, MicLie NpoBeAEHHS
KOHTPOIIO SIKOCTi), abo BNacHuka macTtep-danna Ha
A®I, abo noctavansHuka Adl/BuxioHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
3aCTOCOBYHOTLCA Y BUPOOHMUTBI API (SIKLLO 3a3HAYeHO
y [OCbE Ha nikapcbkuii 3aci6) 3a BiACYTHOCTI
cepTudikaTa BignoBigHOCTi EBpoONechbkin
hapmakonei y 3aTBepmXeHOMy [OCbe, abo BUpOOHMKa
HOBOI JOMOMiXXHOT PEYOBMHMU (SIKLLO 3a3HaYeHO Y
nocbe) - 3miHa agpecu BupobHuka Gelita AG,
Germany BignoBiganbHoOro 3a BUpoOHULTBO
nonomixHoi pevoBuHu gelatin 200 Bloom, 6e3 3MiHK
MicLs BUPOOHMLUTBA
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
AnbTepHaTuBHa
nabopatopis gns
npoBeaeHHs
KOHTPOMIO SKOCTi
Mikpo6ionoriyHoi
ynctotu: CI'C
IHCTUTYT
®peseHiyc M'M6X,
HimeuuuHa; Ilabop
J1C CE eHg Ko. KT,
HimeyunHa
175. | OPEB® Kancynu M’ ki no BepiHrep HimeyumH [MepBUHHE HimeyumHa BHECEHHS 3MiH O peecTpauinHUX maTepianis: 3miHu | 3a - UA/16115/01/02
150 mr, no 10 IHrenbxan a (6nictepu) Ta TMny - 3MiHK 3 SKoCTi. [0TOBMI Nikapcbkuin 3acib. peuernmom
kancyn y 6nictepi; M BTOPUHHE KoHTposb AONOMDKHMX pevyoBUH. 3aMiHa oxepena
no 6 Gnictepis y IHTepHeLw nakyBaHHs, ofepKaHHsI JOMOMIKHOI peqoBUHM abo peakTuBy, LLO
KapTOHHIN HN TmBX MapKyBaHHS, CTaHOBUTL pPU3NK nepeaadi 36yaHukiB E (iHLWi 3miHW) -
ynakoBuj KOHTPOIb SKOCTI, 3MiHa KkpaiH - okepen TBapuUHHOI CUPOBUHY, LLIO

KOHTPOMb AKOCTI
3a NOKasHUKOM
MikpobGionoriyHa
4yucToTa Ta BUMYyCK
cepii nikapcbkoro
3acoby: bepiHrep
IHrenbxanm
®apma M'mbX i
Ko.KTI", Hime4uunHa;
BupobHuuTBO,
ynakoBka Ta
KOHTPOMb AKOCTI
(3a BUKIOYEHHSAM
MikpobionoriyHoi
YWCTOTK) Kancyn
bulk (He
po3dhacoBaHoi
npoaykuii):
KataneHt
HimeyunHa
E6epbax M6X,
HimeuuuHa;
AnbTepHaTuBHa
nabopatopis ans
npoBefeHHs
KOHTPOJIO AKOCTi
(3a BUKITOYEHHSIM
MikpobionoriyHoi
yncTotn): A eHp
Em WUTABTECT
Nab6op dyp
AHanITuK yHa
Crabinitatcnpydy

BUKOPUCTOBYETbLCS A1 BUpOGHMLTBa gelatin 200
Bloom, wnsxom gogaBanHa Xoparii, QiHAaHAIT,
JlntBmM Ta BUKNtoYeHHs Yecbkoi Pecny6niku; 3minu |
Tmny - 3MiHKM 3 sikocTi. FoToBUIA NikapckkMin 3aci6.
KOHTponb AOMOMIDKHUX PEYOBWH (iHLUi 3MiHN) -
BBeneHHs anbTepHaTUBHOI BUPOOHUYOI OinbHULI
GELITA AG, Friedrich-Wilhelm-Str. 155, 32423
Minden, GERMANY BignoBigansHoi 3a BUpobHMLTBO
AonomixHoi pevoBuHu gelatin 200 Bloom; 3miHu | Tuny
- AgMiHicTpaTuMBHI 3MiHU. 3MiHa HaiMeHyBaHHs Ta/abo
agpecu Micusa NpoBafKeHHS AisnbHOCTI BUPOOHMKa
(Bkntovaro4m, 3a HeoBXiQHOCTI, MicLie NpoBeAEHHS
KOHTpPOMHO siKoCTi), abo BnacHuka macTep-canna Ha
A®I, abo noctavanbHuka Adl/BuxigHoro
matepiany/peareHTy/npoMiXXKHOrO NPOAYKTY, Lo
3acTocoByoTbCs Y BUPobHUUTBI ADI (sIKLLO 3a3HaveHo
y AOCbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudikaTa BignoBigHOCTi EBpoNechbkKin
hapmakonei y 3aTBepaXeHoMy Aockbe, abo BUPOOHMKa
HOBOI JOMOMIDKHOI PEYOBMHM (SIKLLO 3a3HAYEHO Y
nocbe) - 3miHa agpecu BupobHuka Gelita AG,
Germany BignoBigansHOro 3a BUpoBHULTBO
[onomixHOI peyoBuHM gelatin 200 Bloom, 6e3 3miHn
MicLs BAPOOHMLUTBA
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
Hr TMGX,
HimeyumnHa;
AnbTepHaTuBHa
nabopatopis ans
npoBeaeHHs
KOHTPOIO SIKOCTi
Mikpo6ionoriyHoi
ynctotu: CI'C
IHCTUTYT
®peseHiyc MM6X,
HimeuuunHa; Ilabop
J1C CE eHp Ko. KT,
HimeyumHa
176. | OPEB® Kancynu M’ ki no BepiHrep HimevumH [MepBUHHE Himeyunna BHECEHHS 3MiH 0 peecTpauinHmux maTtepianis: 3MiHu | 3a - UA/16115/01/01
100 wmr, no 10 IHrenbxan a (6nictepu) Ta Tmny - 3MiHm 3 sikocTi. A®l. BupobHuuTeo. 3miHa peuenmom
kancyn y 6nictepi; M BTOPUHHE BMPOBHMKa BMXiQHOIO/MPOMIXXHOIO NPoAYyKTy/peareHTy,
no 6 Gnictepis y IHTepHeLw nakyBaHHs, LLIO BUKOPUCTOBYHOTLCS Y BUPOGHMYOMY npoLeci A,
KapTOHHIN HN TmM6X MapKyBaHHS, abo 3miHa BUpoBHMKa (BKMoYaro4n, ae HeobxigHo,
ynakoBLi KOHTPOIb SKOCTI, MicLie NpoBeAeHHs KOHTponto aKkocTi) AdI (3a

KOHTPOMb AKOCTI
3a NOKa3HNKOM
MikpobionoriyHa
4yucToTa Ta BUMYyCK
cepin nikapcbkoro
3acoby: bepiHrep
IHrenbxanm
®apma 'mbX i
Ko.KI", HimeuunHa;
BupobHuuTBoO,
ynakoBska Ta
KOHTPOMb SKOCTI
(3a BUKIOYEHHSAM
MikpobionoriyHoi
YMCTOTU) Karcyrn
bulk (He
po3sdracoBaHoi
npoaykuji):
KataneHt
Hime4vunHa
E6epbax Mv6X,
HimeuuuHa;
AnbTepHaTMBHa
nabopartopis ans
npoBefeHHs
KOHTPOIO SAKOCTI
(32 BMKIMOYEHHSIM
MikpobionoriyHoi
ynctotu): A eHp
Em WUTABTECT

Nabop dyp

BiCYTHOCTI cepTudikaTa BignoBigHOCTI €BponeinchbKii
chapmakonei y 3aTBepaKeHoOMy
[0CbE)(3anponoHOBaHU BUPOBHMK HANexXuTb 0 Tiel
caMoi BUPOBHMYOI rpynu NignpuemMcTs, Lo 1
3aTBepakeHnin) BeeaeHHst anbTepHaTMBHOIO
BMpo6Huka Bidachem S.p.A,, S.S. 11 (Padana
Superiore), 8, 24040 Fornovo San Giovanni (BG), Italy
BiANOBiAanbHOro 3a BUPOOHMLTBO, KOHTPOMb AKOCTi Ta
nakyBaHHS [il040i pe4OBUHU HiHTeAaHiby e3vnaty. B
po3gini S.2.1. Bupo6Hukm 6yno BigkoperosaHo
KOPOTKY Ha3By Ta afpecy 3aTBepAKEHOro BUPOBGHMKa
Boehringer Ingelheim Pharma GmbH & Co. KG,
Germany (3 BIPKG Binger Strasse 173, 55216
Ingelheim am Rhein, Germany Ha Bl DE (IN) Binger
Str. 173, 55216 Ingelheim am Rhein, Germany).
Takox B po3gini 6yno BuaaneHo BUpobHMYy onepaLwiio
"release". Lis 3miHa BBaxkaeTbcs pedakuinHoto. [Ans
BiZNOBIgHOCTI BUMOram gofaHo onepatdito "milling".
3miHu | Tuny - 3miHm 3 sikocTi. A®l. BupobHuLTBO.
3miHa BUpOOHWMKa BMXigHOTrO/MPOMIXKHOIO
npoayKTy/peareHTy, Lo BUKOPUCTOBYIOTECS Y
BMpOGHMYOMY npoueci A®I, abo 3miHa BUpobHUKa
(Bkntoyvatoun, Ae HeobxigHO, MicLie NpoBeAeHHS
KOHTporto sikocTi) AP (3a BigcyTHOCTI cepTudikaTa
BigNoBigHOCTI E€Bponenchkiii papmakonei y
3aTBEPKEHOMY [0ChE)(3anponoHOBaHUIA BUPOBHUK
HanexuTb J0 Tiel camoi BUpOBHUYOI rpynu
nianpuYeMCTB, WO 1 3aTBepAXeHWin) BBegeHHs
anbTepHaTMBHOro BUpobHuka Bidachem S.p.A., S.S.
11 (Padana Superiore), 8, 24040 Fornovo San
Giovanni (BG), ltaly BignosigansHoro 3a BUpobHULTBO
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[IpomoBxeHHS J0aTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
AHaniTuk yHg BuxigHoi peyosuHu BIBF 1120 Chlorimide, sika
Crabinitatcnpydy BUKOPUCTOBYETLCS B NPOLECi BUPOOHULITBA AitoY0i
Hr TM6X, peYoBUHU HiHTegaHiby esunarty. [o po3giny S2.3.1
Hime4vuuHa; TaKoX BHECEHi pefaKLUifiHi 3MiHW: TOYHICTb
AnbTepHaTuBHa TEpMIHONMOTii, sIka BUKOPUCTOBYETLCH B AOKYMEHTI.
nabopatopis gns 3MiHun | TMny - 3MiHn 3 sikocTi. A®l. BUpobHMLTBO.
NpoBeAEHHS

KOHTPOIO SIKOCTi
Mikpo6ionoriyHoi
unctotu: CI'C
IHCTUTYT
®peseHiyc M'MBX,
HimeywuuHa; Jlabop
J1C CE eHp Ko. KT,
HimeuwunHa

3MiHa BUpOGHMKa BUXiAHOrO/MPOMIDKHOIO
npoayKTy/peareHTy, Lo BUKOPUCTOBYIOTECS Y
BUpobHM4omy npoueci A®l, abo amiHa BUpobHMKa
(BKrtovaroum, ae HeobxigHo, MicLe NpoBeaEHHS
KOHTponto sikocTi) ADI (3a BiacyTHoCTi cepTudikarta
BigNOBIgHOCTI €BponeWchkin hapmakonei y
3aTBEPAKEHOMY [0CHE)(3anponoHOBaHMN BUPOOHMK
HanexuTb o Tiel caMoi BUPOGHMYOI rpynu
nianpueMcTs, Lo 11 3aTBepaKeHuin) BeBeaeHHsi
anbTepHaTMBHOro BUpobHuka Bidachem S.p.A., S.S.
11 (Padana Superiore), 8, 24040 Fornovo San
Giovanni (BG), Italy BinnosiganbHoro 3a BUpOGHULTBO
BuxigHoi peyosuHm BIBF 1120 Chloracetyl, sika
BUKOPUCTOBYETLCS B NPOLECi BUPOOHULITBA AitoYoi
pevYoBUHM HiHTeaaHIby eaunaty. 3miHu | Tuny - 3miHn 3
akocTi. A®l. KoHtponb A®I. 3miHa y napameTpax
cneumdikaui Ta/abo 4oNyCTUMMX MEX, BU3HAYEHUX Y
crneundikauisix Ha APl, aGo BUXigHUA/MPOMIXKHWIA
npoayKT/peareHT, LU0 BUKOPUCTOBYIOTLCS Y NPOLIEC
BMPOGHMLUTBa ADI (3BY>KEHHS AONYCTUMUX MEX,
BM3HaYeHUX y cneumdikadii) 3By>KeHHs 4onycTUMumX
MeX, BU3HaAYeHMX Yy cneumdikauisx ansi saranbHoro
BMICTYy BYrfeLo Ans BUXiAHOro maTtepiany Boan 3 <=
0,5 ppm go <= 0,50 ppm (m/v) y BignoBigHocTi 4o
Bumor ®apmakonei CLUA. Kpim Toro, BnacHuk
peecTpauinHOro NoceBig4YeHHs CKOpPUCTaBCs
MOXIMBICTIO 3MiIHUTW TEPMIHOMOrito Ha3BK 3
«Demineralized Water» Ha «Purified Water». 3minHn |
Tuny - 3MiHn 3 akocTi. A®l. BupobHuuTeo. 3miHn B
npoteci BupobHmuTea AP| (He3HayHa 3miHa y npoueci
BUpobHMLTBa ADI) [Ina niaBuULLLEHHSA HAZiNHOCTI
BMPOGHMYOrO MpoLecy, onuioHanbHW eTan
HarpiBaHHsl nepen po3BeAeHHsIM 2-MPONaHonom
BBOAUTbLCA A1 3a6e3neyeHHs po3aineHHst das. 3miHn
| Tuny - 3miHn 3 skocTi. A®l. BupobHuuTeo. 3miHn B
npoteci BUpobHmuTea AP| (He3HayHa 3miHa y npoueci
BMpo6HMUTBa ADI) HeaHauHi 3MiHM y BUpOBHUYOMY
npoteci Aitoyoi peyoBuHu nonleading isolate, w06
BHECTM Aesiki 3MiHM Yepe3 aganTaLito obnagHaHHs Ha
3aBogi Bidachem S.p.A., Italy. 3okpema, BBECTM @30T
SIK anbTepPHATUBHUI TEXHOSONIYHWI ra3 ansi noMerny;
3anpoBaguTU NoYEproBe BUMIPIOBAHHS BUTPATH Ha
BUXOAi 3 MIMHA; OHOBUTU MiHIMarnbHWUN i

MaKCMMarbHUI CTyNiHb HANOBHEHHsI BN1EHAEPHOro
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IIponmosxkeHHs nogaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka
¢opma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Pekna
MyeaH
Hs*

Homep

peecmpayitiHo20

noceio4yeHHs1

obnagHaHHs nicns noMeny; Wob 3MEHLUUTU KinbKiCTb
NPOMMWBHOIO 2-NPONaHosy Mig Yac Kpoky 3 3 npubin.
3,02 - 3,69 kr-ekB o npubn. 2,36 - 3,69 kr-eks.;
3anpoBaguUTK CyLUUIbHY MaLLUHY 3 MOBEPXHEID 3
HepXKaBitoyoi cTani 3aMiCTb CyLUMIIbHOI MaLLWHK 3i
CKINSHOIO MOBEPXHEID; 3anpoBaanTyh inbTp-ocyLlyBay
i3 CKISAHOKO MOBEPXHEI0 Ha A0AATOK A0 inbTpiB-
OCyLlyBauiB i3 NOBEPXHELD 3 HepXKaBitoyoi ctani abo
XacCTenmnot; BUKIMIOYUTH cuTa 3 nepeniky obnagHaHHS.
Kpim Toro, BnacHvk peecTpauinHoro noceig4eHHs
CKOPWCTaBCS MOXIUBICTIO OHOBUTU Ha3BY NPOAYKTY 3
HiHTeaaHiby eTaHCcynbdoOHaT Ha HiHTeaaHiOy e3unar,
OCKifNIbKN HiHTeAaHiby e3unnaTt € BCTAHOBIIEHOIO HA3BOO
cybcTaHuii. 3miHn | Tuny - AgMiHiCTPaTUBHI 3MiHW.
3MmiHa HaimeHyBaHHs Ta/abo agpecu micus
NpoBaAXXeHHS AiANbHOCTI BUPOOHMKa (BKMOYaouu, 3a
HeoOXiaHOCTI, MicLe NpoBeAEeHHS! KOHTPOIIO SKOCTI),
abo BracHuka macTtep-canna Ha Adl, abo
nocravansHuka A®l/BnxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
3aCTOCOBYHOTbCS Y BUPOBHMUTBI ADI (sIKLLO 3a3Ha4YeHo
y AOCbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudgikaTa BignoBigHOCTI €Bponeiichbkii
hapmakonei y 3aTBepaXeHoMy Aockbe, abo BUPOGHMKa
HOBOI AOMOMIDKHOI PEYOBMHM (SIKLLO 3a3HAYEHO Y
pocbe) Hassa BupobHuka BuxigHOro matepiany
Trimethylorthobenzoate Ta 1-Methylpiperazine 6yna
3miHeHa 3 Ami Organics PVT. LTD Ha Ami Organics
Ltd. Agpeca 3anvwaetbcst 6€3 3miH. 3MiHn | Tuny -
3miHu 3 gkocTi. A®l. Cuctema
KOHTEWHep/3aKynoptoBarnbHU 3aci6 (iHLwi 3MiHW)
BHeceHHs 3miH Jo onucy cuctemu
KOHTelHep/3aKkynoptoBanbHuiA 3aci6 ans Ginbwoi
THYYKOCTI LLIOAO CUCTEMM 3aKPUTTHA NNacTUKOBUX
nakeTiB, @ came - JOAAaBaHHA anbTepHaTUBHOI
CUCTEMMU 3aKpUTTS KOHTelHepa (another suitable
closing system), ik BTOPMHHOIO KOMMOHEHTY YNaKOBKU
A®I HiHTegaHIb e3unar. [itova pevoBrHa
yNaKkoBYETbCS B NOMIETUNEHOBUI NakeT i
3aKpVBAETBLCA 3@ AOMOMOIOK XOMYTa-CTXKM abo
iHLLIOIO BiNOBIAHOK CUCTEMOIO 3aKpUTTS. 3aKpUTUiA
nakeT NoMiLLaloTb B APYrvin NONieTUNEeHOBUI NakeT i
3aKpVBalOTb AOAATKOBUM CTSPKKA-XOMYTOM abo iHLwoo
BiZJNOBIQHOK CUCTEMOH 3aKPUTTS

177.

O®EB®

Kancynu m siki no
150 wmr, no 10
kancyn y 6nictepi;
no 6 Gnictepis y
KapTOHHIN
ynakoBLi

BepiHrep
IHrenbxan
M
IHTepHeLw
HN TMBX

HimevumH
a

[MepBuHHE
(6nictepu) Ta
BTOPWHHE
nakyBaHHs,
MapKyBaHHS,
KOHTPOIb SIKOCTI,

Himeyunna

BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3minu |
Tmny - 3MiHn 3 gxocTi. A®I. BupobHuuTBo. 3miHa
BMPOOHYKa BUXiAHOrO/NPOMIXXHOTO NPOAYKTY/peareHTy,
LLIO BUKOPUCTOBYHOTLCS Y BUPOBHUYOMY npoLeci AdI,
abo 3miHa BMpoOHMKa (BKMOYaoun, e HeobXxigHo,
MicLie NpoBefieHHs KOHTpornto sikocTi) ADI (3a

3a
peuenmom

UA/16115/01/02
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
BiACYTHOCTI cepTudikaTa BiAnoBigHOCTI €Bponencokin

KOHTPOMb SKOCTI
3a NOKa3HMKOM
MikpobionorivyHa
ynucToTa Ta BUMYCK
cepin nikapcbkoro
3acoby: bepiHrep
IHrenbxanm
dapma 'M6X i
Ko.KTI", HimeuuunHa;
Bvpo6HuuTBO,
ynakoBka Ta
KOHTPOMb SIKOCTI
(32 BMKIMOYEHHSIM
Mikpob6ionoriyHoi
YMCTOTU) Karcyn
bulk (He
po3adacoBaHoi
npoaykuii):
KaTtaneHt
HimeuwunHa
EGepbax M'vbX,
HimeuuunHa;
AnbTepHaTuBHa
nabopatopis gns
npoBeaeHHs
KOHTPOIO SIKOCTi
(3a BUKIOYEHHSAM
MikpobionorivHoi
yncToTu): A eHp
Ewm LUTABTECT
Na6op dyp
AHaniTuK yHg
Crabinitatcnpydy
Hr TmM6X,
HimeuuuHa;
AnbTepHaTMBHa
nabopartopis ans
NnpoBeaeHHs
KOHTPOMIO SIKOCTi
Mikpobionori4yHoi
unctoTtu: CI'C
IHCTUTYT
®peseHiyc M6X,
HimewuunHa; Jlabop
J1C CE eHp Ko. KT,
HimeuunHa

dapmakonei y 3aTBepmKeHoOMy
[0CbE)(3anponoHOBaHU BUPOBHMK HaNexuTb Ao Tiel
camoi BUpOBHMYOI rpynu NianpuemMcTs, Lo 1
3aTBepakeHnin) BeeaeHHs anbTepHaTMBHOMO
BnpobHuka Bidachem S.p.A., S.S. 11 (Padana
Superiore), 8, 24040 Fornovo San Giovanni (BG), Italy
BiANOBiAaNbHOro 3a BUPOBHWLITBO, KOHTPOMb SKOCTi Ta
nakyBaHHS [1il040i peYOBMHM HiHTeAaHiOy eannaTty. B
po3gini S.2.1. BupobHuku Byno BigkoperosaHo
KOPOTKY Ha3By Ta afpecy 3aTBepIKEHOro BUPOOHMKa
Boehringer Ingelheim Pharma GmbH & Co. KG,
Germany (3 BIPKG Binger Strasse 173, 55216
Ingelheim am Rhein, Germany Ha Bl DE (IN) Binger
Str. 173, 55216 Ingelheim am Rhein, Germany).
Takox B po3gini 6yno BuaaneHo BMpobHNYy onepadwiio
"release". La 3amiHa BBaXaeTbCA pefakuinHoto. Ans
BiANOBIQHOCTI BUMOram gogaHo onepaduito "milling”.
3minn | Tvny - 3miHn 3 gkocTi. A®l. BupobHuuTBo.
3MiHa BUpoGHMKa BUXiQHOTrO/MPOMIKHOMO
NpoAYyKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
BMpOGHMYOMy npoueci A®I, abo 3miHa BUpobHUMKa
(Bkntoyvatoun, Ae HeobxigHo, MicLie MpoBeAeHHSs
KOHTporito sikocTi) APl (3a BigcyTHOCTI cepTudikaTa
BiAMOBIAHOCTI €Bponencoki papmakonei y
3aTBEPAKEHOMY [OChE)(3anponoHOBaHUIA BUPOBHUK
HanexuTb 80 Tiel camoi BUpobHUYoi rpynu
nianpueMcTB, Lo 1 3aTBepaKeHun) BBeaeHHst
anbTepHaTMBHOro BUpobHuka Bidachem S.p.A., S.S.
11 (Padana Superiore), 8, 24040 Fornovo San
Giovanni (BG), Italy BinnoBigansHoro 3a BUpoGHULTBO
BuXigHoi pevoBuHu BIBF 1120 Chlorimide, sika
BMKOPVCTOBYETbLCS B MpOLECi BUPOGHMLTBA Aito4oi
peyoBuWHM HiHTeaaHiby esunaty. o po3ainy S2.3.1
TaKoX BHECEHi peAakuUiiiHi 3MiHU: TOYHICTb
TepMiHONMOrii, Ika BUKOPUCTOBYETLCH B AOKYMEHTI.
3miHu | Trny - 3miHn 3 akocTti. A®l. BupobHuuTBo.
3MiHa BUpPOOHWMKa BMXiAHOrO/MpoMiXKHOro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
BMpOGHMYOoMy npoueci A®I, abo 3miHa BUpobHUuKa
(Bkrtoyaroum, fie HeobXxigHO, MicLie NPOBeAEeHHS
KOHTponito sikocTi) ADI (3a BigcyTHOCTI cepTudikaTa
BiAMOBIiAHOCTI €Bponenceki apmakonei y
3aTBEPAKEHOMY [1OCHE)(3anpornoHOBaHWIN BUPOOHMK
HanexuTb 8o Tiel camoi BUpoBHUYOI rpynu
nianpueMcTB, Lo 1 3aTBepaKeHun) BBeaeHHst
anbTepHaTUBHOro BUpo6HMka Bidachem S.p.A., S.S.
11 (Padana Superiore), 8, 24040 Fornovo San
Giovanni (BG), ltaly BinnoBigansHoro 3a BUpoOGHULTBO

BuxigHoi peyosuHu BIBF 1120 Chloracetyl, sika
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)

BMKOPWUCTOBYETLCS B NpoLieci BUPOBHMLTBA AitoYoi
pPeYoBUHM HiHTegaHIby e3unaty. 3miHu | Tuny - 3miHn 3
skocTi. A®Il. KoHTponb A®l. 3miHa y napameTpax
cneumdikauivi Ta/abo AONYCTUMMX MEX, BUSHAYEHUX Y
cneumndikauisix Ha APl, abo BUXigHUA/MPOMIXKHUIA
npoayKT/peareHT, LU0 BUKOPUCTOBYHOTLCS Y NPOLIEC
BUPOOHMLUTBa AD| (3BY)KEHHS AONYCTUMUX MEX,
BMU3HA4YeHMX y cneuudikauii) 3By)keHHs JonyCTUMNX
MeX, BU3Ha4YeHMX Y cneumaikauisax ans saranbHoro
BMICTY BYrneuo Ans BUXi4HOro martepiany Boam 3 <=
0,5 ppm go <= 0,50 ppm (m/v) y BignoeigHocTi o
Bumor ®apmakonei CLUA. Kpim Toro, BnacHuk
peecTpaLinHOro NocBiA4YeHHS CKOPUCTaBCS
MOXIMBICTIO 3MIHUTK TEPMIHONOrit0 Ha3BM 3
«Demineralized Water» Ha «Purified Water». 3minu |
Tuny - 3MiHn 3 akocTi. A®l. BupobHuuteo. 3miHn B
npoueci BupobHmutea APl (He3HayHa 3MiHa y npoueci
BupobHuuTBa ADI) [Ina niaBuLLeHHs HaginHocTi
BMPOBHMYOTO MpoLecy, OnuioHanbHWA eTan
HarpiBaHHS nepen po3BeAeHHSIM 2-MPONaHonom
BBOAUTLCS A1 3abe3neyeHHs1 po3aineHHst das. 3MiHn
| Tuny - 3miHn 3 skocTi. A®l. BupobHuuTeo. 3miHu B
npoueci BupobHmuTea APl (HeaHayHa 3MiHa y npoueci
BMpo6HMUTBa ADI) HeaHauHi 3MiHM y BUpoBHUYOMY
npoteci Aitovoi peyoBuHu nonleading isolate, 106
BHECTM Aesiki 3MiHM Yepe3 aganTadito obnagHaHHs Ha
3aBogi Bidachem S.p.A., Italy. 3okpema, BBeCTM a3oT
SIK anbTepPHaATUBHUI TEXHOSOTIYHWI ra3 ansi noMerny;
3anpoBagunTU NOYEProBe BUMIPHOBAHHS BUTPATH Ha
BUXOAi 3 MNTMHA; OHOBUTU MiHIManbHW i
MaKCUMarbHUI CTyNiHb HANOBHEHHS1 GreHAepHOro
obnagHaHHsA nicns nomeny; Wob 3MEHLUUTU KinNbKiCTb
NPOMMBHOIO 2-NponaHony Mif 4ac Kpoky 3 3 npubn.
3,02 - 3,69 kr-ekB o npubn. 2,36 - 3,69 kr-eks.;
3anpoBaAnTU CYLUMIbHY MaLUKHY 3 NMOBEPXHEIO 3
HepXXaBitoyoi cTani 3aMiCTb CYLUUIbHOI MaLUUHK 3i
CKISHOIO MOBEPXHEI0; 3anpoBaanTyh inbTp-ocyLuyBay
i3 CKISIHOKO MOBEPXHEI Ha AoAaToK Ao inbTpis-
ocyLUyBauYiB i3 MOBEPXHEI 3 HEpXaBitovoi cTani abo
XacTeruiow; BUKIIOYMTY cuTta 3 nepeniky obrnagHaHHS.
Kpim Toro, BnacHvk peecTpauiniHoro nocBig4eHHs
CKOPWCTaBCS MOXIUBICTIO OHOBUTU Ha3BY NPOAYKTY 3
HiHTeAaHiby eTaHCynbdOHaT Ha HiHTeAaHIOy eannar,
OCKiNbKM HiHTeAaHiby e3unnaTt € BCTAHOBIIEHOK HA3BOO
cybcTaHuii. 3miHn | Tuny - AgMiHicTpaTUBHI 3MiHK.
3miHa HarimeHyBaHHA Ta/abo agpecu micus
nNpoBagXXeHHS AiAnNbHOCTI BUPOOHMKa (BKIoYakouu, 3a
HeobXioHOCTI, MicLie NPOBEAEHHS KOHTPOIO SIKOCTi),
abo BnacHuka mactep-canna Ha A®l, abo
noctadanbHuka A®l/BuxigHoro
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka
¢opma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Pekna
MyeaH
Hs*

Homep
peecmpayitiHo20
noceio4yeHHs1

matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
3aCTOCOBYHOTLCS Y BUPOOHMUTBI ADI (SIKLLO 3a3HaYeHOo
y OOCbE Ha nikapCbKuii 3acib) 3a BigCYTHOCTI
cepTudikaTa BignoBigHOCTi €BpoONenChbKii
hapmakonei y 3aTBepmxeHoOMy fOCbe, abo BUPOOBHMKa
HOBOI JOMOMIDKHOI PEHOBMHM (SIKLLIO 3a3HAYEHO Y
focbe) Hasa BMpoGHMKa BMXIQHOMO mMaTepiany
Trimethylorthobenzoate Ta 1-Methylpiperazine 6yna
3MiHeHa 3 Ami Organics PVT. LTD Ha Ami Organics
Ltd. Aopeca 3anuwaeTbesi 63 3MiH. 3milu | Tuny -
3miHu 3 akocTi. A®l. Cuctema
KOHTelHep/3aKynoptoBanbHWiA 3aci6 (iHLWi 3MiHW)
BHeceHHs 3MiH o onucy cuctemu
KOHTelHep/3aKynoptoBanbHWiA 3acio ans GinbLoi
rHYYKOCTI LLIOAO CUCTEMMW 3aKPUTTS NNacTUKOBUX
nakeTiB, @ came - JOAAaBaHHA anbTepHaTUBHOI
CUCTEMMU 3aKpUTTS KOHTelHepa (another suitable
closing system), sik BTOPUHHOIO KOMMOHEHTY YMaKOBKM
AO®I HiHTegaHib e3unar. [itova pevoBrHa
YNaKoBYETLCA B NOMIETUNEHOBUI NAKET i
3aKpMBAETHCH 3@ JOMNOMOIOK XOMYTa-CTSXKM abo
iHLLIOIO BiAMNOBIAHOK CUCTEMOLO 3aKpUTTS. 3aKpUTU
nakeT nomillatoTb B APYrMn NonieTUeHOBUA NakeT i
3aKpVBalOTb 4OAATKOBUM CTSPKKA-XOMYTOM abo iHLWwoo
BiZJNOBIQHOK CUCTEMOHO 3aKPUTTS

178.

NAHADON
BEBI

CycneHsis
opanbHa, 120 mr/5
mn; no 100 mny
dnakoHi; no 1
dnakoHy Ta
MipHOMY
npuCTpoLo Y
BUIMSAAI Wnp1ua B
KapTOHHIN kopobui

XaneoH
OK
Tpenginr
Nimiten

Benwuka
BpuTaHis

XaneoH KX
C.a.p.n.

LLisenuapis

BHECEHHS 3MiH [0 peecTpauinHMxX maTtepianis: 3miHn |
TMNy - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS
Ta/abo agpecu Micua NPOBAMKEHHST OiANbHOCTI
BMpPOOHWKa/imnopTepa rotToBoro nikapcbkoro 3acoby,
BKIOMAUM AinbHULI BUNYCKy cepii abo Micue
NpoBeAeHHS KOHTPOIO SKOCTI. (AiSNbHICTb, 3a AKy
BiAMNOBigae BUPOOHMK/iMNOpPTEp, BKINOYAKUN BUMYCK
cepiit). 3MiHa Ha3BM Ta agpecu BUPOGHMKa rOTOBOrO
nikapcbkoro 3acoby. 3MiHM BHECEHO B iHCTPYKLiO Ans
MeAMYHOro 3acTOCyBaHHS Nikapcbkoro 3acoby y
po3ginu "BupobHuk" Ta "Micue3HaxogKeHHs
BMpOGHVKa Ta agpeca Micus NpoBagXXeHHSs 1oro
aisnbHocCTI" 3 BiANOBIAHMMN 3MiHAMW B TEKCTi
MapKyBaHHS YNakoBOK. TepMiH BBe4EHHS 3MiH
npoTarom 6 mMicAuiB Micnsa 3aTBepmKeHHs. 3miHu | Tuny
- 3miHu wopo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsigy (iHwi amiHu). 3MiHU BHECEHO Yy TeKCT
MapKyBaHHs BTOPMHHOI ynakosku n.17 IHLIE Ta
nepBuHHOI ynakosku N.6 IHWE. TepmiH BBeAeHHs1 3MiH
- NpOTAroM 6 MicauiB nicnsa 3aTBePAXEHHS.

6e3
peuenma

He
nidnsie
ae

UA/2562/02/01

179.

NMAHIACTPO
®

TabneTtku
racTpope3ncTeHTH
ino40 mr;no 7
Tabnetoky
6nicTepi, no 2 abo

CaHnpos
dapmach
loTikana
a.n.

CrnioBeHis

BMPOGHMLTBO "in
bulk", ynakoBka,
TeCTyBaHHS,
BUWMYCK Cepil;
ynakoBKa, BUMYCK

CnoseHis/
TypeuuunHa/
PyMyHis

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3miHu |
TMny - 3MiHK 3 sikocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI €EBponenchkii
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIEeHoro cepTudikata BignosigHocTi abo

3a
peuerimom

UA/13512/01/02
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
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3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
4 6nictepu B cepii: lNek BUITyYeHHS cepTudikaTa BignoBiaHOCTI EBponenchKin
KapTOHHIN chapmaLeBTUYHA capmakonei: ana A®l; gnsa BuxigHoro
kopobui; no 14 KOoMnaHiqa a.4., mMaTtepiany/peareHTy/NpoMiKHOro NPOAYKTY, WO
TabneTtok y CnoseHis; BMKOPUCTOBYIOTBLCS Y BUPOOHULTBI ADI; ans
6nictepi, no 1 abo BUPOBHMUTBO "in [OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
2 6nictepu B bulk", ynakoBka, €Bponewcbkin dapmakonei) - OHoBNeHu cepTudikaT
KapTOHHiN kopobui TECTYBaHHS: Bifl y>Ke 3aTBepAKEHOro BUPOOHMKa - NOAAHHS
[eHBeOH Inak OHOBJIEHOTO cepTudikaTa BignoBigHOCTI €Bponenchkiin
CaHaw Be TikapeT capmakonei Ne R1-CEP 2012 -104-Rev 01
A.C., TypeyuuuHa; (satBepmxero: R1-CEP 2012 -104-Rev 00) ansa AdI
TecTyBaHHs: C.K. naHTonpasosy HaTpilo CecksirigpaTy Big
Canpos C.P.N., 3aTBepakeHoro BupobHuka VASUDHA PHARMA
PymyHis; CHEM LIMITED, IHgis
BUPOBHMUTBO "in
bulk", TecTyBaHHs:
CaHnpos pyn
Carnuk YpyHnepi
Inaknapi CaH. Be
Tik. A.C.,
TypeyymHa
180. | MAHIFACTPO | Ta6neTku CaHpos CnoBeHis BUPOBHMUTBO "in CnoseHis/ BHECEHHS 3MiH 0 peecTpauinHux maTtepianis: 3MiHu | 3a - UA/13512/01/01
® racTpopesnCTeHTH dapmacb bulk", ynakoBka, TypeyuunHa/ Tmny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTi/l'E- peuernmom
ino20 mr;no 7 loTikana TECTYBaHH4, PymyHis cepTudikaT BianoBiaHOCTI €BpONenchbKin
TabneTok y a.a. BUNYCK cepii; apmakonei/moHorpadii. MogaHHsa HoBoro abo
6nicTepi, mo 2 abo yrnakoBka, BUMyCK OHOBIeHoro cepTudikarta BignosigHocTi abo
4 6nictepu B cepii: Ilek BUINyYeHHs cepTudikaTa BignoBiaHOCTI EBponenchKil
KapTOHHIN dapmMaueBTUYHa capmakonei: ana A®I; gnsa BuxigHoro
kopobui; no 14 KOMMaHis 4.4., matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
TabneTok y CroBeHisi; BUKOPUCTOBYOTBCS Y BUPOGHMUTBI APl; ans
6nicTepi, no 1 abo BMPOGHMUTBO "in [OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTi
2 6nictepu B bulk", ynakoBka, €sponelicbkin hapmakonei) - OHoBneHun ceptudikar
KapTOHHiI kopobui TECTYBaHHS: BiJ ke 3aTBEPOXEHOro BUPOBHUKA - MOAaHHS
[eHBeoH Inak OHOBMEHOro cepTudikaTta BignoBigHOCTI €EBponeinchKil
CaHan Be TikapeT apmakonei Ne R1-CEP 2012 -104-Rev 01
A.C., Type4uuunHa; (3aTBepmkeHo: R1-CEP 2012 -104-Rev 00) ans AdI
TectyBaHHs: C.K. naHTonNpasony HaTpito cecksirigpaty BiA
Canpgos C.P.J1,, 3aTBepgkeHoro BmpobHuka VASUDHA PHARMA
PymyHis; CHEM LIMITED, Ingis
BMPOGHMUTBO "in
bulk", TecTyBaHHs:
CaHpos Npyn
Carnuk YpyHnepi
Inaknapi CaH. Be
Tik. A.C,,
TypeyunHa
181. | NMEUE® TabneTkn, BKPUTI O-p IHAis Cai NMapeHTepans IHAis BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | 3a He UA/16732/01/02
NniBKOBOK Penpi'c TNimiten My - AOMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHs peuenmom nionse
000MnoHKolo, No Jlabopato Ta/abo agpecu MicLsl NPOBaXXEHHsI QisNbHOCTI ae
200 mr; no 10 pic NTa BUPOGHMKa/iMnopTepa rotToBoro fikapcbkoro 3acoby,
TabneTok y BKIOYAK4M AinbHULI BUNYCKY cepii abo Micue
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6nictepi, no 1 NpoBeAeHHS KOHTPOMIO SKOCTI. (AISNbHICTb, 3a AKy
Gnictepy B BifnoBigae BUPOOHUK/iIMNopTep, BKITHOYA0UN BUMYCK
KapTOHHiIN kopooLi cepiit) - 3MiHa Ha3BM BUPOBHMKA rOTOBOIO NiKapCbKoro
3acoby, Bknovaoum AinbHULI BUMycky cepii abo micue
NpoBeAEHHA KOHTPOMIO AKOCTi. TepMiH BBEAEHHSA 3MiH
npoTsrom 6 MicsUiB nicnsi 3aTBepAKEHHS
182. | NMEUE® TabneTku, BKpUTI O-p IHAisA Cai lNMapeHTepans IHAisA BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3MiHu | 3a He UA/16732/01/01
nniBKOBOK Pepngi'c Jimiteq TMNy - AOMIHICTpPaTMBHI 3MiHW. 3MiHa HallMeHyBaHHS peuenmom nionse
000noHKoto, Nno JlTabopaTto Ta/abo agpecy Micus NPoBaKEHHS OiANbHOCTI ae
100 mr; no 10 pic INTa BMPOGHYMKa/iMnopTepa roToBOro Nikapcbkoro 3acoby,
TabneTok y BKIIOYaK04M OinbHULI BUNYCKY cepii abo micue
6nictepi, no 1 NPOBEAEHHS KOHTPOSO AKOCTI. (LiANbHICTb, 3a AKY
6nictepy B BiAMNOBiAae BUPOOHWMK/IMMOPTEp, BKIOYA04YN BUNYCK
KapTOHHiIN kopoOLi cepiit) - 3MiHa Ha3BW BUPOGHMKA rOTOBOIO NiKapCbKoro
3acoby, BKM4aoumM 4inbHuUL BUNycKy cepii abo micue
NPOBEAEHHSI KOHTPOIO SKOCTi. TepMiH BBEOEHHS 3MiH
npoTarom 6 Micauis nicnsa 3aTBEPLKEHHA
183. | MNA3SMANIT po34uH Ans MpuBaTHe Ykpaina MpuBatHe YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3minu | 3a He UA/16832/01/01
iHcpysin no 200 aKuioHepH aKuioHepHe TMny - 3MiHK 3 SKoCTi. [O0TOBMI Nikapcbkuin 3acib. peuernmom nionse
mn, 400 mny e TOBapUCTBO Cuctema KoHTelHep/3akynoptoBarbHui 3acib. 3miHa ae
nnswyi; no 1 TOBapucTB "lHcpy3ia” pPO3Mipy YNakoBKM rOTOBOrO NikKapcbKoro 3acoby
nRawui y nadui o (BUMYYEHHS yNnakoBKU NEBHOTO po3Mipy) - BunyyeHnHs
"IHpy3ia” yNakoBKW po3mipom - no 500 mn y nakeTi nonimepHomy
3 BiANOBIAHUMY 3MiHaMV TEPMiHY NpuaaTHOCTI. 3MiHK
BHECeHi B po3Ain "Ynakoska" B iHCTPYKLto ANs
ME[MYHOro 3aCTOCYBaHHs NikapCbKoro 3acoby y
3B'SI3Ky 3 BUIyYEHHSIM MEPBMHHOI YNakoBku (nakeTa
noniMepHoro) 3 BiANOBIAHUMY 3MiHaMK y po3Aini
"TepMmiH NpuaaTHOCTI"; K HACMIAoK - BUNyYeHHs
TEKCTY MapKyBaHHS BifMnoBigHOI NEPBMHHOT yNaKoBKM
nikapcbkoro 3acoby. BBeaeHHs 3MiH npoTarom 6-tu
MicsiLiB Micnsi 3aTBEPAXKEHHS.
184. | NPAMINEKC Tabnetku no 0,25 TOBAPUC Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHa 3a - UA/13191/01/01
On-3H mr, no 10 TBO 3 0obMexeHo 3asBHuka J13 (MIBI) (BnacHuka peecTpauiiHoro peuenmom
TabneTok y OBMEXE BiAnoBiganbHiCcTO nocsigyeHHst) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
6nicTepi; o 2 abo HOIO "XapkiBcbke 460) BeeaeHHs 3MiH MPOTAroM 6-Tu micAuiB nicns
3 6nictepu y BIAMNOBIA dapmMaueBTUYHE 3aTBEepAKEHHST; 3MiHu | Tuny - 3miHM Wwoao
Kopob6Li 3 KapTOHY AJTBHICT niaANPUEMCTBO 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.
10) "3p0opoB'sa BBeneHHs abo 3MiHM [0 y3aranbHEHUX AaHUX NPO
«KOPINOP Hapoay" cvcTemy chapmakoHarnsaay (BBeAeHHS y3aranbHEeHUX
AUIA AaHuX Npo cuctemy chapMakoHarnsgy, amiHa
«340POB YNOBHOBaXXEHOI 0CO0W, BiANOBIAaNbHOI 3@ 34iCHEHHS
Ay apmakoHarnsay; KOHTakTHoi ocobu 3

dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs
dapmakoHarnagy B YkpaiHi, SKL0 BOHa BigMiHHa Bif
YNOBHOBaXXEHOT 0CO0U, BiANOBIAANbHOI 3a 34iCHEHHS
hapmakoHarnsiay (BknoYarum KOHTaKTHI aaHi) Ta/abo
3MiHM y pO3MilLeHHi MacTep-caiina cuctemu
dapmakoHarnagy) - 3miHa ynoBHoBaXkeHoi ocobu
3asBHYKa, BignosiganbHoi 3a dapmakoHarnsag fitoya
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka
¢opma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Pekna
MyeaH
Hs*

Homep
peecmpayitiHo20
noceio4yeHHs1

pepakuis: LlesyeHko Onena IropisHa MponoHoBaHa
pegaakuis: NaHoBa OneHa MukonaisHa 3miHa
KOHTaKTHMX AaHWX YNOBHOBaXeHOi 0cobu 3asiBHUKA,
BiAMNOBiAanbHOI 3a apmakoHarnsg 3miHa Homepa
MacTtep-panna cuctemu dpapmakoHarnsgy

185.

MPAMINEKC
Oon-3H

Tabnetkn no 1 mr,
no 10 TabneTok y
6nicTepi; no 2 abo
3 6nictepn y

kopobLi 3 KapTOHY

TOBAPUC
TBO 3
OBMEXE
HOHO
BIONOBIA
ANBHICT
10]
«KOPIOP
AlIA
«300POB
"A»

Ykpaina

ToBapwucTtBo 3
obmexeHo
BiANOBIgANbHICTIO
"Xapkiscbke
dapmaueBTU4HE
nianpueMcTBo
"3popoB's
Hapoay"

Ykpaina

BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3MiHa
3asBHuka 13 (MIBI) (BnacHuka peecTpauiiHoro
noceigyeHHs) (3rigHo Hakazy MOS3 Big 23.07.2015 Ne
460) BeegeHHs 3MiH NpoTsArom 6-Tu micsuis nicns
3aTBepAKEHHST; 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHst abo 3MiHM 40 y3aranbHEHUX AaHux nNpo
cuctemy chapmakoHarnsay (BBeAeHHS y3aranbHeHnX
OaHuX Npo cuctemMy chapMakoHarnsigy, amiHa
ynoBHOBa)eHOi ocobu, BignosiganbHOI 3a 30iNCHEHHS
hapmakoHarnsay; KOHTakTHoi ocobu 3
chapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
thapmakoHarnagy B YKpaiHi, SKLWO BOHA BigMiHHA Big
YNOBHOBaXXEHOI 0CO0U, BiANOBIAANbHOI 3a 3AINCHEHHS
hapMakoHarnagy (Bkrovar4mn KOHTaKTHI AaHi) Ta/abo
3MiHW Yy pO3MilLleHHI MacTep-charnna cuctemm
dapmakoHarnagy) - 3miHa ynoBHoBaXkeHoi ocobu
3asBHMKa, BiANOBI4anbHOI 3a hapmakoHarnsg Lditoya
pepakuis: LleByeHko OneHa IropieHa MponoHoBaHa
pepakuis: NaHoBa OneHa MukonaisHa 3miHa
KOHTaKTHMX JaHWX YNOBHOBaXEHOI 0CObU 3asiBHUKA,
BigMNoBiganbHoi 3a hapmakoHarnsg 3miHa Homepa
MacTep-canna cuctemy dpapmakoHarnsgy

3a
peuenmom

UA/13191/01/02

186.

NPUMOBICT

pO34uH Ansi
iH'ekuin 0,25
MMornb/mMi; no 10
M1y CKINsiHOMY
wnpwui, no 1
Lwnpuuy B
nposopin
NNacTUKOBIN
KopoO6Lii, 3aKpuTIn
nanepom, no 1
NNacTUKOBIN
KopoOLi BKknageHin
Y KApTOHHY
kopobky; no 10 mn
Yy NNacTUKOBOMY
wnpwui, no 1
Lwnpuuy B
nposopin
NNacTUKOBIN
KopobLi, 3aKkpuTin
nanepom, no 1
NNacTUKOBIN

Bavep Al

HimeuumH
a

Baviep Al

Himeyumna

BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3MmiHu |
TMny - 3MiHK 3 SKoCTi. [OTOBMI Nikapcbkuin 3acib.
3MiHM y BUPOOHMLUTBI. 3MiHM y NpoLieci BUPOOHMLTBA
roTOBOrO fikapCbKoro 3acoby, BKMO4aun NPOMiKHUIA
NPOAYKT, L0 3aCTOCOBYETLCS NPU BUPOOHULTBI
roTOBOrO fikapcbKoro 3acoby (He3HayHa 3miHa y
npoteci BUpobHMuUTBa). OHOBEHHS ONUCy
BMPOGHMYOro NpoLecy Ha OCHOBI OAATKOBOI
NepBUHHOI YNaKoBKW NpeACTaBreHnin B po3aini
P.3.3.01#009321738. Npouecu ynpasniHHs i KpUTepii
X NpunHATHOCTI onucaHi B P.3.3.02#009322052.
Mpouec BupobHMLTBa bulk 3anuwaeTbca HE3MIHHUM.
Becb nakyBanbHuii MaTepian Ans HanoBHEHHSA Ta
3aKpuTTa ByAe JOCTaBNATUCS B rOTOBOMY BUMMSAI 40
3acTocyBaHHS. BHyTpilHboNpouecHi 3acobu
KOHTPOSIO Ta IX KpUTEpii NPURHATHOCTI 3anuLiaTbes
HEe3MIHHUMW, 32 BUHATKOM HacTynHoro: a) BIK (in-
process control) 4na koB3aHHSA Micnsa npowecy
cunikoHi3auii 6yae ycyHeHo, ocKinbky npouec
cunikoHi3auii 6yae BUKOHYBaTUCSt MOCTaYaribHUKOM.
BIMK gnsa koB3aHHSA nicnsa crepunisauii yae
a4anToBaHo BiANOBIAHO 4O HOBOTO MaKyBanbHOro

3a
peuenmom

He
nionse
ae

UA/17931/01/01
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3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
kopobLji BKnageHin matepiany. 6) Kputepii npuiHATHOCTI rMnGUHM
Y KapTOHHY BCTaBIieHHs1 TPO6KM NopLUHS ByayTb aganToBaHi 4o
KOpOGKyY HOBOrO NakyBanbHOro matepiany. Banigauis

HanoBHEeHHs1 Ta cTepunisaLii, KPUTUYHUX BUPOBHNUNX
napameTpiB Ta ix fiana3oHiB, a Takox o6pobka
BasigauiiHux napTin onucaHa Ans 4oAaTKOBOI

NepBUHHOI YNakoBKW B NPOTOKOMi Banigauii
P.3.5.01#009322053.

BBegeHHs 3MiH NpoTarom 4-x micauis nicns
3aTBepAKeHHs. 3MiHu | Tuny - 3miHK 3 akocTi. FoToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBanbHuii 3aci6. 3miHa byab-sKoi
YaCTUHW MaTepiany NepBUHHOI YNaKoBKH, LLIO HE
KOHTAKTy€E 3 roTOBMM HikapCcbkuM 3acobom (Hanpuknag,
KOnNip KPWLLEYOK 3 KOHTPOMEM MepLLOro BiAKpUTTS,
KOMip KOAOBWX Kineub Ha amnynax, KoHTerHepa ans
ronok (pisHi Buan nnactmacu) (3miHa, sika He BnnvBae
Ha KOpPOTKY XapaKTepuCTUKy fikapcbkoro 3acoby). B
3B’A3Ky 3 0A4ABaHHAM HOBOI YNaKOBKU MIIacTUKOBOrO
LIMpMLa 3 HOBUM 3aXVMCHUM KOBMAYKOM, KOMip
3aXMCHOrO KOBMayka pa3om 3 yLinbHoBayem
HaKOHeYHWKa 3MIHIOETbCA 3 CIpOro Ha poxxesuin. [aHi
3MiHM BigoGpaxkatoTb nvLle gaHi aAnst HOBOro
NMacTUKOBOrO LLNPULA Ta He MICTATb 3MiH AN
nonepefHbL0 3aTBEPAXKEHOI YNAKOBKU CKISIHOTO
wnpvua. BeegeHHs 3miH npoTaroM 4-x micsuis nicns
3aTBepaKeHHs. 3MiHu I Tuny - 3miHKM 3 sKocTi.
[oToBMI Nikapcbkui 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa y
NepPBUHHIN yNakoBLi roOTOBOTro fikapcbkoro 3acoby (Tun
KOHTerHepa abo foaaBaHHS HOBOMO KOHTEMHepa) -
CrepunbHi nikapcbki 3acobu Ta nikapcbki 3acobu
GionoriyHoro/iMyHOMNoriYHOro NOXomxeHHs1. [logaHHs
HOBOI MEPBUHHOI YMAKOBKU, @ Came - OAaBaHHS
HOBOrO KOHTelHepa — nonepeaHbo 3anoBHEHNN
nnacTukoBui WNpuy,. TepmiH NpuaaTHOCTI FOTOBOMO
nikapcbKoro 3acoby B MNacTUKOBOMY LUMPULL 3 POKU.
MonepeaHbo 3ibpaHuii Habip agantepa Luer-lock,
KPULLKN HAKOHEYHMKA Ta 3anipHOT KPULLKW/YLLiNbHEHHS
HaKOHeYHWKa BUKOPUCTOBYETLCH SK HOBa cucTema
3aKpUTTA Ta KOMip 3aKpUTTS ANs 3axXuCTy Bif
HecaHKLioHOBaHOro AOCTYNY 3MiHEHO 3 POXEBOro Ha
CBiTNo-4epBOHUA. MaTepian aganTtepa 3amka Jltoepa
3MiHeHO 3 nonikapboHaTy Ha umknoonediHOBWIA
nonimep (COP), koBNa4yok HakoHe4Huka (iHTerpoBaHui
YLWiNbHIOBANbHWI €NeMEHT) 3aMiHEHO 3
XnopbyTunoBoro enactomepy Ha TEpPMOMIACTUYHUN
enactomep (TPE) i yLlinbH0OBa4 HaKoHEYHWKa/3anipHa
KpULLKa 3aMiHEHO 3 NONINPonineHy Ha
uuknoonedgiHosuii nonimep (COP).
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
Takox, NpnBOASATLCA Y BiANOBIAHICTL cneumdikauis
nikapcbKkoro 3acoby 4o opuriHanbHUX SOKYMEHTIB
BUPOGHMKA:
- BUHOCATbCS NOCUMaHHA Ha Axxepena Papmakonei B
crneumgikaLisx nikapcbkoro 3acoby
- BHOCSITbCA AesiKi TEXHIYHI KopeKLii 4o cneuudikauii
(Hanpwvknag, NnepeHeceHHs1 TEKCTY MiXX CTOBOLSIMU,
TEeXHiYHEe BUMNpPaBneHHs NiTep)
- NOKa3HWKK cneundikaLii Ta MeToam KOHTPOro
«OB’eM, L0 BUTAraeTbesi» Ta «MexaHiuHi BKIHYEHHS»
[OOMOBHIOKTBLCS AAaHUMM ANS MNAaCTUKOBKX LUNPULLIB.
3MiHW BHECEHO B iHCTPYKLit0 ANs MeANYHOro
3aCTOCYBaHHS NikKapcbKoro 3acoby y pos3ainu
«YnakoBka» (QofdaBaHHsl HOBOTO KOHTENHEpPA) Ta
«TepMiH npuaaTHOCTI» (TepMiH NpugaTHOCTI Ans
HOBOrO KOHTEeWHepa) 3 BiANOBIAHUMY 3MiHAMW Y TEKCTi
MapKyBaHHS yNaKoBKM Nikapcbkoro 3acoby. BeegeHHs
3MiH NPOTAroM 4-x MicsauiB Nicnsa 3aTBepAXEHHS.
187. | NIPOMELOOIN- pPO34mMH onsa TOBAPUC YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHa 3a UA/5157/01/01
3H iH'ekuin, 20 mr/mn; TBO 3 BUPOGHMUTBA, 3asiBHuKa J13 (MIBI) (BnacHuka peecTpauiiHoro peuenmom
no 1 mn B amnyni; OBMEXE KOHTPOSb SIKOCTI, nocsigyeHHst) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
no 5 amnyny HOIO BMNYCK cepii: 460). BBegeHHs 3MiH NpOTSAroM 6-Tu micauis nicns
6nictepi; no 1 abo | BIOANOBIO ToBapucTBo 3 3aTBepAKEHHS. 3MiHu | Tuny - 3MiHM Woao
2, abo 20 AJIbHICT obmexeHoto 6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsgy.
GnictepiB y O BiAMOBIAANBLHICTIO BBeneHHs abo 3miHM A0 y3aranbHeHNX 4aHuX npo
kopobui; no 1 mne | «KOPIMOP "XapkiBcbke cucTemMy chapmakoHarnsay (BBeAeHHs y3aranbHeHUX
amnyni; no 10 AUIA dapMaueBTUYHe OaHuX Npo cuctemy capmMakoHarnsgy, amiHa
amnyn y 6nictepi; «340POB nignpveMcTBO YNOBHOBaXXEHOI 0CO0U, BiANOBIAANbHOI 3a 34iNCHEHHS
no 1 abo 10 Ax "3popoB's hapmakoHarnsigy; KOHTakTHoi ocobu 3
GnicTtepiB y Hapogay", YkpaiHa dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs!
Kopooui BCi cTagii dapmakoHarnsaay B YKpaiHi, AKWo BOHA BiAMiHHA BiA
BMPOGHMLTBA, ynoBHOBaeHoi ocobu, BignosigansHoi 3a 3gincHeHHS
KOHTPOIb SIKOCTi: hapmakoHarnsay (BkoYaryy KOHTaKTHI AaHi) Ta/abo
AkLioHepHe 3MiHM y pO3MiLLeHHi macTep-gaina cucTteMm
TOBapUCTBO dapmakoHarnsgy).
"Manuudapm”, 3miHa ynoBHOBaxeHOT 0cobu 3asiBHUKA,
Ykpaina BiANoBiganbHOI 3a dhapmakoHarnag. [litova pegakuis:
LLleBuyeHko OneHa IropiBHa.
MponoHoBaHa pepakuis: Manosa OneHa MukonaisHa.
3MiHa KOHTaKTHMX JaHWX YNOBHOBaXXEHOI 0cobu
3asiBHUKA, BianosiganbHoi 3a papmakoHarnsg. 3miHa
HOMepa MacTep-danna cuctemun dpapMakoHarnsagy.
188. | mPonoinicy HacToKa ro 25 AT YkpaiHa AT "Jly6Hndapm" YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | bes nionse UA/19030/01/01
HACTOUKA mn abo no 100 mn | "Ny6Huda TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3acib. peuenma ae
y donakoHax pm" Cunctema KoHTelHep/3akynoptoBarbHuii 3acib. 3miHa

cknsHux; no 100
My donakoHax
noniMepHux; no
100 mn y donakoHi
cknsiHomy abo

PO3Mipy ynakoBKM FOTOBOIO JikapCbKoro 3acoby (3MiHa
macwu/o6'eMy BMICTy kOHTelHepa b6araTogo30Boro
nikapcbkoro 3acoby Arsi HenapeHTeparbHOro
3acTocyBaHHs (abo 0gHOA030BOrO, YaCTKOBOMO
BUKOPWUCTAHHS))
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nonimepHomy, no
1 conakoHy B naywi
3 KapTOHYy

[ofaBaHHsi O4ATKOBOMO BMAY YNakoBKK, a came no
100 mn y cornakoHax CKIsSIHUX, 3aKynopeHnx npobkamm-
KpanenbHuusiMmn abo npobkamu i KpuLLKamu, Lo
HarBMHYyOTLCA Y Nayui abo 6e3 nayvku (3aTBepaXKeHo:
Mo 25 y donakoHu 3akynopeHi npobkamm-
KpanenbHuusiMm abo npobkamu i KpuLLKamu, Lo
HarBUHYYIOTbLCS), 3 BiAMNOBIAHUMM 3MiHamMK 80 p.
«YnakoBka», «Cknag» Ta n. «O6’em BMiCTy donakoHy»
y cneundikauii/meTogax koHTpornto sikocti MKA 3.
3MiHM BHeceHi y po3ginu "Ynakoeka" Ta "Cknag" B
iHCTPYKLUil0 ANs MeQnYHOro 3acTOCyBaHHS NiKapCbKOro
3acoby y 3B's3Ky 3 BBEAEHHSM A0AaTKOBOI YNakoBKu
(no 100 mn y chriakoHax CKISHMX) Ta SIK HAcNigoK -
3aTBEPKEHHS TEKCTY MapKyBaHHS [OAaKOBOI
ynakoBKM Nikapcbkoro 3acoby. BeeaeHHst 3amiH
npoTArom 6-Tu MicAUiB Nicna 3aTBEpPAXEHHSA. 3MiHu |
THny - 3MiHKM 3 sikocTi. FoToBUIA NikapcbkMin 3aci6.
CuctemMa KoHTelHep/3akynoptoBarnbHui 3aci6. 3miHa y
NEepPBUHHIN yNakoBLi rOTOBOTO flikapcbkoro 3acoby (Tun
KOHTelHepa abo foAaBaHHS HOBOTO KOHTEMHEPA) -
TBepai, M’siki Ta HecTepunbHi pigki nikapceki dopmu.
[opaBaHHA HoBOI ynakoBku no 100 mn y nonimepHomy
donakoHi (Trin ®BIM-100 3 nonieTuneHTepedTanaty),
3aKyNnopeHOMY KPULLIKOKO 3 KOHTPOIEM NEPLLOro
po3kputTa TUNYy KP2-2 (nomieTuneH HU3bKoro TUCKY) Y
nayui abo 6e3 nayku, 3 BigNOBIAHNMMK 3MiHAMK Y p.
«YnakoBka». 3MiHM BHECEHI Yy po3ainu "YnakoBka" Ta
"Cknap" B iHCTPYKLUIilO ANs MeAUYHOro 3acToCyBaHHA
nikapcbkoro 3acoby y 3B'sA3Ky 3 BBEAEHHAM
popatkoBoi ynakosku (no 100 mn 'y conakoHax
noniMepHNx) Ta siK HacnifAokK - 3aTBepPKEHHS TEKCTY
MapKyBaHHS1 OAAKOBOI YNaKoBKW NikapCbKoro 3acoby.
BBeaeHHs 3MiH NnpoTsrom 6-Tu MicauiB nicns
3aTBEpAKEHHSA

189.

nPONOCOII-
H

cnpew ans
poToBOI
NOpOXXHMHM 1o 20
rabono60ry
KOHTelHepi 3
MeXaHIYHUM
Hacocom; no 1
KOHTeHepy pa3om
3 po3nunoBayem
Ta 3aXUCHUM
KOBMaYkoM Yy nayi
3 KapTOHY

TOB
"Mikpodpa
om"

YkpaiHa

TOB "Mikpocpapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3MmiHu |
Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
capmakoHarnsigy. BeegeHHs abo 3amiHv oo
y3aranbHeHVX AaHux Npo cuctemy papmMakoHarnsay
(BBEOEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
cbapmakoHarnsigy, 3miHa ynoBHOBaXkeHoi ocobu,
BignoBiganbHoI 3a 34iNCHEHHS chapmMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHVKa Ansi
3AiicHeHHs bapmakoHarnsgy B YkpaiHi, SKWo BoHa
BiAMiHHa Big ynoBHOBaxeHOi ocobu, BianoBiganbHoi
3a 3[iCHeHHs hapmakoHarnsay (Bkrovaum
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
(aina cuctemu papmakoHarnsgy). 3miHa
yrnoBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBIiganbHOI 3a
cbapmakoHarnsg,.

[itoya pepakuisi: MypasiioBa OkcaHa OnekcaHapisHa.

6e3
peuenma

UA/7820/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
MponoHoBaHa pepakuisa: KOcTuH Mapisi IBaHiBHa.
3MiHa KOHTaKTHMX JaHMX YNOBHOBaXXeHOI 0cobun
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsg.
190. | PAMINPUN MOPOLLIOK AT Ykpaina HovinaHg IHAisA BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3minu | - - UA/15225/01/01
(cybeTaHuin) y "dapmak” JTabopaTtopic Tmny: 3miHn 3 sikocTi. CepTtudcpikat BignosigHocTi/lE-
nakertax Nimiten cepTudikaT BiANOBIAHOCTI €EBpONENChKi
NoABINHUX apmakonei/MmoHorpadii. MogaHHs HoBoro abo
nonieTMneHoBmnx OHOBJEHOro cepTudikaTta BignoBigHOCTIi abo
ansa BUYYEHHS1 cepTudikaTa BignoBigHOCTI €EBponenchkiin
dapmaueBTUYHOT capmakonei: ana A®I; ansa BuxigHoro

0 3aCToCyBaHHA

matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMIKHOI pevoBUHU (cepTudikaT BignoBiAHOCTI
€Bponecbkin dapmakonei) - OHoBNeHU cepTudikaT
Bif yxe 3aTBepIKeHOro BUpobHuKa -
noAaHHsi OHOBNEHOro cepTudikara BiANOBIAHOCTI
€Bponecbkin dapmakonei Ne R1-CEP 2003-219-Rev
05 (satBepmkeHo: CEP Ne R1-CEP 2003-219-Rev 04)
ans A®| paminpvn Bif 3aTBEpAXEHOro BUPOGHMKa
HonnaHg Na6opartopic fNimiteq, IHgis. Y npoueci
nocnigosHoi 3mMiHu Bepcii CEP Bigbynuck amiHn B
apgpeci BMpobHuYoi AinbHuLi - MNponoHoBaHa
peaakuis-tOHiT 1, Cy, Ne 347, 473, 474, 490/2,
Beepabxappacsami Temnn Poya, lN'ymmaginana
Mangan, Caxrapepgai QictpikT, IHgis-502313,
BoHTanani Binagx, TenaHrana. 3minu | Tuny: 3miHu 3
sikocTi. CepTudpikat BignosiaHocTi/l'E-cepTudikat
BiAMOBIAHOCTI €Bponencoki hapmakonei/MoHorpadii.
MogaHHs HoBoro abo OHOBMEHOrO cepTudikaTa
BignoBigHoCTi abo BUny4eHHs cepTudikata
BignoBigHOCTI €Bponevickkin dapmakonei: ana Adl;
Ans BUXigHOro matepiany/peareHTy/npoMixXHOro
NpoOAyKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOGHULTBI AdI;
ONst AONOMIKHOI peqoBUHN (cepTudikaT BigNoBIAHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHWI cepTudikat
BiJ ke 3aTBEPOXEHOro BUPOBHUKA - MOAaHHS
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI €EBponenchkin
dapmakonei Ne R1-CEP 2003-219-Rev 06 ans AdI
paminpun Big 3aTBepaXeHoro BupobHuka Honana
JTabopaTopic Jliviteq, IHais. BHacnigok oHOBREHHs
CEP, BKMHOYEHO OLHKY PU3UKY LLOAO ENEMEHTHUX
OOMILLOK Ta npuBedeHo crneundikaito A®l y
BiAMoOBIAHICTb A0 BUMOr MoHorpadii Ramipril EP.
3minu | Trny: 3MiHn 3 sikocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignoigHoCTi
€Bponencekin dapmakonei/MoHorpadii. NMogaHHs
HoBoro abo oHoBRneHoro ceptudikaTa BiANOBIQHOCTI
abo BUny4eHHs1 cepTugikata BignosiaHoCTI
€Bponenickkin dapmakonei: gna A®l; anst BUXigHoro
maTepiany/peareHTy/npoMiXKHOro NPOAYKTY, Lo
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BUKOPUCTOBYOTBCS Y BUPOOHMUTBI ADl; ans
[OMOMDKHOI peqoBUHM (CepTudikaT BianoBiaHOCTI
€Bponewcbkin dapmakonei) - OHOBNeHu cepTudikaT
Bif y)X€ 3aTBEPKEHOr0 BUPOBOHUKA - MOAaHHS
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI €Bponenchkin
dapmakonei Ne R1-CEP 2003-219-Rev 07 ans Adl
paminpun Bif 3aTBepmAXXeHoro BUpobHuka HonnaHg
JTabopaTopic Jliviteg, IHais. BHacnigok oHoBReHHs
CEP Bigbynucsa agmiHicTpaTuBHi 3MiHK (3MiHa B agpeci
BnacHuka CEP). MpueeaeHo p. «YMoBM 36epiraHHA»
Ta «YnakoBka» MKA cybcTaHuii y BianoBigHicTb Ao
Bumor CEP BupoGHuka Hovnang JlabopaTopic
Jlimiteq, IHaia. 3minum | Tuny: 3miHM 3 AKOCTiI.
CepTudikat BignosigHocTi/E-cepTudikaT
BignoBigHOCTI €Bponeinchkiln dhapmakonei/MoHorpagii.
3MiHK, NoB'A3aHi 3 HeOOXIAHICTIO NPUBEAEHHS Y
BignoBigHicTb 40 MoHorpadii APY abo €Bponencekoi
tapmakonei, abo iHLWOI HaLioHanbHOT hapmakonei
Aepxasu €C (iHwWi 3miHW) - NpuBeaeHo cneumdikadio
Ta MeToaun koHTposnto APl y BiANOBiAHICTbL 4O BUMOT
MoHorpadii Ramipril EP 3a nokasHukamu:
«lpeHTudikauis», «CynposigHi gomiwkuy, «Btpata B
Maci npu BucyLlyBaHHi». 3MiHun | Tuny: 3miHM 3 SIKOCTi.
A®I. KoHTponb ADI. 3miHa y napameTpax
cneuudikauin Ta/abo 4OMYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisix Ha A®l, abo BUXiZHUIA/NPOMiIXHMIA
npoayKT/peareHT, Lo BUKOPUCTOBYHOTLCS Y NPOLIEC
BMpo6HMUTBa AD| (BUMy4YEHHSA HE3HAYHOTO NMoKa3HUKa
SIKOCTi (Hanpuknaz BUIyYEHHs1 3acTapinoro
nokasHuKa)) - BHECEHHS1 3MiH 0 creuudikaLii Ta
MeToaiB KoHTponto A®I, a came BUNy4eHHs NokasHuka
«Managin» (8 CEP, BKNoYEHO OLHKY pU3uKy LWOAO0
eNeMEHTHMX JOMILLIOK).

191.

PA®T®

PO34MH Ans
iH ekuin, 4 mr/mn;
no 1 mn a6o no 2
M B amnynax
CKNSAHUX 3
GpyHaTHOro ckna
no 5 abo 10
amnyn y nayui abo
no 5 amnyn B
6nictepax no 1
abo 2 6nictepu y
navuj

AT
"®apmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHiX maTepianis: 3MiHu ||
TMny - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkui 3acib.
Cuctema KoHTeNHep/3akynoptoBanbHuii 3acit. 3miHa y
NepPBUHHIN YNakoBLii rOTOBOTO fikapcbkoro 3acoby (Tun
KOHTenHepa abo AofaBaHHS HOBOTO KOHTelHepa) -
CTepunbHi nikapcbki 3acobu Ta nikapcbki 3acobu
6ionoriYyHOro/iMyHONOrYHOIO NOXOMXKEHHS - BBEAEHHS
[00aTKOBMX YNaKkoBOK, a came amnynu 3 6pyHaTHoOro
ckna | rigponiTuyHoro knacy 3 kinbuem 3namy abo
TOYKOIO BiANIOMY EMHICTIO 2 M1, 63 3MiHV NepBUHHOTO
nakyBarnbHOro matepiany, 3 BHECEHHSM BiAMOBIQHUX
3MiH o p. «YnakoBkay Ta n. «O6'em, wo
BUTAraeTbCs», «CtepunbHicTe» MKA J13. BBegeHHs
3MiH NpOTSArom 6-Tn MicsiLiB Nicnsi 3aTBepAKEHHS

3a
peuerimom

He
nidnsie
ae

UA/17536/01/01

192.

PEBI®®

pO34uH Ansi
iH'eKUin No 22 MKr
(6 MmnH MO) /0,5

Apec
Tpenginr
C.A.

LLsenuapi
a

Mepk CepoHo
C.n.A., Itanisa
Mepk CepoHo

ITanis/
LLiBenuapis

BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHn |
TMny - AOMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS
Ta/abo agpecu MicLsl NPOBaXXEHHSsI OisNbHOCTI

3a
peuenmom

He
nionse
ae

UA/16340/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
mn; no 0,5 mny C.A,, BipaineHHs y BMpOBHWKa/imnopTepa roToBoro nikapcbkoro 3acoby,
nonepegHLo M. OBOHH, BKITIOYAK04M AinbHULI BUNYCKY cepii abo micue
3anoBHEHOMY LLisenuapis NPOBEAEHHS KOHTPOSO AKOCTI. (LiANbHICTb, 3a sKY
wnpudy; no 3 abo BianoBigae BUPOBOHMK/iMNopTep, BKIOYa4M BUMYCK
12 nonepenHLO cepint) - 3miHa agpecu BupobHuka M3 Mepk CepoHo
3anoBHEHNX C.A., BiggineHHs1 y M. O60OHH. 3MiHWN BHECEHO B
wnpuuis y IHCTPYKLUIiO ANS MeANYHOro 3aCTOCYBaHHS NiKapCbKOro
KapTOHHiIN kopooLi 3acoby y po3gin «Micue3HaxomKeHHs1 BUpobHuKa Ta
agpeca Micua NpoBagKeHHS NOro AisnbHOCTI» 3
BiAMOBIAHMMW 3MiHAMW Y TEKCTi MapKyBaHHS yNakoBKW
nikapcbkoro 3acoby. BeBeaeHHst 3MiH NpoTarom 6-tu
MicsUiB NMicnsa 3aTBEPAXEHHSA
193. | PEBI®® pO34nH Ans Apec LLisenuapi Mepk CepoHo ITanis/ BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3MiHu | 3a He UA/16340/01/02
iH'eKUin no 44 mkr TpengiHr A C.n.A., ltanis LLsenyapis TMNy - AOMIHICTPaTMBHI 3MiHW. 3MiHa HallMeHyBaHHS peuenmom nidnsie
(12 mnH MO) /0,5 C.A. Mepk CepoHo Ta/abo agpecy Micua NpoBamKEHHS OisANbHOCTI ae
mm; no 0,5 mny C.A., BiggineHHs y BUPOBOHMKa/iMnopTepa rotoBoro fikapcbkoro 3acoby,
nonepegHL0 M. OBGOHH, BKITIOYaK04M OinbHULI BUNYCKy cepii abo micue
3anoBHEHOMY LLisenuapis NPOBEAEHHS1 KOHTPOSO AKOCTI. (LiANbHICTb, 3a AKY
wnpuuy; no 3 abo BiANoBigae BUPOOHUK/iMNOpTEpP, BKITKOYAOUN BUMYCK
12 nonepegHLo cepint) - 3miHa agpecu BupobHuka M3 Mepk CepoHo
3anoBHEHNX C.A., BiggineHHs1 y M. O6OHH. 3MiHN BHECEHO B
wnpuuis y IHCTPYKLUIiO ANS MeQNYHOro 3aCTOCYBaHHS NiKapCbKOro
KapTOHHiI kopooLi 3acoby y po3gin «MicuesHaxomKeHHs1 BUpobHMKa Ta
agpeca Micusi NPOBaKEHHS NOro AisiNbHOCTI» 3
BiAMOBIAHMMM 3MiHAMW Y TEKCTi MapKyBaHHS yMakoBKW
nikapcbkoro 3acoby. BBegeHHs 3MiH NpoTsirom 6-Tu
MicsiLiB Micns 3aTBEpPOXKEHHS
194. | PEBMAIITTUH | Tabnetku no 15 TOBAPUC YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHa 3a - UA/11608/03/02
mr, no 10 TBO 3 reyn" 3asiBHuka 113 (MIBI) (BnacHWka peecTpauiiHoro peuenmom
TabneTok y OBMEXE nocsigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
6nictepi; no 1 abo HOIO 460) BBegeHHs 3MiH MpPOTAroM 6-Tu micauiB nicns
no 2 6nictepu B BIANOBIA 3aTBepOKeHHS; 3MiHu | Tuny - 3miHn wopao
navui AJIbHICT 6e3nekn/edekTMBHOCTI Ta hbapmMakoHarnsgy.
O BBeneHHs abo 3miHn A0 y3aranbHeHNX 4aHux npo
«KOPTIOP cucTemMy chapmakoHarnsay (BBeAeHHs y3ararnbHeHUX
AUIA OaHuX Npo cuctemMy apmMakoHarnsgy, amiHa
«340POB YNOBHOBaXXEHOI 0CO0U, BiANOBIAANbHOI 3a 34iINCHEHHS
Ax (hapmakoHarnsigy; KOHTakTHoi ocobu 3

dapmakoHarnagy 3asBHUKa ANns 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, SKL0 BOHa BigMiHHa Bif
yMNOBHOBaXeHOI 0cobu, BignosiaansHoi 3a 3aiNCHEHHS
hapmakoHarnsigy (BkoYarum KOHTaKTHI AaHi) Ta/abo
3MiHM y po3MilLleHHi MacTep-caiina cuctemu
hapmakoHarnsigy) - 3MiHa ynoBHOBaXeHOi ocobu
3asBHuKa, BignosiganbHoi 3a hapmakoHarnsg [ditoya
pepakuisi: LLeBuyeHko OneHa IropiHa NponoHoBaHa
pepakuis: MaHoBa OneHa MukonaiBHa 3miHa
KOHTaKTHMX JaHWNX YNOBHOBaXEHOI 0cobU 3asiBHUKA,
BiAMoOBiAanbHoi 3a apmakoHarnsg 3mviHa Homepa
MacTep-caina cucteMmy dapmakoHarnsgy
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195. | PEBMANITUH | tabnetku no 7,5 TOBAPUC Ykpaina TOB "®APMEKC Ykpaina BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3MiHa 3a - UA/11608/03/01
mr, no 10 TBO 3 reyn" 3asBHuKa J13 (MIBI) (BnacHuka peecTpauiiHoro peuenmom
Tabnetok y OBMEXE nocsigyeHHs) (3rigHo Hakazy MOS3 Big 23.07.2015 Ne
6nictepi; no 2 HOKO 460) BBeaeHHs 3MiH NPOTAroM 6-Tu micAuiB nicns
6nictepu B navwi BIANOBIA 3aTBepAKEHHST; 3MiHu | Tuny - 3MiHW Wwoao
KapTOHHIMN AINBHICT 6e3nekn/echbeKTMBHOCTI Ta hapmakoHarnsgy.
0 BBeneHHs abo 3mMiHM 40 y3aranbHeHVX AaHuX Npo
«KOPIMOP cuctemy chapmakoHarnsgy (BBeLeHHs y3ararnbHeHnx
AUIA OaHunX Npo cuctemy bapmakoHarnagy, amiHa
«340POB yMNOBHOBaXeHOoI ocobwu, BignosiaansHoi 3a 3giNCHEHHS
"Ax thapMakoHarnagy; KoHTakTHoi ocobu 3
thapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
dapmakoHarnagy B YkpaiHi, SKL0 BOHa BiAMiHHa Big
ynoBHOBa)eHOi ocobu, BignosiganbHOI 3a 30iNCHEHHS
hapMakoHarnagy (Bknovar4mn KOHTaKTHI AaHi) Ta/abo
3MiHM y pO3MileHHI MacTep-dhaiina cuctemu
tapmakoHarnagy) - 3miHa ynoBHoBa)keHoi ocobu
3asBHMKa, BiANOBIAanbHOI 3a hapmakoHarnsg Litoya
penakuisi: LLleBuyeHko OneHa IropiBHa NponoHoBaHa
pegaakuisi: NMaHoBa OneHa MukonaisHa 3miHa
KOHTaKTHMX AaHWX YNOBHOBaXEHOI 0COOU 3asiBHUKA,
BiAMOBiAanbHOI 3a apmakoHarnsg 3miHa Homepa
macrtep-channa cuctemu dpapmakoHarnsagy
196. | PEBMAIITUH | cynosutopii TOBAPUC YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHiX MaTepianis: 3MiHa 3a - UA/11608/01/01
pekTanbHi no 15 TBO 3 reyn" 3asBHuka 13 (MIBI1) (BnacHvka peecTpauiiHoro peuernmom
Mrno>5 OBMEXE nocsigyeHHs ) (3rigHo Hakasdy MOS Big 23.07.2015 Ne
CynosnTopiiB y HOKO 460). BBegeHHs 3MiH npoTsiroM 6-Tu MicsuiB nicnsi
ctpuni; no 1 abo BIAMNOBIA 3aTBepAKEHHS. 3MiHu | Tuny - 3miHW Wwoao
no 2 ctpunu B AJIbHICT 6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsgy.
navji 3 KapToHy o BBeneHHs abo 3miHM A0 y3aranbHEHNX aHUX NPo
«KOPINOP cvctemy chapmakoHarnsaay (BBeAeHHS y3aranbHeHUX
AUIA OaHuX Npo cuctemMy apmMakoHarnsgy, amiHa
«30POB ynoBHOBaxeHoi ocobwu, BignosiaansHoi 3a 3giNncCHeHHS
Ay dapmakoHarnsay; KOHTakTHoOi ocobu 3
dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, SKLWo BOHa BiAMiHHa Big
YNOBHOBaXXEHOI 0CO0U, BiANOBIAANbHOI 3a 34iNCHEHHS
hapmakoHarnsiay (Bknoyarym KOHTaKTHI aaHi) Ta/abo
3MiHM Yy pOo3MiLLeHHi MmacTep-ganna cuctemm
cbapmakoHarnsgy).
3miHa ynoBHOBaXeHOT 0cobu 3asiBHUKA,
BignosiganbHoI 3a hapmakoHarnsag. [itoya pegakuis:
LLleByeHko OneHa IropiBHa. NMponoHoBaHa pepakuis:
MaHoBa OneHa MukonaiBHa. 3MiHa KOHTaKTHUX AaHUX
yrnoBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
bapmakoHarnsg,.
3miHa Homepa macTep-aiina cuctemm
hapmakoHarnsay.
197. | PEBONAQ™ TabneTkn, BKpUTI HoBapric LLisenuapi BupobHuuTBo, Benuka BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | 3a He UA/11300/01/01
NNiBKOBOK Papma Al A KOHTPOIb SIKOCTi: Bputanis/ TMny - 3MiHK 3 sikocTi. A®l. Bupo6HmUTBO. 3MiHa peuyenmom nionsiz




115 [IpomoBxeHHS J0aTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
obonoHkoto, no 25 nakco Icnanis BMPOOHYKa BUXiAHOrO/MPOMIXXHOTO NPOAYKTy/peareHTy, ae
Mr; no 7 TabneTok OnepenwHc FOK LLIO BUKOPUCTOBYHOTLCS Y BUPOGHMYOMY npoLeci AP,
y GnicTepi; no 4 JNITA, Benuka abo 3MiHa BMpPOOHUKa (BKHOYao4n, e HeobxigHo,
6nictepu B Bputanis MicLe NnpoBeAeHHs KOHTponto aKocTi) AdI (3a
KapTOHHiIN kopooLi Bupo6Huk ans BiCYTHOCTI cepTudikaTa BignoBigHOCTI €BponenchbKin
NepPBUHHOIO Ta dapmakonei y 3aTBepmxeHOMY LOCbE)(3MiHM O0
BTOPUHHOIO 3axopiB, NoB'A3aHMX 3 koHTponem A®l, abo
nakyBaHHsi Ta OofaBaHHs OinbHWL, Ae NPOBOAUTLCS
BUMYCK Cepii: KOHTPOMb/BUNpoBYyBaHHSA cepii) - Ao4aBaHHs
'makco Bennkom anbTepHaTuBHOI AinbHuUi Novartis Pharma
C.A,, IcnaHis Schweizerhalle AG, Rothausstrasse, 4133 Pratteln,
Bunyck cepii: LLIserinapis BignoeigansHoi 3a TectyBaHHsA AdI
Hosapric enbTpombonary onamiHy. BBegeHHs 3amiH npotsarom 6-
dapmacbioTuka, TV MicsiLiB nicnsi 3aTBepoKeHHs; 3MiHuM | Tuny - 3MiHK
C. A, IcnaHis 3 sikocTi. APl BupobHuuTBO. 3MiHa BUpoBHMKa
BupobHuuTBo, BMXiAHOro/MPOMIDKHOTO MPOAYKTY/peareHTy, Lo
nepBuHHe BMKOPUCTOBYIOTbCS Y BUpobHUYoMy npoueci AP, abo
nakyBaHHs, 3MiHa BMpOBHMKa (BKIovakouun, Ae HeobxiaHo, micue
BTOPUHHE npoBeAeHHs KOHTponto sikocTi) AP (3a BiAcyTHOCTI
nakyBaHHs, cepTudgikaTa BignoBigHOCTI €Bponeiichbkii

KOHTPOIb AKOCTI:
3ircppig Bapbepa,
C.J1., IcnaHis

capmakonei y 3aTBepmKeHOMY LOCbE)(3MiHM 80
3axopis, NoB'A3aHnx 3 koHTponem A®I, abo
[oAaBaHHsA AinbHULI, A€ NPOBOANTLCA
KOHTponb/BUNpobyBaHHs cepii) - foaaBaHHs
anbTepHaTuBHoiI ginbHuLi Novartis Integrated Services
Ltd., Ipnangis BignosiganeHoi 3a TecTyBaHHA ADI
enbTpombonary onamiHy. BBeaeHHsi 3mMiH npoTtsirom 6-
TV MicsILiB nicnsi 3aTBepoKeHHS; 3MiHuM | Tuny - 3MiHu
3 gkocTi. A®l. BupobHuuTBo. 3MiHa BUpoGHUMKa
BWXiAHOro/NPOMIKHOIrO NPOAYKTY/peareHTy, Lo
BMKOPMCTOBYIOTbCH Y BUpOBHUYoMy npotieci AP, abo
3MiHa BUpOGHMKa (BKIovatouu, e HeobxiaHo, micue
npoBeaeHHs KOHTporto sikocTi) ADI (3a BigcyTHOCTI
cepTugikaTa BignoBigHOCTi €BponechbKii
dapmakonei y 3aTBepaXeHOMY A0CLE)(3MiHU [0
3axofiB, NoB'si3aaHnx 3 koHTponem Adl, abo
[oAaBaHHSA AinbHWLi, Ae NPoBOANTLCA
KOHTpOnb/BUNpobyBaHHs cepii) - 4oAaBaHHS
anbTepHaTMBHOI AinbHULi Solvias AG, LLsenuapis
BifgnoBiganbHoi 3a TecTyBaHHA AP| enbTpombonary
onamiHy. BeBeeHHs 3MiH npoTaroM 6-tu micsauiB nicns
3aTBEpAKEHHS; 3MiHM | Tuny - 3MiHK 3 sikocTi. ADI.
Brpo6HuuTBO. 3MiHa BUpobHUuKa
BVXiAHOro/MPOMIDKHOTO NMPOAYKTY/peareHTy, Lo
BMKOPUCTOBYOTbCS Y BUpoBHUYOMy npoueci AdI, abo
3MiHa BMpOGHMKa (BKIo4aouun, Ae HeobxiaHo, micue
npoBefeHHs KOHTpornto sikocTi) ADI (3a BigcyTHOCTI
cepTudikaTa BignoBigHOCTi EBpoNechbkin
dapmakonei y 3aTBepaXeHOMY A0ChE)(3MiHU [0
3axo0giB, NoB'sA3aHux 3 koHTponem A®PI, abo
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[ofdaBaHHSA AinbHuWLI, Ae NpoBOANTLCA

KOHTPONb/BUNpoByBaHHSA cepii) - Ao4aBaHHs
anbTepHaTuBHOI AinbHuui Novartis Pharma AG,
LLisenuapis BignoeigansHoi 3a TectyBaHHa API
enbTpombonary onamiHy. BeegeHHsi 3mMiH npoTarom 6-
TV MicsiLiB nicnst 3aTBepoKeHHS; 3MiHM | Tuny - 3MiHK

3 AkocTi. A®I. KoHTponb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo JonyCcTUMMX MEX, BU3HAYEHUX Y

cneundikauisix Ha APl, abo BUXigHUA/MPOMIXKHWUIA
npoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIEC
BUpo6HMLTBa ADI (OonoBHEHHS cneuudikadii HoBUM
NoKa3HWKOM SIKOCTi Ta BignoBigHMM MeTo40oM
BUNPOOYBaHHS) - HE3HAYHI 3MiHW B TEXHIYHUX
XapaKkTepucTKax CUPOBUHM, LLIO BUKOPUCTOBYIOTLCS B
npoueci BupobHmuTea Ad| ensTpombonary onamidy;
He3HayHi 3MiHu B npoueci BMpobHUUTBa cybeTaHLii, a
came 3amiHa "Denatured Ethanol" Ha "Absolute
Ethanol". BeegeHHsi 3mMiH npoTsrom 6-tu micsauis nicns
3aTBepAKeHHs; 3MiHu | Tuny - 3miHn 3 akocTi. ADI.
KoHTponb A®L. 3miHa y meTogax BunpobyBaHHsA ADI
abo BMXigHOro MaTtepiany/npomiKHOro
npoayKTy/peareHTy, WO BUKOPUCTOBYETLCS Y MPOLEC

BUpo6HMLTBa ADI (HE3HaYHI 3MiHWN y 3aTBEPAKEHNX

MeToAax BMNPOoOyBaHHS) - HE3HAYHI 3MiHW B NPOLECI

BunNpobyBaHHs (residual solvents method by GC) ansa

BuXigHoro matepiany (SB-392033) Ta npomixHoro
NpoayKTy, L0 BUKOPUCTOBYETLCS B NPOLECI
BnpobHuuTBa A®I ensTpombonary onamiHy. BeeaeHHs
3MiH NPOTSArom 6-Tu MiCAILiB NiCNs 3aTBEPOKEHHS;
3MmiHu | TUny - 3miHm 3 skocTi. APl. KoHTponb AdI.
3miHa y meToaax BunpobysaHHA AD| abo BuxigHoro
marepiany/npoMixxHOro NpoaykTy/peareHTy, Lo

BUKOPUCTOBYETbLCS y npoueci BUpobHMuTea AP (iHLwi

3MiHN Y MeTodax BUNpobyBaHHSA (BKINOYaUMN 3aMiHy

abo ponoBHeHHS) AD| abo BMXiOHOrO/MPOMIXKHOIO

NpoaykTy) - AOAaBaHHs anbTepHaTUBHOI Npoleaypuy

BMMNPOOYBaHHSA A4S KOHTPOMIO B MPOLECi BUpoOHMLTBa

eltrombopag free acid. BBegeHHsi 3mMiH npoTarom 6-tu

MicauiB nicnsa 3aTBepaXeHHs; 3miHu | Tuny - 3miHn 3
skocTi. A®Il. KoHTponb A®I. 3miHa y meTogax
BunpobyBaHHs APl abo BMXigHOro
maTepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BMKOPWCTOBYETLCS y npoueci BUpobHMuTBa AP (iHLwi
3MiHN Y MeToAax BUNpobyBaHHS (BKIOYaKUM 3aMiHy
abo gonoBHeHHs1) A®| abo BMXigHOrO/MPOMIXXHOTO
NpoAyKTY) - AOAABAHHSA anbTepHATMBHOI Npoueaypu
TecTyBaHHsa nanagijto ona A®| enstpombonary
onamiHy. BBegeHHs1 3MiH NpoTaroM 6-tu micsauiB nicns
3aTBepAKEHHS; 3MiHN | Tuny - 3miHu 3 sikocTi. ADI.

BupobHuuTteo. 3MiHn B npoueci BupobHuutea AdI
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(He3HayHa 3miHa y npoueci BUpobHuuTea Adl) -

He3HauyHi 3MiHM B npoveci BunpobysaHHs ADI
enbTpombonary onamiHy, NoB'sA3aHi 3 BBEAEHHAM
onuioHanbHoI onepadii BuCiBy Ans cragii (mpoMixHa)
BiNbHOI KMCNOTK enbTpombonary. BeegeHHs 3miH
NpoOTArom 6-Tu MicsLiB nicnsi 3aTBepaKEHHS; 3MiHK |
TNy - 3MiHun 3 sikocTi. A®l. CtabinbHicTb. 3MiHa
nepiofy NOBTOPHMX BUNpobyBaHb/nepiody 36epiraHHs
abo ymoB 36epiraHHs A®I (3a BigcyTHOCTI y
3aTBEPPKEHOMY JOCbE cepTudikaTta BignoBigHOCTI
€BponeWcbkin dhapmakonei, LWo BKItoYae nepios
NOBTOPHOro BMNPobyBaHHs) (Nepiod NOBTOPHOrO
BunNpobyBaHHsa/nepion 36epiraHHs) - 36inbLueHHs abo
BBEEHHS nepiofy NOBTOPHOro BMNpobyBaHHs/nepioay
36epiraHHsi Ha OCHOBI pe3ynbTaTiB AOCHIMKEHb Y
peanbHOMYy Yaci - 36inbLUEHHS Nepioay NOBTOPHOIO
TectyBaHHs APl enbTpombonary onaminy 3 12 micsiuis
00 24 micauis npu 36epiraHHi 4o 30 ° C (86 ° F).
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepAKeHHs1; 3MiHK | Tuny - 3miHK 3 skocTi. FoToBMI
nikapcbkuii 3aci6. 3miHn y BUpobHMuTBi. 3amiHa abo
BBEOEHHS A0A4ATKOBOI AiNbHULI BUPOOHMLTBA ANd
YacTuHU abo BCbOro BUPOGHMYOro NpoLecy roToBoro
nikapcbkoro 3acoby (ginbHULSA, Ha SiKii NPOBOAATLCS
OyAb-5Ki BUPOOHWYI cTagii, 3@ BUHATKOM BUMYCKY
Cepiii, KOHTPOIKO SKOCTi, NEPBUHHOIO Ta BTOPUHHOTO
nakyBaHHs1, AN HECTEPUIbHUX NiKapCbKNX 3acobiB) -
BBEAEHHS 10AATKOBOI AiNbHULI BUPOOHMLTBA
BigNoBigansHoi 3a BUpo6HuLUTBO J13 - HoBapTic
dapmacbtoTuka, C.A., PoHaa ne CaHTta Mapis 158,
08210 Bapbepa genb Bennec, BapcenoHa, IcnaHis.
BBeaeHHs 3MiH NnpoTsrom 6-Tu MicauiB nicns
3aTBepAKEHHS; 3MiHuM | Tuny - 3miHK 3 sikocTi. MoToBMIA
nikapcbkuii 3aci6. 3miHn y BUpoObHMUTBI. 3MiHa
iMnopTepa/amiHu, LLIO CTOCYIOTLCSA BUMYCKY cepii Ta
KOHTPOIIO SIKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa
abo gopaBaHHs AinbHULI, Ha SKiA 30IACHIOETLCS
KOHTpOnb/BUNpobyBaHHs cepii) - BBEAEHHS
[0[aTKoBOI AinbHULI BUpOBHMLTBA BiANOBIAanbHOI 3a
KOHTpOnto AkocTi - HoBapTic ®apmackiotuka, C.A.,
Ponpa ne CaHta Mapisa 158, 08210 bapbepa genb
Bennec, bapcenoHa, IcnaHis. BBegeHHs 3MiH
NpoTArom 6-Tu MicsILiB Micnsi 3aTBepKEHHS; 3MiHK |
TMny - 3MiHK 3 SKoCTi. [0TOBMIN Nikapcbkui 3acib.
3MiHn y BUpoGHMUTBI. 3amiHa abo BBeOEHHS
[04aTKOBOI AiNbHULI BUPOBHMLTBA ANA YacTuHU abo
BCbOro BUPOBHMYOro MpoLIeCy roTOBOTrO fikapCbKoro
3acoby (AinbHULSA AN NEPBUHHOIO NaKyBaHHS) -
BBEAEHHS A0A4ATKOBOI AiNbHULI BUPOOHMLTBA

BiZNOBIganbHOI 3a NEPBUHHY YNAKOBKY rOTOBOrO
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nikapcbkoro 3acoby - Hosaptic ®apmacbioTuka, C.A.,

Ponpa ne CaHta Mapis 158, 08210 bapbepa genb
Bennec, bapcenoHa, IcnaHis BeBeaeHHs 3miH
nNpoTArom 6-Tv MicsILiB Micnsi 3aTBEpOXEHHS; 3MiHK |
Tmny - 3MiHK 3 sikocTi. FoTOBUIA NikapcbkMi 3acib.
3MiHM y BUpobHMUTBI. 3amiHa abo BBeAeHHS
[04AaTKOBOI AiNbHULI BUPOBHULTBA Ans YacTuHK abo
BCbOro BUPOOHMYOro NpoLiecy roToBOro NikapCbKoro
3acoby (AinbHMUSA ANs BTOPMHHOIO NaKyBaHHS) -
BBEJEHHS1 4OAaTKOBOI AiNbHMLi BUPOBHULTBA
BiANOBiganNbHOI 3a BTOPUHHY YNakoBKY rOTOBOIO
nikapcbkoro 3acoby - HoeapTtic ®apmacbtotuka, C.A.,
Ponpa ge Canta Mapisa 158, 08210 bapbepa genb
Bennec, bapcenoHa, IcnaHis BeBeaeHHs 3miH
nNpoTSArom 6-Tu MicsiLiB nicnsi 3aTBepaKeHHS; 3MiHu |
TMny - 3MiHK 3 SKoCTi. [O0TOBMI Nikapcbkuin 3acib.
3MiHM y BUpoBHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYHTbCS BUMYCKY Cepil Ta KOHTPOO AKOCTI
roTOBOrO fikapcbKoro 3acoby (3amiHa abo AogaBaHHS
BMpoGHMKa, Lo BignoBigae 3a BBe3eHHs Ta/abo
BUMYCK cepii) - Bkrtouaroum KOHTposb/BUNpobyBaHHs
cepii - BBeAEHHS 40AATKOBOI AiNbHULI BignoBiganbHoi
3a Bunyck cepii - HoBaptic ®apmacbktoTuka C.A., NpaH
Bia ne nec Koptc KatanaHec 764, bapcenoHa, 08013,
IcnaHis. BBeaeHHs 3MiH NpoTArom 6-Tn micsAUiB nicns
3aTBepAKeHHS; 3MiHuM | Tuny - 3miHK 3 aikocTi. MoToBMIA
nikapcbkuii 3aci6. 3mMiHM y BUPOBHUUTBI. 3MiHW y
npoLieci BUpOGHMLTBa rOTOBOrO NikapCcbKoro 3acody,
BKIH0HAKUM NPOMKHUIA NPOAYKT, L0 3aCTOCOBYETLCS
npu BUpOBHULTBI rOTOBOTO fikapcbkoro 3acoby (iHLwi
3MiHW) - BBEAEHHS anbTepHaTMBHOI ynakoBku "Triple
foil PETP/AL/PE bag" ons 36epiraHHs npoaykTy in
bulk ans Bupo6Hmka HoBaptic ®apmackiotuka C.A.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepAKeHHs1; 3miHu | Tuny - 3miHn 3 akocTi. FoToBMN
nikapcbkuii 3aci6. KoHTponb roToBoro nikapcbkoro
3acoby. 3miHa y meToax BUNpobyBaHHsi rOTOBOrO
nikapcbKkoro 3acoby (iHwWi 3MiHM y meTogax
BMMNpoOyBaHb (BKMOYakouM 3amMiHy abo JONOBHEHHS)) -
[OAaHHS anbTepHaTUBHOIO MeToAy BUNpobyBaHHS 113
3a T. PO34nHEHHS (BKITIOYEHHS! BUKOPUCTaHHS
3aHYpIOKYOro NPUCTPoto). BBeAEHHS 3MiH NpoTsirom 6-
TV MicsiLiB nicnsi 3aTBepoKeHHS; 3MiHuM | Tuny - 3MiHu
3 gKkocTi. FoToBUIA nikapcbkuii 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHS rOTOBOrO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepAKeHNX MeTofax
BUNpobyBaHHs) - 3MiHa 06'eMy ekcTpakLii Ans meToay
"KinbkicHe Bu3Ha4eHHs", "domiwkn" npu koHTponi J13.

BBegeHHs 3MiH NpoTsarom 6-Tv MicauiB nicns
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198.

PEBONAQ™

TabneTku, BKPUTI

HoBapric

LLsenuapi

3aTBepAKeHHs; 3MiHu | Tuny - 3miHK 3 akocTi. oToBMI
nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHs roToBOro
nikapcbKoro 3acoby (3MEeHLUEHHsi TepMiHY NpMAATHOCTI
roTOBOro nikapcbkoro 3acoby) - [ins Toproeoi
YMNaKOBKW - 3MEHLLEHHS TepMiHy npuaaTtHocTi J13 3 48
MicsauiB oo 36 micsuie npu 36epiraHHi Hukye 30 ° C.
BBepneHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
3aTBepAKeHHs; 3MiHK | Tuny - 3MiHK 3 akocTi. FoToBMIN
nikapcbkuit 3aci6. 3MiHV y BUPOBHULTBI. 3MiHW Yy
npoteci BUpoBbHMLUTBA rOTOBOrO Nikapcbkoro 3acoby,
BKITH0HAKOUMN NPOMDKHUIA NMPOAYKT, L0 3aCTOCOBYETLCS
npu BUPOBHULTBI rOTOBOTO flikapcbkoro 3acoby (iHLwui
3MiHM) - He3Ha4Hi 3MiHW y npoLeci BUpobHMLTBA
N3(wenakictb gogaBaHHsA Boan(water addition rate).
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEepAKEHHS; 3MiHN | TUNy - AgMiHICTpaTMBHI 3MiHW.
3MmiHa HaimeHyBaHHs Ta/abo agpecu micus
NpOBafXeHHS AiANbHOCTI BUpOGHWKa/imnopTepa
roTOBOro NiKapcbKoro 3acoby, BKMYa4um ginbHUL
BUNYyCKy cepii abo MicLe NpoBeaeHHs1 KOHTPOSO
AKOCTI. (AiAnbHICTb, 3a AKy Bignosigae
BUPOGHMK/IMNOPTEP, HE BKINOYAOUM BUMYCK CEPIl) -
3miHa Ha3Bu BUpobHMKa HoBapTic PapmacbioTuka,
C.A., IcnaHis (PoHpa ge Canta Mapisa 158, 08210
Bapbepa genb Bennec, BapcenoHa, Icnanis) Ha
3irdpig Bapbepa, C.J1., Icnanisa (PoHaa ge CaHta
Mapis 158, 08210 bap6epa nenb Bennec,
BapcenoHa, IcnaHist), 3 yTOYHEHHAM BUKOHYBaHUX
YHKLin BUpoGHUKa (BUpoBGHMLUTBO, NepBuHHE
nakyBaHHsI, BTOPMHHE NaKyBaHHS, KOHTPOSb SKOCTI),
6e3 3miHu Micust BUpobHuUTBa. BBEAEHHS 3MiH
npoTarom 6 MicauiB nicns 3aTBepmKeHHst; 3miHu |l
Tmny - 3MiHn 3 gxkocTi. A®l. BupobHuuteo. 3miHa
BMPOBHVKa BMXiAHOIO/MPOMIXKHOIO NpoAyKTy/peareHTy,
LLIO BUKOPUCTOBYHOTLCS Y BUpOBOHMYoMy npoueci AdI,
abo 3miHa BMpoOHUMKa (BKOYaoun, e HeobXigHo,
MicLe npoBefeHHs KoOHTponto sikocTi) APl (3a
BifiCyTHOCTI cepTudikaTa BignoBigHOCTI €EBponenchkiii
cbapmakonei y 3aTBepAXeHOMY A0Che)(BBEAEHHS
HOBOro BUpo6HMKa AP, konn He NoJaeTbCa MacTep-
cann Ha ADI Ta LWo BUMarae 3Ha4yHoi 3MiHWN 40
BignoBigHoro po3ainy gocke Ha A®l) -noaaBaHHs
Novartis Pharma Schweizerhalle AG, Rothausstrasse,
4133 Pratteln, WBenuapisa sk anbTepHaTUBHY AiNSAHKY,
BignoBiganeHy 3a BUpobHuuTBO APl. BBEAEHHS 3MiH
npoTsArom 6-T1 MicsLIB Nicns 3aTBEpPKEHHS

NNiBKOBOO

o6onoHkoto, no 50
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Mr; no 7 TabneTok
y GnicTepi; no 2
Gnictepu B
KapTOHHiN kopobui

OnepenwHc FOK
NT[O, Benuka
BputaHia
BnpobHuk ans
NepBUHHOIO Ta
BTOPWHHOIO
nakyBaHHsi Ta
BUMYCK Cepii:
"nmakco Bennkom
C.A,, Icnania
Bunyck cepii:
HoBapTic
dapmacbioTuka,
C. A., IcnaHis
Bupo6HuLTBO,
nepBuHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
KOHTPOIb SIKOCTi:
3irdopig bapbepa,
C.J1.,, Icnanis

L0 BUKOPUCTOBYIOTLCS Y BUPOBHUYOMY npoueci AdI,
abo 3MiHa BMpPOOHUKa (BKHOYao4n, e HeobxigHo,
MicLe npoBefeHHs koHTpornto sikocTi) APl (3a
BiACYTHOCTI cepTudikaTa BiAnoBigHOCTI €BpoNencokin
dapmakonei y 3aTBepmxeHOMY LOCbE)(3MiHM O0
3axopis, NoB'aA3aHnx 3 koHTponem A®I, abo
[ofaBaHHSA AinbHuWLi, Ae NpoBOANTLCA
KOHTPOMb/BUNpoByBaHHSA cepii) - Ao4aBaHHs
anbTepHaTMBHOI AinbHUui Novartis Pharma
Schweizerhalle AG, Rothausstrasse, 4133 Pratteln,
LLIserinapis BignosigansHoi 3a TectyBaHHsA ADI
enbTpombonary onamiHy. BeegeHHsi 3MiH npoTarom 6-
TV MicsILiB Micnsi 3aTBepXeHHS; 3MiHuM | Tuny - 3MiHu
3 sikocTi. APl BupobHuuTBO. 3MiHa BUpoBHUMKa
BMXiAHOro/NPOMI>XKHOTO NMPOAYKTY/peareHTy, Lo
BMKOPMCTOBYIOTbCH Y BUpOoBHM4oMy npoueci AdI, abo
3MiHa BMpOBHUKa (BKMtoYatoun, e HeobxigHo, micue
NpoBeAeHHs1 KOHTponto sikocTi) ADI (3a BigcyTHoCTI
cepTudikaTa BignoBigHOCTi €BpoNenchbKii
capmakonei y 3aTBepmxeHOMY LOCbE)(3MiHM 80
3axopis, no'sA3aHnx 3 koHTponem A®I, abo
[ofAaBaHHSA AinbHWLI, Ae NPpoBOANTLCA
KOHTPOMb/BUNpoBYyBaHHSA cepii) - AogaBaHHs
anbTepHaTuBHoI ginbHuLi Novartis Integrated Services
Ltd., Ipnangis BignosiganbHoi 3a TecTyBaHHa ADI
enbTpombonary onamiHy. BBeaeHHsi 3mMiH npoTtsirom 6-
TV MicsiB nicns 3aTBepaKeHHs; 3MiHu | Tuny - 3MiHK
3 gkocTi. A®l. BupobHuuTBo. 3MiHa BUpOOHUMKa
BMXiAHOro/NPOMI>XKHOTO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTbCS Y BUpoBHUYoMy npoueci AP, abo
3MiHa BMpOGHMKa (BKo4aouun, Ae HeobxiaHo, micue
npoBefeHHs KOHTporto sikocTi) ADI (3a BigcyTHOCTI
cepTudikaTa BignoBigHOCTi EBpoNechbkin
dapmakonei y 3aTBepAXeHOMY A0CLE)(3MiHN A0
3axopiB, NoB'aA3aHnx 3 koHTponem A®I, abo
OofaBaHHs OinbHWL, Ae NPOBOAUTLCS
KOHTpOnb/BUNpobyBaHHs cepii) - AoAaBaHHS
anbTepHaTUBHOI AinbHuLi Solvias AG, LLsenuapis
BignoBiganbHoi 3a TectyBaHHs AD| enbTpombonary
onamiHy. BeBeeHHs 3MiH npoTaroM 6-Tu micsauiB nicns
3aTBepAKEHHS; 3MiHK | Tuny - 3miHu 3 sikocTi. ADI.
Bupo6HuuTBO. 3MiHa BUpOGHUKa
BVXiAHOro/MPOMIDKHOTO NMPOAYKTY/peareHTy, Lo
BVKOPVCTOBYIOTbCH Y BUpobHUYoMy npoteci AdI, abo
3MiHa BUpPOGHMKa (BKIoYakouu, Ae HeobxiaHo, micue
npoBefeHHs KOHTpornto sikocTi) AP (3a BiACyTHOCTI
cepTudikaTa BignoBigHOCTI €BponeichbKii
hapmakonei y 3aTBepaXeHOMY A0ChE)(3MiHU A0
3axopis, NoB'aA3aHnx 3 koHTponem A®I, abo
[04aBaHHSA AinbHWLI, Ae NpoBOANTLCA
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KOHTPOIb/BUNPOBYBaHHS cepii) - AofaBaHHS

anbTepHaTuBHOI AinbHuui Novartis Pharma AG,
LLIserinapis BignosigansHoi 3a TectyBaHHA AI
enbTpombonary onamiHy. BeegeHHsi 3MiH npoTtsirom 6-
TV MicsiLiB nicnsi 3aTBepoKeHHS; 3MiHM | TRy - 3MiHK
3 akocTi. A®I. KoHTponb ADI. 3miHa y napameTpax
cneumdikauivi Ta/abo AONYCTUMMX MEX, BUSHAYEHUX Y
cneumndikauisix Ha APl, abo BUXigHUA/NPOMIXKHUIA
npoayKT/peareHT, LU0 BUKOPUCTOBYHOTLCS Y NPOLIEC
BUPOGHMLUTBa ADI (LONOBHEHHS cneuudikadii HoBUM
NoKa3HWKOM SIKOCTi Ta BignoBigHMM MeTo40oM
BUNPOOYBaHHS) - HE3HAYHI 3MiHM B TEXHIYHMX
XapaKTepucTVKax CUPOBMHM, LLIO BUKOPUCTOBYHOTLCS B
npoueci BupobHuuTea Ad®| ensTpombonary onamiHy;
He3HayHi 3MiHM B npoLeci BUpobHMUTBa cybcTaHLji, a
came 3amiHa "Denatured Ethanol" Ha "Absolute
Ethanol". BeegeHHsi 3mMiH npoTsrom 6-tu micsauis nicns
3aTBepAKEHHSs; 3MiHK | Tuny - 3miHu 3 skocTi. ADI.
KoHTponb A®I. 3miHa y meTopax BunpobysaHHs API
abo BMXigHOro maTtepiany/npomiKHOro
npoayKTy/peareHTy, WO BUKOPUCTOBYETLCS Y MPOLECI
BUpo6HMUTBa AD| (HE3HAYHI 3MiHWN Y 3aTBEPAKEHUX
MeTofax BUNpobyBaHHSI) - HE3HaYHi 3MiHN B NpoLieCi
BunpobyBaHHs (residual solvents method by GC) ans
BuXigHoro matepiany (SB-392033) Ta npomixHoro
NpoAyKTY, L0 BUKOPUCTOBYETLCS B NPOLECI
BUpoGHMUTBa ADI enbTpombonary onamiHy. BeeaeHHs
3MiH NPOTArom 6-TW MICSILB MiCNs 3aTBEPOKEHHS;
3MmiHu | TUny - 3miHm 3 skocTi. APl. KoHTponb AdI.
3miHa y MmeTogax BunpobysaHHa A®Il abo BuxigHoro
marepiany/npoMiKHOro NpoayKTy/peareHTy, LWwo
BUKOPUCTOBYETbLCS y Npoueci BUpobHuTea AP (iHLwi
3MiHN Y MeToAax BUNPOOyBaHHS (BKIOYAKUN 3aMiHy
abo ponoBHeHHs) AD| abo BMXiOHOrO/MPOMIXKHOIO
NpoaykTy) - AOAABaHHS anbTepHaTMBHOI Npoueaypu
BUNpPoOyBaHHSA AN KOHTPOMO B Npoueci BUpobHULTBa
eltrombopag free acid. BBegeHHsi 3mMiH npoTarom 6-tu
MicauiB nicnst 3aTBepaKeHHs; 3MiHu | Tuny - 3miHu 3
skocTi. A®Il. KoHTponb A®l. 3miHa y meTogax
BunpobyBaHHs APl abo BMXigHOro
marepiany/npoMiXXHOro NPoayKTy/peareHTy, Lo
BUKOPWUCTOBYETbLCS y Npoueci BUpobHuuTea AP (iHLwi
3MiHM Y MeToAax BUNpobyBaHHS (BKIOYaUn 3aMiHy
abo gonoBHeHHA) APl abo BMXiAHOrO/MPOMIXXHOTO
NpoayKTy) - AOAaBaHHs anbTepHaTUBHOI Npoueaypu
TecTyBaHHsa nanagijto ona A®| enstpombonary
onamiHy. BBeeHHs 3mMiH npoTaromM 6-Tu micsauiB nicns
3aTBEpAKEHHS; 3MiHM | TUny - 3MiHK 3 aikocTi. ADI.
BupobHuuteo. 3MiHn B npoueci BupobHuuTea AdI

(He3HayHa 3miHa y npoueci BupobHuuTa AdI) -




122 [IpomoBxeHHS J0aTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)

He3HayHi 3MiHW B npoLieci BUNpobysaHHs API
enbTpombonary onamiHy, NoB'sa3aHi 3 BBEAEHHAM
onuioHanbHoi onepadii BUCiBy Ansi ctagii (npomixkHa)
BiNbHOI KMCNOTK enbTpoMbonary. BBeaeHHst 3miH
NpoTArom 6-Tu MicsLiB nicnsi 3aTBepaKEHHS; 3MiHK |
TMny - 3MiHK 3 akocTi. ADIl. CtabinbHicTb. 3MiHa
nepiody NOBTOPHMX BUNpobyBaHb/nepioay 36epiraHHsi
abo ymoB 36epiraHHs A®I (3a BigcyTHOCTI y
3aTBEpAKEHOMY A0CbE cepTudikaTa BignoBigHOCTI
€BponeNncbkin hapmakonei, LWo BKtoYae nepiog
NOBTOPHOro BMNPobyBaHHs) (Nepiod NOBTOPHOrO
BunpobyBaHHs/nepioa 36epiraHHs) - 36inbLueHHst abo
BBEOEHHS nepiogy NOBTOPHOro BUNpobyBaHHs/nepiogy
36epiraHHsi Ha OCHOBI pe3ynbTaTiB AOCHIMKEHb Y
peanbHOMY 4aci - 36irbLUEeHHs nepiogy NOBTOPHOroO
TecTtyBaHHs A®| enbTpombonary onaminy 3 12 micsuis
00 24 micauis npu 36epiraHHi 4o 30 ° C (86 ° F).
BBefgeHHs 3MiH NpoTArom 6-Tn MmicauiB nicns
3aTBepAKeHHs; 3MiHu | Tuny - 3miHK 3 akocTi. FoToBuMIA
nikapcbkuii 3aci6. 3miHn y BUpobHMuTBi. 3amiHa abo
BBeOEHHS 404aTKOBOI AiNbHULI BUPOOHMLTBA Ans
YacTVHKM abo BCbOro BUPOGHMYOro NpoLiecy rotoBoro
nikapcbkoro 3acoby (AiNbHUUSA, Ha SKi NPOBOASATLCS
OyAab-siki BUpOOHWYI cTagil, 3@ BUHATKOM BUMYCKY
Cepii, KOHTPOIIO AKOCTi, MEPBUHHOTO Ta BTOPUHHOTO
nakyBaHHs1, AN HECTEPUIbHUX NiKapCbKNX 3acobiB) -
BBEJEHHS 0AaTKOBOI AiNbHULI BUpobHMLTBa
BifnoBiganbHoi 3a BUpo6HuLTBO J13 - HoBapTic
dapmacbtoTrka, C.A., PoHaa ne CaHta Mapis 158,
08210 bapbepa genb Bennec, bapcenoHa, IcnaHis.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepAKEHHS; 3MiHuM | Tuny - 3miHK 3 sikocTi. MoToBMIA
nikapcbkuii 3aci6. 3mMiHM y BUpoGHULUTBI. 3MiHa
iMnopTepa/amiHu, L0 CTOCYIOTLCS BUMYCKY cepii Ta
KOHTPOIO AKOCTi FOTOBOrO NiKapCbKoro 3acoby (3amiHa
abo goagaBaHHS AinbHULI, Ha SKi 30IACHIOETLCA
KOHTpOnb/BUNpobyBaHHs cepii) - BBEAEHHS
[0AaTKOBOI AinbHULI BUPOOHULITBA BignoBigansHoOI 3a
KOHTponto sikocTi - HoBapTic ®apmacktotuka, C.A.,
Ponpa ne CaHta Mapisa 158, 08210 bapbepa genb
Bennec, bapcenoHa, Icnanis. BBegeHHs 3miH
NpoTHArom 6-Tv MicsLiB nicnsi 3aTBepOXeHHS; 3MiHu |
TMny - 3MiHK 3 SKoCTi. [0TOBMIN Nikapcbkui 3acib.
3MiHM y BUpobHMUTBI. 3amiHa abo BBeEHHS
[04aTKOBOI AinbHULI BUpOOHULTBA Ans YacTuHK abo
BCbOro BUPOBHMYOro NpoLecy roToBOro fikapCbKoro
3aco0y (AinbHULA ANA NEPBUHHOIO NaKyBaHHS) -
BBEAEHHS 40AaTKOBOI AiNbHMLi BUpOBHMLTBA
BiZNOBIganNbHOI 3a NEPBUHHY YNaKOBKY rOTOBOrO
nikapcbkoro 3acoby - Hoeaptic ®apmacbiotuka, C.A.,
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PoHpa ne CaHTa Mapisi 158, 08210 bapbepa aenb

Bennec, bapcenoHa, IcnaHis BeBeaeHHs 3miH
NpoOTArom 6-Tu MicsLiB nicnsi 3aTBepaKEHHS; 3MiHK |
Tuny - 3MiHK 3 siKocTi. FoTOBWI Nikapcbkuii 3acib.
3MiHM y BUpobHMUTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AinbHMLI BUPOBHMLTBA 4NA YacTuHU abo
BCbOro BUPOBHMYOro NpoLiecy roToBOro NikapCbKoro
3acoby (AinbHMUSA ANs BTOPMHHOIO NaKyBaHHS) -
BBEAEHHS 404aTKOBOI AiNbHULI BUPOOHMLTBA
BiANOBIAANbHOI 3@ BTOPUHHY YNaKOBKY rOTOBOrO
nikapcbkoro 3acoby - HoeapTtic ®apmacbtotuka, C.A.,
Ponpa ne Caxta Mapist 158, 08210 bap6epa genb
Bennec, bapcenoHa, IcnaHis BeeaeHHst 3miH
NpoTSArom 6-Tu MicsiLiB nicnsi 3aTBepaKeHHS; 3MiHK |
Tmny - 3MiHKM 3 sikocTi. FoToBUIA NikapcbkMi 3aci6.
3MiHn y BUpOBHMUTBI. 3MiHa iMnopTepa/3miHu, Wwo
CTOCYHTbCS BUMYCKY Cepil Ta KOHTPONIO AKOCTI
roToBOroO fikapcbkoro 3acoby (3amiHa abo foaaBaHHSA
BMPOGHMKA, Lo BiAnoBigae 3a BBe3eHHs Ta/abo
BUMYCK cepii) - Bkntouaroum KOHTposb/BUNpobyBaHHs
cepii - BBEAEHHSA A0AATKOBOI AiNbHULI BignosigansHoOI
3a Bunyck cepii - HosapTic ®apmacstotuka C.A., paH
Bia ne nec Koptc KatanaHec 764, bapcenoHa, 08013,
IcnaHia. BeegeHHst 3MiH npoTsirom 6-tu micsauis nicns
3aTBepAKEHHs1; 3MiHu | Tuny - 3miHK 3 akocTi. FoToBWn
nikapcbkuii 3aci6. 3mMiHW y BUPOBHUUTBI. 3MiHK y
npoLieci BUpoBGHMLTBA rOTOBOrO Nikapcbkoro 3acoby,
BKITHOHAK04M NPOMDKHUIA NMPOAYKT, L0 3aCTOCOBYETLCS
npu BUpOBHULTBI roTOBOrO fikapcbkoro 3acoby (iHLwi
3MiHW) - BBEEHHS anbTepHaTUBHOI ynakosku "Triple
foil PETP/AL/PE bag" ans 36epiraHHs npoaykTy in
bulk ans Bupo6Hmka HoBapTic ®apmackioTuka C.A.
BBeaeHHs 3MiH NnpoTsrom 6-Tu MicauiB nicns
3aTBepAKEHHs1; 3MiHu | Tuny - 3MiHK 3 akocTi. FoToBMIn
nikapcbkuii 3aci6. KOHTpornb roToBOro nikapcbkoro
3acoby. 3miHa y meTogax BunpobyBaHHS roTOBOro
nikapcbKkoro 3acoby (iHWi 3MiHM y meToaax
BMNpoOyBaHb (BKIOYaouM 3amiHy abo JONOBHEHHS)) -
[O[aHHs anbTepHaTUBHOIO MeToay BUNpobyBaHHs 113
3a T. Po3unHeHHs (BKITIOUYEHHS! BUKOPUCTaHHS
3aHypIOKYOro NpUCTPoto). BBeaeHHS 3MiH npoTsrom 6-
TV MicsiLiB nicns 3aTBepXeHHs; 3MiHuM | Tuny - 3MiHu
3 gKkocTi. FoToBUIA nikapcbkuii 3aci6. KoHTpornb
roTOBOro Nnikapcbkoro 3acoby. 3miHa y MmeToaax
BUNpPoOYBaHHS FOTOBOrO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepAKeHNX MeTofax
BMNpobyBaHHs) - 3MiHa 06'eMy ekcTpakuii Ansg meToay
"KinbkicHe Bu3Ha4eHHs", "Oomiliku" npu koHTponi J13.
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns

3aTBepAKeHHs; 3MiHu | Tuny - 3miHn 3 akocTi. FoToBMn
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199.

PEBONAQ™

TabneTku, BKPUTI
NniBKOBOIO

HoBapric

LLsenuapi

Bupo6HuuTBO,

Benuka

nikapcbkuii 3aci6. CtabinbHicTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHs roTOBOro

roTOBOrO fnikapcbkoro 3acoby) - [ins ToproBoi
YNaKOBKW - 3MEHLLEHHS TepMiHy npuaaTtHocTi J13 3 48
MicsuiB oo 36 micsuis npu 36epiraHHi Hx4e 30 ° C.
BBeaeHHs 3MiH NnpoTsArom 6-Tu micauiB nicns
3aTBepKeHHs; 3MiHK | Tuny - 3miHK 3 akocTi. FoToBMI
nikapcbkuii 3aci6. 3MiHK y BUPOBHULTBI. 3MiHN Y
npoueci BUpobHMLTBa rOTOBOrO NMikapCcbkoro 3acoby,
BKIH0HAKUMN NPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCS
npv BUpOBHMUTBI rOTOBOrO flikapcbkoro 3acoby (iHLwi
3MiHW) - HE3HAYHI 3MiHM y Npoueci BUPOBHMLUTBA
N3(wenakictb gogaBaHHsA Boan(water addition rate).
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBepAKeHHS; 3MiHu | Tuny - AgMiHiCTpaTUBHI 3MiHW.
3MmiHa HaimeHyBaHHs Ta/abo agpecu micus
NpoBaXeHHs AisnbHOCTI BUpobHUKa/iMnopTepa
roTOBOrO MiKAPCLKOro 3acoby, BKIOYaUM AiNbHAL
BUNYyCKy cepii abo MicLe NpoBeaeHHs1 KOHTPOSO
SKOCTI. (QisnbHICTb, 3a sIKy Bignosinae
BMPOBHMK/IMNOPTEP, HE BKIOYaouM BUMYCK CEpii) -
3miHa Ha3Bu BUpobHMKa HoeapTic PapmacbioTuka,
C.A., IcnaHisi (PoHpa ge CaHta Mapis 158, 08210
Bapbepa genb Bennec, bapcenoHra, Icnanis) Ha
3irdpig Bapbepa, C.J1., Icnanis (PoHaa ge CaHta
Mapisi 158, 08210 Bapbepa genb Bennec,
BapcenoHa, Icnanis), 3 yTOYHEHHAM BUKOHYBaHUX
YHKLin BUpoGHUMKa (BUpoBGHMLUTBO, NepBuHHE
nakyBaHHs1, BTOPMHHE NaKyBaHHsi, KOHTPOIb SIKOCTi),
6e3 3miHM Micua BMpOoOHMLUTBA. BBEaeHHS 3MiH
npoTarom 6 MicauiB nicns 3aTBepmKeHHst; 3miHu |l
Tuny - 3MiHu 3 sikocTi. A®l. Bupo6HuuTBO. 3MiHa
BMPOGHMKa BMXiAHOrO/MPOMIXKHOIrO NpoAyKTy/peareHTy,
LLIO BUKOPUCTOBYHOTLCS Y BUPOOHMYOMy npoueci API,
abo 3miHa BMpobHUKa (BkMovaruu, e HeobxigHo,
MicLie NpoBeAeHHs KOHTponto aKkocTi) AdI (3a
BiICYTHOCTI cepTudikaTa BignoBigHOCTI €BpoNenchkin
dapmakonei y 3aTBepaKeHOMY [0CbE)(BBEAEHHS
HOBOro BUpo6HMKa AP, konn He NoJaeTbCa MacTep-
chanin Ha ADI Ta LWo BUMarae 3Ha4yHoi 3MiHWU 80
BignoBigHoro po3ainy gocke Ha A®l) -goaaBaHHs
Novartis Pharma Schweizerhalle AG, Rothausstrasse,
4133 Pratteln, LLBenuapis sk anbTepHaTUBHY AiNSHKY,
BignoBigansHy 3a BUpobHuuTBo APl. BBEOEHHS 3MiH
npoTsArom 6-T1 MicsLIB Nicns 3aTBEpPKEHHS

nikapcbKoro 3acoBy (3MeHLUEeHHs TepMiHy NpuaaTHOCTI

06onoHkoto, no 25

Mr; no 7 TabneTtok

dapma Al

a

KOHTPOIb SIKOCTI:
nakco

OnepeiiwHc KOK

Bputanis/
IcnaHis

BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3minu |
Tuny - 3MiHK Woao G6e3nekn/edeKTUBHOCTI Ta

tapmakoHarnagy. BHeceHHs abo 3miHa(n) oo
3060B's13aHb Ta YMOB BuAaui peecTpauinHoro

3a
peuerimom

UA/11300/01/01




125 [IpomoBxeHHS J0aTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
y 6nictepi; no 4 JITA, Benuka nocBiAYeHHs, BKMoYatoun MNnaH ynpasniHHA pusnkamu
Gnictepu B BpuTaHis; (iHWi 3MiHK) 3asiBHMKOM HagaHO OHOBIEHMI MraH
KapTOHHiIN kopooLi Bupo6Huk ans ynpaBniHHS pusmkamm Bepcis 55.0. 3MiHM BHeceHo Ao
nepBUHHOIO Ta yacTtuH: lll «MnaH 3 dapmakoHarnsagy», VII «dopgatkm»
BTOPWHHOIO Yy 3B’s13Ky 3 OHOBIIEHSIM MPOMIXXHUX OaHUX ANS
nakyBaHHA Ta noAaHHs NEPBUHHOIO 3BiTY NPO KNiHiYHE AOCNIMKEHHSA
BUMNYCK cepil: ans gocnipkeHHs RAD200936 (CETB115E2201).
['nakco Bennkom Pestome nnaHy ynpasniHHS pusmkamu Bepcis 55.0
C.A,, Icnanis [OAAaeTbCs
200. | PEBONAQ™ TabneTku, BKPUTI Hosapric LLsenuapi Bupo6HuuTBO, Benuka BHECEHHS 3MiH [0 peecTpauinHmx matepianis: 3MiHu | 3a - UA/11300/01/02
NNiBKOBOO dapma Al A KOHTPOIb SKOCTi: BpwuTaHis/ TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
o6onoHkoto, no 50 [nakco IcnaHis tapmakoHarnagy. BHeceHHs abo 3miHa(u1) oo
Mmr; no 7 TabneTok OnepenwHc FOK 3060B'A3aHb Ta YMOB Buaaui peectpauiiHoro
y GnicTepi; no 2 1T, Benuka nocBigyeHHs, BKtovatoum MNnaH ynpaeniHHA pysmkamm
Gnictepu B BpuTaHis; (iHWi 3MiHK) 3asiBHMKOM HaZaHO OHOBMEHMI MraH
KapTOHHiIN kopobui BrpobHuk gns ynpaeniHHg pu3nkamn Bepcia 55.0. 3MiHn BHeceHo Ao
nepBuHHOrO Ta yactuH: Il «MnaH 3 dapmakonarnsaay», VI «ogaTtkm»
BTOPUHHOIO Yy 3B’s13Ky 3 OHOBIIEHSIM MPOMIXXHUX OaHUX AN
nakyBaHHs Ta NoAAHHS NEPBUHHOTO 3BIiTY NPO KMiHIYHE JOCHIMKEHHS
BUNYyCK cepii: ons gocnigpkeHHs RAD200936 (CETB115E2201).
'nakco Bennkom Pestome nnaHy ynpasniHHA puaukamm Bepcis 55.0
C.A,, Icnanis [ofaetbest
201. | PE3ICTON® Kpanni opanbHi; no NAT YkpaiHa MAT "Tanuudapm" YkpaiHa BHECEHHS 3MiH 0 peecTpauinHmux maTtepianis: 3MiHu | 6e3 - UA/13789/01/01
20 mn abo no 50 "Mannyda Tmny - 3MiHn 3 gxocTi. A®l. BupobHuuteo. 3miHa peuenma
My donakoHi 3 pm" po3mipy cepii (Bkrtoyatoum gianasonn) APl abo
npobkoto- NPOMIDKHOrO MPOAYKTY, SIKUA 3aCTOCOBYETLCS Y NPOLECI
KpanerbHu1Leto; no BMpo6HMLUTBa ADI (36inbweHHs o 10 pasiB nopiBHAHO
1 donakoHy B nayui i3 3aTBEpAKEHNM PO3MipoM) 36inbLUEHHS po3Mipy
cepii A®l, y 3B'3Ky i3 npoBeAeHHAM MacluTabyBaHHs
TEXHOMOoriYHoro npouecy BMpobHuuTea J13.
3arBepaxeHo Poawmip cepii 334,9 kr.
3anponoHoBaHo Po3mip cepii Big 520,0 kr go 650,0 kr.
3miHu | Tuny - 3miHm 3 skocTi. A®l. BupobHuuTBO.
3miHu B npoueci BupobHuutea A®| (HesHavyHa 3miHa y
npoueci BUpobHmuTea APl) HeaHayHa 3MiHa y npoLeci
BMpOGHMLUTBa ADI, y 3B'A3KY i3 NpoBEAEHHSIM
MacLiTabyBaHHSA TEXHOMOTYHOrO NpoLecy
BUpOGHMUTBa J13, a came - BUKNAAEHHSI TEKCTY
KOPOTKOrO OMNMCY TEXHOMOFYHOro NpoLecy Ta
TeXHOIoriyHoi cxemu BupobHuuTea 13 y HoBin
pegakuii
202. | PE3ICTON® Kpanni opanbHi; in MAT YkpaiHa MAT "Tanuudpapm” YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3miHu | - - UA/14765/01/01
bulk: no 20 mny "Mannuda Tmny - 3MiHn 3 gxocTi. A®I. BupobHuuteo. 3miHa
dnakoHi; no 88 pm" po3mipy cepii (Bkntoyaroum gianasoHun) APl abo

hnakoHiB y kopobi
KapTOHHOMY; in
bulk: no 50 mn'y
dnakoHi; no 80
hnakoHiB y kopobi
KapTOHHOMY

NPOMDKHOTO MPOAYKTY, SKWUIN 3aCTOCOBYETLCS Y NPOLIEC
BMpo6HMLUTBa ADI (36inbweHHs o 10 pasiB NopiBHAHO
i3 3aTBEpPOKEHNM PO3MipOM) 36iNbLUEHHST pO3Mipy
cepii A®I, y 3B'A3Ky i3 npoBeAeHHSAM MacLUuTabyBaHHS
TEXHOMOriYyHoro npouecy BMpobHuuTBea J13.
3aTBepaxeHo Poawmip cepii 334,9 kr.
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IIponmosxkeHHs nogaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka
¢opma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Pekna
MyeaH
Hs*

Homep
peecmpayitiHo20
noceio4yeHHs1

3anponoHoBaHo Po3mip cepii Big 520,0 kr go 650,0 kr.
3MiHun | TMny - 3MiHn 3 sikocTi. A®l. BUpobHMLTBO.
3MiHn B npovueci BupobHuuTtea AP| (He3HayHa 3miHa y
npoueci BupobHuutea A®l) HesHayHa 3miHa y npoLeci
BMpobHMUTBa ADI, y 3B'A3KY i3 NPOBEAEHHSIM
MacLTabyBaHHs TEXHOIOTYHOro npoLecy
BMPOGHMUTBA J13, a came - BUKINAAEHHSI TEKCTY
KOPOTKOro OMNMCY TEXHOMOrYHOro MpoLecy Ta
TEXHOSOriYHOI cxemn BUpobHuuTBa 13 y HoBil
pegakuii

203.

PUHO®JTYIM
yuun

cnpen HasanbHWUN,
PO34uH;

no 10 mny
cdnakoHi; no 1
nakoHy 3
po3nunoBayemM B
KapTOHHIN navui

3amboH
C.NA

ITanis

3amboH C.M.A.

ITania

BHECEHHS 3MiH 0 peecTpauinHmux maTtepianis: 3MiHu |
Tmny - 3MiHKM 3 sikocTi. FoToBUIA NikapckkMin 3aci6.
KoHTponb roToBoro nikapcbkoro 3acoby (iHLui 3miHu)
OHOBIEHHS BXe 3aTBEPKEHNX METOAIB KOHTPOIO
SIKOCTi NMikapcbKoro 3acoby, a came: BUKIaaeHHs
TEKCTy Aep>XaBHO MOBO 3riAHO Cy4acHWUX BUMOT.
3MiHn | TMny - 3MiHK 3 sKocTi. FOTOBMI Nikapcbkuii
3aci6. KoHTposb roToBOro nikapcbkoro 3acoby (iHLwi
3MiHn) [MNpuBeaeHHA MeToaiB KOHTPOIIO AKOCTi A0
opuriHanbHUX OKYMEHTIB BUpOOHUKa a came:
BBEJEHHS anbTepHaTUBHOIO BUNPOGYyBaHHSA Ha
iAeHTudiIKaLjio AilYnX PeYOBMH aLeTUNYeCTUiHy Ta
TyamiHorenTtaHy cynbdaty metogom TLUX; y po3aini
“Cknag” cnoBo “po3yunH” 3aMiHunu Ha “npenapar”
BiZNOBIQHO 10 PEECTPALIHOIO NOCBIAYEHHS;
BUAarneHHs 3 TEKCTY TUMOBUX XpoMaTorpam.

6e3
peuenma

UA/8559/01/01

204.

PULUMNHOBA
oniA

oniga no 30 mn,
abo no 50 mn, abo
no 100 mny
nakoHax
CknsiHMX abo
noniMepHnx

AT
"IybHnda
om"

Ykpaina

AT "Jly6Hndapm"

YkpaiHa

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu |
TMny - 3MiHK 3 SKoCTi. [OTOBMI Nikapcbkuin 3acib.
Cuctema KoHTeNHep/3akynoptoBanbHuii 3acib. 3miHa y
NepPBUHHIN yNakoBLii rOTOBOTO flikapcbkoro 3acoby (Tun
KOHTerHepa abo foaaBaHHS HOBOMO KOHTEMHepa) -
Teepai, M’sKi Ta HecTepunbHi pigki nikapceki opmu.
[lonaBaHHA HOBOrO NONIMEPHOro KOHTeNHepa, a came
dnakoHiB 3 nonietunentepedTanarty no 30 mn, 50 mn
abo no 100 mn (Tuny ®BI1-30, $BlM-55A, ®BI1-100),
LLIO KOMMMEKTYIOTHCS KPULLKAMU 3 KOHTPOSIEM NepLLIoro
PO3KPUTTS 3 NOMieTUNEHy HU3bKOro TUCKy (Tuny K®2-1,
K®2-2), 3 BignosigHMMK 3miHamMu y p. «YnakoBkay.
3MiHW BHeceHi B po3ain "YnakoBka" B iHCTPYKLio ANns
MeOMYHOro 3aCTOCyBaHHSA NikapcbKoro 3acoby y
3B"513Ky 3 BBEAEHHSAM [0AaTKOBUX YNaKoBOK, K
HacnifoK - 3aTBePAXKEHHsI TEKCTY MapKyBaHHS
[0[AaTKOBMX YNaKOBOK Nikapcbkoro 3acoby. BBegeHHs
3MiH NpOTHArom 6-Tn MicsiLiB Nicnsi 3aTBepAKEHHSA

6e3
peuenma

He
nionse
ae

UA/8737/01/01

205.

POAKKYTAH
®

kancynu no 10 wmr;
no 10 kancyny
6nictepi, no 3
Gnictepu B
Kopobui

TOB
«Poww
YkpaiHa»

YkpaiHa

BupobHuLTBO
Hepo3dhacoBaHoi
npoaykui,
nepBUHHE Ta
BTOPWHHE
nakyBaHHsi,

Himeuumna/
LLiBenuapis

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu |
Tmny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI €EBponenchkii
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIEeHOro cepTudikarta BignosigHocTi abo
BUIYYEHHs cepTudikaTa BignoBiaHOCTI EBponenchKil

3a
peuenmom

UA/2865/01/02
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IIponmosxkeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
BMNPOOYBaHHS tapmakonei: ans A®Il; onsa BuxigHoOro
KOHTPOIHO SIKOCTI: maTepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
KeTteneHt BUKOPUCTOBYHOTLCS Y BUPOBHULTBI ADI; ans
[xepmari AonomikHoI pevoBnHu (ME-cepTudikat BignosigHOCTI
Eb6epbax M'vbX, €Bponecbkin dapmakonei gns Adl/BuxigHoro
HimevuunHa MaTepiany/peareHTy/npoMixkHOro NpoaykTy abo
lMepBuHHE Ta AONOMiXHOI pevoBuHK) - OHOBREHNI cepTudikaT Bia
BTOPUHHE BXe 3aTBepa)KeHoro BMpobHuka - MNogaHHs
nakyBaHHs, oHoBneHoro NE-cepTudikaTty BignoBigHOCTI
BMNPOOYBaHHS €sponevicbkin dapmakonei CEP: R1-CEP 2003-172
KOHTPOSIHO AKOCTI, Rev 03 (3atBepaxeHo: CEP: R1-CEP 2003-172 Rev
BUMYCK Cepil: 02) ons AONOMIDKHOI peHOBUHU (>kenaTuHy) Big yxe
. XodpdmaHH-J1a 3aTBepkeHoro BmpobHuka Gelatina Group, y 3B'a3ky
Pow NTa, 3 AodaBaHHAM 2 OA4aTKOBUX KpaiH NOXO4KEHHSA
LLisenuapis BuxigHoro matepiany (bonisia Ta Lsenyapisi), Ta
BunpobyBaHHs nopaya oHosrieHoi [E geknapauii; 3minm | Tuny -
KOHTPOSIHO AKOCTI: 3MiHun 3 skocTi. CepTudikat BignosiaHocTi/lE-
. XodbdmaHH-I15 cepTudikaT BianoBigHOCTI €BpONenchbKin
Pow Jitg, dapmakonei/moHorpadii. NMogaHHA HoBoro abo
LLisenuapis OHOBEHOro cepTudikaTta BignoBigHoCTi abo
lenita AT, BUYYEHHS1 cepTudikaTa BignoBigHOCTI €Bponenchkil
Himevuunna capmakonei: ans A®I; onsa BuxigHoro
Bunyck cepii: mMaTtepiany/peareHTy/MpoMiXKHOro NPOAYKTY, WO
. XodbdmaHH-I15 BMKOPUCTOBYOTbCS Y BUPOOHMUTBI APl; ans
Pow JTg, [OMOMDKHOT peYoBUHYM (cepTudikaT BianoBiaHOCTI
LLiseniuapis €Bponelicbkint hapmakonei) - OHoBNeHWn cepTudikat
BiJ yXe 3aTBEpKeHOro BMpobHUKa - MNoaaHHs
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI €EBponenchkin
capmakonei R1-CEP 2004-281-Rev 01
(3aTBepakeHo: R1-CEP 2004-281-Rev 00) ansa [itovoi
PEYOBMHW i30TPETUHOIH Bif 3aTBEPAXKEHOIr0O
BUpoGHuMKa Helsinn Advanced Synthesis SA,
Switzerland, y 3B'a3ky 3i 3MiHOl Ha3BU BUpPOGHKKa ADI
(3aTBepokeHo: Helsinn Advanced Synthesis SA,
Switzerland; 3anponoHosaHo: HAS HEalthcare
Advanced Synthesis SA, Switzerland); 3miHu | TUny -
3MiHK 3 AkocTi. FoToBUIA Nnikapcbkuii 3acid. 3miHn y
BMPOGHMUTBI. 3MiHa iMMopTepa/3miHK, Lo CTOCYTbCS
BUMYCKY Cepii Ta KOHTPOIO SKOCTi FOTOBOro
nikapcbkoro 3acoby (3amiHa abo JogaBaHHA AinbHULI,
Ha SKi 3AiNCHIOETLCA KOHTPONb/BUNPOOYBaHHSA cepii) -
HopaBaHHsi BuUpobHuka enita All, HimeuunHa
(Fammenbbaxep wrpacce 2, Kopnyc 11, 4 nosepx,
69412 Ebepbax,HimeuunHa) BignosiganbHoro 3a
BunpobyBaHHsi koHTponto sikocTi. Menita Al €
KOHTPaKTHOO nabopaTopieto, sika BUKOPUCTOBYETLCS
3apeeCcTpoOBaHNM CalNTOM KOHTPOIO sAKOCTi KeTeneHT
IxepmaHi EGepbax Mm6X, nuwe ans
MikpoBionoriyHnx gocnigkeHb
206. | POAKKYTAH kancynu no 20 mr; TOB YKpaiHa Brpo6HMUTBO Himeuumna/ BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHu | 3a - UA/2865/01/01




128 [IpomoBxeHHS J0aTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
® no 10 kancyn y «Pouw HeposdacoBaHoi LLisenuapis Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/lE- peuenmom
6nictepi, no 3 YkpaiHa» NpoAyKUiT, cepTudikaT BiaNnoBiaHOCTI €BpONenchbKin
Gnictepu B nepBuHHE Ta dapmakonei/moHorpadii. MogaHHsA HoBoro abo
KopobuLi BTOPUHHE OHOBIEHOroO cepTudikata BignosigHocTi abo
nakyBaHHs, BUYYEHHS1 cepTudikaTa BignoBigHOCTIi €Bponenchkin
BUNpobyBaHHS capmakonei: ana A®l; gnsa BuxigHoro
KOHTPOIIO SKOCTI: matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
KeTteneHt BUKOPUCTOBYHOTLCS Y BUPOBHULTBI ADI; ans
[bxepmaHi nonomixHoi pedoBuHm (ME-cepTudikaT BignoBigHOCTI
E6epbax MmbX, €sponeicbkin papmakonei ana AdPl/BuxigHoro
HimevuunHa MaTepiany/peareHTy/npoMixXHOro NPoaykTy abo
[NepBuHHE Ta [OMOMDKHOT peqoBuHM) - OHOBNEHWUI cepTudikaT Big
BTOPUHHE BXe 3aTBepAkeHoro BuMpobHuka - MNogaHHs
nakyBaHHs, oHoBneHoro ME-cepTudikaTty BignosigHOCTI
BUNpobyBaHHs €Bponevickkin hapmakonei CEP: R1-CEP 2003-172
KOHTPOIIO SIKOCTI, Rev 03 (3atBepaxeHo: CEP: R1-CEP 2003-172 Rev
BUMYCK cepil: 02) ons AONOMIDKHOI peyHOBUHM (>kenaTuHy) Big yxe
. XodbdmaHH-I15 3aTBepakeHoro BMpobHuka Gelatina Group, y 3B'A3ky
Pow JTg, 3 ofaBaHHAM 2 OOATKOBUX KpaiH MOXOMKEHHS
LLisenuapis BuxigHoro matepiany (bonisia Ta Lsenyapis), Ta
BunpobyBaHHs nogada oHoeneHoi NE aeknapadii; 3miHn | TUny -

KOHTPOIIO SIKOCTI:
. XodbdmaHH-J15
Pow NTa,
LLisenuapis
lenita AT,
HimeyuunHa
Bunyck cepii:
d.XodmaHH-I5
Pouw NTa,
LLisenuapis

3miHu 3 gkocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BianoBigHOCTI €Bponenchbkin
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBIEHoro cepTudikarta BignosigHocTi abo
BUINyYeHHs cepTudikaTa BignoBiaHOCTI EBponenchKil
capmakonei: ana A®l; onsa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BMKOPUCTOBYIOTBLCS Y BUPOGHMLTBI ADI; ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTi
€sponelicbkin hapmakonei) - OHoBNeHun ceptudikar
Bifl y)Ke 3aTBepAKeHoro BUpobHuka - MoaaHHs
OHOBMEHOro cepTudikaTta BignoBigHOCTI €Bponeinchbkii
dapmakonei R1-CEP 2004-281-Rev 01
(3aTBepmkeHo: R1-CEP 2004-281-Rev 00) gnsa Hitoyoi
PEYOBUHW i30TPETUHOIH Bif 3aTBEPAXEHOro
BMpobHuka Helsinn Advanced Synthesis SA,
Switzerland, y 3B'a3ky 3i 3MiHOI Ha3BM BMPOOHUKa ADI
(3aTBepakeHo: Helsinn Advanced Synthesis SA,
Switzerland; 3anponoHoBaHo: HAS HEalthcare
Advanced Synthesis SA, Switzerland); 3mitn | TUny -
3MiHu 3 sikocTi. FoTOBUMIA Nikapcbkuii 3aci6. 3miHW y
BMPOGHMLTBI. 3MiHa iMMopTepa/3miHu, Lo CTOCYHOTbCS
BUMYCKY Cepii Ta KOHTPOJIO SKOCTi FOTOBOrO
nikapcbkoro 3acoby (3amiHa abo JogaBaHHs AinbHUL,
Ha SKi 30iNCHIOETLCA KOHTPOb/BUNPOOYBaHHSA cepii) -
[opnaBaHHs BUpobHuka enita AN, HimeyuunHa
(Fammenbbaxep wrpacce 2, Kopnyc 11, 4 nosepx,
69412 Eb6epbax,HimeuunHa) BignosiganbHoOro 3a
BunpobyBaHHsi koHTponto skocTi. [enita Al €




129 [IpomoBxeHHS J0aTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
KOHTPaKTHO NnabopaTopieto, sika BUKOPUCTOBYETHLCS
3apeecTpoBaHUM CaiTOM KOHTPOIO sikocTi KeTeneHT
[xepmaHi E6epbax MMOX, nuwe ans
Mikpob6ionoriyHux gocnigkeHb
207. | PO3YNIN® Kancynu Teepai no 3AT YropwuHa NOBHUI LNKI YropwuHa BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3miHu | 3a - UA/16806/01/01
nntoc 40 mr/10 mr, no 10 | dapmaues BMPOOHMLTBA, TMny - AGMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenmom
Kancyn y 6nicrepi; TUYHUIA BKMOYa4m Ta/abo agpecu MicLsl NPOBaXKEHHST QisiNbHOCTI
no 3 Gnictepny 3aBog Bunyck cepii: 3AT BUPOGHMKA (BKIMOYao4umn, 3a HEOOXiAHOCTI, MicLe
KapTOHHiI kopooLi ETIC dapmaLeBTU4HNIA NPOBEAEHHST KOHTPOIIO AKOCTI), abo BnacHuka macTep-
3aBog ETIC, arina Ha AdI, abo noctayanbHuka AdI/BuxigHoro
YropwuHa; matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
NOBHWI LMKN 3aCTOCOBYHOTbCS Y BUPOBHMUTBI ADI (sIKLLO 3a3Ha4eHo
BMPOGHMLTBA, y AOCbE Ha NikapcbKkuii 3acib) 3a BiACYTHOCTI
BKMOYa4m cepTudgikaTa BignoBigHOCTI €Bponeiichbkii
Bunyck cepii: 3AT hapmakonei y 3aTBepmxeHoMy focbe, abo BUpoGHMKa
dPapmaueBTNYHUIA HOBOI JONOMiXKHOI PEYOBMHM (SKLLO 3a3Ha4YeHo y
3asop ETIC, nocbke) 3miHa agpecy BUPOBHUYOT AiNbHUL NPOMIDKHMX
YropwuHa NPOAyKTiB po3yBacTaTuHy LMHKY Jiangsu Alpha

Pharmaceutical Co., Ltd., 6e3 3miHn micus
BMpobHMUTBa. 3aTBepakeHo Jiangsu Alpha
Pharmaceutical Co., Ltd. No. 9 Yanshan Road,
Lakeside New Town Development Zone, Sugian City,
Jiangsu Province, China. 3anponoHoBaHo Jiangsu
Alpha Pharmaceutical Co., Ltd.

No.5, Yanshan Road., Ecological and Chemical
Science and Technology Industry Park, Sugian City,
Jiangsu Province, 223800 China. 3MiHu | Tuny - 3miHu
3 gkocTi. A®l. BupobHuuTtBo. 3MiHM B NpoLieci
BUpoGHMUTBa ADI (iHWi 3mMiHM) 3MiHK B npoueci
BUpoGHMLUTBa ADI, a came- BUNYyYEHHS OOHOIO i3
3aTBEpAKEHNX MeTOoIB CMHTE3yY (synthetic route B) Ta
BUMYYEHHS Ait040i pe4OBUHM pO3yBacTaThHy,
BUrOTOBIIEHOI 32 METOAOM CUHTE3Y B (synthetic route
B). 3miHu | Tvny - 3minu 3 akocTi. API. KoHTpons AdI.
3miHa y napameTtpax cneuudikauin Ta/abo
OOMyCTUMMX MeX, BUSHAUYEHUX y cneumdikaLiax Ha
A, abo BMXigHMIN/NPOMDKHWIA NpOAYKT/peareHT, LWo
BMKOPUCTOBYIOTLCS Y npoLeci BupobHuutea AdI
(BMNyYEHHSA HE3HAYHOTO MOKa3HUKa SIKOCTI (Hanpuknag
BUITy4YEHHS 3acTapinoro nokasHvka)) BHeceHHs 3miH
oo cneundikadii A®l, a came- BUNyYEHHSI HE3HAYHOIO
nokasHuka «lMtome onTuyHe o6epTaHHs». 3MiHu |
Tmny - 3MiHn 3 gxkocTi. A®l. KoHtponb A®I. 3miHa y
MeTofax BunpobyBaHHs A®I abo BuxigHoro
maTepiany/npoMixxHOro NPoAyKTy/peareHTy, Wwo
BMKOPWCTOBYETLCS y npoueci BUpobHuuTBa AP (iHLwi
3MiHM y MeToAax BUNpobyBaHHS (BKMNOYaloun 3amiHy
abo gonoBHeHHs1) A®| abo BMXigHOrO/MPOMIXXHOTO
npoaykTy) 3miHa y meToaax BunpobysaHHa AdI, a
came-A40AaBaHHs anbTepHaTUBHOTO MeToay
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Pekna
MyeaH
Hs*
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peecmpayitiHo20
noceio4yeHHs1

BMNPOBYBaHHS AN KOHTPOSO eHaHTIOMEPHOI JOMILLKK
(Enantiomer Impurity by chiral HPLC (H5213-031)).
3MiHn | TUny - 3MiHK 3 skocTi. A®Il. CTabinbHICTb.
3MiHa nepiofy NoBTOpPHMX BUNpobyBaHb/nepioay
30epiraHHst abo ymoB 36epiraHHs A®I (3a BigcyTHOCTI
y 3aTBEpAXEHOMY O0CbE cepTudikaTa BignoBigHOCTI
€BponeNncbkin hapmakonei, Wo BKtoYae nepiog
NOBTOPHOro BUNPoBYyBaHHs) (3MiHa y 3aTBEpaKeHOMY
npoTokoni ctabineHocTi) BunyyeHHs n.
«EHaHTioMmepHa gomiwka metogom BEPX» 3i
crneundgikauii ctabinbHocTi. EHaHTioMepHa gomiluka
MeToaom BEPX He € o3Hako cTabinbHOCTI, OCKinbku
€ TEXHOMOTYHOI [OMILLKOI, TOMY HE OYiKyETbCH 3MiH
y ii KinbkocTi nig Yac BuNpobyBaHb CTabiNbHOCTI.
3MinHn | Tuny - 3MiHm 3 sikocTi. A®Il. Cuctema
KOHTeWHep/3aKynopoBarnbHWA 3aci6 (iHLwi 3MiHW)
BunyyeHHs uuniHapyyHoro BonokHUcToro 6apabaHy |,
SIK 30BHILLUHBbOrO MakyBasibHOro Matepiarny.
Limninapuynmin BonokHucTun 6apaban
BUKOPUCTOBYETBLCA TiNbKN y BUNaAKy Npoaaxy Aitoyoi
peyoBMHYM, ane komepuinHa gisnbHicte A®I BigcyTHS,
TOMY [laHa 30BHILLIHA YNAaKOBKa HE € akTyarnbHO Ta
BUAansieTbCcs

208.

CArpPAOA®

TabneTku, BKpUTI
NniBKOBOIO
o6onoHkoto, no 10
mr; no 14
TabneTok B
6nicTepi; no 2
6nictepu B nayui

TOB
"APTEPIY
MnaTo"

YkpaiHa

NAT
"KviBmegnpenapa
™
YkpaiHa
(BMpPOOHMLTBO 3
dopmu in bulk
dipmun-
BMpoGHuKa"HEYP
AKCO®APM
®APMACBIOTIKA
JIC, CJ1.", Icnanis)

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3minu |
TMnNy - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS
Ta/abo agpecu MicLsl NPOBafXXEHHsI QisNbHOCTI
BMpPOOHWKa/imnopTepa rotToBoro nikapcbkoro 3acoby,
BKIIONAK04M AinbHULI BUNYCKy cepii abo micue
NpoBeAEHHS! KOHTPOIIO SIKOCTI. (QisSNbHICTb, 3a SKy
BiANOBiAae BUPOOHMK/IMMOPTEp, HE BKIOYAKOUN
BUMYCK cepiln) - 3miHa Ha3Bu dipMu-BMpobHUKa
nikapcbkoro 3acoby in bulk 6e3 3amiHu micus
nNpoBaxeHHs AisnbHOCTI. [ponoHoBaHa peaakuis:
MAT "KniBmegnpenapat” Ykpaina, 01032, m. Kuis,
Byn. CakcaraHcbkoro, 139 (BMpo6HULTBO 3 chopmu in
bulk cipmu-BrpobHuka "HEYPAKCOAPM
PAPMACBIOTIKAJIC, C.J1.", IcnaHis). 3miHn BHeCeHO
B TEKCT MapKyBaHHS yNakoBKM fikapcbKoro 3acoby
o0 Ha3BW BMPOOHKKa nikapcbkoro 3acoby.
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBepOKEHHS. 3MiHu | Tuny - 3miHK Wwopao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsagy (iHwi
3MiHM) - 3MiHN BHECEHO B TEKCT MapKyBaHHs yNakoBOK
nikapcbkoro 3acoby y n. "IHLWE" wopno koHkpeTm3awii
norotuny 3asBHUKa. BBeAeHHsi 3MiH NpOTAroM 6-Tu
MiCsILiB Micnsi 3aTBEPAXKEHHS.

3a
peuenmom

UA/19844/01/01

209.

CAJTIO®AINDbK

TabneTku, BKPUTI
060roHKol10,
KMLLKOBOPO3YUHHI,
no 500 mr; no 10

Op. ®anbk
dapma
MmM6X

HimevumH
a

Bupo6Huk,
BigNoBiganbHUN
3a BUMYCK cepint

KiHLIEBOIO

Himeyunna

BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3minu |
Tmny - 3MiHu 3 sikocTi. A®Il. KoHTponb A®I. 3miHa y
meTogax BunpobyBaHHa ADI abo BuxigHoro
maTepiany/npoMixxHOro NpoAyKTy/peareHTy, Wwo

3a
peuerimom

UA/3745/04/02
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
TabneTtok y npoaykty: Ap. BMKOPUCTOBYETLCS y Npoueci BUpobHMUTBa ADI (iHLUi

6nictepi; no 5 abo
no 10 6nictepiB y
kopo6Li 3 KapTOHY

danbk ®apma
'm6X, HimeuunHa;
BnpobHuk
[030BaHoi hopmu,
KOHTPOIb SIKOCTi:
PotTteHpgopd
dapma 'M6X,
HimevumnHa;
BnpobHuk
[030BaHoi hopmu,
nepBUHHE,
BTOPWHHE
nakyBaHHsi Ta
KOHTPOIb SIKOCTI:
JlozaH ®apma
'm6X, HimeuunHa;
Bupo6Huku,
BiAnoBiganbHi 3a
nepBuUHHE,
BTOPUHHE
nakyBaHHs Ta
KOHTPOIb SIKOCTi:
PoTtTeHgopd
®apma 'M6X,
HimevuunHa; JlosaH
dapma 'mbX,
HimeuuuHa;
Bupo6GHukM,
BignoBiganbHi 3a
KOHTPOMb SKOCTI
Ta
MikpobionoriqHui
KOHTPOIb
HEeCTEPUIbHUX
npoaykTis: CI'C
IHCTUTYT
®peseHiyc MMO6X,
Himeuuuna; NBA
®apma 'mbX,
HimeuuuHa;
HaykoBo-
nocnigHuin
iHCTUTYT
Xennenep M6X,
HimeuuuHa;
Brpo6Huku,
BiAgnoBiganbHi 3a
KOHTPOIb AKOCTI:
'BA ®apma 'M6X,

3MiHM Y MeTodax BUNPOobyBaHHS (BKIOYAKUM 3aMiHy
abo gonoBHeHHs1) AD| abo BMXigHOrO/MPOMIXKHOrO
npoaykTy) 3amiHa aHaniTM4HOro MeToay BU3HAYEHHS
pO3Mipy YacToK Ans Aio40i peYOBMHU MecanasuHy
BnpobHmka APl PharmaZell y 3B'a3ky 3 gogaBaHHSAM
anbTepHaTUBHOI Nla3epHoi cuctemm
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
Himevuunna; HHAC
Jlabop [Op.
Xaycnep 'mbX,
Himevuunna; HHAC
Jlabop [Op.
Xaycnep 'mbX,
HimeyumHa
210. | CUHYNPET® | cuvponno 100 mny | BioHopuka | HimeuunH BioHopuka CE HimeuyunHa BHECEHHS1 3MiH [0 peecTpauiiiux matepianis: 3MiHu 6e3 niodnsie UA/4373/03/01
conakoHi no 1 CE a I Tuny - 3MiHKn Wwoao 6e3nekn/edbekTUBHOCTI Ta peuenma ae
nakoHy 3 MipHUM apmakoHarnsaay (iHwi 3miHn) 3MiHM BHECeHi o
KOBMa4koMm B IHCTPYKLUIii 4NA MeQUYHOro 3acTOCYBaHHS NiKapCbKOro
KapTOHHiI kopooLi 3acoby fo posginis "Cknag" (BHeCceHo yTOYHEHHs 6e3
3MiHM iHdpopmalii), "®apmakonoriyHi BnacTmBocTi"
(BHECeHO pepakLiiHy npasky), "MNMoka3aHHs"
(peparyBaHHs iHdopMaLii 3 MeTor akTyanisauii),
"Cnocib 3acTocyBaHHsi Ta fO3U" (YTOYHEHHS
iHopMauii), "MobivHi peakuii" 3 BignoBigHUMMK
3MiHaMu1 B TEKCTi MapKyBaHHS1 YNakoBOK NikapCbKoro
3acoby.
BBefgeHHs 3MiH NpoTArom 6-Tn MmicauiB nicns
3aTBEPAKEHHS
211. | CUHYMNPET® | Ttabnetku, BKpUTI BioHopuka | HimeuyuunH nepBuHHe Ta HimeyunHa BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3miHu | 3a nionse UA/15267/01/01
EKCTPAKT o6onoHkoto; no 10 CE a BTOPUHHE Tmny: 3MiHn 3 skocTi. APl BupobHuuTeo. 3miHa peuenmom ae
TabneTok y nakyBaHHs, BMPOBHMKa BUXiQHOTO/MPOMIXXHOIO NPOAYyKTy/peareHTy,
6nicTepi; o 2 abo KOHTpOrb Ta LLIO BUKOPUCTOBYHOTLCS Yy BUPOBOHMYOMY npoueci API,
no 4 6nictepu y BUNYCK cepil: abo 3miHa BMpobHuKa (BkMovaruu, e HeobxigHo,
KapTOHHIN kopooLi BioHopuka CE, Micue npoBefeHHs KOHTponto skocTi) APl (3a
Himeuunna BiACYTHOCTI cepTudikaTa BignoBigHOCTI €BpONenchkin
BUPOGHMLTBO in- hapmakonei y 3aTBepaXeHOMY A0Che)(iHLi 3MiHW).
bulk: OHoBReHo nepernik NocTaYanbHNUKIB POCITUHHUX
PotTtenpgopd pe4yoBuH. MocTavansHuk «Hermann Oberhauser» 6yB
dapma 'mbX, [0o4aHU A0 NOTOYHOrO CMMCKY MocTayarnbHUKIB
HimeyuunHa pocnuHHUX peyoBuH (KopiHb ropeyaBku (Radix
BMPOBHMLTBO in- Gentianae)).
bulk 3MmiHu | TUNy: 3miHn 3 sikocTi. A®L. BupobHuuTeo.
Bisenbxose 'M6X, 3miHa BUpOOHMKa BMXigHOIrO/MPOMiXKHOIO
Himeuunna npoayKTy/peareHTy, Lo BUKOPUCTOBYIOTECS Y
BUPOGHMLTBO in- BMpOoGHMYOMY npoueci A®I, abo 3miHa BUpobHUKa
bulk: (Bkntovaroum, ae HeobxigHo, MicLe NpoBeaeHHS
NpareHodapm KOHTporto sikocTi) APl (3a BigcyTHOCTI cepTudikaTa

Anotekep lMownb
M6X, Himeyunna

BigNoBigHOCTI E€Bponenchki papmakonei y
3aTBEPIKEHOMY A0ChE)(iHLi 3MiHW).
OHoOBREHO neperik NocTayanbHNUKIB POCITUHHMX
peyoBuH. MocTtavansHuk «Hermann Oberhauser» 6ys
[00aHWA A0 NOTOYHOIO CMMCKY NocTavanbHUKIB
pocnMHHNX peyoBuH (KBiTKM NepBOLBITY 3 YalLe4Kor
(Flores Primulae cum Calycibus)).
3MmiHu | TUny: 3MiHn 3 sikocTi. A®Il. BupobHuuTBo.
3MiHa BUPOOHWMKa BMXiAHOTO/MPOMIXKHOIO
NpOAYKTYy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
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BMpPoBHMYoMy npoueci AP, abo 3miHa BUpobHUKa
(Bkrtovaroun, fe HeobxigHO, MicLe NpoBeaeHHS
KOHTponto sikocTi) ADI (3a BiocyTHOCTI cepTudbikata
BiAMNOBIAHOCTI €Bponencokini papmakonei y
3aTBEPAKEHOMY A0CHLE)(iHLUI 3MiHK)
OHoBREHO nepernik nocTaYanbHNUKIB POCITUHHKX
peyoBuH. MocTavanbHuk «Krauter Mix GmbH» 6ys
OO[aHUA A0 NOTOYHOTO CMUCKY NocTavanbHUKIB

pocnunHHKUX peyvoBumH (Tpaea wasnto (Herba Rumicis)).

3Minu | TUnY: 3MiHn 3 sikocTi. APl BupobHuuTeo.
3MiHa BUpoGHMKa BUXiQHOTrO/MPOMIKHOMO
NpoAYyKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
BMpOGHMYOMy npoueci A®I, abo 3miHa BUpobHUMKa
(Bkntoyatoun, Ae HeobxigHo, MicLie MpoBeAeHHs
KoHTponto sikocTi) ADI (3a BiocyTHOCTI cepTuddikata
BiAMOBIAHOCTI €Bponencekii apmakonei y
3aTBEpAKEHOMY A0CbE)(iHLUI 3MiHK)
OHoBneHo nepenik NocTavanbHUKIB POCIIMHHUX
peyoBuH. MocTavanbHukM «Hermann Oberhauser» Ta
«Krauter Mix GmbH» 6ynv gogaHi 4o NOTOYHOrO
CMNWCKY NocTavanbHNUKIB POCITMHHMX peyoBuH (KBiTkn
6y3uHn (Flores Sambuci)).
3MinHn | Tuny: 3MiHK 3 sikocTi. ADI. BupobHuUTBO.
3MiHa BUpoGHMKa BUXiQHOTrO/MPOMIKHOMO
NpoAayKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
BMpoGHMYoMy npoueci A®I, abo 3miHa BUpobHUKa
(Bkntoyvatoun, Ae HeobxigHo, MicLie NpoBeAeHHs
KOHTporto sikocTi) AP (3a BigcyTHOCTI cepTudikaTa
BigNoBigHOCTI €Bponenchkii hapmakonei y
3aTBepOKeHOMY A0cbe)(iHLi 3MiHN)
OHoBReHo nepernik NocTaYanbHNUKIB POCITUHHMX
peyoBuH. MocTavanbHuk Ta «Krauter Mix GmbH» 6yB
[04aHWI A0 NOTOYHOIO CMMCKY NocTavanbHUKIB
pocnmHHKUX peyoBuH (Tpasa BepbeHn (Herba
Verbenae)).
3minm Il Tuny: 3miHn 3 sikocTi. A®IL. BupobHuuTtso.
3miHn B npoueci BupobHuutea A®I (3miHa y
nikapcbkomy 3acobi POCMIMHHOIO MOXOMXKEHHS, sika
CTOCYETLCA OAHIET 3 TAKUX XapaKTepUCTUK: [Kepeno
NOXOPKEHHS CMPOBMHM, cnocib BMpobHMUTBa abo
BUIOTOBIIEHHS)
OHoBneHo AokyMeHT «Bumorn GACP» wopno
pocnnHHOI pevoBmHW. Creumndikauis Bunycky
pocnuHHoi pevoBuHM (KBiTkn By3nHn (Flores
Sambuci)) BignosigHo aganToBaHa.
3minm Il Tvny: 3miHn 3 skocTi. A®l. BupobHuuTBo.
3miHun B npoueci BupobHuutea A®I (3miHa y
nikapcbkoMy 3acobi POCNMHHOIO NMOXOAXKEHHS, sika
CTOCYETLCA OJHIET 3 TAKUX XapaKTepUCTUK: [Keperno
NOXOKEHHS CMPOBMHM, cnocib BMpobHuuTBa abo
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BUIOTOBIIEHHS)

OHoBneHo gokymeHT «Bumorn GACP» wogo
pocnuHHOI peyoBMHN. CreuundikaLis BUNycKy
pocnuHHoi pevoBuHm (KopiHb ropeyaskm (Radix
Gentianae)) BignoBigHo aganToBaHa.
3MiHun Il TMny: 3MmiHn 3 skocTi. APl BupobHuuTBO.
3MiHu B npoueci BupobHuutea API (3miHa y
nikapcbkoMy 3acobi POCIIMHHOIO NMOXOAXEHHS, ska
CTOCYETLCA OAHIET 3 TAKUX XapaKTepUCTUK: [HKepeno
NOXOKEHHS! CUPOBMHM, cnocib BMpobHMUTBa abo
BUrOTOBJIEHHS)

OHoBneHo gokymeHT «Bumorn GACP» woao
pocnmHHOI pevoBmHW. Crneumndikauis Bunycky
POCNMHHOI pevoBuHYM (KBITKM NEpPBOLBITY 3 YalLe4Ko
(Flores Primulae cum Calycibus)) BignosigHo
ajanTtoBaHa.
3MiHun Il TMny: 3MiHn 3 sikocTi. APl BupobHuuTBO.
3MiHu B npoueci BupobHuutea APl (3miHa y
nikapcbkoMy 3acobi pOCIIMHHOTO MOXOAKEHHS, Sika
CTOCYETLCA OAHIET 3 TAKUX XapaKTepUCTUK: [Kepeno
NOXOMAXXEHHSI CUPOBMHMK, CNoCib BMpOGHULTBa abo
BUIrOTOBIIEHHS)

OHoBneHo gokymeHT «Bumorn GACP» woao
pocnmMHHOI pevoBuHU. Crneumdikauis Bunycky
pocnuHHoi pevoBuHm (Tpasa waento (Herba Rumicis))
BiAMNOBIAHO ajanToBaHa.
3minm Il Tuny: 3miHn 3 sikocTi. A®IL. BupobHuuTtso.
3miHun B npoueci BupobHuutea A®I (3miHa y
nikapcbkoMy 3acobi POCIMHHOIO NMOXOAXEHHS, sika
CTOCYETLCA OAHIET 3 TaKUX XapaKTepUCTUK: [Kepeno
NOXOPKEHHS CMPOBMHM, cnocib BMpobHuuTBa abo
BUIOTOBIIEHHS)

OHoBneHo AokyMeHT «Bumorn GACP» wopgo
pocnnHHOI pevoBmHW. Crneumndikauis Bunycky
pocnmHHoi peyoBuHu (TpaBa BepbeHun (Herba
Verbenae)) BignosigHo agantoBaHa.
3miHu | TUny: 3MiHn 3 akocTi. A®l. BupobHuuTBo.
3miHu B npoueci BupobHuuTBa A®| (HesHavyHa 3miHa y
npoteci BupobHuuTea Adl)
BupobHunumn onuc 6yB y3romkeHuii 3 BUPOGHNYMM
onvcom A PD HV 60901/02en, sikuin ByB cxBaneHumn
Ans Tiei ) camoi akTUBHOI pe4oBMHU CUHYNPET CyXui
eKCTPaKT 3a AeLeHTpanizoBaHoo npoLieaypoto
DE/H/3813/001/DC.
3minm Il Tuny: 3miHn 3 sikocTi. A®L. BupobHuuTBo.
3miHun B npoueci BupobHuutea A®I (3miHa y
nikapcbkomy 3acobi POCMIMHHOIO MOXOMXKEHHS, sika
CTOCYETLCA OAHIET 3 TAKUX XapaKTepUCTUK: [HKepeno
NOXOPKEHHS CMPOBMHM, cnocib BMpobHuuTBa abo
BUIOTOBIIEHHS).
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
OHoBneHo Bumorn GACP ans BCiX pOCIUHHUX

peyoBUH (B ToMy uncni KeiTkn 6yanHu (Flores
Sambuci)) ekctpakty CuHynpeT. BignosigHo, po3gin
«3.2.S.2.2.1 Onuc npouecy BUpoGHMLTBA Ta
KOHTPOIMIO NPOLLECY POCNMHHOI cyBcTaHUii» Byno
OHOBJIEHO Ta BKMOYEHO AeTarnbHy iHpopmaLito npo
nepBUHHY NepepobKy POCNMHHKX NpenaparTiB
BignosigHo o GACP.
3MiHun Il TMny: 3MmiHn 3 skocTi. APl BupobHuuTBO.
3MiHu B npoueci BupobHuutea API (3miHa y
nikapcbkoMy 3acobi POCIIMHHOTO MOXOMKEHHS, sika
CTOCYETbCS OAHI€ET 3 TaKUX XapakTepUCTUK: JKeperno
NOXOKEHHS CMPOBMHM, cnocib BMpobHuuTBa abo
BUrOTOBIIEHHS).

OHoBneHo Bumorn GACP ans BCiX pOCIUHHUX
peyoBuH (B ToMy unchi KopiHb ropeyvasku (Radix
Gentianae)) ekctpakty CuHynpeT. BignosigHo, po3gain
«3.2.5.2.2.1 Onuc npouecy BMpobHULTBa Ta
KOHTPOIIO NpOoLecy POCIUHHOI cybcTaHLii» 6yno
OHOBJEHO Ta BKIMOYEHO AeTanbHy iHpopmaLito npo
nepBUHHY NepepobKy POCNMHHUX NpenaparTiB
BianosigHo Ao GACP.
3MiHun Il TMny: 3MmiHn 3 sikocTi. APl BupobHuuTBO.
3miHu B npoueci BupobHuutea A®I (3miHa y
nikapcbkoMy 3acobi pPOCIIMHHOTO MOXOAXKEHHS, Sika
CTOCYETbCS OfHIET 3 TaKUX XapakTepUCTUK: JXKEPerno
NOXOKEHHS! CUPOBUMHM, cnocib BMpobHuUTBa abo
BUIOTOBIIEHHS)

OHoeneHo Bumorn GACP ansi BCix poCimMHHUX
peyoBuH (B TOMY Ynchi KBiTkM NepBOLBITY 3 YalLEYKOo
(Flores Primulae cum Calycibus)) ekctpakty
CuHynpeT. BignosigHo, po3gin «3.2.S.2.2.1 Onuc
npotecy BUpoBHULITBA Ta KOHTPOO NpoLecy
poCnuHHOI cybcTaHLii» 6yno OHOBMEHO Ta BKITHOYEHO
AeTarnbHy iHOpMaLito NPO NepBUHHY NepepobKy
poCNMHHWUX NpenaparTis BignosigHo Ao GACP.
3minm Il Tuny: 3miHn 3 akocTi. A®I. BupobHuuTBo.
3miHun B npoueci BupobHuutea A®I (3miHa y
nikapcbkoMy 3acobi POCNIMHHOMO MOXOMKEHHS, sika
CTOCYETLCA OJHIET 3 TAKUX XapaKTepUCTUK: [Keperno
NOXOPKEHHS CMPOBMHM, cnocib BMpobHuuTBa abo
BUIOTOBIIEHHS)

OHoBneHo Bumorn GACP ans BCix poCnMHHUX
peyoBUH (B TOMy uncni Tpaea waento (Herba
Rumicis)) ekctpakty CuHynpeT. BignosigHo, po3ain
«3.2.S.2.2.1 Onuc npouecy BMpobHuuTBa Ta
KOHTPOIIO MPOLLECY POCIMHHOI cyBcTaHLUii» Byno
OHOBJIEHO Ta BKIOYEeHO AeTanbHy iHdopMaLiio npo
nepBUHHY NepepobKy POCIMHHKX NpenaparTis
BignosigHo Ao GACP.
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3MiHu |1 TMny: 3MmiHm 3 sikocTi. APl BupobHMuTBO.
3MiHn B npoueci BupobHuutea AdI (3miHa y
nikapcbkoMy 3acobi POCIIMHHOIO NMOXOAXKEHHS, ska
CTOCYETLCA OAHIET 3 TaKNX XapakTepuCTUK: AKeperno
NOXOMAXKEHHSI CUPOBMHM, CNocib BMpOobHMLTBa abo
BUrOTOBIIEHHS).

OnoBneHo Bumorn GACP ans BCiX pOCITUHHUX
peyoBUH (B TOMy Yncni Tpaea Bep6eHun (Herba
Verbenae).) ekcTpakty CuHynpeT. BignosigHo, po3gain
«3.2.S.2.2.1 Onuc npouecy BUpoGHULTBa Tak
KOHTPOIMIO NpoLeCcy pOCNMHHOI cybeTaHuii» 6yno
OHOBJEHO Ta BKMOYEHO AeTanbHy iHpopmaLito npo
nepBUHHY NepepobKy poCNMHHUX NpenaparTisB
BignosigHo oo GACP.
3MinHn | TMny: 3MiHK 3 sikocTi. APl BupobHuUTBO.
3MiHa BUPOOHWMKa BMXiAHOrO/MPOMIXKHOIO
NpoAYKTy/peareHTy, O BUKOPUCTOBYOTLCS Y
BUpobHM4oMy npoueci A®l, abo amiHa BUpobHMKa
(BKntoyarouun, oe HeobxigHo, MicLe NpoBeaeHHS
KoHTponto sikocTi) ADI (3a BiacyTHoOCTI cepTuddikarta
BigNOBIgHOCTI €BponeWnchkin hapmakonei y
3aTBEPAKEHOMY AOCHE)(iHLLi 3MiHW).
OHoBeHo iHhopMalLiito NPo nocTavanbHUKIB
POCNMHHOI CPOBUHU. [INA KOXHOro noctayansHuka
BKIOMEHa BiANoBiAHa TepuTopis NoxomkeHHs (KopiHb
ropeyaBku (Radix Gentianae)).
3MmiHu | TUny: 3MiHn 3 sikocTi. A®Il. BupobHuuTBo.
3MiHa BUPOOHWMKa BMXiAHOTrO/MPOMIXKHOIO
NpoAYyKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
BMpoGHMYoMy npoueci A®I, abo 3miHa BUpoBHUMKa
(BKntoyaroun, oe HeobxigHo, MicLie NpoBeaeHHS
KOHTponito sikocTi) APl (3a BigcyTHOCTI cepTudikaTa
BigNoBigHOCTI €Bponenchkii hapmakonei y
3aTBepAKeHOMY A0CbE)(iHLi 3MiHN)
OHOBMEHO iHhopMaLiito NPo NocTavanbHUKIB
POCINMHHOI CMPOBUHW. [INA KOXHOro noctavasnbHuka
BKJIIOYEHa BiANoBiAHa TepuTopist NoxomkeHHs (KBiTkn
nepBoUBiTy 3 Yaweykoto (Flores Primulae cum
Calycibus)).
3miHu | TUny: 3MiHn 3 skocTi. A®l. BupobHuuTBo.
3MiHa BUPOOHWMKa BMXiAHOrO/MPOMIXKHOIO
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
BMpOGHMYOoMy npoueci A®I, abo 3miHa BUpobHUuKa
(Bkrtoyaroum, fe HeobXxigHO, MicLle NPoBeAEeHHS
KOHTponito sikocTi) AdI (3a BigcyTHOCTI cepTudikaTta
BiAMOBIAHOCTI €Bponencoki papmakonei y
3aTBepAKeHOMY A0ChE)(iHLi 3MiHN)
OHoBMeHo iHopMaLiito NPo nocTavanbHUKIB
POCNMHHOI CPOBUHU. [INa KOXHOro noctayansHuka
BKIIOMEHa BignosigHa Teputopis noxomxeHHs (Tpasa
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wasnto (Herba Rumicis)).
3MinHn | Tuny: 3MiHn 3 skocTi. API. BupobHUUTBO.
3MmiHa BUpoBGHMKa BUXIQHOTrO/MPOMIXKHOMO
NpoAYyKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
BUpobHM4omy npoueci A®Il, abo 3amiHa BUpoGHMKa
(Bkntoyatoun, Ae HeobxigHo, MicLie MpoBeAeHHS
KOHTporto sikocTi) AP (3a BiAcyTHOCTI cepTudikaTta
BiNOBIgHOCTI €Bponewnchkin hapmakonei y
3aTBEPAKEHOMY A0CHLE)(iHLUI 3MiHK)
OHoBneHo iHopMmaLito MPo nocTavanbHUKIB
POCNVHHOI CUPOBUHW. [INA KOXHOro noctavasnbHuka
BKIHOYeHa BignoBigHa Teputopis noxomkeHHs (KBiTku
6y3uHn (Flores Sambuci)).
3MinHn | Tuny: 3MiHK 3 sikocTi. APl BupobHuUTBO.
3MiHa BUpoGHMKa BUXiQHOTrO/MPOMIKHOMO
NpoAayKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
BUpobHM4oMy npoueci A®l, abo amiHa BUpoGHuKa
(Bkntoyatoun, Ae HeobxigHo, MicLie MpoBeAeHHs
KOHTporto sikocTi) AP (3a BigcyTHOCTI cepTudikaTta
BigNoOBIgHOCTI €BponeWchkin hapmakonei y
3aTBEpAKEHOMY A0CbE)(iHLUI 3MiHK)
OHOBMEHO iHhopMaLiito NPO NocTavanbHUKIB
POCNVHHOI CMPOBUHW. [INA KOXHOro noctavanbHuka
BKIOMEHA BignosigHa Teputopis noxomxeHHs (Tpasa
BepbeHu (Herba Verbenae)).
3MmiHu | TUny: 3MiHn 3 sikocTi. A®Il. BupobHuuTBo.
3miHa BUpOOHMKa BMXigHOIO/MPOMiXKHOIO
NpoAayKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
BMpoGHMYOoMy npoueci A®I, abo 3miHa BUpobHUKa
(Bkntoyatoun, Ae HeobxigHo, MicLie NpoBeAeHHSs
KOHTporto sikocTi) APl (3a BigcyTHOCTI cepTudikaTa
BigMNoBigHOCTI €Bponenchkii papmakonei y
3aTBepOKEHOMY A0cbe)(iHLi 3MiHN)
3MiHa cTocyeTbCs AoAaBaHHs iHpopmalii npo
nepBUHHY Nepepobky NikapCbKoi POCITMHHOI CUPOBUHM
(KopiHb ropevaBku (Radix Gentianae)).
3miHu | TUny: 3MiHn 3 akocTi. A®l. BupobHuuTBo.
3MiHa BUPOOHWMKa BMXiAHOTrO/MPOMIXKHOIO
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
BMpOGHMYOoMy npoueci A®I, abo 3miHa BUpobHUuKa
(Bkrtoyaroum, fie HeobXxigHO, MicLie NPOBeAEeHHS
KOHTponito sikocTi) ADI (3a BiacyTHOCTI cepTudikaTta
BiAMOBIiAHOCTI €Bponenceki apmakonei y
3aTBepAKeHOMY A0Cke)(iHLi 3MiHN)
3MmiHa cTocyeTbes foaaBaHHs iHdopMalii npo
nepBUHHY nepepobKy NikapCbkoi POCITMHHOI CUPOBUHM
(KBiTkn nepBouBiTYy 3 yalueykoto (Flores Primulae cum
Calycibus)).
3miHu | TUny: 3MiHn 3 skocTi. A®l. BupobHuuTBo.
3MiHa BUpOOHWMKa BMXiAHOro/MpOMiXKHOIO
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NpoAYyKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
BUpobHM4omy npoueci A®I, abo amiHa BUpobHMKa
(Bkntoyatoun, Ae HeobxigHo, MicLie MpoBeAeHHS
KOHTporto sikocTi) AP (3a BiACyTHOCTI cepTudikaTta
BiZNOBIgHOCTI €Bponewnchkin hapmakonei y
3aTBEPAKEHOMY A0CHE)(iHLUI 3MiHK)
3MiHa cTocyeTbCa AoaaBaHHs iHgopMmauii npo
NepBUHHY NepepobKy MikapCbKOi POCIMHHOT CUPOBUHM
(Tpaea waento (Herba Rumicis)).
3Minu | TMNY: 3MiHm 3 sikocTi. APl BupobHuuTteo.
3MiHa BUpoGHMKa BUXiQHOTrO/MPOMIKHOMO
NpoAYyKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
BMpOGHMYOMy npoueci A®I, abo 3miHa BUpobHUMKa
(Bkntoyatoun, Ae HeobxigHo, MicLie MpoBeAeHHs
KOHTponto sikocTi) ADI (3a BiacyTHoOCTI cepTuddikarta
BiAMOBIAHOCTI €Bponencekin apmakonei y
3aTBEpAKEHOMY A0CbE)(iHLUI 3MiHK)
3MiHa cTocyeTbCs AoAaBaHHs iHpopmalii npo
nepBUHHY NepepobKy NikapCbKoi POCITMHHOI CUPOBUHM
(KBiTkn 6y3unHm (Flores Sambuci)).
3MinHn | Tuny: 3MiHK 3 sikocTi. APl BupobHuUTBO.
3MiHa BUPOOHWMKa BMXiAHOrO/MPOMIXKHOIO
NpoAYyKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
BMpo6HM4oMy npoueci A®I, abo 3miHa BUpobHUKa
(BKntoyaruu, oe HeobxigHo, MicLie NpoBeaeHHS
KOHTponto sikocTi) AdI (3a BigcyTHOCTI cepTudikaTa
BigMNoBigHOCTI €Bponenchkii papmakonei y
3aTBepAKeHOMY A0CbE)(iHLi 3MiHN)
3miHa cTocyeTbest foaaBaHHs iHdopMalLii npo
nepBUHHY Nepepobky NikapCbkoi POCIUHHOI CUPOBUHM
(TpaBa Bepbenun (Herba Verbenae)).
3MmiHu | TUny: 3MiHn 3 sikocTi. A®Il. BupobHuuTBo.
3miHa BUpOOHMKa BMXigHOrO/MPOMiXKHOIO
npoAayKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
BMpOGHMYOoMy npoueci A®I, abo 3miHa BUpoGHMKa
(Bkntoyvatoun, Ae HeobxigHo, MicLie NpoBeAeHHs
KOHTporto sikocTi) ADI (3a BigcyTHOCTI cepTudikaTa
BiAMOBIiAHOCTI €Bponenceki papmakonei y
3aTBEPIKEHOMY [0ChE)(BBEAEHHS HOBOI AinbHULI, Ae
3AiNCHIOETECS MIKPOHi3aLis)
Wiewelhove GmbH, skuin 6yB cxBaneHuit sk bulk
BMPOBHWK, OAAETLCA SIK AoAaTKoBa AinbHULSA Ans
MiKpOHi3aLii pOCIMHHOrO NpenapaTty CyXoro eKCTPakTy
CuHynper.
3MmiHu | TUNY: AgMiHicTpaTuBHI 3MiHW. 3MiHa
HaiMeHyBaHHs1 Ta/abo agpecy MicLa NPOBaIKEHHS
DisiNbHOCTI BUPOOHMKa (BKMoYarum, 3a HeobXiaHoCTi,
MicLie NPOBEAEHHS KOHTPOMIO SIKOCTi), abo BnacHuka
macTep-darina Ha AdI, abo noctayanbHuKa
Adl/BuxigHoro matepiany/peareHTy/npoMiXXHOro
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NPOAYKTY, L0 3aCTOCOBYHOTECS Y BUPOOHMLTBI ADI
(SIKLLLO 3a3HAYEHO Y AO0ChE Ha NikapCbKuii 3acib) 3a
BiCYTHOCTI cepTudikaTa BignoBigHOCTi €Bponeinchbkin
hapmakonei y 3aTBepaXeHOMY A0Cbe, abo BUPOOHMKa
HOBOI JOMOMIPKHOI PEHOBMHM (SIKLLIO 3a3HAYEHO Y
[0CbE)
3MiHa Ha3BM MiCLe3HaXOMKEHHS nocTavanbHuKa
POCIMHHUX CyBCTaHLin.
3.2.S.2.1 Manufacturers
3aTBepaKeHo:

Oberhauser
Gut Weitmoos 10
83125 Eggstatt
Germany
3anponaHoBaHo:

Herrman Oberhauser
Seeoner Strasse 62
83125 Eggstatt
Germany
3MinHn | TMny: 3MiHK 3 sikocTi. ADI. BupobHUUTBO.
3MiHa BUpOGHMKa BUXiQHOTrO/MPOMIXKHOMO
NpoAayKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
BUpobHM4oMy npoueci A®I, abo 3amiHa BUpoGHMKa
(Bkntovaroum, ae HeobxigHoO, MicLe NpoBeaeHHS
KOHTporto sikocTi) AP (3a BigcyTHOCTI cepTudikaTta
BigMNoBigHOCTI €Bponenchkii papmakonei y
3aTBEPKEHOMY [OChE)(3MiHU 10 3aX0AiB, NOB'sI3aHMX
3 KoHTpornem A®I, abo foaaBaHHA AinbHULI, Oe
NpOBOAUTLCS KOHTPOMbL/BUNPOGYBaHHS cepii)
BkntoueHHs fopgaTtkoBux nabopaTopit Ans nepeBipku
MiKpOBionoriYHOT AKOCTi POCMMHHUX peyoBuWH Labor
L+S AG, Germany; oHoBneHHs po3giny «3.2.5.2.1
BupoBHuk(un)».
3miHu | TUny: 3miHn 3 akocTi. A®I. BupobHuuTso.
3MmiHn BUNpobyBaHb abo AoNyCTUMKX MEX Y MPOLECi
BUpOoGHMUTBa ADI, WO BCTAHOBIEHI Y cneumdikaLisax
(nopaBaHHs HOBOrO BMNPOBYBaHHS Ta AOMyCTUMUX
MeX)

[opaBaHHsa HoBOro BUNpobyBaHHsi «BmicT eTaHony Ta
[OMYyCTUMUX MEX Y BiAHOBINEHOMY eKCTpaKLiiHOMy
PO3UYUHHUKY.
3MmiHu | TUNY: AgMiHiCTpaTUBHI 3MiHW. 3MiHa
HaiMeHyBaHHs1 Ta/abo agpecy MicLa NPOBaKEHHS
LisiNbHOCTI BUPOOHMKa (BKIMOYaKum, 3a HeobXiaHOCTI,
MicLie NPOBEeEHHS KOHTPOMHO SIKOCTi), abo BnacHuka
macTep-darina Ha A®I, abo noctayanbHuKa
Adl/BuxigHoro matepiany/peareHTy/NpoMiXXHOro
NpoAyKTY, L0 3aCTOCOBYHOTLCS Y BUPOOHULTBI ADI
(KO 3a3HaYeHo y AO0ChE Ha MikapcbKuin 3acib) 3a
BiJCYTHOCTI cepTudikaTa BignoBigHOCTi €EBpONenchKil
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)

hapmakonei y 3aTBepaXeHOMY A0Ckbe, abo BUPOOHMKa
HOBOI JOMOMIPKHOI PEHOBMHM (SIKLLO 3a3HAYEHO Y
[0CbE)
3miHa Ha3Bw nabopatopii Labor L+S AG Ha Labor LS
SE & Co. KG y po3ginu «3.2.S5.2.1 BupobHuk(n)» Ta
«3.2.P.3.1 BupobHuk(n)»
3Minu | TUnY: 3MiHm 3 sikocTi. APl BupobHuuTeo.
3MiHa BUpoGHMKa BUXIQHOTrO/MPOMIXKHOMO
NpoAYKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
BMPOBHM4oMy npoueci AP, abo 3miHa BUpOGHMKa
(Bkntoyvatoun, Ae HeobxigHo, MicLie NpoBeAeHHSs
KoHTponto sikocTi) ADI (3a BiacyTHoCTi cepTuddikarta
BiAMOBIAHOCTI €Bponencekin hapmakonei y
3aTBEPKEHOMY [OCHE)(3MiHM 40 3aXOAiB, NOB'A3aHNX
3 KoHTponem AdI, abo goaaBaHHS AinbHULI, Ae
NPOBOANTLCHA KOHTPOL/BMNPOBYBaHHSA cepii)
KoHTpakTHa nabopatopisi «Phytos Labor fiir Analytik
von Arzneimitteln GmbH & Co. KG» 3miHuna Ha3By Ta
agpecy.
3.2.S.2.1 Manufacturers
3aTBepoKeHo:
Phytos Labor fur Analytik von Arzneimitteln GmbH &
Co. KG
Leidnitzstr.9
89231 Ntu-ulm
3anponoHoBaHo:
GBA Pharma GmbH
Ernst-Abbe-StralRe 40
89079 Ulm, Germany
3minu | Tuny: 3miHu 3 sikocTi. A®I. KoHTponb AdI.
3miHa y meToaax BunpobysaHHa AD| abo BuxigHoro
maTepiany/npoMixxHOro NPoAyKTy/peareHTy, Wwo
BUKOPUCTOBYETbLCS y npoueci BUpobHMuTea AP (iHLwi
3MiHN Y MeTodax BUNpobyBaHHSA (BKINOYaUMN 3aMiHy
abo ponoBHeHHS) AD| abo BMXiOHOrO/MPOMIXKHOIO
nNpoAyKTY)

Lis 3miHa cTOCy€eTbCA AONOBHEHHS MeToAy
TecTyBaHHs, 3acHoBaHoro Ha Ph. Eur. moHorpadis
2.4.27. «Baxki meTanu B nikapcbkux npenapaTax
POCIIMHHOIO NOXOKEHHS Ta NpenapaTtax POCIMHHOIO
NoXoXeHHs» aAns Tpaea waento (Herba Rumicis) —
CMEKTPOCKONIs 3 iIHAYKTMBHO 3B’s13aHot0 nnasmoto (ICP-
MS)
3minu | Trny: 3miHu 3 skocTi. A®Il. KoHTponb AdI.
3miHa y MmeToaax BunpobysaHHs AD| abo BuxigHoro
marepiany/npoMiXHOro NpoayKTy/peareHTy, LWo
BMKOPWCTOBYETLCS y npoueci BUpobHuuTBa AP (iHLwi
3MiHM y MeToAax BUNpobyBaHHS (BKMNOYaloun 3amiHy
abo gonoBHeHHA) APl abo BMXiAHOrO/MPOMIXXHOTO
MPOAYKTY)
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)

Lis 3miHa cToCyeTbCA AONOBHEHHS MeToay
TeCTyBaHHs, 3acHoBaHoro Ha Ph. Eur. moHorpadis
2.4.27. «Baxki meTanu B nikapcbkunx npenapaTax
POCIIMHHOIO NOXOMKEHHS Ta nNpenapartax POCIMHHOIo
noxomxeHHs» ana Tpaea Bep6erun (Herba Verbenae)
— CMeKTpoCcKonis 3 iHAYKTMBHO 3B’A3aHOI0 NMa3Moto
(ICP-MS)
3MiHn | TMny: 3miHK 3 sakocTi. ADL. KoHTponb AdI.
3miHa y meTogax BunpobyBaHHs A®I abo BuxigHoro
marepiany/npoMiKHOro NpoayKTy/peareHTy, Lo
BUKOPUCTOBYETbLCS Y npoueci BUpobHuuTea API (iHLwi
3MiHW Y MeToaax BUNpobyBaHHA (BKMNOYaoun 3amiHy
abo ponoBHeHHs) AD| abo BMXiOHOMO/MPOMIXKHOIO
NPOAyKTYy)

Lis 3miHa cTocyeTbCA ONOBHEHHS MeToay
TecTyBaHHs, 3acHoBaHoro Ha Ph. Eur. moHorpadis
2.4.27. «Baxki meTanu B nikapcbknx npenaparax
POCIIMHHOIO MOXOMKEHHS Ta npenapartax POCMHHOIo
noxomkeHHsA» Ans KopiHb ropeyaskn (Radix
Gentianae) — cnekTpockonisi 3 iHOYKTUBHO 3B’13aHOI0
nnasmoto (ICP-MS)
3minm | Tvny: 3miHm 3 akocTi. A®Il. KoHTponb AdI.
3miHa y MeTofax BunpobyBaHHs APl abo BuxigHoro
maTepiany/npoMixXHOro NPoAyKTy/peareHTy, LWwo
BMKOPVCTOBYETLCS y npoueci BUpobHuuTea AP (iHLwi
3MiHM Y MeToAax BUNpobyBaHHA (BKMNOYaoun 3amiHy
abo gonoBHeHHs1) A®| abo BMXigHOrO/MPOMiXXHOIO
NPOAYKTY)

Lis 3miHa cTocyeTbCA JONOBHEHHSI MeToay
TecTyBaHHs, 3acHoBaHoro Ha Ph. Eur. MmoHorpadis
2.4.27. «Baxki meTanu B nikapcbkux npenaparax
POCIIMHHOIO MOXOMKEHHS Ta Mpenapartax POCMHHOIo
noxogxeHHs» aAnsa Keitkun 6y3uHu (Flores Sambuci) —
CMEKTPOCKONMisA 3 iIHAYKTMBHO 3B’A3aHot0 nnasmoto (ICP-
MS)
3minu | Trny: 3miHu 3 sikocTi. A®Il. KoHTponb AdI.
3miHa y meToaax BunpobysaHHa AD| abo BuxigHoro
marepiany/npoMiXHOro NpoayKTy/peareHTy, Lo
BUKOPUCTOBYETbLCS y Npoueci BUpobHuuTea AP (iHLwi
3MiHM Y MeToAax BUNpobyBaHHS (BKIOYaun 3aMiHy
abo gonoBHeHHA) APl abo BMXiAHOrO/MPOMIXXHOTO
NpoAyKTY)

Lis 3miHa cTOCY€ETbCA [ONOBHEHHS MeToAy
TecTyBaHHs, 3acHoBaHoro Ha Ph. Eur. moHorpadis
2.4.27. «Baxki meTanu B nikapcbkux npenapatax
POCIUHHOIO NOXOPKEHHA Ta nNpenapartax POCMHHOTO
noxomxeHHa» ansa KeiTky nepBoLBiTY 3 YaLleykoto
(Flores Primulae cum Calycibus) — cnektpockonis 3
iHOYKTMBHO 3B’si3aHot0 nnasmoto (ICP-MS)
3minm | Trny: 3MiHm 3 sikocTi. A®Il. KoHTponb AdI.
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3MiHa y napameTpax cneuudikauin Ta/abo
[OMNyCTUMUX MEX, BU3HAYEeHMX Y cneumnadikauiax Ha
A®I, abo BUXiOHWI/NMPOMDKHWIA NPOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y NpoLeci BUpobHuuTea API (iHLui
3MiHK)

KBiTkM By3uHN «HaTupaloTbCsi», TOBTO CyUBITTS
BiJOKPEMITIOIOTBLCA Bif KBITKOHDKOK MEXaHIYHUM
BMAMBOM. PocnnHa ckrnagaeTbes TifbKU 3 CYLBITb.
dakTuyHa CTyniHb NOAPIGHEHHS HE 3MIHIOETLCS.
BunpasneHo nuwe onuc y cneumdikawii.
3aTBepoKeHo:
2061201-204SDE-DE-V01
Herbal substance elder flower
Difinition
Degree of comminution: rubber according to DAB
V.4.N6
3anponoHoBaHo:
2061201-204SDE-DE-V002
Herbal substance elder flower
Difinition
Degree of comminution: rubber
3minm | Tvny: 3milm 3 skocTi. A®Il. KoHTponb AdI.
3miHa y napameTpax cneuudikadii Ta/abo
OOMyCTUMMX MEX, BUSHAUYEHUX Y crneundikaLisx Ha
A, abo BMXigHWMIN/NPOMDKHWIA NpoAYKT/peareHT, LWo
BMKOPWCTOBYOTbCS Y npoLueci BupobHuutea AdI
(nopaBaHHs abo 3aMiHa (32 BUHATKOM aKTUBHOI
peyoBMHYM GionoriyHoro abo iMyHOMNOri4YHOro
NoxoKeHHs1) napameTpa cneuudikauii 3 BignosigHUm
MEeTOA0M BUMPOOYBaHHS 3a pe3ynbTaTamu
AocnimkeHb 3 6e3neku abo sKocTi)
BUNpobyBaHHsa Ha Ankanoigu niponiauauHy dyno
rnepeHeceHo 3 roToBOro NPoAyKTy Ha POCIMHHUIA
npenapat « CUHyNpeT Cyxui eKCTpakT»
3anponoHoBaHo: 3.2.S.4.1 Specification (s)
Pyrrolizidine alkaloids, SOP 805521, issue 2: < 1.748
[ppm]
3miHu Il Tuny: 3miHum 3 skocti. ADI. KoHTpornb ADI.
3miHa y napameTpax cneuudikauin Ta/abo
OOMyCTUMMUX MEX, BUSHAUYEHUX y crieumdikaLiax Ha
A, abo BMXiaHWMI/MPOMDKHUIA NpOAYKT/peareHT, LWo
BMKOPUCTOBYIOTLCS Y npoLeci BupobHuutea AdI
(3MiHa no3a Mexamu 3aTBEpPAKEHOrO Aliana3oHy y
cneuudikauii Ha A®I)(B.1.6.1. (a),1I)

Y cneumdikauii BUNycKy KBITKU NPUMYMM 3MIHEHO MeXyY
TEeCTyBaHHsSI NapameTpy 3arasibHoi 3011 BiANOBIAHOCTI
[0 BUMOT YMHHOT MoHorpadpii DAC (2016)
Herbal substance of primula flower
3aTBepoKeHo:

ID TO000081-DE-V1.0
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Purity
Total ash; Ph. Eur.2.4.16:
<8.0 [% (m/m)]
3anponoHoBaHo:
ID TO000081-DE-V2.0
Purity
Total ash; Ph. Eur.2.4.16:
£9.0 [% (m/m)]
3MiHn | TMny: 3miHK 3 skocTi. A®L. KoHTponb AdI.
3MiHa y napameTpax cneuudikauin Ta/abo
[OMNyCTUMUX MEX, BU3HAYEHMX Y cneumndikauiax Ha
A®I, abo BUXiOHMI/MPOMIDKHMIA NPOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTBCS Y npoueci BupobHuutea API (iHwwi
3MiHn)(B.1.6.1. (x),IB)

Onwc cTyneHs nogpibHeHHs BUNpaBneHo B
cneumdikauii BUNYyCcKy POCIMHHOI pevoBuHN KBiTkM
6y3uHun (Flores Sambuci)
3.2.S.4.1 Specification
3aTBepaKeHoO:

Definition
Herbal substance of elder flower
ID TO000083-DE-V1.0
Degree of comminution: rubbed
3anponoHoBaHo:

Definition
Herbal substance of elder flower
ID TO000083-DE-V2.0
Degree of comminution: whole
3minu | Trny: 3miHu 3 sikocTi. A®I. KoHTponb AdI.
3miHa y napameTpax cneuudikauin Ta/abo
OOMyCTUMMUX MEX, BUSHAUYEHUX y crieumdikaLisx Ha
A, abo BMXigHWMI/NPOMIXXHUIA NpoAYKT/peareHT, Wo
BMKOPUCTOBYOTBCS Y NpoLeci BUpobHuutea API (iHwwi
3MiHN)

Onuc cTyneHs noapibHeHHS BUNpaBneHo B
crneundikaLii BUNycKy poCrMHHOI pevoBuHN Tpasa
BepbeHu (Herba Verbenae)
3.2.5.4.1 Specification
3aTBepaKeHo:

Definition
Herbal substance of verbena herb
ID TO000198-DE-V1.0
Degree of comminution: coarsely cut according to
DAB2.8.N5
3anponoHoBaHo:

Definition
Herbal substance of verbena herb
ID TO000198-DE-V2.0
3miHu | Tvny: 3miHm 3 skocTi. A®Il. KoHTponb AdI.
3miHa y napameTpax cneuudikauin Ta/abo
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OOMyCTUMMX MEX, BUSHAUYEHUX y crneundikaLisx Ha
A®I, abo BUXiOHMI/NMPOMIDKHWIA NPOAYKT/peareHT, Wwo
BUKOPUCTOBYIOTbCSA Y Npoueci BupobHuutea ADI (iHwwi

3MiHW)

Onuc cTyneHs nofpibHeHHs BUNpaBreHo B
cneumgikaLii BUNycKy poCrMHHOI pe4oBMHM
KsiTkn nepeouBiTy 3 4awueykoto (Flores Primulae cum
Calycibus)
3.2.S.4.1 Specification
3aTBepaKeHo:

Definition
Herbal substance of primula flower
ID TOO0O0081-DE-V1.0
Degree of comminution: coarsely cut according to
DAB2.8.N5
3anponoHoBaHo:

Herbal substance of primula flower
ID TO000081-DE-V2.0
Degree of comminution: cut
3MiHn | Trny: 3miHK 3 sikocTi. ADL. KoHTponb AdI.
3miHa y napameTpax cneuudikadivi Ta/abo
OOMyCTUMMX MEX, BUSHAUYEHUX y creumdikaLisx Ha
A®I, abo BUXiOHMI/NMPOMDKHMIA NPOAYKT/peareHT, Wwo
BMKOPUCTOBYOTBCS Y npoueci BupobHuutea API (iHwwi
3MiHN)

Onuc cTyneHst nogpibHeHHs BUNpaBneHo B
cneunaikaLii BUNycKy pOCIUHHOI pe4oBUHN
Tpasa waento (Herba Rumicis)
3.2.S.4.1 Specification
3aTBepaKeHo:

Definition
Herbal substance of sorrel herb
ID TO000082-DE-V1.0
Degree of comminution: coarsely cut according to
DAB2.8.N5
3anponoHoBaHo:

Herbal substance of sorrel herb
ID TO000082-DE-V12.0
Degree of comminution: fragmented
3minu | Trny: 3miHm 3 skocTi. A®Il. KoHTtponb AdI.
3miHa y napameTtpax cneuudikauin Ta/abo
OONyCTUMMX MEX, BUSHAYEHUX y crneundikaLisx Ha
A, abo BMXiaHWMI/MPOMDKHUIA NpOAYKT/peareHT, LWo
BMKOPWCTOBYIOTBCS Y npoLeci BupobHuutea API (iHwwi
3MiHN)

Onuc cTyneHs nofpibHeHHS BUNpaBneHo B
cneumdikauii BUNycKy POCITMHHOI PEYOBUHU
KopiHb ropeyasku (Radix Gentianae)
3.2.S.4.1 Specification
3aTBepaKeHO:
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Definition
Herbal substance of gentian root
2060901-204SDE-DE-V006

Degree of comminution: coarsely cut according to

DAB2.8.N5
3anponoHoBaHo:
Definition
Herbal substance of gentian root
ID TO000451-DE-V2.0
Degree of comminution: fragmented

3MiHn | Trny: 3miHK 3 sikocTi. ADL. KoHTponb AL,

3miHa y MeTofax BunpobyBaHHs APl abo BuxigHoro
marepiany/npoMiKHOro NpoayKTy/peareHTy, Wwo

BUKOPUCTOBYETbLCS Y Npoueci BUpobHuLTea AdI

(He3HauHi 3MiHM y 3aTBEpAXXEHNX MeToAax
BUNPOOYBaHHs)

3 BHyTpiWHix npnunH PhytoLab GmbH & Co. KG
HOMepW Ta MeTof, TeCTyBaHHA adanoTOKCUHIB
3miHeHo (KBiTkv nepsouBiTy 3 yaweykoto (Flores
Primulae cum Calycibus)).
3MiHn | Trny: 3miHK 3 sikocTi. ADL. KoHTponb ADI.
3miHa y meToaax BunpobysaHHa A®| abo BuxigHoro
maTepiany/npoMixXHOro NPoAyKTy/peareHTy, Wwo
BMKOPMCTOBYETbLCS y NpoLeci BupobHuutea AdI
(He3HayHi 3MiHM y 3aTBEPMKEHUX MeToAax
BUNPOBYBaHHs)

3 BHyTpiWwHix NnpuunH PhytoLab GmbH & Co. KG
HOMEepY Ta METO[, TECTYBaHHS adpanoTOKCUHIB
3MiHeHo (KBiTku 6y3uHu (Flores Sambuci)).
3minu | Tuny: 3miHu 3 sikocTi. A®I. KoHTponb AdI.
3miHa y meToaax BunpobysaHHa AD| abo BuxigHoro
maTepiany/npoMixxHOro NPoAyKTy/peareHTy, Wwo
BMKOPUCTOBYETbLCS y NpoLeci BupobHuutea AdI
(He3HayHi 3MiHM y 3aTBEPMKEHUX MeToAax
BUNPOBYyBaHHS).

3 BHyTpiWwHix NnpuunH PhytoLab GmbH & Co. KG
HOMepW Ta MeTOA, TeCTyBaHHsi adhanioTOKCUHIB
3miHeHo (TpaBa waento (Herba Rumicis)).
3minu | Trny: 3miHu 3 sikocTi. A®L. KoHTponb AdL.
3miHa y MmeTogax BunpobysaHHA AD| abo BuxigHoro
maTepiany/npoMixXHOro NPoayKTy/peareHTy, Lo
BMKOPUCTOBYETbLCS y NpoLeci BupobHuutea AdI
(He3HayHi 3MiHM y 3aTBEPMKEHUX MeToAax
BUNPOBYyBaHHS).

3 BHyTpiWHix npuunH PhytoLab GmbH & Co. KG
HOMEpW Ta METO[, TECTYBaHHS adanoTOKCUHIB
3miHeHo (TpaBa Bep6enu (Herba Verbenae)).
3minu | Tuny: 3miHu 3 sikocTi. A®L. KoHTponb AdL.
3miHa y MmeToaax BunpobysaHHA AD| abo BuxigHoro
marepiany/npoMixXHOro NpoayKTy/peareHTy, Lo
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BMKOPWUCTOBYETLCS y Npoueci BUpobHuutea AdI
(He3HayHi 3MiHK y 3aTBEpMXEHUX MeToaax
BunpobyeaHHs)(b.1.6.2. (a),Ib
3 BHyTpiWHiX NnpuunH PhytoLab GmbH & Co. KG
HOMepu Ta MeTOA TeCTyBaHHsi adharioTOKCUHIB
3MiHeHo (KopiHb ropeyaBku (Radix Gentianae)).
3minn | Tuny: 3milm 3 akocTi. A®Il. KoHTponb AdI.
3miHa y MeTofax BunpobyBaHHs A®I abo BuxigHoro
maTepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BMKOPWUCTOBYETLCS Y Npoueci BUpobHuutea AdI
(He3HayHi 3MiHM y 3aTBEPAXEHUX MeToaax
BUNPOOYBaHHS)

OHOBMNEHO MEeTOAMKY KOHTPOIto adnaToKCUHIB
KOHTpakTHoto nabopaTtopieto Phytos Labor fiir Analytik
von Arzneimitteln GmbH & Co. KG gns Bcix
pocnMHHUX peyoBuH. KopiHb ropevasku (Radix

Gentianae)
3.2.5.4.2.2 Analytical procedures — Mycotoxins
3aTBepaKeHoO:
Phytos metod PV.11.P019 02, date March 12 th, 2012
3anponoHoBaHo:

Phytos metod PV.11.P019_03, date May 14 th, 2014
3MiHn | Trny: 3miHK 3 sikocTi. ADL. KoHTponb ADI.
3miHa y MmeTogax BunpobysaHHs AD| abo BuxigHoro
marepiany/npoMiKHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYETbLCS y NpoLeci BupobHuutea AdI
(He3HayHi 3MiHM y 3aTBEpAXXEHNX MeToAax
BMNPOBYyBaHHS).

OHOBNEHO METOAUKY KOHTPOSO adnaTOKCUHIB
KOHTpakTHot nabopatopieto Phytos Labor fir Analytik
von Arzneimitteln GmbH & Co. KG ans Bcix
POCIMHHMX peYOoBWH. KBITOK NEpBOLBITY 3 YaLLeyKo
(Flores Primulae cum Calycibus)
3.2.5.4.2.2 Analytical procedures — Mycotoxins
3aTBepoKeHo:

Phytos metod PV.11.P019_02, date March 12 th, 2012
3anponoHoBaHo:

Phytos metod PV.11.P019_03, date May 14 th, 2014
3minu | Trny: 3miHu 3 sikocTi. A®L. KoHTponb AdL.
3miHa y MmeToaax BunpobysaHHA AD| abo BuxigHoro
maTepiany/npoMixXHOro NPoayKTy/peareHTy, Lo
BMKOPUCTOBYETbLCS y NpoLeci BupobHuutea Ad|
(He3HayHi 3MiHM y 3aTBEPMKEHUX MeToAax
BUNPOOYBaHHs)

OHOBNEHO METOAUKY KOHTPOSO adnaTOKCUHIB
KOHTpakTHo nabopaTtopieto Phytos Labor fiir Analytik
von Arzneimitteln GmbH & Co. KG ans Bcix
POCNMHHUX peyoBuH. Tpasu wasnto (Herba Rumicis)
3.2.5.4.2.2 Analytical procedures — Mycotoxins
3aTBepaKeHO:
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
Phytos metod PV.11.P019_02, date March 12 th, 2012

3anponoHoBaHo:

Phytos metod PV.11.P019 03, date May 14 th, 2014
3minm | Trny: 3milm 3 akocTi. A®Il. KoHTponb AdI.
3miHa y MeTofax BunpobyBaHHss A®I abo BuxigHoro
maTepiany/npoMixXHOro NPOAYKTy/peareHTy, Wwo
BMKOPWUCTOBYETLCS y Npoueci BUpobHuutea AdI
(He3HayHi 3MiHM y 3aTBEpPAXEHNX MeToAax
BUNPOOYBaHHS)

OHOBMNEHO MEeTOAMKY KOHTPOIto adnaToKCUHIB
KOHTpakTHoto nabopaTtopieto Phytos Labor fiir Analytik
von Arzneimitteln GmbH & Co. KG ans Bcix
pOCnUHHMX peyoBuH. KeiTok By3nHu (Flores Sambuci)
3.2.5.4.2.2 Analytical procedures — Mycotoxins
3aTBepoKeHo:

Phytos metod PV.11.P019_ 02, date March 12 th, 2012
3anponoHoBaHo:

Phytos metod PV.11.P019 03, date May 14 th, 2014
3minm | Tvny: 3miHm 3 akocTi. A®Il. KoHTponb AdI.
3miHa y MeTofax BunpobyBaHHs A®I abo BuxigHoro
maTepiany/npoMixXHOro NPoAyKTy/peareHTy, Wwo
BMKOPVCTOBYETLCS y NpoLeci BupobHuutea AdI
(He3HauHi 3MiHM y 3aTBEpAXXEHNX MeToAax
BUNPOBYBaHHs).

OHOBMNEHO MEeTOAMKY KOHTPOIo adnaToKCUHIB
KOHTpakTHot nabopatopieto Phytos Labor fir Analytik
von Arzneimitteln GmbH & Co. KG ans Bcix
POCMUHHMX pevoBuH. Tpasu Bepbenn (Herba

Verbenae)
3.2.S.4.2.2 Analytical procedures — Mycotoxins
3aTBepoKeHo:
Phytos metod PV.11.P019_02, date March 12 th, 2012
3anpornoHoBaHo:

Phytos metod PV.11.P019_03, date May 14 th, 2014
3minn | Tvny: 3milm 3 skocTi. A®Il. KoHTponb AdI.
3miHa y MmeTogax BunpobysaHHs AD| abo BuxigHoro
marepiany/npoMiKHOro NpoayKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS y NpoLeci BupobHuutea AdI
(He3HayHi 3MiHM y 3aTBEpOXEHNX MeToAax
BUNPOBYyBaHHS).

OHoBneHo meTog aHanizy B PY PM 348 Ha
crneundiYHUn aHaniTUYHUIA MapKep XNOopPOreHoBol
kucnoTu (Sinupret dry extract).
3aTBepaKeHo:
3104601-204SDE-DE-V01
Assay
Chlorogenic acid; B PY PM 348/02
3anponoHoBaHo:
3104601-204SDE-DE-V003

Assay
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Chlorogenic acid; B PY PM 348/03
3MiHn | TMny: 3miHK 3 sakocTi. A®L. KoHTponb AdI.
3miHa y MeTofax BunpobyBaHHss A®I abo BuxigHoro
marepiany/npoMiKHOro NpoayKTy/peareHTy, LWwo
BUKOPUCTOBYETLCS Y NpoLeci BUpobHuuTea AdD|
(He3HayHi 3MiHM y 3aTBEPAXEHNX MeToAax
BUNPODOYBaHHS).

OHoBneHo mMeToA aHanisy B PY PM 346 Ha
crneungiyHnn aHaniTMYHKMn Mapkep draBoHoig X
(Sinupret dry extract).
3aTBepoKeHo:
3104601-204SDE-DE-V01
Assay
Flavonoid X, calculated as rutoside; B PY PM 346/02
3anponoHoBaHo:
3104601-204SDE-DE-V003
Assay
Flavonoid X, calculated as rutoside; B PY PM 346/03
3minm | Tvny: 3milm 3 skocTi. A®Il. KoHTponb AdI.
3miHa y MeTofax BunpobyBaHHs A®I abo BuxigHoro
maTepiany/npoMixXHOro NPoAyKTy/peareHTy, Wwo
BMKOPVCTOBYETLCS y NpoLeci BupobHuutea AdI
(He3HauHi 3MiHM y 3aTBEpAXXEHNX MeToAax
BunpobyBaHHs). OHoBneHo meTod aHanisy B PY PM
347 Ha cneumndivHuiA aHaniTUYHMIA Mapkep draBoHoIA
Q (Sinupret dry extract).
3aTBepaKeHo:
104601-204SDE-DE-V01
Assay
Flavonoid Q, calculated as hyperoside; B PY PM
347/02
3anponoHoBaHo:
3104601-204SDE-DE-V003
Assay
Flavonoid Q, calculated as hyperoside; B PY PM
347/03
3minm | Tvny: 3milm 3 skocTi. A®Il. KoHTponb AdI.
3miHa y MmeToaax BunpobysaHHA AD| abo BuxigHoro
maTepiany/npoMixxHOro NpoayKTy/peareHTy, Wwo
BVKOPVCTOBYETbLCS y npoLeci BUpobHuuTea AdI
(He3HayHi 3MiHM y 3aTBEPMKEHUX MeToAax
BUNPOBYBaHHS).

OHoBneHo meTop aHanidy B PY PM 345 Ha
cneuundiyHuiA aHaniTuyHMn mapkep MeHTronikposva B
(Sinupret dry extract).
3aTBepoKeHo:
3104601-204SDE-DE-V01
Identity of the herbal substaces in the active substance
Gentianae radix via gentiopicroside (HPLC); B PY PM
345/03
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Assay
Gentiopicroside, B PY PM 345/03
3anponoHoBaHo:
3104601-204SDE-DE-V003
Identity of the herbal substaces in the active substance
Gentianae radix via gentiopicroside (HPLC); B PY PM
345/03
Assay
Gentiopicroside, B PY PM 345/04
3minm | Tuny: 3milm 3 akocTi. A®Il. KoHTponb AdI.
3miHa y MeTofax BunpobyBaHHs APl abo BuxigHoro
maTepiany/npoMixxHOro NpoaykTy/peareHTy, Lo
BMKOPVCTOBYETbLCS y NpoLeci BupobHuutea AdI
(He3HayHi 3MiHM y 3aTBEPIAXXEHUX MeToaax
BUNPOOYBaHHS).

OHoeneHo meTog aHanidy B PY PM 349 Ha
crneungiyHnn aHaniTMYHKMn Mapkep BepbeHaniH
(Sinupret dry extract).
3aTBepaKeHoO:
3104601-204SDE-DE-V01
Assay
Verbenalin; B PY PM 349/02
3anponoHoBaHo:
3104601-204SDE-DE-V003
Assay
Verbenalin; B PY PM 349/03
3minu | Tuny: 3miHu 3 sikocTi. A®Il. KoHTponb AdI.
3miHa y napameTtpax cneuudikauin Ta/abo
OOMyCTUMMX MEX, BUSHAYEHUX y cneumdikaLiax Ha
A, abo BMXigHWMIN/NPOMIXXHWIA NpOAYKT/peareHT, Wo
BVIKOPVCTOBYIOTbCSH Y npoLeci BupobHuutea API
(BUNYYEHHS HE3HAYHOIO MOKa3HWKa SIKOCTi (Hanpuknag
BUITyYEHHS 3aCTapinoro nokasHuka)).

Y 3anponoHoBaHin cneumndikauii napameTp cMak
BUKITIOYEHO 3i cneyndikaLii pocnuMHHOro npenapary
«CUHYNpeT CyXuih eKCTpakT»
3aTBepoKeHo:
3104601-204SDE-DE-V01
Herbal preparation “Sinupret dry extract”.
General characteristics
Taste, Sensory test: bitter
3anponoHoBaHo:
3104601-204SDE-DE-V002
Herbal preparation “Sinupret dry extract”.
Characteristics: -
3minu | Trny: 3miHm 3 skocTi. A®Il. KoHTtponb AdI.
3miHa y napameTtpax cneuudikauin Ta/abo
OOMyCTUMMX MEX, BUHAYEHUX y cneumdikaLisx Ha
A, abo BMXiaHWMI/MPOMDKHWIA NpOAYKT/peareHT, LWo
BVIKOPVICTOBYIOTbCS Y npoueci BupobHuuytea API
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(BUNYYEHHA HE3HAYHOrO NOKa3HMKa SKOCTi (Hanpuknag
BUITy4YEHHS 3acTapinoro nokasHukay))
BuknoueHHs napameTpy cMak i3 NpornoHoBaHol
cneuudikauii Ana KeiTkv nepsoLBITY 3 YalLE4Ko
(Flores Primulae cum Calycibus)
3aTBepoKeHo:
2061001-204SDE-DE-V01
herbal substance primula flower
General characteristics
Taste, Sensory test: sweetish
3anponoHoBaHo:
2061001-204SDE-DE-V002
herbal substance primula flower
Characteristics: -
3MiHn | Trny: 3miHK 3 sikocTi. ADL. KoHTponb ADI.
3miHa y napameTpax cneuudikauin Ta/abo
[OMNyCTUMUX MEX, BU3HAYEHMX Y cneumndikauiax Ha
A®I, abo BUXiOHMI/MPOMIDKHWIA NPOAYKT/peareHT, Wwo
BMIKOPVCTOBYIOTbCSA Y npoueci BupobHuuytea AdI
(BUMNYYEHHSA HE3HAYHOIO NMOKa3HWKa SIKOCTi (Hanpuknag
BUITyYEHHS 3acTapinoro nokasHukay))
3MiHu LWoAo napaMeTpiB CMak Ta 3anax y
cneundikauii ana Tpaewu waento (Herba Rumicis)
3aTBepoKeHo:
2061101-204SDE-DE-V004
Herbal substance sorrel herb
General characteristics
Odour, sensory test: hey-like
Taste, sensory test: sour, astringent
3anponoHoBaHo:
2061101-204SDE-DE-V005
Herbal substance sorrel herb
Characteristics:

Odour: hey-like
Taste: sour, astringent
3minu | Tuny: 3miHu 3 sikocTi. A®Il. KoHTponb AdI.
3miHa y napameTpax cneuudikauin Ta/abo
OOMyCTUMMUX MEX, BUSHAUEHUX Y crieumdikaLiax Ha
ADI, abo BMXigHWUIN/NPOMiXHWIA NpoAYKT/peareHT, Wo
BVIKOPVICTOBYIOTbCS Y npoLeci BupobHuutea A®I
(BUNYYEHHS HE3HAYHOIO MOKa3HMKa SIKOCTi (Hanpuknag,
BUIMYYEHHS 3aCTapinoro nokasHukay))

TecT Ha TekcT/mMakeT Binblue He BUKOHYETbCS K
BidyanbHWI TeCT cniBpobiTHMKamMu naboparopii.
CucTeMa NopiBHSIHHSI 306paXeHb BUKOPUCTOBYETLCS
0115 NOPIBHSIHHA TEKCTY Ta MakeTa BiabuTtka Ha
antoMmiHieBin onb3i 3 A0BIAKOBUM JOKYMEHTOM.
TekcT/MakeT, UMPOBUIA TECT Ha AOBIAKOBUN
[OKYMEHT: MOBMHEH BiAMOBIAaTU BUMOram.
3minu | Trny: 3MiHm 3 sikocTi. CepTuddikat
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BignosigHocTi/lE-cepTudikaTt BignosigHoCTI
€Bponeickki hapmakonei/MoHorpadii. 3miHu,
NnoB'si3aHi 3 HeOOXiAHICTIO NpMBeaEeHHS Yy BiANOBIQHICTD
0o moHorpadii PY abo €sponeiicbkoi hapmakonesi,
abo iHWoi HauioHanbHoi chapmakonei aepxasm €C
(3miHa y cneumdikauisix, NoB'A3aHa 3i 3amiHO BUMOr
MoHorpadii APY abo iHWwoi HauioHanbHOi hapmakonei
nepxasu €C Ha BUMOrM MoHorpadii €BponencbKkoi
capmakonei)(b.111.2. (8),IB)
3MiHu cneuudpikauii «kopiHb ropevaBku (Radix
Gentianae)» BignosigHin moHorpadii Ph.Eur
3MiHn | Tuny: 3miHK 3 sikocTi. CepTudpikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponeickkin hapmakonei/MoHorpadii. 3miHu,
noB'si3aHi 3 HeobXiAHICTIO NpMBeaeHHS Yy BigNOBIAHICTb
Ao moHorpadii 1®Y abo €sponencbkoi hapmakoner,
abo iHLWOoi HauioHanbHoi hapmakonei gepxasn €C
(3miHa y cneuudikauisix, nos'sasaHa 3i amiHamu B Y,
abo €Bponencobkin hapmakonei, abo iHLwin
HauioHanbHin dbapmakonei gepxasn €C).
3amicTb NnapameTpa cMak napameTp BU3HAYaETbCS K
«XapaKkTepucTuKa», ika He NepeBipseTbCa Mg Yac
Bunycky napTii. MapameTp «3anax» NOBHICTIO
BMOanNsAeTbCs i3 cneumdikauii KOopeHsi ropeyaBku.
3miHn | Trny: 3miHn 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignosigHoCTI
€Bponevicbkin dapmakonei/MmoHorpadii. 3miHu,
noB'si3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BIAMNOBIAHICTD
0o MoHorpadii 1®Y abo €sponeickkoi hapmakoner,
abo iHWoi HauioHanbHOT dhapmakonei aepxasu €C
(3miHa y cneumdikauisx, nos's3aHa 3i 3MiHamu B [1PY,
abo €sponeicbkin hapmakonei, abo iHLWin
HauioHanbHi hapmakonei gepxasu €C).
OHOBREHO NocunaHHA Ha CTyMiHb NOAPIGHEHHS
POCMMHHOI PEe4YOBWHM KBITKM NpumMynun B HiMeLbkin
apmakonei (DAB). Cam «cTyniHb NoapibHEHHsI» He
3MiHMBCS, 3MiHMBCS NnuLie Homep MoHorpadii.
3aTBepoKeHo:
2061001-204SDE-DE-V01
Difinition
Degree of comminution: coarsely cut according to DAB
V.4.N6
3anponoHoBaHo:
2061001-204SDE-DE-V002
Difinition
Degree of comminution: coarsely cut according to DAB
2.8.N5
3minu | Trny: 3MiHn 3 sikocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponenckkin dapmakonei/MoHorpadii. 3miHun,
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noB'si3aHi 3 HEOBXIAHICTIO NPUBEAEHHS Y BIiAMNOBIAHICT
0o MoHorpadii 1Y abo €Bponeincbkoi hapmakoneri,
abo iHWoi HauioHanbHoi chapmakonei aepxasm €C
(3miHa y cneuudpikauisix, nos'asaHa 3i amiHamu B J®Y,
abo €Bponeicbkin hapmakonei, abo iHLWin
HauioHanbHin hapmakonei aepxaeu €C)
OHOBMNEHO NOCUMNaHHS Ha CTyNiHb NOAPIOHEHHS
POCINMNHHOI pe4oBUHM TpaBu BepbeHun B HimeLbkil
dapmakonei (DAB). Cam «cTyniHb NogpiOHEHHSI» He
3MiHMBCS, 3MiIHMBCS NnuLie Homep MoHorpadii.
3aTBepoKeHo:
2061001-204SDE-DE-V01
Difinition
Degree of comminution: coarsely cut according to DAB
V.4.N6
3anponoHoBaHo:
206130-204SDE-DE-V002
Difinition
Degree of comminution: coarsely cut according to DAB
2.8.N5
3MiHn | Trny: 3miHK 3 sikocTi. ADL. KoHTponb AdI.
3miHa y meToaax BunpobysaHHA AD| abo BuxigHoro
marepiany/npoMixxHOro NpoaykTy/peareHTy, LWo
BMKOPMCTOBYETbLCS y NpoLeci BupobHuutea AdI
(He3HayHi 3MiHM y 3aTBEPMKEHUX MeToAax
BUNPOBYBaHHs)

KoHTpakTHa nabopatopis PhytoLab GmbH & Co KG,
BiAMOBiAanbHa 3a TecTyBaHHA adnaToKCHHIB Y
POCMUHHUX NpenapaTtax, 3MiH1Mna MeTof, TECTYBaHHs!
KopeHsi ropevaBku. Metog TectyBaHHa SOP 805021,
issue 1 6yno 3miHeHo Ha SOP 805038, issue
2

3minu | Trny: 3miHu 3 sikocTi. A®I. KoHTponb AdI.
3miHa y meToaax BunpobysaHHa AD| abo BuxigHoro
marepiany/npoMiKHOro NpoaykTy/peareHTy, LWo
BMKOPUCTOBYETbLCS y NpoLeci BupobHuutea AdI
(He3HayHi 3MiHM y 3aTBEPMKEHUX MeToAax
BUNPOBYyBaHHS).

Y KoHTpakTHin nabopaTtopii PhytoLab GmbH & Co. KG
3a BHYTPILUHIMW NPUYMHAMU OHOBNEHO Ta
nepeHyMepoBaHO METOAUKY AOCHIAKEHHS!

acpnoTokcuHis (AdnoTtokeunnn B1, B2, G1i G2 (HPLC-

dnyopecLieHLis) y poCNMHHOMY npenaparTi KopeHs
ropeyaBku. COIM 805038 Bunyck 2 3MiHEHO Ha MeTof,
BunpobysaHHa COIlN 805023 sunyck 2 (3.2.S.4.1
Specification)
3MmiHu | TUNY: 3MiHM 3 AKkocTi. [o0TOBMI NMikapcbKun
3aci6. KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo JonycTUMUX MeX
roTOBOroO fikapcbKoro 3acoby (4ONoBHEHHS abo 3amiHa
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nokasHuka cneumdikauii 3a pesynstatamu

pocnigpkeHb 3 6e3nekn abo SKOCTi (3a BUHATKOM

nikapcbkunx 3acobis 6ionoriYyHOro/iMyHooriYHoro
NOXOAXEHHS))

TecT Ha uncToTy ,AnKanoigun niponianamHa“ BKIOYEHO

B cneumdikauio roToBOro NpoaykTy 3 KpuTepiem

npuniHaTHocTi < 1,0 Mkr /aeHb (ug/day) npegensHas /

CyTOYHas gosa.

Byno BKMOYEHO BignoBigHUIA MeTog BUNPOOYBaHHS —
LC-MS/MS, SOP 805521 koHTpakHoi nabopatopif
PhytoLab GmbH & Co. KG
3MiHn | TMNy: 3MiHK 3 sikocTi. FOTOBMI NiKapCbKuii
3aci6. CtabinbHicTb. (iHwi 3miHn) (B.11.4. (x),1B),
[aHi npo cTabinbHicTb Nokasanu, Wo MoXnuee
36epiraHHs in bulk npoaykTy Ginblwe 3 micsauis. Tectn
BCTaHOBIMIOIOTb TEPMiH NpuaaTHOCTI 18 micsauiB Ha
OCHOBI TECTYBaHHS! B PEXUMI pearnbHOro yacy.
36inbLueHnit TepMiH 36epiranHs in bulk npogykTty
NiABULLYE THYYKICTb Y BUPOOHMYOMY npoueci. Y
3aTBepKEHil Bepcii TepMiH npugaTtHocTi 3 micaui in
bulk npogykty.
3miHu | TUNY: 3MiHM 3 akocTi. Fo0TOBMI MikapcbKkui
3aci6. KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTUMMUX Mex
roTOBOrO fikapcbKkoro 3acoby (4ONoOBHEHHS abo 3amiHa
nokasHuka cneuudikadii 3a pesynbstatamu
pocrimkeHb 3 6e3neku abo sIKoCTi (32 BUHATKOM

nikapcbkunx 3acobiB GionoriYyHOro/iMyHonoriYHoro
NOXOXKEHHS))

TecT Ha uucToTy ,LAnkanoigu niponianamHa“ BKNOYEHO
B cneuudikauito pocrnmHHoro npenapaty «CuHynpet
CYXWUIA eKCTPaKT».
3.2.P.5.1 Specification (s)

Purity
Pyrrolizidine alkaloids — limit/daily dose, calculation via
herbal preparation, < 1.0 ug/day.
3MmiHu | TUNY: 3MiHM 3 AkocTi. FOTOBMI NMikapcbKkui
3aci6. CMcTemMa KoHTelHep/3aKynoptoBanbHUiA 3acio.
3miHa napameTpiB cneuudikauin Ta/abo gonycTummnx

MeX MEePBUHHOI YMAKOBKN FOTOBOIO NiKapCbKoro
3aco0y (iHLwWi 3MiHK)
KpuTtepin npuiHATHOCTI napameTpa cneumdikauii
«ToBwwmHay cneundikauii MBX/MBOX-gponbrn
3MiHEHO N03a Mexamu 3aTBEPAXKEHOrO AianasoHy.
Akictb MBX/MNBAOX-donbrv He 3aMiHMnacs.
3.2.P.7 Container Closure System
PVC-PVDC-foll
3atBepaxeHo: Thickness; DIN 53370: 306 — 338 [um]
B3anponoHoBaHo: Thickness; DIN 53370: 307 — 339

[um]




154

IIponmosxkeHHs nogaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka
¢opma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Pekna
MyeaH
Hs*

Homep
peecmpayitiHo20
noceio4yeHHs1

3MmiHu | TUNY: 3MiHM 3 akocTi. FOTOBMI MikapcbKun
3aci6. KoHTposb roToBOro nikapcbkoro 3acoby (iHLwi
3MiHK)
BkntoueHHs cneumdikauii Ha TepmiH 36epiraHHs
roTOBOro MikapcbKoro 3acoby.
3MiHn | TMNy: 3MiHK 3 AkoCTi. FOTOBMI NiKapCbKuii
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo 4onycTUMNX Mex
roTOBOro MikapCbKoro 3acoby (4OMOBHEHHS!
cneundikalii HOBUM NOKa3HWMKOM 3 BiAMOBIAHUM
MEeTOAOM BUMNPOOYBaHHS).
[onoBHeHHs cneuumdikaLii roTOBOro nikapCbkoro
3acoby HOBMM MOKa3HUKOM SIKOCTi «laeHTudikauii»
(KOMMOHEHTU FipkoT) mMeTogom TLUX.
3MiHn | TUny: 3MiHK 3 sikocTi. FOTOBMI NiKapCbKuii
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo 4onyCTUMMUX MeX
roTOBOrO MikapCbKoro 3acoby (4ONOBHEHHSI
crneumdikaLii HOBUM NOKa3HWKOM 3 BiAMOBIAHUM
MEeTOAOM BUMNPOOYBaHHS).
[onoBHeHHs cneumdikaLii roToBOro nikapCbKoro
3acoby HOBMM MOKa3HMKOM SIKOCTI LLLOAO
«loeHTndikauiinm
3aTBepoKeHo:
TWX dpnaBoHoian
3anponoHoBaHo:
TWX dnaBoHoign
KsiTkn nepsougity 4yepes TLUX cdnasoHoigis
Tpasa wasnto Yepes TLWX cdnaBoHoIAB
KBiTkn 6y3uHu yepes TLUX cdnasoHoigis
TpaBa BepbeHun yepes TLIX dnasoHoifiB
3MiHu | TUNY: 3MiHM 3 sAkocTi. FOTOBMI Nikapcbkuii
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo AonyCTUMNX MEX
roTOBOro MiKapCbKOro 3acoby (AONOBHEHHS
crneundikaLii HOBUM MOKa3HWKOM 3 BiAMOBIAHUM
MeToAOM BUNPOBYBaHHS).
[lonoBHeHHS cneumikaLii roToBOro nikapCbkoro
3acoby HOBWMM NOKa3HUKOM SIKOCTi «laeHTudikauiin
(kopiHb ropevasku) metogom BEPX.
3miHu | TUNY: 3MiHM 3 AKocTi. [OTOBMI MikapcbKkWn
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo JonycTUMNX Mex
roTOBOrO MiKapCbKOro 3acoby (AOMOBHEHHS!
cneundikaLii HOBUM NOKa3HWKOM 3 BiAMOBIAHUM
MeTOAOM BUNPODBYBaHHS).
[lonoBHeHHS cneumadikavii roToBOro nikapCbkoro
3acoby HOBWM NMOKA3HUKOM SIKOCTi «3anuLUKoBi
PO34MHHUKMY - eTaHon (£ 5000 [ppm])
3miHu | TMNy: 3MiHM 3 AkocTi. [o0TOBMI NikapcbKun
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3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo 4onycTUMNX MeX
roTOBOro MikapCbKoro 3acoby (4OMOBHEHHS!
crneundikalii HOBUM NOKa3HWMKOM 3 BiAMOBIAHUM
MeTOoAOoM BUNpPOoBYBaHHSI)
[lonoBHeEHHS cneumaikaLii roToBOro nikapCbkoro
3acoby po3ainy «KinbkicHe BUSHAYEHHSI» HOBUM
NokasHUKOM «xfnoporeHoBa kucnota» (0,4 — 3,6
(Mmr/TabneTky, BKpUTY 060M0oHKo) Ta « CuHynpeT
EeKCTPaKT CyXui, po3paxoBaHUi Yepes XroporeHoBy
kucnoty» (90 — 110 %), 3 BianoBiaHUMKN MeToAAMM
BUNPOOYBaHHS.
3MmiHu | TUNY: 3MiHM 3 aKocTi. FOTOBMI MikapcbKun
3aci6. KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo 4onyCTUMMNX MeX
roTOBOrO MiKAPCLKOro 3acoby (AONOBHEHHS
cneumdikawii HOBMM NOKa3HWMKOM 3 Bi4noBigHUM
MEeTOAOM BUMNPOOYBaHHS).

[onoBHeHHSA cneumdikaLii roToBOro nikapCbKkoro
3acoby posginy «KinbkicHe BU3HaYEHHS1» HOBUM
NoKasHUKOM «draBoHoig Q, po3paxoBaHUn gk
rinepoana» (0,4 — 2,6 (Mr/TabneTky, BKpUTY
06onoHKot) Ta «CUHYNPET eKCTPaKT CyXui,
po3paxoBaHuii Yepes drasoHoig Q» (90-110%), 3
BigNOBIOHMMM METO4AMM BUMPOOYBaHHSI.
3MiHu | TUNY: 3MiHM 3 sAkocTi. FOTOBMI Nikapcbkuii
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo oonycTUMmNX Mex
roTOBOrO MikapCbKoro 3acoby (4OMOBHEHHSI
crneundikaLii HOBUM NMOKa3HWKOM 3 BiAMOBIAHUM
MeToA0M BUMPOGyBaHHS)

[lonoBHeHHS cneum@ikaLii roToBOro nikapCbKoro
3acoby po3ainy «KinbkicHe BUSHAYEHHSI» HOBUM
NoKa3HMKOM «dpriaBoHOiIA X, po3paxoBaHUi SK
pyto3na» (0,4 — 3,6 (Mr/TabneTky, BKpUTY ODONOHKOIO)
Ta «CMHYNpeT eKCTPaKT Cyxui, po3paxoBaHuii Yepes
cnasoHoig X» (90-110%), 3 BianoBigHUMKN MeTOAaMM
BUNPOOYBaHHS.
3MiHu | TUNY: 3MiHM 3 sAkoCTi. FOTOBMI Nikapcbkuit
3aci6. KoHTponb rotToBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo JonycTUMNX Mex
roTOBOrO MikapCbKoro 3acoby (4OMOBHEHHSI
crneumdikaLii HOBUM NOKa3HWKOM 3 BiAMOBIOHUM
MeToA0M BUMPOGYyBaHHS)

[lonoBHeHHs cneumgikaLii roToBOro nikapCbKoro
3acoby posginy «KinbkicHe BU3HaYEHHSA» HOBUM
rnokasHukoMm «BepbeHaniny» (1,4 — 9,2 (mr/tabnetky,
BKPUTY 060MoHKOW) Ta « CUHYNPET eKCTPaKT CyXui,
po3paxoBaHui Yepe3 BepbeHaniH» (95-105%), 3
BigNOBIgHMMM METO4aMMN BUNPOOYBaHHS.
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)

3MmiHu | TUNY: 3MiHM 3 akocTi. FOTOBMI MikapcbKkui
3aci6. KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo 4onycTUMMNX Mex
roTOBOrO MikapCbKOro 3acoby (AOMNOBHEHHS
cneumdikaLii HOBMM NOKa3HWKOM 3 BiAMOBIOHUM
MeToAOoM BUNpPOoBYBaHHSI)

[lonoBHeHHs cneumdikaLii roToBOro nikapcbkoro
3acoby HoBMM nokasHukom «[iameTp» (11.0-11.9 mm)
3 BiANOBIAHNM METOAO0M BUNPOGOBYBaHHS.
3MiHu | TUnYy: 3MiHM 3 akocTi. FOTOBMI MikapcbKun
3aci6. KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo 4onyCTUMMUX MeX
roTOBOrO MiKAPCLKOro 3acoby (AONOBHEHHS
cneumdikauii HOBMM NOKa3HMKOM 3 Bi4noBigHUM
MeToA0oM BMNpPoBYyBaHHS)

[onoBHeHHs cneundinkawii roToBOro nikapCbkoro
3acoby HOBMM MokasHWkoMm «Bucotay (5.6-6.2 mm), 3
BiANOBIAHMM METOAOM BUMNPOOOBYBaAHHS.
3MmiHu | TUNY: 3MiHM 3 akocTi. FOTOBMI MikapcbKkui
3aci6. CtabinbHictb. 3MiHa y TepmiHax npuaaTHOCTI
abo ymoBax 36epiraHHsi roToBOro Nikapcbkoro 3acoby
(3MEHLLEeHHSA TepMiHY NpuAaTHOCTI FOTOBOrO
nikapcbkoro 3acoby) - [1ns Toproeoi ynakoBKku
3MEHLLYETbCA TEPMIH NPMAATHOCTI y 3B’s13KY 3i
3MiHamu y cneuudikauii 13,

[itova pepakuis
TepMiH npugaTHOCTI — 3 poku
MponoHoBaHa pepakuis
TepMiH npugaTHOCTI — 2 poku
3MiHM BHeceHi B po3ain « TepMiH npuaaTHOCTi» B
iHCTPYKLUIiO ANS MeQNYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby.
3MiHu | TUNY: 3MiHM 3 sAkoCTi. FOTOBMI Nikapcbkuit
3aci6. 3MiHn y BUpo6HMLTBI. 3MiHM BUNpobyBaHb abo
[ONyCTUMMX MEX, BCTAHOBMNEHUX y crneundikauisix, nig
Yac BUpOGHULITBA rOTOBOIO fikapcbkoro 3acoby
(3BY>XKEHHSA AOMYCTUMUX MEX).
3MiHa MiMiTa BHYTPILUHbOTEXHOJIONYHOro KOHTPOJHO 3a
NOKa3HMKOM «BTPaTU MPU CYLLIHHI»

[itova pegakuis
BTpaTu npu BYCYLLYBaHHi: 3anvc JaHHUX
[MponoHoBaHa peagakuis
Btpara npu BucywyBaHHi: < 5%
3MmiHu | TUNY: 3MiHM 3 AKocTi. [OTOBMI MikapcbKkun
3aci6. 3MiHN y BUpoGHMLTBI. 3MiHM BUNpobyBaHb abo
OONMyCTUMMX MEX, BCTAHOBINEHUX Y crnieundikalisix, nig
yac BMPOOHMLITBA rOTOBOTO MikapCbkoro 3acoby
(nopaBaHHSA HOBOro MeToAy BUNPODYBaHHS Ta
[onycTummx mex). Brpata npu BucyLlyBaHHs sgep
TabneTok Oyna fogaHa 4o onucy BUPOOHMUTBA SK
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nofaTkoBe BUNPoOyBaHHS B NPOLEC.
3.2.3.4 Controls of critical steps and intermediates
Loss on drying of tablet cores (IR): < 5%
3MmiHu | TUnYy: 3MiHM 3 akocTi. FO0TOBMI NikapcbKkui
3aci6. Cnctema KoHTeliHep/3aKkynoproBanbHUiA 3acio.
3miHa napameTpiB cneundikaui Ta/abo gonycTummx
MEX MepPBUHHOI YMaKOBKM FOTOBOrO MiKapCbKoro
3acoby (fonoBHEHHSs cneuudikauii HOBUM NOKa3HUKOM
3 BiANOBIOHMM MeTOA0M BUNPOOYBaHHS)
BisyanbHuii TecT Ha UinicHICTb antomiHieBoi donbrn
[00aH 9K [o4aTKOBUIA NapameTp Ao cneumdikauii
BUNYCKY antoMiHieBoi 6rictepHoi donbru
3MmiHu | TUNY: 3MiHM 3 aKocTi. FOTOBMI MikapcbKun
3aci6. Cnctema KoHTelHep/3aKkynoproBanbHUiA 3acio.
3miHa y MeTogax BUNpobyBaHHS NEePBUHHOT YNaKoBKM
rOTOBOrO fiKapCbKoro 3acoby (iHLWi 3MiHWM y MeTopax
BMNpOoOyBaHb (BKMtoYaoum 3amiHy abo gogaBaHHs)).
3MiHM y MeToAi NopiBHSAHHS 306paXeHb, a came B
NPOMNOHOBAHIN pefakLii cMcTema NopiBHSHHS
300paxeHb BUKOPUCTOBYETLCS Af1s MOPIBHAHHS TEKCTY
Ta MakeTa BigbuTka Ha antoMiHieBin onb3i 3
[0BIAKOBUM JOKYMEHTOM.
3MiHn | TMNy: 3MiHK 3 sikocTi. FOTOBMI NiKapCbKuii
3aci6. CucteMa KoHTelHep/3akynoptoBanbHUiA 3acib.
3miHa y MmeToAax BUNpobyBaHHSA NEPBUHHOI yMaKoBKM
roTOBOro NMikapcbKoro 3acoby (He3HayHi 3MiHK y
3aTBEpOKEHMX MeTofax BUNpobyBaHb).

MeTop Bu3HayeHHs macu noeepxHi PVDC-nokputTta
3MiHeHo B cneuudikauii. CxBaneHuii MeTos onvcye
BM3HAYEHHS NOBEPXHEBOI Macy LUMSAXOM MoAiny Lapis
MBX i PVdC i 3BaxxyBaHHS 3 BUKOPUCTAHHSAM 3paska
100cm?.

[irova pepakuis
Bara nosepxHi DIN 53352 120g\m? +-5%
MponoHoBaHa pepakuis

Bara noeepxHi PVDC nokputTs (100cm?) 114-126g/m?

3MmiHu | TUNY: 3MiHM 3 AkocTi. FoTOBMI Mikapcbkun
3aci6. CuctemMa KoHTelHep/3aKynoptoBanbHuUiA 3acib.
3MiHa nocTavanbHUKa nakyBarnbHUX MaTepianis abo
KOMMIEKTYIOUMX (SKLLO 3a3HAaYeHO B JOCHE) (3aMiHa

abo fodaBaHHA nocTavanbHuKa).

BkntoyeHunin goaaTkoBuiA NocTavanbHUK antoMiHieBoT
donbru «Schliter Print Pharma Packaging GmbH».

3miHu | TMny: AgMiHiCTpaTUBHI 3MiHW. BunyyeHHs
BMPOGHMYOI AinbHUL (BKMtoYatoum ginbHuui ans Adl,

NPOMIKHOIO NPOAYKTY abo roTOBOro NiKapCbKoro
3acoby, AinbHULI AnA NpoBeAeHHS NaKyBaHHS,
BMPOGHWKa, BiAMNOBiAaNbHOMO 3a BUMYCK cepiid, Micue
npoBeAeHHs KOHTPOo cepii) abo noctayanbHuka

BMXigHOro Martepiany, peareHTy abo JONOMiXKHOI
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)

PEYOBUHM (SIKLLO 3a3HAYeHO y AOChE)
BunyueHHs BMpoGHMYOI ginbHuui Dragenopharm
Apotheker Plischl GmbH & Co. KG sik Bupo6Huka bulk.
3minu | Tvny: AgMiHICTpaTUBHI 3MiHW. BunyyerHs
BUPOBHMYOT AinbHULI (BKMoYatoum ginbHuui ans Adl,
NPOMIDKHOrO MPOAYKTY abo roToBOro MikapcbKoro
3acoly, AinbHULI AN NPOBeAEHHS NaKyBaHHS,
BMpoOHMKa, BiANOBIAANbLHOro 3a BUMYCK cepiit, MicLe
NPOBEAEHHS KOHTPOItO cepii) abo nocTtavanbHuka
BMXiQHOro MaTepiarny, peareHTy abo JONOMiXKHOT
PEYOBMHM (SIKLLIO 3a3HAYEHO Y OOCHE)
BunyyeHHs1 BUpOGHMYOI AinbHULI NaKyBaHHs
Wiewelhove GmbH. Gildestrasse 39. 49477
Ibbenbiren.
3MiHn | TMNy: AgMiHicTpaTUBHI 3MiHK. 3MiHa
HanmMeHyBaHHA Ta/abo agpecu micus NpoBagXeHHs
nisnbHOCTI BUPOGHWMKa/imnopTepa roToBoro
nikapcbKkoro 3acoby, BKMoYa4um AinbHULI BUNYCKY
cepii abo micLle NpoBeAeHHS KOHTPOMHO AKOCTI.
(misnbHiCTb, 3a sIKy BignoBigae BUpobHMK/iMnopTep, He
BKIO4aroum Bunyck cepinn)(A.5. (6),1B6)
3miHa agpecu QinbHULI MiCLIe3HaXOAKEHHS
nocravarnbH1Ka POCIUHHKUX CyOCTaHLIn.
Reparation of the packaging
[itova pepakuis
Rottendorf Pharma GmbH
Ostenfelder Strasse 51-61
59320 Ennigerloh
Germany
[MponoHoBaHa pegakuis
Rottendorf Pharma GmbH
Am Fleigendahl 3

59320 Ennigerloh
Germany
3miHu | TUNY: 3MiHM 3 AkocTi. FOTOBMI NMikapcbKkui
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
y MeToaax BMNpobyBaHHsi FOTOBOTO NikapCbKOro
3acoby (He3Ha4yHa 3miHa y 3aTBEPIKEHMX MeToAax
BUNPOBYBaHHs)

MeTop BunpobysaHHa SOP 805521 sunyck 1 ans
TeCTyBaHHs arnkanoigy niponianamHy 6ys oHOBNeHuin
00 BUMYCKY 2 Yepes He3HauHi pedakuiviHi 3MiHW.
3MmiHu | TUNY: 3MiHM 3 AKocTi. [OTOBMI NMikapcbKun
3aci6. CucTemMa KoHTelHep/3aKynoptoBanbHUiA 3acio.
3MiHa y NepBUHHIN ynakoBLi rOTOBOrO fikapCbKoro
3acoly (sKicHWIA Ta KinbKiCHWIA cknag) - Teepai
nikapcbki popmu(b.11.r.1.).
3MiHEHO OCHOBHUIA NakyBanbHWUIN MaTepian in bulk.
3aTBepoKeHo:
3.2.P.3.3 Description of Manufacturing Process and
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
Process Controls

The bulk product is filled in polypropylene bags and

place at room temperature. The intermediate storage
Specification issued by Technopac GmbH a technical

-Statement on Chemicals, regulations and standards

fibre drums. Intermediate storage of the bulk take

time is defined according to the bulk stability data.
3.2.P.7 Container Closure System

drawing.
For the PP raw material HC101BF:

-Statement on Compliance to Food Contact
Regulations
-Statement on polymer additives and BSE
3.2.P.8.1 Stability summary and Conclusion — Bulk
material
Packaging material: Original PP-bags
3anponoHoBaHo:
3.2.P.3.3 Description of Manufacturing Process and
Process Controls
The bulk product is filled in polyethylene bags and
suitable secondary packaging material. Intermediate
storage of the bulk take place at room temperature.
The intermediate storage time is defined according to
the bulk stability data.
3.2.P.7 Container Closure System
Specification issued by Bionorica SE-Big-Bag-QSV-
V02
Declaration of Conformity Polypropilen Big Bags with
polyethylene inliner.
3.2.P.8.1 Stability summary and Conclusion — Bulk
material
Packaging material: Original PE-foil
3MmiHu | TUNy: 3MiHM 3 skocTi. FOTOBMI Nikapcbkuit
3aci6. CuctemMa KoHTelnHep/3aKynoptoBanbHUiA 3acio.
3MiHa nocTavanbHUKa nakyBanbHUX maTepianis abo
KOMMMEKTYHUMX (SIKLLLO 3a3HaYeHO B OCHE)
(BUNYyYeHHs nocTayanbHuka).
BunyyeHHs iHdopmaLii Wwoao noctavansHuka
nakyBanbHVX MaTepianis 3rigHo pekomeHgauin CMDh.
KoMMNOHEHTU ynakoBKK, SIKICHUIA Ta KiNbKICHUA cknazg
KOMMOHEHTIB YMNakoBKW Ta METOAMN KOHTPOSIHO SIKOCTi
3anuwaTbCcs He3MiHHUMU. OHOBMEHHS po3ainis
3.2.P.7 Cuctema KoHTelHep/3akynoptoBarnbHui 3acib.
3MmiHu | TUNY: 3MiHM 3 AKocTi. [OTOBMI MikapcbKkun
3aci6. CucteMa KoHTelHep/3akynoptoBarnbHUiA 3acib.
3miHa napameTpiB cneuudikauin Ta/abo gonycTummnx
MeX MEePBUHHOI YMAKOBKN FOTOBOIO NiKapCbKoro
3acoby (AoMOBHEHHs cneuudikaLii HOBUM NMOKa3HUKOM
3 BiANOBIAHUM MeTOA0M BMNPOOYBaHHS).

OHoBneHHsa Cneuudikauis Bionorica 1444231-ERV-
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)

V01
3.2.P.7.2.1 PVC-PVDC-foil
3aTBepoKeHo:
Specifications PM-F-PVC-120g-A-V01
3anponoHoBaHo:
Specifications PM-F-PVC-120g-A-V03
3MmiHu | TUnYy: 3MiHM 3 akocTi. FO0TOBMI NikapcbKkui
3aci6. Cnctema KoHTeliHep/3aKkynoproBanbHUii 3acio.
3miHa napameTpiB cneundikaui Ta/abo gonycTummx
MEX MepPBUHHOI YNaKOBKM FOTOBOrO MiKapCbKOro
3acoby (fonoBHeHHs cneundikauii HOBUM NMOKa3HUKOM
3 BiANOBIAHNM METOAO0M BUNPOOYBaHHS).
BkrtoueHHs napameTpy «ToBLWMHA antoMiHIEBOT
onbrn» B 4aCTUHY «BU3HAYEHHA» cneuundikauii Ha
anomiHiey conbry.
3MmiHu | TUNY: 3MiHM 3 aKocTi. FOTOBMI MikapcbKun
3aci6. Cnctema KoHTelHep/3aKkynoproBanbHUiA 3acio.
3miHa napameTpiB cneundikai Ta/abo gonycTummx
MEX MEepPBUHHOI YMAKOBKM FOTOBOrO MiKapCbKOro
3acoby (fonoBHeHHs cneundikauii HOBMM NMOKa3HUKOM
3 BiANOBIAHNM METOAO0M BUNPOOYBaHHS).
BkntoyeHHs1 napameTpy «MaTtepian» B YacTuHy
«BU3HAYEHHA» cneumdikauii Ha antoMiHieBy donbry.
3MiHu | TUNY: 3MiHM 3 sikocTi. [OTOBMI Nikapcbkui
3aci6. Cuctema KoHTelnHep/3aKynoptoBanbHuUiA 3acio.
3miHa napameTpiB cneuudikauin Ta/abo gonycTummnx
Me>X NepBUHHOI YMaKoBKW rOTOBOTO NiKapCbKOro
3acoby (monoBHEHHSs cneuudikauii HOBUM NMOKa3HUKOM
3 BiANOBIAHNM METOAO0M BUNPOOYBaHHS).
BkntoueHHsa napameTpy «Jlak Ans TepMo3BaploBaHHA»
B YaCTWHY «BU3HAYEHHs» cneuudikauii Ha antoMiHieBy
donbry.
3MiHu | TUNY: 3MiHM 3 sAkoCTi. FOTOBMI Nikapcbkuii
3aci6. CuctemMa KoHTelnHep/3aKynoptoBanbHUiA 3acio.
3miHa napameTpiB cneuudikauin Ta/abo gonycTummnx
Me>X NepBUHHOI YMaKoBKW rOTOBOTrO NikapCbKOro
3acoby (LonoBHEHHSs cneuudikauii HOBUM NMOKa3HUKOM
3 BiANOBIOHMM MeTOA0M BMNPOOYBaHHS).
BkntoyeHHst napameTpy «MaTtepianu Bignosigatotb
YMHHUM EBPONENCHKUM BUMOram» B YacTUHY
«BU3HaYeHHsA» creumdikalii Ha antomiHieBy donbry.
3MiHu | TUNY: 3MiHM 3 sAkocTi. FOTOBMI Nikapcbkuii
3aci6. CMcTemMa KoHTelHep/3aKynoptoBanbHUiA 3acio.
3miHa napameTpiB cneuudikauin Ta/abo gonycTummnx
Me>X NepBUHHOI YMakoBKW FOTOBOTO NikapCbKOro
3acoby (LoNoBHEHHS cneuudikauii HOBUM NMOKa3HUKOM
3 BiANOBIOHMM MeTOA0M BUNPOOYBaHHS)
BkntoyeHHst napameTpy «laeHTudikauis» B YacTuHy
«BU3HaYeHHsA» creumdikaLii Ha antomiHieBy donbry.
3miHu | TMNy: 3MiHM 3 AkocTi. [o0TOBMI NikapcbKui
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3aci6. CucteMa KoHTelHep/3akynoptoBarnbHUiA 3aci6.
3MiHa y MeTofax BUNpobyBaHHsI NEPBMHHOT YNaKoBKM
roTOBOrO JlikapcbKoro 3acoby (iHwi 3MiHM y meTogax
BMNpobyBaHb (BkNoYatoun 3amiHy abo goaaBaHHs)).
Release specification: PM-F-Alu-V04 3miHeHo Ha PM-
F-Alu-V02.
3.2.P.7 Container Closure System
3aTBepoKeHo:
Aluminium foil
Release specification: PM-F-ALU-V04
Addition tests
Dimensions, metric, sliding calliper: must comple with
the requirements
3anponoHoBaHo:
Aluminium foil
Release specification: PM-F-ALF-V02
Addition tests
Dimensions, metric, sliding plotting scale: must comple
with the requirements
3MiHn | TUny: 3MiHK 3 sikocTi. FOTOBMI NiKapCbKuii
3aci6. Cnctema KoHTelHep/3aKkynoproBanbHUiA 3acio.
3MiHa nocTavanbHUKa nakyBanbHUX maTepianis abo
KOMMMEKTYHUMX (SIKLLO 3a3HaYeHO B OCHE)
(BUNYYEHHs NnocTavanbHUKa)
OHoBneHHsA posginy 3.2.3.7.2.2. ArtomiHieBa donbra -
BUYyYeHHSs iHopMaLii Woao nocTadanbHuka
nakyBarnbHUX MaTepianis 3rigHo pekomeHgauin CMDh.
KoMMNOHEHTU ynakoBKK, SIKICHUIA Ta KiNbKICHUA cknag
KOMTMOHEHTIB YMaKoBKM Ta METOAU KOHTPOIO SIKOCTi
3anMwaTbCs HE3MIHHUMMU.
(cneundpikauito PM-F-Alu-V04 3miHeHo Ha PM-F-Alu-

V02)

212. | CUH®IIOPUK | cycneHsia ansa "makcoCwmi Benuka nakcoCmiTKnsnH Benbrisa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | 3a - UA/15363/01/01
cm™ iH’ekuin; no 1 gosi TKnanH BpuTaHis Bionogxikans C.A. TMNy - AgMiHICTpaTuBHI 3MiHW. BunyyeHHs BUpoGHUYOT peuenmom
BAKLUUHA (0,5 mn) cycneHsii Ekcnopt OinbHULI (BKNtoYaroum ainbHuLi anst ADI, npomixxHoro
onsd Ons iH'ekuin y NimiTen npoaykTy abo roToBoro nikapcbkoro 3acooy, OinbHULL
MPO®INAKT nonepegHL0 [Ansi NPOBEAEHHSI MaKyBaHHS, BUPOBHMKa,

UKU HanoBHEHOMY BignoBiganbHOro 3a BMMNycK cepin, Micue NpoBeaeHHs
NMHEBMOKOK | cknsiHomy wwinpuui KOHTPONO cepii) abo nocTavanbHUka BUXIgHOTO
0oBOI y KOMNAeKTi 3 marepiany, peareHTy abo JONOMiXXHOT pevoBUHU
IHOEKLLIT O[HI€0 roNKow (AKLLO 3a3HaYeHo Y Aocbe). BuaoaneHHs
(MONICAXAP | abo 3 gBoma anbTepHaTMBHOI BUPOOHNYOI AinbHUL
NAHUN ronkamu Ta 6es GlaxoSmithKline Biologicals, 10, Tuas South Avenue
AHTUIEH) romnok; 1 8, Singapore 637421, Singapore, BignosiganbHoi 3a
TA nonepenHLo BMPOGHMLTBO Ta NPOBEAEHHS TECTyBaHHS
HETUNOBAH | HanoBHeHui nonepegHb0 OYULLEHOMO AN TEPINHOTO aHaTOKCUHY,
ol LUNPWL, 3 FOSIKOIO nonepeaHbLO OYULLEHOTO NPaBLIEBOro aHaTOKCUHY Ta
FTEMO®IJIbH abo geoma [epuBaTun3aLliio NpaBLEBOro aHaTOKCUHY. 3MiHN

Of IHPEKLJT, ronkamu, a6o 6e3 CTOCYI0ThCS NpoLiecy BUPOBHULITBa nonicaxapuais




162

IIponmosxkeHHs nogaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka
¢opma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Pekna
MyeaH
Hs*

Homep
peecmpayitiHo20
noceio4yeHHs1

KOH’IOrOBA
HA,
AICOPBOBA
HA

rornok y
iHaMBIgyansHomy
repmMeTu4HO
3anakoBaHOMy
nnacTuKoBOMy
KOHTelHepi; no 1
nnacTuKoBOMY
KOHTENHepY Y
KapTOHHIN
kopo6ui; no 1 nosi
(0,5 mn) cycneHsii
Ons iH'ekuin y
ronepeaHbLo
HanoBHEHOMY
CKISIHOMY LUMPWL;
no 10 wnpwuis 3
10 ronkamu abo
6e3 ronok y
iHOVBIAyanbHMX
repmMeTu4HO
3anakoBaHnx
NnacTUKOBUX
KOHTENHEepax y
KapTOHHIN
kopobui; no 1 goasi
(0,5 mn) cycneHsii
Ans iH'ekuin y
MOHOZJ030BOMY
CKISTHOMY
donakoHi; no 1, 10
abo 100 dnakoHiB
Y KapTOHHI
kopobui; no 2 nosn
(1 mn) cycneHsii
Ons iH'ekuin y
MynbTUA030BOMY
dnakoHi; no 100
nakoHiB y
KapTOHHI kopobui

PS18C-TT ta PS19F-DT.

213.

CnionTo®
PECNIMAT®

PO34MH Ana
iHransauin no 2,5
Mkr/2,5 Mkr; no 4
MIy KapTpuaxXi
(60 iHransuin); no
1 kapTpuaxy B
KOMMMeKTi 3 1
iHransaTopom
Pecnimat® y
KapTOHHiIl kopobuyi

BepiHrep
IHrenbxan
M
IHTepHeLwl
HN MMBX

HimeyuunH
a

BUPOBHMLTBO,
nakyBaHHs,
MapKyBaHHS,
KOHTPOMb SIKOCTI
Ta BUNYCK cepin
nikapcbKkoro
3acoby:
BepiHrep
IHrenbxanm

®apma 'm6X i Ko.

KI', Hime4ynHa;

Himeyunna

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3miHu |
TMny - 3MiHK 3 sikocTi. CepTudikaT BignosigHocTi/lE-
cepTudikat BiaNoBIAHOCTI EBPONENCHKIN
dapmakonei/moHorpadii. 3miHW, NoB'a3aHi 3
HeobXigHICTI0 NpMBeAeHHs Y BiAMNOBIAHICTb A0
MoHorpadii dY abo €sponeiicbkoi dpapmakonei, abo
iHLIOT HaujioHanbHOi dhapmakonei aepxasu €C (3miHa
y cneuudikauisix, nos's3aHa 3i amiHamu B dY, abo
€Bponevicbkint dapmakonei, abo iHLWin HauioHanbHin
dapmakonei gepxasun €C) 3miHn cneumdikauii
BMNpobyBaHb A0NOMiXHOT pedoBuHY 1M

3a
peuerimom

UA/15523/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
KOHTPOMb SKOCTI XNOPUCTOBOAHEBOI KUCIOTH, @ caMme NpUBEAEHHS A0
3a NOKa3HMKOM OHOBIEHOI MoHOrpadii "XnoprctoBogHeBa KucnoTta
"Mikpob6ionoriyHa po3BegeHa" €EP. €D He MicTUTb MoHorpadii ans 1M
yucrora™ XIIOPUCTOBOAHEBOI KUCIOTW, ane A TECTYBaHHS L€l
CIrC Inctutyt [OMOMIDKHOI peyoBUHM Byno CTBOpeHO cnewudikadiio
®peseHiyc M'M6X, BMNpoOyBaHb 3a aHanorieto 3 MoHorpacieto
Hime4vuuHa; "XnopucrtoBogHesa kucnota possegeHa" €. 3MiHn
KOHTPOSb SIKOCTi cneungikawii:
3a NOKa3HMKOM - BunyyeHHs1 aHani3y KonbOpoBOi peakLii Ha xrnopua.
"MikpoGionoriyHa BignoBigHo 0o YMHHOI pepakuii € ue BuNnpobyBaHHs
yuctoTa": Jllabop Oinblue He BMMaraeTbcs. AHani3 Ha xnopua
JIC CE & Ko.KT, BUKOPUCTOBYETBLCA 3a JONOMOrO peakLiii 0CafkKeHHs.
Hime4umHa; -3miHa aHaniTM4HOI NpoLeaypwy ANna napameTpis
KOHTPOSb AKOCTI BunpobyBaHb "laeHTudikauis" Ta "KinbkicHe
3a BUKMIOYEHHAM BU3Ha4YeHHs". 3rigHo 3 YMHHOK peaakuieto €O
nokasHuka NOTOYHUI METOA Bi3yanbHOro TUTPYBaHHS
"MikpobionoriyHa 3aMiHIOETBCA NOTEHLIOMETPUYHUM BU3HAYEHHSM 3
yactorta": Kyaccap KiHLUEeBOI To4Ko. Kputepii NPUAHATHOCTI He
'mM6x, HimevunHa 3MiHIOBamnuChb.
-3MiHa aHaniTMYHOI Npoueaypu Ana napameTpy
BunpobyBaHb "3anuLiok nicns BunapoBysBaHHNA". Ha
[04aToK 4O BUKOPUCTOBYBAHOI Ha Lier Yac "BogsHOI
6aHi" MOXXHa BUKOPUCTOBYBATU arnbTepHAaTUBHE
obnagHaHHs - "pOTOPHUIA BUNapPHUK" BigNOBIgHO A0
€0. Kputepii npUAHATHOCTI HE 3MIHWUIUCD.
214. | CNIPUBA®PE | po3uuH ans BepiHrep HimeuumH BepiHrep Himeuumna/ BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3minHu | 3a - UA/6495/02/01
CNIMAT® iHranauin, 2,5 IHrenbxan a IHrenbxamm IcnaHia TMny - 3MiHn 3 sikocTi. CepTudikaT BignosigHocTi/lE- peuenmom
MKr/iHransuito; no M dapma 'm6X i Ko. cepTudikar BiaNOBIAHOCTI €EBpONENChKIN
4 Mn 'y KapTpUmXi IHTepHeLw KI', HimeuuunHa; apmakonei/MmoHorpadii. 3miHW, noB'A3aHi 3
(60 iHransuin); no Hn TMGBX BepiHrep HeobXigHICTI0 NpMBeAeHHs Y BiANOBIAHICTb A0
1 KapTpuaoxy B IHrenbxanm MoHorpadii IPY abo €sponeiicbkoi dapmakonei, abo
KOMMMekTi 3 1 Ecnana, CA, iHLWOI HauioHanbHOi dhapmakonei aepxasu €C (3miHa
iHransTopom IcnaHis y cneuudikauisix, nos's3aHa 3i aviHamu B dY, abo
Pecnimat® y €Bponewicbkin bapmakonei, abo iHLWin HauioHanbHin

KapTOHHiI kopobui

apmakonei aepxasu €C) 3MiHn cneumdikauii
BMNpobyBaHb AONOMiXHOT pevoBuHY 1M
XMOPVCTOBOAHEBOI KNCMOTK, @ caMe NpMBeAEHHS A0
OHOBJIEHOI MOHOrpadii "XnopuctoBogHeBa KnucnoTta
po3sefeHa" €EP. ED He MicTUTb MoHorpadii ans 1M
XJIOPUCTOBOAHEBOI KUCIOTH, arne AJis TECTyBaHHS i€l
[OOMOMDXHOT peqoBUHU Gyno CTBOpPEHO creumdikaLito
BMNpobyBaHb 3a aHanorieto 3 MoHorpadgieto
"XnopucrtoBogHeBa kucnoTa possegeHa" €. 3miHn
cneunaikauii:

- BunyyeHHs1 aHanisy KonbOpoBOI peakLii Ha xnopua.
BignosigHo Ao YMHHOT pegakuii €P ue BunpobyBaHHs
GinbLue He BUMaraeTbcsl. AHani3 Ha xnopua
BMKOPUCTOBYETLCS 3@ AONOMOTOI peakLii 0CaKeHHS.
-3MiHa aHaniTMYHOI Npoueaypu Anst napameTpis
BunpobyBaHb "laeHTngikauis" ta "KinbkicHe
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
BM3Ha4YeHHs". 3rigHO 3 YMHHOI pefakuieto EP
NOTOYHUIA METOZ BidyarnbHOro TUTPYBaHHS
3aMiHIOETbCA NOTEHLIOMETPUYHUM BU3HAYEHHSIM 3
KIHLLEBOI TOYKOK. KpuTepii NPUNHATHOCTI He
3MiHIOBanuChb.
-3MiHa aHaniTMYHOI Npoueaypu Ans napameTpy
BMNpobyBaHb "3anuLuok nicns BunapoByBaHHs". Ha
[04aToK 0 BUKOPUCTOBYBaHOI Ha Liel Yac "BogsHoi
6aHi" MOXXHa BUKOPUCTOBYBATU arnbTepPHAaTUBHE
obnagHaHHs - "POTOPHMI BUNApHUK" BignoBigHO 40
€0. Kputepii npUMHATHOCTI HE 3MIHWUMUCD.
215. | CTEPO®YHO | po3uuH ans b. BpayH HimewunH | B. bpayH Megikan Icnanis/ BHECEHHS 3MiH 0 peecTpauiiHmx maTepianis: 3MiHu | 3a - UA/9618/01/01
WUH ISO iHcpysin no 250 Menb3yHr a CA, IcnaHis; B. LLisenuapis/ TMny - 3MiHK 3 SKoCTi. [0TOBMI Nikapcbkuin 3acib. peuernmom
mn, 500 mn, 1000 eH Al BpayH Meaukan Himeyunna KoHTporb roToBoro fikapcbkoro 3acofy (iHLwi 3miHM)
My CA, lWBenuapis; OHOBEHHS BXe 3aTBepAKeHNX MeTOAIB KOHTPOIO
nonieTmneHoBomy BupobHuuTBo, AKOCTi MikapcbKoro 3acoby, a came: BUKIageHHS
KOHTeMnHepi; no 10 nepBuHHa Ta TEKCTY AEPXXaBHOK MOBO 3rigHO Cy4acHWX BUMOT.
KOHTENHEpPIB Y BTOpPMHHA BBegeHHst 3MiH NpoTArom 3-box MicauiB nicng
KapTOHHIN ynakoBka, BUMYyCK 3aTBEepPPKEHHS
Kopobui; cepii: b. bpayH
no 250 mn, 500 Menb3yHreH Al',
M, 1000 mny Hime4vuuHa;
nnacTUKOBOMY KoHTponk cepii: b.
Miwky; no 10 BpayH
MiLLIKIB Y Menb3yHreH AT,
KapTOHHIN kopobui HimeyunHa
216. | CYnNbMIPUA - | po3unH ans TOBAPUC Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHa 3a - UA/11476/02/01
3H iH'ekuin, 50 mr/mn TBO 3 BUPOBHMLTBA, 3asBHuka J13 (MIBI) (BnacHuka peecTpauiiHoro peuenmom
no 2 mn B amnyni; OBMEXE KOHTPOIb SIKOCTI, noceigyveHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
no 10 amnyny HOIO BUWMNYCK Cepil: 460) BBegeHHs 3MiH MpPOTAroM 6-Tu micauiB nicns
kopobui; no 2 mne | BIAMNOBIA ToBapwucTtBo 3 3aTBepAKEHHST; 3MiHu | Tuny - 3miHn Wwoao
amnyni; no 5 AJIbHICT obmexeHoto 6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsgy.
amnyn y 6nictepi; 10) BiANOBiganNbHICTIO BBeneHHs abo 3miHM A0 y3aranbHEHNX aHUX Npo
no 2 6nictepn y «KOPTIOP "XapkiBcbke cuctemy chapmakoHarnsaay (BBeAeHHS y3aranbHeHNX
kopobui; no 2 mn B AUIA dapMaueBTUYHe OaHuX Npo cuctemMy apmMakoHarnsgy, amiHa
amnyni; no 10 «30POB niagNpUEMCTBO ynoBHOBaeHoi ocobu, BignosigansHoi 3a 3gincCHeHHS
amnyn y 6nicrepi; "Ax "3p0poB'a dapmakoHarnsay; KOHTakTHoOi ocobu 3
no 1 Gnictepy y Hapogy", YkpaiHa dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
kopoobui BCi cTaaii dapmakoHarnagy B YkpaiHi, SKLWo BOHa BiAMiHHa Big
BUPOBHMUTBA, YNOBHOBaXXEHOIT 0CO0U, BiANOBiAanNbHOI 3@ 3AiNCHEHHS
KOHTPOIb SIKOCTI: hapmakoHarnsigy (BKoYarum KOHTaKTHI AaHi) Ta/abo
ToBapucTtBo 3 3MiHM Yy pOo3MiLLeHHi MacTep-ganna cuctemm
obmexeHoto dapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHOi 0cobu
BiANoBiganbHiCTIO 3asBHYKa, BignosiganbHoi 3a chapmakoHarnsg [ditoya
«®apmaueBTnyHa pepakuis: LLleByeHko OneHa IropisHa MponoHoBaHa
KoMnaHisa pepakuisi: NaHoBa OneHa MukonaisHa 3miHa
"3gopos's", KOHTaKTHMX JaHWX YNOBHOBaXEHOI 0cobU 3asiBHUKA,
YkpaiHa BigNOBiganbHoi 3a hapmakoHarnsg 3miHa Homepa
MacTep-canna cuctemm dpapmakoHarnsgy
217. | TAODANA®IN TabneTku, BKPUTI IDKEHO® Benwuka Yiny Kutan BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3minu | 3a He UA/19727/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
NniBKOBOO APM NTAH BputaHis dapmachbtoTikan Tuny - 3MiHK 3 siKocTi. FOTOBWI NikapcbKuMii 3acib. peuenmom nionse
o6onoHkoto, no 10 (XanHaHb) Ko., CT1abinbHicTb. 3MiHa y TepMiHax npuaaTHocTi abo ae
Mmr no 4 abo 7 ITa. ymoBax 36epiraHHsi roTOBOrO fikapcbkoro 3acoby
TabneTok, BKPUTUX (36inbLUEeHHs1 TepMiHY NPMAATHOCTi FOTOBOTO
nniBKOBOKO nikapcbKkoro 3acoby) - [ins Toproeoi ynakoBKku
06ornoHKoto, y (niaTBEPAXKYETECSH AAHUMM pearbHOro Yacy)
6nictepi; no 1 36iNbLUeHHs1 TepMiHY NPMAATHOCTI FOTOBOTO
6nictepy B nikapcbKkoro 3acoby Ha OCHOBI MO3UTUBHUX
KapTOHHiI kopooLi pe3ynbTaTiB AOBrOCTPOKOBMX AOCHILKEHD
cTabinbHOCTI y peanbHOMy Yaci: 3aTBepaKeHo:
TepMmiH npyugaTHOCTI. 2 pokun. 3anponoHoBaHo: TepMiH
npuaaTHOCTI. 3 pokn 3MiHM BHECEHI B iHCTPYKLUis 4ns
MEeOMYHOro 3aCTOCYBaHHS NiKapcbKoro 3acoby y
po3ain "TepmiH npugaTHoCTi"
218. | TADANA®IN TabneTkn, BKpUTI IDKEHO® Benwka Yiny Kutan BHECEHHS 3MiH 0 peecTpauinHmux maTtepianis: 3MiHu | 3a He UA/19727/01/02
NMiBKOBOO APM NTAH BputaHis dapmachbtoTikan TMny - 3MiHK 3 SKoCTi. [0TOBMI NikapcbKuin 3acib. peuernmom nionse
o6onoHkoto, 20 Mr (XanHaHb) Ko., CT1abinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo ae
no1,4abo7 ITa. ymoBax 36epiraHHsi roTOBOrO fikapcbkoro 3acoby
TabneTok, BKPUTUX (36inbLUeHHSA TepMiHY NpuAaTHOCTI rOTOBOrO
NNiBKOBOO nikapcbkoro 3acoby) - [1ns Toproeoi ynakoBKku
o6oroHKoto, y (niaTBEPAXKYETHCSH AaHUMM peanbHOro 4acy)
6nicTepi; mo 1 36inbLUEeHHS TepMiHY NpuAaTHOCTI rOTOBOIO
6nictepy B nikapcbKoro 3acoby Ha OCHOBI MO3NUTUBHUX
KapTOHHiI kopobui pes3ynbTaTiB JOBrOCTPOKOBUX AOCHIOXEHb
cTabinbHOCTi y peanbHOMY Yaci: 3aTBepaxeHo:
TepmiH npuaaTHocTi. 2 poku. 3anpornoHoBaHo: TepMiH
npuaaTHocTi. 3 pokn 3MiHM BHECEHI B IHCTPYyKLUia Ans
MeOMYHOro 3aCTOCYBaHHSA NikapcbKoro 3acoby y
posain "TepmiH npugaTtHocTi”
219. | TADANA®IN TabneTkun, BKpUTI IDKEHO® Benuka Yiny Kutan BHECEHHS 3MiH IO peecTpauiiHnx maTepianis: 3minHu | - He UA/19728/01/01
NniBKOBOO APM NTAH BpuTtaHisa dapmachbtoTikan TMny - 3MiHK 3 SKocCTi. [O0TOBMI Nikapcbkuin 3acib. nionse
obornoHkoto, no 10 (XawiHaHb) Ko., CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo ae
Mmrin bulk: no 4 ITa. ymoBax 36epiraHHsi FOTOBOr0 Nikapcbkoro 3acoby
abo 7 TabneTok, (36inbLUeHHsA TepMiHY NpuaaTHOCTI rOTOBOrO
BKPUTUX nikapcbkoro 3acoby) - [nst ToproBoi ynakoBku
NniBKOBOO (niaTBEPAXKYETHCSH AaHUMM peanbHOro 4acy)
oboroHkot, y 36inbLUeHHs TepMiHy NpuaaTHOCTI rOTOBOrO
6nicTepi; no 50 nikapcbkoro 3acoby Ha OCHOBI MO3UTUBHUX
GnicTtepis B pes3ynbTaTiB JOBrOCTPOKOBUX AOCHIAXEHb
KapTOHHiIl kopobuyi cTabinbHOCTi y peanbHOMy Yaci: 3aTBepaxeHo:
TepmiH npuaaTHoCTi. 2 poku. 3anpornoHoBaHo: TepMiH
npuaaTHOCTI. 3 pokn 3MiHM BHECEHI B iHCTPYKUis Ans
MeOMYHOro 3aCTOCyBaHHSA NikapcbKoro 3acoby y
po3ain "TepmiH npugaTtHocTi”
220. | TAQANA®IN TabneTkn, BKpUTI IDKEHO® Benuka Yiny Kurtan BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3miHu | - He UA/19728/01/02
NniBKOBOO APM NTAH BputaHisa ®apmachbtioTikan TMny - 3MiHK 3 SKocTi. [OTOBMI Nikapcbkui 3acib. nionse
obornoHkoto, 20 mr (XawiHaHb) Ko., CrabinbHicTb. 3MiHa y TepMiHax npuaaTHoCTi abo ae

in bulk: no 1 abo 7
TabneTok, BKPUTUX
NnNiBKOBOO

Iro.

ymoBax 306epiraHHs roToBOro fikapCcbKoro 3acoby
(36inbLUeHHsA TepMiHY NpuaaTHOCTI rOTOBOrO
nikapcbkoro 3acoby) - [nsi ToproBoi ynakoBku
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
obonoHKoto, y (niaTBEPAXKYETLCS AAHMMMN peanbHOro Yacy)
6nictepi; no 40 306inbLUeHHs TepMiHY NPUAATHOCTI rOTOBOIO
Gnictepie B nikapcbKkoro 3acoby Ha OCHOBI MO3UTUBHUX
KapTOHHiN kopobui pesynbTaTiB 4OBrOCTPOKOBUX AOCHIAXKEHD
CTabinbHOCTI y peanbHOMY Yaci: 3aTBepKeHo:
TepMmiH npyugaTHOCTI. 2 poku. 3anponoHoBaHo: TepMiH
npuaaTHOCTI. 3 pokn 3MiHM BHECEHI B IHCTPYKUiA Ans
ME[MYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3ain "TepmiH npugaTHoCTi"

221. | TA3AJIIOK™ Kpanni opanbHi, TOB Ykpaina HOp. lNyctae KnsanH HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3MiHu | bes He UA/8499/01/01
po34umH; no 50 mn "YHIBEPC 'mb6X & Ko. KI TMNy - AGMIHICTPaTMBHI 3MiHW. BunyyeHHs BUPOGHUYOIT peuenma nidnsie
y donakoHi; no 1 AJTbHE OinbHUUi (BKMOYaoum ginbHuui ans A®Il, npomixHoro ae
hnakoHy y AFEHTCT npoaykTy abo rotoBoro nikapcbkoro 3acoby, AinbHULI
KapTOHHIN BO "MPO- ONs NPOBEAeHHs NaKyBaHHS, BUPOOHMKa,
kopobui; no 100 OAPMA" BiANOBIgaNbHOro 3a BUMYCK CEpii, MicLie NpoBeaeHHS
My donakoHi; no KOHTPONO cepii) abo nocTtavanbHWka BUXIgQHOTO
1 cbnakoHy y MaTepiany, peareHTy abo JONOMiKHOI pe4OBUHM
KapTOHHIN (SIKLLO 3a3HAYEHO Y A0Cbe) - AOMiHICTpaTMBHA 3MiHa
kopobui; no 2 abo BUy4YeHHs BupobHuka M13: MAT "lNy6Hudapm”,

3 donakoHm y YkpaiHa. 3anuwaetbcs anbTepHaTUBHUIN BUPOOHMK
KapTOHHiIN kopooLi 'M3: Op. Nyctas KnsanHd MweX & Ko. KIM, HimeyunHa.
i3 po3ainbHO 3asBneHa 3miHa nepeabavae BUIyYEeHHs1 BUPOOHUKA
BCTaBKOO MAT «Jly6Huchapm», YkpaiHa Ta rnoro
MiCLie3HaxXodXKeHHS, SIK HacniaoK, BUNy4YaeTbes
IHCTPYKUist ANS MeANYHOTO 3aCTOCYBaHHS IikapCbKOro
3acoby BupobHuuTea MNAT «JlybHudapm», YkpaiHa Ta
TEKCT MapKyBaHHS yNaKoBKW NikapCcbKoro 3acoby.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEpAKEHHS; 3MiHuM | Tuny - AOMiHICTPaTUBHI 3MiHW.
BunyuyeHHs1 BUpoGHWYOI AinbHULI (BKNOYa4n
AinbHuUi ana A®Il, npomixkHoro npogykTy abo roToBoro
nikapcbkoro 3acoby, AinbHULi Ans NpoBeAeHHS
nakyBaHHsi, BUpOOHWKa, BiANoBiganbHOro 3a BUMyck
cepivi, Micue NpoBefeHHs KOHTPOoro cepii) abo
nocTavanbHuKa BMXigHOro martepiany, peareHty abo
[OOMNOMIXKHOT pe4oBUHU (SIKLLO 3a3HaYeHo y AOChE) -
AamiHicTpaTMBHa 3MiHa BUINYyYeHHS BUPOOHWKa Litoyoi
peyosuHu: MAT "[ly6HUcbapm", YkpaiHa. Sanuvwwaerscs
anbTepHaTUBHUIA BUPOGHUK Aitoyoi pevoBuHM: [p.
lN'yctaB KnsnH Mm6X & Ko. KI', HimeuunHa. BeegeHHsi
3MiH NpOTSArom 6-Tn MicsiLiB Nicnsi 3aTBepAKEHHS

222. | TAMICTEP Kancynu TBepai; MicTtpan AHrnis Bupo6HuuTBO Icnanis/ BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHn | 3a He UA/18497/01/01
no 30 abo no 90 Kenitan NPOMiXKHOro PymyHis TMny - AOMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernmom nionse
Kancyn y dgnakoHi; MeHeaxm npoaykTy, Ta/abo agpecu MicLsl NPOBaKEHHSI QisiNbHOCTI ae
no 1 conakoHy B €HT roToBOro BUPOGHYMKa/iMnopTepa roToBOro Nikapcbkoro 3acoby,

KapTOHHiIl kopobui Timiteq nikapcbKkoro BKITI0MA04M AinbHULI BUMNYCKY cepii abo MicLe
3aco0y, NPOBEAEHHS! KOHTPOIHO SIKOCTI. (AisSNbHICTb, 3a SKy
nakyBaHHs, BiANOBigae BUPOGHMK/iMIOPTEp, BKNOYAKUMN BUMYCK

KOHTPOIb SKOCTI,
BUNYCK cepii:

cepin) - 3miHa agpecu BUpobHMKa BigNoBiganbHoro 3a
BMPOBOHMLTBO NPOMiXXHOIO NPOAYKTY, rOTOBOro
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
JTABOPATOPIOC nikapcbkoro 3acoby, nakyBaHHs!, KOHTPOMb SKOCTI,
JIEOH ®APMA BUMYyCK cepii. BUpobHmya ginbHMUA Ta yci BUPOOHUYI
C.A,, Icnanis onepadii 3anuwarTbcst He3MiHHUMK. 3MiHWM BHECEHO B
BrpobHuuTBO IHCTPYKLUIiO ANS MeANYHOro 3aCTOCYBaHHS NiKapCbKOro
NPOMIXXHOIO 3acoby y po3ginu "BupobHuk", "Micue3HaxomKeHHs
npoaykTy: BMPOGHMKa Ta agpeca Micus MpoBagXeHHs Aoro
3eHTiBa C.A., OisnbHOCTI" 3 BiANOBIAHUMM 3MiHAMKW B TEKCTI
PymyHis MapKyBaHHS1 yNakoBOK. BBefeHHs 3MiH NpoTsirom 6-Tu
AnbTepHaTuBHe MicsLiB 3 aTu 3aTBEPMKHEHHS; 3MiHM | Tuny -
BTOPUHHE AamiHicTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHs Ta/abo
naKyBaHHs: agpecu Micusa NpoBaKeHHS AisnbHOCTI
ATOIC ®APMA, BUPOGHMKa/iMnopTepa rotToBoro sikapcbkoro 3acoby,
C.J1., Icnanis BKII0NAK04M AinbHNULI BUNYCKY cepii abo micue
AnbTepHaTuBHE NPOBEAEHHS KOHTPOSO AKOCTI. (LiANbHICTb, 3a AKY
BTOPUHHE BigMNOBigae BUPOOHMK/IMMOPTEp, HE BKIOYAKUN
nakyBaHHs: BMNYCK cepin) - 3miHa Ha3Bu Ta agpecy BUPOBHWKIB:
MAHAHTIAN C.C. 3enrTiB C.A., BignosiganbHoi 3a BUpOOGHMLUTBO
IHTEIMPA C.J1.1O., NPOMIXXHOro NPOAYKTY. TakoX peaakuifiHi 3MiHn B
Icnanis appeci BupobHuka JlabopaTtopioc JlikoHca, C.A.
AnbTepHaTuBHE BiANOBIganNbHOI 3a anbTepHaTMBHE NEPBUHHE Ta
nepBUHHE Ta BTOPWHHE NaKkyBaHHs. BBegeHHs 3MiH NpoTsirom 6-Tu
BTOPUHHE MicsLIB 3 ATV 3aTBEPIKHEHHS
naKyBaHHs:
JIJABOPATOPIOC
JIKOHCA CA,,
Icnanig
223. | TAMOKCU®E | tabnetku no 10 mr | TOBAPUC YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHa 3a - UA/5528/01/01
H-3O0OPOB'A | no 10 tabnetoky TBO 3 0obMexeHo 3asBHuka J13 (MIBI) (BnacHuka peecTpauiiHoro peuenmom
6nicTepi; no 6 OBMEXE BiAnoBiganbHiCcTO nocsigyeHHs ) (3rigHo Hakazy MOS Big 23.07.2015 Ne
GnicTtepiB y HOKO "®apmaueBTuyHa 460) BBegeHHs 3MiH NpoTsiroM 6-Tu MicsuiB nicns
KapTOHHIN BIONOBIA KOMMaHis 3aTBepAKeHHS; 3MiHu | Tuny - 3miHn woao
kopobui; no 60 AJIbHICT "3gopos's" 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
TabneTok y o BBeneHHs abo 3miHM A0 y3aranbHEHNX aHUX Npo
KOHTeWHepi «KOPINOP cvctemy chapmakoHarnsaay (BBeAeHHS y3aranbHeHNX
nnacTMacoBoMy; AUIA OaHuX Npo cuctemMy hapMakoHarnsgy, amiHa
no 1 koHTenHepy B | «30OPOB ynoBHOBaeHoi ocobu, BignosigansHoi 3a 3gincCHeHHS
KapTOHHIN kopobui Ay dapmakoHarnsay; KOHTakTHoOi ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, SKLo BOHa BiAMiHHa Big
YNOBHOBaXXEHOI 0CO0U, BiANOBIAANbHOI 3a 34iCHEHHS
hapmakoHarnsigy (BkoYarum KOHTaKTHI AaHi) Ta/abo
3MiHM Yy pO3MiLLeHHi MacTep-ganna cucTtemm
dapmakoHarnagy) - 3miHa ynoBHoBaXkeHoi ocobu
3asBHYKa, BignosiganbHoi 3a chapmakoHarnsg [ditoya
pepakuis: LleByeHko OneHa IropisHa MponoHoBaHa
pepakuist: NaHoBa OneHa MukonaisHa 3miHa
KOHTaKTHMX JaHWX YNOBHOBaXEHOI 0cobU 3asiBHUKA,
BigNOBiganbHoi 3a hapmakoHarnsg 3miHa Homepa
MacTep-canna cuctemy dpapmakoHarnsgy
224. | TAMOKCU®E | tabnetku no 20 mr | TOBAPUC YkpaiHa ToBapwucTtBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3mMiHa 3a - UA/5528/01/02
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
H-30OPOB'A | no 10 TabneTtok y TBO 3 obmMexeHoto 3asBHuka 13 (MIBI1) (BnacHuka peecTpauiiHoro peuenmom
6nictepi; no 3 abo OBMEXE BianoBiganbHiCcTO noceigyeHHs) (3rigHo Hakazy MOS3 Big 23.07.2015 Ne
6 GnictepiB y HOIO "papmaueBTUYHa 460) BeegeHHs 3MiH NpoTsArom 6-Tu micsauis nicns
KapTOHHiIN kopobui | BIOMOBIO KOMMNaHis 3aTBepAKEHHST; 3MiHu | Tuny - 3miHn Wwoao
ANBHICT "3popos's" 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
o BBeneHHs abo 3miHM A0 y3aranbHEHNX 4aHuX Npo
«KOPINOP cuctemy chbapmakoHarnsay (BBeAeHHS y3aranbHeHNX
AUIA OaHunX Npo cuctemy bapmakoHarnagy, amiHa
«310POB yNoOBHOBa)eHOi 0cobu, BignosiganbHOI 3a 30iNCHEHHS
A» chapmakoHarnsiay; KOHTaKkTHOT ocobu 3
chapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
thapmakoHarnagy B YKpaiHi, SKLWO BOHA BigMiHHA Big
YNOBHOBaXXEHOI 0CO0U, BiANOBiAanNbHOI 3a 3AiNCHEHHS
hapMakoHarnagy (BkMovar4mn KOHTaKTHI AaHi) Ta/abo
3MiHW Yy pO3MilLleHHI MacTep-charna cuctemm
dapmakoHarnagy) - 3miHa ynoBHOBaXkeHoi ocobu
3asBHMKa, BigNOBIAanbHOI 3a hapmakoHarnsg Lditoya
penakuisi: LeeyeHko OneHa IropiHa NponoHoBaHa
pepakuisi: NaHoBa OneHa MukonaiBHa 3miHa
KOHTaKTHMX JaHWX YNOBHOBaXEHOI 0COOU 3asiBHUKA,
BignoBiganbHoi 3a hapMakoHarnsg 3miHa Homepa
mMacTtep-darna cuctemmn dapmakoHarnsgy
225. | TENMICAPTA | Ta6bnetku no 80 TOB YkpaiHa MepBrHHA Ta YropwuHa/ BHECEHHS 3MiH 4O peecTpauiiHMx maTtepianis: 3MiHu | 3a - UA/14020/01/01
H-TEBA Mr; no 7 TabneTok «TeBa BTOPUHHA IHais Tuny - 3MiHn 3 sikocTi. CepTudikaT BignosigHocTi/lE- peuenmom
y bnicTepi; no 4 YkpaiHa» ynakoBKa, 403BinN cepTudikar BiANoBIAHOCTI €EBpONENChKIN
Gnictepu B Ha BUMYCK cepii: apmakonei/moHorpadii. MogaHHsa HoBoro abo
kopooui AT OHOBIeHoro cepTudikaTta BignosigHocTi abo
dapmaueBTUYHUIA BUITyYEHHS cepTudikaTa BignoBiaHOCTI EBpONenChKin
3aBog TeBa, capmakonei: ana A®l; ansa BuxigHoro
YropwuHa; matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BrpobHuuTBO BMKOPWCTOBYIOTBECS Y BUPOOHMUTBI APl; ang
Hepo3adpacoBaHoI [OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTI
npoaykKui, €Bponelicbkint hapmakonei) - OHoBNeHWI cepTudikat
nepBUHHA Ta Bif YK€ 3aTBepAKeHOro BUpOBHUKa - MoJaHHSA
BTOPUHHA OHOBMEHOro cepTudikaTy BiAnoBiAHOCTI EBpoNEChKin
yrnakoBKa: dapmakonei R1-CEP 2009-077-Rev 02 Big Bxe
TeBadbapm IHais 3aTBepakeHoro BupobHuka Zhejiang Huahai
MeT. JlTa., IHAis Pharmaceutical Co. Ltd. gito4oi pe4oBuHM
TenmicaptaH (3atBepaxeHo: R1-CEP 2009-077-Rev
01; 3anponoHoBaHo: R1-CEP 2009-077-Rev 02)
226. | TET 36.6® MOPOLLOK ANs MpuBaTHe Ykpaina MpusatHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | 6e3 - UA/17386/01/01
MAKCI 3 opanbHOro akuioHepH akuioHepHe TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3acib. peuenma
APOMATOM pO34uHy, Mo 23 ry e TOBapuUCTBO 3MiHn y BUpo6HMUTBI. 3MiHa po3mipy cepii
NIMMOHY calle-nakeTi, 10 5 | ToBapucTB "Nekxim-Xapkis" (Bkntovatoum dianasoH po3Mipy cepii) roToBoro
abo 10 cawe- o "Nekxim- nikapcbkoro 3acoby (36inbLeHHs go 10 pasis
nakeTiB y navui XapkiB" NOPIBHSAHO i3 3aTBEPAXXEHNM PO3MIPOM) BBEAEHHS

nopatkoBoro po3mipy cepii 113 9000 wTyk calle-
nakeTiB B AONOBHEHHS 0 BXe 3aTBEPIXXEHNX PO3MIpiB

1000 wTyk cawe-nakeTiB, 1500 WTyK calle-nakeTis,

2000 wryk cawe-nakeTis, 3000 WTYK calle-NakeTi.,
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4000 wryk cawe-nakeTis, 6000 WTyK calle-nakeTis
227. | TET 36.6® NMOPOLLOK Ans MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpalinHmux maTtepianis: 3MiHu | 6e3 - UA/17387/01/01
PANIA 3 oparnbHOoro aKuioHepH aKuioHepHe Tuny - 3MiHK 3 siKocTi. FoTOBWI Nikapcbkuii 3acib. peuenma
APOMATOM po34uHy, Mo 23 rB e TOBapuUCTBO 3MiHn y BUpobHMUTBI. 3miHa po3mipy cepii
AKALLIT cawle-nakeTi, N0 5 | ToBapucTB "Nekxim-Xapkis" (BKrOYatouM gianasoH po3Mipy cepii) roToBoro
abo 10 cawe- o "lNekxim- nikapcbkoro 3acoby (36inbweHHs o 10 pasis
nakeTiB y navui Xapkis" NOPIBHSAHO i3 3aTBEPAXEHNM PO3MIPOM) BBEAEHHS
nogaartkoBoro poamipy cepii 113 9000 wTyk calle-
nakeTiB B JOMOBHEHHS [0 BXe 3aTBEPOXXEHNX PO3MIpiB
1000 wTyk cawe-naketis, 1500 wTyk calle-nakeTis,
2000 wrtyk cawe-nakeTis, 3000 WTyK cawle-nakeTis,
4000 wrtyk cawe-nakeTis, 6000 WTYK cawwe-nakeTiB
228. | TET 36.6® NMOPOLLOK ANA MpuBaTHe Ykpaina MpuBatHe YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3minu | bes - UA/17420/01/01
PANIAQ 3 opanbHoro aKLioOHEepH aKuioHepHe Tmny - 3MiHKM 3 sikocTi. FoToBUIA NikapcbkMin 3aci6. peuenma
APOMATOM poO34nHy, Mo 23 ry e TOBapuUCTBO 3MiHn y BUpo6HMLTBI. 3MiHa po3mipy cepii
JIMMOHY calle-naketi, no 5 | ToBapucTs "MNexxim-Xapkis" (BkrtOMato4M Aiana3oH po3Mipy cepii) roToBoro
abo 10 cawe- 0 "Ilekxim- nikapcbkoro 3acoby (36inbweHHs go 10 pasis
nakeTiB y navui XapkiB" NOPIBHAHO i3 3aTBEPAXEHVM PO3MIPOM) BBEAEHHS
popaarkoBoro po3mipy cepii 113 9000 wTyk cawe-
nakeTiB B JOMOBHEHHS 0 BXe 3aTBEPOXXEHNX PO3MIpiB
1000 wTyk cawe-naketiB, 1500 WTyk calle-nakeTis,
2000 wrtyk cawe-nakeTis, 3000 WTyK calle-NakeTiB,
4000 wTyK cawe-nakeTis, 6000 WTYK calle-nakeTiB
229. | TETPAMAKC kancynu, 500 mr TOB Ykpaina AT "BITAMIHA" YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a - UA/20221/01/01
no 10 kancyn y "AKTIPAP TexHiyHa nomurnka (3rigHo Hakasy MO3 Big peuernmom
6nicTepi; no 3 abo Mm" 23.07.2015 Ne 460) BunpaBneHo TEXHi4HY NOMUIIKY B
6 6nicTepiB y iHCTPYKLUIii AN MEAUYHOro 3aCTOCYBaHHS fikapCbKoro
navui 3acoby y posaini "®apmakonoriyHi BnactmeocTi"
(PapmakokiHeTUKa), @ caMe BipHO 3a3HaYEeHO OAMHML
BMMIpIOBaHHS (3aTBEpAXeHo: 6,4 mn/n;
3anpornoHoBaHo: 6,4 Mr/n) Ta BHECEHO NPONyLIEeHNI
po3ainosuii 3Hak y posgin "Micue3HaxomKeHHs
3asBHMKA".
230. | TUPO3YP renb, 1 mr/r;no5r | Enrensrap | HimeyumH Exrensrapp HimeyunHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu | bes - UA/7786/02/01
abo no 25 r rento o a ApuHanmiTTens TMny - 3MiHn 3 sikocTi. CepTudikaT BignosigHocTi/lE- peuenma
y Ty6i; no 1 Ty6i B ApuHanmiT 'mbX & Ko.KI cepTudikar BiaNoBIAHOCTI EBpONENChKIN
KapTOHHIN kopooLi Tenb dapmakonei/moHorpadii. MogaHHA HoBoro abo
MoX & OHOBIEHoOro cepTudgikaTta BignosigHocTi abo
Ko.KI" BUITyYeHHS cepTudikaTa BignoBiaHOCTI EBponenchKiln

capmakonei: ans A®l; gnsa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoaykKTy, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHMLTBI ADI; ans
[OMOMIXXHOI peqyoBuHU (cepTudikaT BignoBigHOCTI
€Bponelicbkiit hapmakonei) - OHoBNeHW cepTudikat
Bif y)ke 3aTBepKeHOro BMpobHuka - MNogaHHA
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI €Bponenchkin
dapmakonei Ne R1-CEP 2013-205 - Rev 00
(3atBepokeHo: RO-CEP 2013-205 - Rev 04) ansa AdI
TUPOTPULIMH Bif, 3aTBepkeHoro BupobHuka Xellia
Pharmaceuticals Ltd., JaHis
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231. | TONNEPIN- TabneTku, BKpUTI TOBAPUC Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3MiHa 3a - UA/9556/02/02
300POB'A nniBKOBOKO TBO 3 BUPOGHMUTBA, 3asBHuKa J13 (MIBI) (BnacHuka peecTpauiiHoro peuenmom
060r0oHKo, Mo OBMEXE KOHTPOSb SIKOCTI, nocsigyeHHst) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
150 mrno 10 HOKO BUNYCK cepii: 460) BBeaeHHs 3MiH NPOTAroM 6-Tu micAuiB nicns
Tabnetok y BIANOBIA ToBapucTBoO 3 3aTBepAKEHHST; 3MiHu | Tuny - 3MiHW Wwoao
6nictepi; no 3 AINBHICT 0oB6MeXeHo 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy.
Gnictepu y 0 BiAMOBIAANBHICTIO BBeneHHs abo 3mMiHM 40 y3aranbHeHVX AaHuX Npo
kopobui 3 kapToHy | «KOPINOP "papmaueBTUYHa cucTemMy chapmakoHarnsgy (BBeAeHHs y3aranbHeHnX
AUIA KOMMNaHisa OaHunX Npo cuctemy bapmakoHarnagy, amiHa
«340POB "3popos'sa”, yMNOBHOBaXeHOoI ocobwu, BignosiaansHoi 3a 3giNCHEHHS
"Ax YkpaiHa hapmakoHarnsigy; KOHTakTHoi ocobu 3
BCi cTagii thapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
BUPOBHMUTBA, dapmakoHarnagy B YkpaiHi, SKL0 BOHa BiAMiHHa Big
KOHTPOIb SKOCTI, ynoBHOBa)eHOi ocobu, BignosiganbHOI 3a 30iNCHEHHS
BUMYCK cepii: hapMakoHarnagy (Bknovar4mn KOHTaKTHI AaHi) Ta/abo
ToBapucTso 3 3MiHM y pO3MileHHI MacTep-dhaiina cuctemu
oBMmexeHo dapmakoHarnagy) - 3miHa ynoBHoBa)keHoi ocobu
BiANOBIgaNbHICTIO 3asBHMKa, BigNoBiganbHoI 3a hapmakoHarnag. fitova
"OAPMEKC pepakuisi: LeBueHko OneHa IropiBHa.
PYMN", Ykpaina MponoHoBaHa peaakuis: MaHosa OneHa MukonaiBHa.
3MiHa KOHTaKTHMX JaHMX YNOBHOBaXXeHOI 0cobu
3asiBHUKA, BiAnoBiganbHoi 3a hapmakoHarnsag. 3miHa
HOMepa MacTep-danna cuctemu oapmakoHarnagy
232. | TONNEPIN- TabneTku, BKpUTI TOBAPUC YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHiX MaTepianis: 3MiHa 3a - UA/9556/02/01
300POB'A NniBKOBOO TBO 3 BMPOGHMLTBA, 3asBHuka 13 (MIBI1) (BnacHvka peecTpauiiHoro peuernmom
obornoHkoto, no 50 | OBMEXE KOHTPOIb SIKOCTI, noceigyveHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
mr, no 10 HOKO BUMYCK cepii: 460) BBegeHHs 3MiH NpoTsiroM 6-Tu micsuiB nicns
Tabnetoky BIAMNOBIA ToBapwucTtBo 3 3aTBepAKEHHST; 3MiHu | Tuny - 3miHM Wwoao
6nictepi; no 3 AJIbHICT obmexeHoto 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
Gnictepu y 10) BiANOBiganNbHICTIO BBeneHHs abo 3miHM A0 y3aranbHEHNX aHUX NPo
kopobui 3 kapToHy | «KOPIOP "®apmaueBTnyHa cvctemy chapmakoHarnsaay (BBeAeHHS y3aranbHeHUX
AUIA KOMMaHis OaHuX Npo cuctemMy apmMakoHarnsgy, amiHa
«30POB "3popos's", ynoBHOBaxeHoi ocobwu, BignosiaansHoi 3a 3giNncCHeHHS
"Ax Ykpaina dapmakoHarnsay; KOHTakTHoOi ocobu 3
BCi cTagii dapMakoHarnagy 3asBHUKa Ans 30iNCHEHHS
BMPOGHMLTBA, dapmakoHarnagy B YkpaiHi, SKLWo BOHa BiAMiHHa Big
KOHTPOIb SIKOCTI, YNOBHOBaXXEHOI 0CO0U, BiANOBIAANbHOI 3a 34iNCHEHHS
BUNYCK cepil: hapmakoHarnsigy (BKoYarum KOHTaKTHI AaHi) Ta/abo
ToBapucTtBo 3 3MiHM Yy pOo3MiLLeHHi MmacTep-ganna cuctemm
obmexeHoto dapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHOi 0cobu
BiANoBiganbHiCTIO 3asBHuMKa, BignosiganbHoi 3a papmakoHarnsag. ditoya
"OAPMEKC pepakuis: LLleByeHko OneHa IropiBHa.
FPYM", Ykpaina MponoHoBaHa pepakuis: Manosa OneHa MukonaisHa.
3MiHa KOHTaKTHMX AaHWUX YNOBHOBaXEHOI 0cobu
3asiBHUKA, BignosiganbHoi 3a hapmakoHarnsg. 3miHa
HOMepa mactep-danna cuctemu papMakoHarnsgy
233. | TOHIMHAN® Kpanni oparnbHi, no TOB Ykpaina Pixapp BittHep Al ABCTpis BHECEHHS 3MiH [0 peecTpauiHux maTtepianis: 3miHu | 6e3 - UA/5009/01/01
20 mn abo 50 mn, "MEPPIFO TMny - 3MiHK 3 sikocTi. CepTudikaT BignosigHocTi/lE- peuenma
abo 100 mny YKPAIHA" cepTudikaT BignoBigHOCTI €EBpONenchKii
donakoHi 3 apmakonei/MoHorpadii. 3miHW, NoB's3aHi 3
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KpanernbHum HeobXiaHICTIO NpMBEAeHHs Y BiANOBIAHICTE A0
nosaTtopom; no 1 MoHorpadii JPY abo €sponewcekoi hapmakonei, abo
bnakoHy y iHLWOT HaLioHanbHOI hapmakonei aepxaeu €C (3miHa
KapTOHHIN y cneumdikauisx, nos's3aHa 3i aMiHamu B 1PY, abo
ynakoBLi €Bponeickkin hapmakonei, abo iHLWiA HaLioHanbHi
capmakonei aepxaeun €C) BHECEHHS 3MiH [0 p.
3.2.8.4.1 Cneumdikauis gitouoi pevosuHmn Nicotiana
tabacum, a came — npuBeAeHHN y BiANOBIAHICTL A0
BumMor Himeubkoi MlomeonatuyHoi dapmakonei (GHP),
aitove BugaHHsA. 3miHn | Trny - 3miHu 3 sikocTi. ADL.
Bupo6HMLTBO. 3MiHK B npoueci BUpobHuuTea AdD|
(iHWi 3MiHW) BHECEHHS 3MmiH o p. 3.2.S5.2.1
BupobHukn, a came — goaaetbcsa HoBe reorpadivyHe
mxepeno «East USA, Germany» gnsi pocnmnHHoi
cuposuHu Nicotiana tabacum, sika BUKOPUCTOBYETHCA
Ans BUpobHULITBA MaTPUYHOI HACTOVKW. 3MiHu | Tuny -
3MiHn 3 skocTi. ADI. KoHTponb A®I. 3miHa y
napameTpax crneuudikauin Ta/abo JonycTUMNX MeX,
BM3Ha4eHux y cneuudikauisx Ha APl abo
BUXIQHUA/NPOMDKHWUIA NpoAyKT/peareHT, LWo
BUKOPUCTOBYHOTLCS Y NpoLeci BupobHuutea AdI
(BonoBHeHHs creumdikaLii HOBMM NOKa3HUKOM SIKOCTI
Ta BignNoBiAHUM MeToA0M BUNPOGYBaHHS) BHECEHHS
3MiH go p. 3.2.S.2.3 KoHTporb maTepianis, a came —
[OOMOBHEHHS cneumdikaLlii POCITMHHOT CUPOBUHM
Nicotiana tabacum HOBVMM NoOKa3HUKOM SIKOCTI
«MowkomxeHicTb/CBiXICTbE»
234. | TONOTEKAH KOHLEeHTpaT ang Akkopg, Monbuwa BupobHuLTBO IHgis/ BHECEHHS 3MiH O peecTpaLinHMX maTtepianis: 3miHu | 3a He UA/17720/01/01
AKKOPO po34MHy Ans Xerickea roToBOro Benvka TMny - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkui 3acib. peuenmom nionsiz
iHcpy3in, 1 mMr/mm; Moncka nikapcbkoro Bputanis/ 3MiHn y BUpoBHMUTBI. 3MiHa iMnopTepa/3miHu, Wwo ae
no 1 mn abo no 4 Cn. 3.0.0. 3acoby, nepBuHHe, | YroplumHa/ CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOIHO AKOCTI
MIT KOHLEHTpaTy Yy BTOPUHHE MonbLa roToBOrO fikapcbkoro 3acoby (3amiHa abo foaaBaHHs
CKISTHOMY nakyBaHHs, BMPOGHMKa, Lo Bignosigae 3a BBe3eHHs Ta/abo
dnakoHi; no 1 KOHTPOIb SIKOCTi BUMYyCK cepii) - He Bkntoyaroum
dnakoHy y cepii: KOHTpOnb/BUNpoByBaHHs cepii - JoaaBaHHsA AinbHUL,
KapTOHHiI kopobui IHTac Lo BignoBigae 3a BMNyck cepii Akkopa Xenckea

dapmacbioTikan3
Nimiten, IHaia
BTopuHHe
naKyBaHHs:
Akkopg Xenckea
Nimiten, Benuka
Bputanis
BignosiganbHui
3a BMNyCK cepi:
Axkopp, Xernckea
Nimiten, Benuka
BpuTaHis
KoHTponb sikocTi:
AcTpoH Pe3sbopy

Moncka Cn.3 0.0. Cknag Imnoptepa Byn. Jlytomepcka
50, Mab6’aHiue, 95-200, MonbLla/Accord Healthcare
Polska Sp. z.0.0. Magazyn Importera ul. Lutomierska
50, Pabianice, 95-200, Poland. 3miHn BHeceHo B
iHCTpYKLUil0 ANs MeanYHOro 3acTOCYyBaHHS NikapCbKOro
3acoby y po3ainu "BupobHuk", "Micue3HaxomKeHHs
BUPOOHMKa Ta agpeca Micusi NPOBaKEHHS NOro
aisnbHOcCTI" 3 BiANOBIiAHMMYN 3MiHAMW B TEKCTi
MapKyBaHHs yNiakoBoK. BBeAeHHs1 3MiH NpoTsiroM 6-Tu
MiCsILiB Micnsi 3aTBEPOKEHHS
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka
¢opma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Pekna
MyeaH
Hs*

Homep
peecmpayitiHo20
noceio4yeHHs1

JlimiTea, Benuka
BputaHia
KoHTponb aKocTi:
BeccniHr XaHrepi
KdT., YropwmHa
KoHTponb aKocTi:
SAPMABAJIO
NnTo.
Mikpo6ionoriyHa
naboparopis,
YropwuHa
BignosiganbHui
3a BUNYCK cepii:
Akkopa Xenckea
Moncka Cn. 3 0.0.
Cknag Imnoprepa,
MNonblia

235.

TPU-PEron

TabneTkn, BKpUTI
06ONOHKOI0;
KOoMGi-ynakoeka Ne
21x1, Ne 21x3: no
21 Tabnetui B
Gnictepi (6
TabneTok
POXXEBOIO
Konbopy, 5
TabneTtok 6inoro
koneopy, 10
TabneTok TeMHo-
YKOBTOrO KOMbopy),
no 1 abo 3
6nictepu pasom 3
KapTOHHUM
dyTnsapom Ans
36epiraHHs
GnicTepis B nayui

BAT
"T'eneoH
Pixtep"

YropwmHa

BAT "TegeoH
PixTep"

YropwmHa

BHECEHHS 3MiH O peecTpauinHuX maTepianis: 3MiHu |
Tmny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BiaNnoBigHOCTI €BpONenchbKin
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBIEHOro cepTudikarta BignosigHocTi abo
BUYYEHHs1 cepTudikaTa BignoBigHOCTI €Bponenchkii
capmakonei: ana A®l; ansa BuxigHoro
marepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOGHMUTBI APl; ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTI
€sponelicbkin hapmakonei) - OHoBneHun ceptudikar
Bifl y>Ke 3aTBepAKeHOro BUPOOHMKa - NOAAHHSA
OHOBMEHOro cepTudikaTta BignoBigHOCTI €Bponeinchbkii
dapmakonei Ne R1-CEP 2001-400 - Rev 02
(3aTBepmxeHo: R1- CEP 2001-400-Rev 01) ans
aitovoi pevosuHu Ethinylestradiol Big yxe
3aTBepakeHoro BupobHuka GEDEON RICHTER PLC;
3miHu | TUny - 3miHu 3 gkocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponencbkin dapmakonei/MoHorpadii. NMogaHHA
HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
abo BUny4eHHsi cepTudgikata BignoBiaHOCTI
€Bponevickkin papmakonei: gna A®l; anst BUxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoaykKTy, Lo
BUKOPUCTOBYOTbCS Y BUPOOHMUTBI ADIl; ans
[OMOMIXXHOI peqyoBUHU (cepTudikaT BignoBigHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHW cepTudikat
Bifl y>Ke 3aTBepAKEeHOro BUPOOHMKa - NOAAHHS
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI €BpONenchKiln
®apmakonei Ne R1-CEP 1999 - 141 -Rev 04
(3aTBepmxeHo: R1-CEP 1999 - 141 -Rev 03) ans
aitoyoi pevoBuHu Levonorgestrel Big yxe
3aTBepakeHoro BupobHuka GEDEON RICHTER PLC

3a
peuernmom

UA/2939/01/01




173 [IpomoBxeHHS J0aTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
236. | PAPUCIN cnpen ans CninbHe Ykpaina CninbHe Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3minu | bes - UA/20108/01/01
CMPEW BI pOTOBOI YKpaiHCbK YKpaiHCbKO- Tmny: 3miHn 3 skocTi. CepTudpikat BignosigHocTiI/lE- peuenma
BOJIO B NOPOXHUHMN 3i o- icnaHcbke cepTudikaT BiaNoBiaHOCTI €BpONEnChbKin
ropni CMaKkoMm N1MOHY, icnaHcbke nignpueMcTeo chapmakonei/mMmoHorpadii. NMogaHHa HoBoro abo
1,5 mr/mn, no 30 nignpvemc «Cnepko OHOBJIEHOro cepTudikaTta BignoBigHOCTI abo
My TBO YkpaiHa», YkpaiHa BUYYEHHS1 cepTudikaTa BignoBigHOCTI €EBponenchkiin
nonieTmneHosomy «Cnepko (noBHWI LMKN dapmakonei: ans A®Il; onsa BuxigHoOro
KOHTENHepi 3 YkpaiHa» BUPOGHMUTBA, matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo

KPWILLIKOIO B
KOMMMEKTi 3
npVUCTPOEM Ans
PO3NWNIOBaHHS Y
navui 3 KapToHy

BUNYCK cepii)

BUKOPUCTOBYHOTLCS Y BUPOBHULTBI ADI; ans
AOMNOMIKHOI peqoBuHU (cepTudikaT BignNoBiAHOCTI
€Bponecbkin dapmakonei) - OHoBNeHu cepTudikaT
BiJ yXe 3aTBEpXEHOro BUpOBHUKA - MoAaHHS
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI €EBpONenchKin
capmakonei RO-CEP 2020-286-Rev 01
(3aTBepakeHuii: RO-CEP 2020-286-Rev 00) gns AdI
6eH3ngaminy rigpoxnopua Bif BXe 3aTBepaXeHOro
BMpobHuka Centaur Pharmaceuticals Private Limited,
IHZis BHAcnigok oHoBNeHHs MoHorpadii €P BHeceHo
3MiHVM B METOAMKY BU3Ha4eHHs gomiwkn G 3 in house
GC Ha HPLC (2.2.29) coupled with mass spectrometry
(2.2.43), 6e3 3MiHM HOpMyBaHHs. TakoX Bynun BHeCeHi
HEe3Ha4Hi 3MiHM B MeToau BUNpobyBaHb 3a
nokasHukamm “CynyTHi gomiwkun”, “BTpaTta B Maci npu
BuCyLLYyBaHHI", “KinbkicHe BU3HaYeHHS", “3anuLuKoBi
KINbKOCTi OpraHiyHux po3dmHHukiB (Metog A)”, “Bmict
aoMiwky G”. 3miHun | Tuny: 3minHm 3 sikocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponencbkin dapmakonei/MoHorpadii. NMogaHHA
HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
abo BuUny4eHHs cepTudikata BignoBigHOCTI
€sponevicbkin dapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BMKOPUCTOBYOTBCS Y BUPOOHMUTBI APl; ans
[OMNOMIXKHOI peqoBUHU (cepTudikaT BignoBigHOCTI
€sponelicbkin hapmakonei) - OHoBNeHun ceptudikar
BiJ yXe 3aTBEPIXEHOro BUPOBHUKA - MOAaHHS
OHOBJIEHOTrO cepTudikaTa BignoBigHOCTI €EBponenchkin
capmakonei RO-CEP 2020-286-Rev 02 gns AdI
6eH3ngaminy rigpoxnopug Bif Bxe 3aTBEpAKEHOro
BMpo6Huka Centaur Pharmaceuticals Private Limited,
IHais BHacnigok 3MiH B agpeci BUpoGHuMKa.
[MponoHoBaHa pepakuis RO-CEP 2020-286-Rev 02
(BnpobHMLTBO HaniBnpoaykTy) EDAR JANANI
CHEMPLAST PVT. LTD.
T-42/43/44/45, M.1.D.C.Tarapur, District Palghar
Boisar-401 506, Maharashtra, India KEOAP I)KAHAHI
XEMMNACT MBT. ATA.
T-42/43/44/45, M.1.0.K. Tapanyp, PaiioH Manrap
Borncap-421 506, MaxapawTpa, IHgia (BupobHULTBO
Ta KOHTPOIb, BUMYCK cepii)




174 [IpomoBxeHHS J0aTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
Centaur Pharmaceuticals Private Limited Plot No.75,
76,&76/1,& 74 Chikhloli M.1.D.C. Ambernath (West)
Thane-421 501, Maharashtra, India LieHTayp
dapwmacetoTtikans MNpisat Jlimiteg OinsHka Ne75, 76 i
76/1 i 74 Yixnoni M.1.0.K. Am6epHar (3axig) TenH-421
501, MaxapawTpa, IHgis
237. | ®APUCIN cnpen ans CninbHe Ykpaina CninbHe Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3minu | bes - UA/20107/01/01
CMPEN BI pOTOBOI YKpaiHCbK YKpaiHCbKO- Tmny: 3miHn 3 sikocTi. CepTudpikat BignosigHocTi/lE- peuenma
BOJIO B NOPOXHUHMN 3i o- icnaHcbke cepTudikaT BiaNoBiaHOCTI €BpONENChbKin
ropni cmakom mM'atu, 1,5 icnaHcbke nignpueMcTeo chapmakonei/mMoHorpadii. NMogaHHa HoBoro abo
mr/mn, no 30 mny nignpnemc «Cnepko OHOBJEHOro cepTudikaTta BignoBigHoCTi abo
nonieTuneHoBomMy TBO YkpaiHa», YKkpaiHa BUYYEHHs1 cepTudikaTa BignoBigHOCTIi €Bponenchkiin
KOHTEVHepi 3 «Cnepko (noBHMI LMKN dapmakonei: ans A®Il; ona BuxigHOro
KPULLKOIO B YkpaiHa» BUPOBHMUTBA, mMaTtepiany/peareHTy/NpoMiXKHOro NPOAYKTY, WO
KOMMNAEKTi 3 BUNYCK cepii) BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans

NPUCTPOEM Ansi
PO3NUIIOBAHHS Y
naJdui 3 KApTOHY

[OMOMIKHOI peqoBuHU (cepTudikaT BignoBiAHOCTI
€Bponecbkin dapmakonei) - OHoBNeHun cepTudikaT
Bifl y>Ke 3aTBepAKEeHOro BUPOOHMKa - NOAAHHSA
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI €EBpoNenchkin
capmakonei RO-CEP 2020-286-Rev 01
(3aTBepakeHuii: RO-CEP 2020-286-Rev 00) gna AdI
6eH3ngaminy rigpoxnopus Bif BXe 3aTBepaXeHOro
BMpobHmka Centaur Pharmaceuticals Private Limited,
IHAis BHacnigok oHoBMNeHHs MoHorpadii EP BHeceHO
3MiHM B METOAMKY BU3Ha4YeHHs gomiwkun G 3 in house
GC Ha HPLC (2.2.29) coupled with mass spectrometry
(2.2.43), 6e3 3mMiHM HOpMyBaHHS. Takox Oynu BHeceHi
HEe3Ha4Hi 3MiHM B MeToan BUNpobyBaHb 3a
nokasHukamu “CynyTHi gomiwku”, “BTpaTa B Maci npu
BuCyLLYyBaHHI", “KinbkicHe BU3HaYeHHS", “3anuLuKoBi
KINbKOCTi OpraHiyHux po3dmHHUKiB (metop A)”, “Bmict
aoMiwky G”. 3miHun | Tuny: 3minm 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponencbkin dapmakonei/MoHorpadii. NMogaHHA
HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
abo BuUny4eHHs cepTudikata BignosigHoCTi
€sponevicbkin dapmakonei: ana A®l; ans BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykTy, Lo
BUKOPUCTOBYOTbCS Y BUPOOHMUTBI ADIl; ans
[OMOMIXXHOIT peqyoBUHU (cepTudikaT BignoBigHOCTI
€Bponelicbkiit hapmakonei) - OHoBNeHW cepTudikat
Bifl y>Ke 3aTBepAKeHOro BUpobOHYKa - NoAaHHS
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI €Bponenchkin
capmaxkonei RO-CEP 2020-286-Rev 02 gnsa AdI
6eH3ungaminy rigpoxnopusa Bif BxXe 3aTBEpAKEHOro
BMpob6Huka Centaur Pharmaceuticals Private Limited,
IHAis BHacnigok 3MiH B agpeci BUpoGHMKa.
MponoHoBaHa pepakuis RO-CEP 2020-286-Rev 02
(BnpobHuuTBO HaniBnpoaykTy) EDAR JANANI
CHEMPLAST PVT. LTD.




175 [IponoBxkeHHs nonarka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
T-42/43/44/45, M.1.D.C.Tarapur, District Palghar
Boisar-401 506, Maharashtra, India KEQAP IXXAHAHI
XEMIMJIACT MBT. NTA.
T-42/43/44/45, M.1.0.K. Tapanyp, Paviox Manrap
Boricap-421 506, MaxapawTpa, IHgis (BUpobHMLTBO
Ta KOHTPOIb, BUNYCK Cepii)
Centaur Pharmaceuticals Private Limited Plot No.75,
76,&76/1,& 74 Chikhloli M.1.D.C. Ambernath (West)
Thane-421 501, Maharashtra, India LieHTayp
dapwmacetoTtikans MNpisat Jlimiteg OinsHka Ne75, 76 i
76/1 i 74 Yixnoni M.1.0.K. AmM6epHaT (3axig) TenH-421
501, MaxapawTpa, lHgis
238. | PAPMACENT | po3ynH 96 %; no TOB Ykpaina TOB "MEANEB" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3MiHu | 3a He UA/17314/01/01
un 100 mny "MELJIEB Tmny - 3MiHKM 3 sikocTi. FoToBUIA NikapckkMin 3aci6. peuenmom nidnsie
hnakoHax " CuctemMa KoHTelHep/3akynoptoBanbHui 3aci6. 3miHa y ae
CknsiHWX, o 100 NEepPBUHHIN yNakoBLi rOTOBOTO flikapcbkoro 3acoby (Tun
My conakoHax KOHTenHepa abo AofaBaHHS HOBOTO KOHTeNHepa) -
noniMepHnx TBepai, M’siki Ta HecTepunbHi pigki nikapcbki opmu -
[0[aBaHHS HOBOTO BUAY YNaKkoBKW, @ came MoniMepHi
cnakoHn (PET), 3aKkynopeHi NnacTMKoOBUMM KpULLIKAMM
3 KOHTpOneM nepLuoro BiakpuTTa no 100 mn, sk
anbTepHaTUBHOI A0 CKISIHOTO ¢hriakoHy, 3
BignoBigHMMKM 3miHaMu o p. «Ynakoeka» MKA J13.
3MiHM BHeceHi B po3gin "YnakoBka" B iHCTPyKUito Ans
MeOMYHOro 3aCTOCYBaHHSA NikapcbKoro 3acoby y
3B'AI3Ky 3 BBEAEHHSIM J104ATKOBOI yNakoBku (pnakoH
noniMepHuin) Ta sik HacnigokK - 3aTBEPAXXEHHSI TEKCTY
MapKyBaHHS Ans 4OOATKOBOI YNaKoBKY IikapCbKoro
3acoby BeaeHHst 3miH npoTtsarom 6-T1 MicauiB nicns
3aTBEPOKEHHS
239. | PAPMALUUTP | nopouwiok ansi dapmacan Kanapa BUPOOHMLTBO KaHaga BHECEHHS 3MiH JO peECTpaLiHMX MaTepianis: 6e3 - UA/6249/01/02
OH opanbHOro HC IHK. Hepo3dpacoBaHoro YTOYHEHHS1 peecTpaLiHoi npouenypv B Hakasi MO3 peuenma
po34MHy no 23 1 npoaykTy, Ykpainn Ne 2101 Big 11.12.2023 B npoueci BHECEHHS
MOPOLLKY Y nepBuHHe Ta 3MiH - 3MiHu | Tuny - 3miHK Wwopo
naketax; no 23 r BTOPUHHE 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsagy (iHwi
MOPOLLKY Y NaKkeTi; nakyBaHHs, 3MiHW) - 3MiHN BHECEHO [0 TEKCTY MapKyBaHHS
no 10 nakeTiB y KOHTPOIb SKOCTI, NepBUHHOI yNakoBKM Nikapcbkoro 3acoby B . 6.
KapTOHHI kopobui BUNYCK cepii: «IHWE» Ta go TekcTy MapKyBaHHS BTOPUHHOT
dapmacanHc IHk., ynakoBku B M. 4. «[IIKAPCbKA ®OPMA TA KIJIbKICTb
Kanapa/ OOVHMLb B YNAKOBLU|», n. 8. «JATA
BMPOBOHMLTBO 3AKIHYEHHA TEPMIHY NPUOATHOCTI», n. 17.
Hepo3dpacoBaHoro «IHLWE». TepmiH BBeAeHHS 3MiH NpoTaroMm 6 micauis
NpoaykKTy, nicns 3aTBepOKeHHS.
nepBuHHe Ta
BTOPWHHE
nakyBaHHS:
KoHdpab
JlabopaTopic IHk.,
Kanapa
240. | ®EHICTUN Kpanni opanbHi, 1 'CK LLiseruapi I"CK KoHcblomep LLiBeviuapis BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3minu | be3 - UA/9377/01/01
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Pekna
MyeaH
Hs*

Homep
peecmpayitiHo20
noceio4yeHHs1

mr/mn no 20 mn 'y
conakoHi 3
KpanenbHuLeto; No
1 donakoHy B
KapTOHHiI kopooLi

KoHcblome
p Xenckep
CAPJ

Xenckep CAPJI

Tuny - 3MiHK 3 siKocTi. FoTOBWI Nikapcbkuii 3acib.
CuctemMa KoHTelHep/3akynoptoBarnbHui 3acib. 3miHa
napameTpiB cneuudikauin Ta/abo 4onycTUMMNX Mex
NepBMHHOT YNakoBKM FOTOBOTO MikapCbKoro 3acoby
(3BY)XEHHSI JONYCTUMMX MEX, BU3HAYEHNX Y
cneundgikawii)
3BYXeHHS 4ONyCTUMMX Mex cneuudikaLlii nepBUHHOrO
nakyBaHHs1 FOTOBOrO NiKapCbKoro 3acoby: hnakoHy Ta
KpULwKn. 3MiHn | Tuny - 3miHun 3 akocTi. FoToBUIA
nikapcbkui 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuUiA 3acio (iHwi 3amiHn) 3MiHa
cneumaikauii NeEpBUHHOIO NakyBaHHSA rOTOBOMO
nikapcbkoro 3acoby: po3mipy kpanenbHuui. 3MiHu |
Tmny - 3MiHKM 3 sikocTi. FoToBUIA NikapckkMin 3aci6.
Cuctema KoHTelHep/3akynoptoBarbHui 3acib. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTUMmnx mMex
NepBUHHOI YNakoBKM rOTOBOTO NiKapCbKoro 3acoby
(oonoBHeEHHS cneumadikaLii HOBUM NOKa3HMKOM 3
BigNOBIgHMM MeToAoM BMNpoOyBaHHs1) BBeaeHHst
[00aTKOBUX NMOKa3HWUKIB SAKOCTI cneuudikauii
NepBUHHOIO NakyBaHHS FOTOBOTO fikapCbKoro 3acoby:
onvc rakoHy, KPULLIKW, KpanernbHWL, a TaKkox
He3HauyHi peaakuivHi npasku y posgini 3.2.P.7.
peecTpauinHoro gocbe. 3MiHu | Tuny - 3MiHM 3 SIKOCTi.
[oToBWI Nikapcbkni 3aci6. 3MiHN Yy BUPOOHMLTBI.
3MiHM y npoueci BUPOBGHMLTBA rOTOBOrO NikapCbKOro
3acoby, BKMHOYA4YM NPOMIDKHUIA NPOAYKT, L0
3aCTOCOBYETLCS MPY BUPOOHMLITBI FOTOBOTO
nikapcbkoro 3acoby (HeaHayHa 3MiHa y npoueci
BMPOGHMLUTBA) HesHauHi 3MiHW npouecy BUpobHULTBa
roToBOro fikapcbKkoro 3acoby, a came etanis 1,2 ta 3
LUMSIXOM AOAaBaHHS MOXIMBOCTI BinbLu JOBroro
nepemilyBaHHs. 3MiHa giameTpy nop inbTpy. 3miHu |
TMny - 3MiHK 3 SKocCTi. [O0TOBMI Nikapcbkuin 3acib.
3MiHn y BUpo6HMLTBI. 3MiHa po3mipy cepii
(Bkntovatoum gianasoH po3Mipy cepii) roToBoro
nikapcbKkoro 3acoby (iHwi 3MiHW) BuaaneHHs po3mipy
cepii roroBoro nikapcekoro 3acoby 900 n Ta 3anuweHo
cepii posmipom 1700 n Ta 4500 n yepes yHidikauito
TexHonorii BupobHuytea. 3miHu | Tuny - 3miHu 3
skocTi. [oToBMI Nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHuiA 3acit. 3miHa
napameTpiB cneuudikauin Ta/abo JonycTUMNX Mex
NepBUHHOI yNaKkoBKM rOTOBOTO NiKapCbKoro 3acoby
(BonoBHeHHs1 cneumdikaLii HOBUM NOKa3HMKOM 3
BigNoOBIgHMM MeToA0M BMNpoOyBaHHs1) BBeaeHHst
[0[AaTKOBOrO MOKasHUKa SKOCTi cneumdikadii
NepBUHHOIO NakyBaHHS1 FOTOBOTO fikapCbKoro 3acoby:
ineHTUdiIKaLis drakoHy

peuyenma

241.

DEPPOIJIEK-

Kancynu m'ski no

TOBAPUC

YkpaiHa

KOHTPOIb SIKOCTI,

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3mMiHa

3a

UA/17772/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
3[00POB'A 10 kancyn'y TBO 3 BMNYCK cepii: 3asBHuka 13 (MIBI1) (BnacHuka peecTpauiiHoro peuenmom
6nictepi; no 2 abo | OBMEXE ToBapucTBoO 3 nocsigyeHHst) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
no 3, abono 6 HOKO obmexeHow 460) BeegeHHs 3MiH NpoTsArom 6-Tu micsauis nicns
GnicTtepiB y BIAMNOBIL, BignoBiganbHICTO 3aTBepAKEHHST; 3MiHu | Tuny - 3miHn Wwoao
KopobLji 3 KapTOHY ANBHICT "papmaLeBTUYHa 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
o KOMMaHis BBeneHHs abo 3miHM A0 y3aranbHEHNX 4aHuX Npo
«KOPIOP "3popos's", cuctemy cpbapmakoHarnsay (BBeAeHHS y3ararnbHeHnX
AUIA YkpaiHa OaHunX Npo cuctemy bapmakoHarnagy, amiHa
«310POB BCi cTagii yNoOBHOBa)eHOi 0cobu, BignosiganbHOI 3a 30iNCHEHHS
An BMPOOHMLTBA, chapmakoHarnsiay; KOHTaKkTHOT ocobu 3
BUMYCK cepil: chapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
ToBapucTteo 3 thapmakoHarnagy B YKpaiHi, SKLWO BOHA BigMiHHA Big
0BMexeHo YNOBHOBaXXEHOI 0CO0U, BiANOBiAanNbHOI 3a 3AiNCHEHHS
BignoBiganbHicTo hapMakoHarnagy (BkMovar4mn KOHTaKTHI AaHi) Ta/abo
"papmaueBTnYHa 3MiHW Yy pO3MilLleHHI MacTep-charna cuctemm
KOMMaHisi dapmakoHarnagy) - 3miHa ynoBHOBaXkeHoi ocobu
"3gopos's"”, 3asBHMKa, BigNoBiganbHoI 3a hapmakoHarnag. fitova
YkpaiHa penakuisi: LeeyeHko OneHa IropiBHa.
KOHTPOIb SKOCTI: lMponoHoBaHa pepakuis: MaHosa OneHa Mukonaisha.
ToBapucTBeo 3 3MiHa KOHTaKTHMX JaHMX YNOBHOBaXXeHOI 0cobu
obmMexeHow 3asiBHMKa, BignoBiganbHoi 3a hapmakoHarnsg. 3miHa
BiAMOBIAANBHICTIO HoMepa macTep-danna cuctemu dbapmakoHarnsgy
"®APMEKC
PYMN", Ykpaina
242. | ®IIABAMEO PO34MH oparnbHUi, BEPNIH- HimeuunH BEPIIIH-XEMI Al HimeuyunHa BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3minu | 6es - UA/3591/01/01
® PO34YUH 15 mr/5 mn; no 60 XEMI Al a TMny - 3MiHn 3 sikocTi. CepTudikaT BignosigHocTi/lE- peuenma
BIA KALUO mn abo 100 mny cepTudikaT BignoBigHOCTI €EBponenchKin

dnakoHi; no 1
dnakoHy 3 MipHOLO
TIOXKOHO B
KapTOHHiI kopobui

apmakonei/moHorpadii. MogaHHsa HoBoro abo
OHOBIeHoro cepTudikaTta BignosigHocTi abo
BUITyYEHHS cepTudikaTa BignoBiaHOCTI EBponenchKin
capmakonei: ana A®l; ansa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykTy, LWo
BUKOPUCTOBYHOTbCS Yy BUPOOHULTBI ADI; ansa
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTi
€Bponelicbkint hapmakonei) - OHoBNeHWI cepTudikat
Bif YK€ 3aTBepAKeHOro BUpobHUKa - MoJaHHSA
OHOBMEHOro cepTudikaTy BiAnoBiAHOCTI EBpoNEChKin
capmaxkonei R1-CEP 2004-201-Rev 05
(3atBepmxeHo: R1-CEP 2004-201-Rev 04) ans AdI
ambpokcony riapoxnopuay Bif Bxe 3aTBepmiXeHOro
BMpoGHMKa Shilpa Medicare Limited, Ta, sik Hacnigok,
3MiHa Ha3BuW 3aTBepaKeHoro BupobHuka A®I Ha Shilpa
Pharma Lifesciences Limited. 3minu | Tuny - 3minm 3
sikocTi. CepTudpikat BignosiaHocTi/lE-cepTudikat
BiAMOBIAHOCTI €Bponencekii papmakonei/MoHorpadii.
3MiHK, NoB'si3aHi 3 HEOBOXIAHICTIO NPUBEAEHHS Y
BignoBigHicTb o MoHorpadii AdPY abo €sponeiicbkoi
dapmakonei, abo iHLWOoi HaLlioHanbHOI dapmakonei
aepxasu €C (3miHa y cneumndikauisix, noe'sizaHa 3i
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3miHamu B [1®Y, abo €Bponelickkilt hapmakonei, abo
iHLWiN HauioHanbHiIn bapmakonei gepxasu €C) 3MiHM
B cneundikauii 113 Ha BMnyck BignosigHo Ao
OHOBIEHHS 3aranbHOi MoHorpadii Ph.Eur. 2.9.27., Ta,
SIK Hacnigok, 3miHa Ha3Bw napameTpa i3 «uniformity of
mass of delivered doses from multidose conteiners»
Ha «uniformity and accuracy of delivered doses from
multidose containers» Ta amiHa KpuTepito
NPUAHATHOCTI
243. | ®NNIABAME[L Tabnetku no 30 BEPJIH- Himeuumn Bupo6HuLTBO "in Himeuumna BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3miHu Il bes nionse UA/3591/02/01
® TABJIETKMU | wmr, no 10 XEMI Al a bulk", kKOHTpONb TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta peuenma ae
BIO KALUMNKO TabneTok y cepin: BEPJIIH- dapmakoHarnagy. 3MiHM y KOPOTKili XxapakTepucTumui
6nictepi; mo 1 abo XEMI AT, nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii
no2,abono5 HimeuuuHa; ONs Megu4HoOro 3acTocyBaHHSA
GnicTepiB y MakyBaHHs, reHepuYHUX/ribpnaHmx/GionoaibHMxX nikapcbknx
KapTOHHiIN kopobLi KOHTpOSb Ta 3acobiB nicns BHECEHHS TiEi camoi 3MiHM Ha
BUMYCK Cepiit: pedepeHTHUI npenapaT (3MiHa, siky HeobxigHo B
BEPIIH-XEMI Al', noganbLUoMy OGI'pyHTYBaTh HOBUMK LOOATKOBUMM
HimeuuunHa; AaHVMK (Hanpuknag NopiBHAHHICTb BionorivyHmx
Bupo6HMLTBO "in nikapcbkux npenapatie)) 3MiHW BHECEHI [0 iIHCTPYKU;T
bulk", nakyBaHHs 0N MeQMYHOro 3aCTOCYBaHHSI Nikapcbkoro 3acoby y
Ta KOHTpOIb po3gin "B3aemogis 3 iHWuMK nikapcbkummn 3acobamm
cepin: MeHapiHi- Ta iHWi BMAM B3aemMogin" BignoBigHO 4O OHOBMNEHOI
®oH XengeH iHpopmalii 3 6e3neku aitovoi peyoBuHU. BBeaeHHs
'm6X, HimeyunHa 3MiH MPOTAroM 6-Tu MicsUiB NicnsA 3aTBEpAKEHHS
244. | ®NYKOHA30O | po3yuH ans TOB YkpaiHa TOB "lOpis- YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHux maTtepianis: 3amiHu | 3a He UA/3041/01/01
n iHdpy3in, 2 mr/mm; "lOpis- Papm" Tuny - 3MiHM LWoao 6e3nekn/edeKTUBHOCTI Ta peuernmom nionse
no 50 mn a6o no dapm” dapmakoHarnagy. 3MiHu y KOPOTKili XxapakTepucTumLi ae
100 mn y nRAawuj; nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKLiT
no 1 nnswwyi y 058 Megu4yHoro 3acTocyBaHHA
navi 3 KapTOHy; reHepuyHMX/ribpuaHnx/6ionogibHMx nikapcbKnx
no 50 mn, 100 mn 3acobiB nicns BHECEHHS TiE caMoi 3MiHW Ha
y MAnsiwKax pecepeHTHUIA Npenapar (3miHa He NoTpebye HadaHHs
YKOAHUX HOBUX A0OATKOBUX AaHUX) - 3MiHN BHECEHI [0
IHCTPYKLUii ANS MeAMYHOro 3aCTOCyBaHHs Ta A0
aHanoriyHMx po3ainis KOPOTKOI XapaKTepucTukm
nikapcbkoro 3acoby y posginu "®apmMakonorivHi
BnacTmeocTi", "B3aemogis 3 iHWnMu nikapCbKummn
3acobamu Ta iHWi Buam B3aemopin", "OcobnmBocTi
3acTocyBaHHs", "3acTocyBaHHSA y nepion BariTHOCTI
abo rogyBaHHs rpyaar”, "Mobivni peakuii”,
"HecymicHicTb" 3rigHO 3 iHbopmalLieto Wwoao
MEeONYHOro 3aCTOCyBaHHS ped)epeHTHOro NikapCbKoro
3acoby (QUPJTHOKAH®, po3uunH ans iHdys3ii, 2 mr/mn).
BBeaeHHs 3MiH NpoTsarom 6-tu MicauiB nicns
3aTBEpPKEHHSI
245. | ®YPOCEMIQ | tabnetku no 40 mr | TOBAPUC YkpaiHa Bci cTagii YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHix maTtepianis: 3miHa 3a - UA/5153/02/01
no 10 TabneTtoky TBO 3 BMPOGHMLTBA, 3asBHuka 13 (MIBI) (BnacHvka peecTpauiiHoro peuernmom
6nictepi; no 5 OBMEXE KOHTPOIb SIKOCTI, noceigyeHHs) (3rigHo Hakady MOS3 Big 23.07.2015 Ne
GnicTepiB y navui HOKO BUNYCK cepii: 460). BBegeHHs 3MiH npoTsiroM 6-TK MicsiB nicnsi
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Pekna Homep
n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
3 KapTOHYy BIANOBIA ToBapuctso 3 3aTBepAKeHHS. 3MiHM | Tuny - 3miHK Wwoao
AINBHICT 0oB6MeXeHo 6e3nekn/echbeKTMBHOCTI Ta hapmakoHarnsgy.
10) BiANOBIgANbHICTIO BBeneHHs abo 3MiHM [0 y3aranbHEHUX AaHuX nNpo
«KOPINOP "NocnigHun 3asoA cuctemy cpbapmakoHarnsgy (BBeAeHHs y3ararnbHeHnX
AUIA "THUJIC", YkpaiHa OaHunX Npo cuctemy bapmakoHarnagy, amiHa
«310POB BCi cTagii yNOBHOBa)eHOi 0cobu, BignosiganbHOI 3a 30iNCHEHHS
An BMPOOHMLTBA, chapmakoHarnsiay; KOHTaKkTHOT ocobu 3
KOHTPOSb SKOCTI, chapmakoHarnagy 3asBHUKa Ans 30iIMCHEHHA
BUMYCK cepii: tapmakoHarnagy B YkpaiHi, SKLo BOHa BigMiHHa Big
ToBapwucTtBo 3 yMNOBHOBaXeHOoI ocobwu, BignosiaansHoi 3a 3giNCHEHHS
oBMeXeHo bapMakoHarnagy (Bkrovar4mn KOHTaKTHI AaHi) Ta/abo
BignoBiganbHICTO 3MiHW Yy pO3MilLleHHI MacTep-charnna cuctemm
"®APMEKC dapmakoHarnagy) - 3miHa ynoBHoBaXkeHoi ocobu
FPYMN", Ykpaina 3asBHMKa, BigNoBiganbHoI 3a hapmakoHarnag. fitova
BCi cTagii pegaakuisi: LeeyeHko OneHa IropiBHa.
BMPOGHMLTBA, lMponoHoBaHa pepakuis: Manosa OneHa MukonaisHa.
KOHTPOIb SKOCTI, 3MiHa KOHTaKTHMX JaHMX YNOBHOBaXXeHOI 0cobu
BUMYCK cepil: 3asiBHMKa, BignosiganbHoi 3a hapmakoHarnsg. 3miHa
ToBapucTso 3 HoMepa macTep-gaina cuctemm hapmakoHarnsgy.
obmexeHo
BiANOBIgaNbHICTIO
"®apmaueBTUYHa
KOMMaHis
"3gopos's"”,
Ykpaina
246. | UWACMNATUH | koHueHTpaT ans Akkopa Monbla Bupo6HMuTBO Inpis/ BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3minHu Il 3a He UA/15240/01/01
A AKKOPQ po34nHy Ans Xenckea M3, nepBuHHe Ta Benuka Tuny - 3MiHK LWoao 6e3nekn/edeKTBHOCTI Ta peuernmom nionse
iHcpysin, 1 mMr/mn, Moncka BTOPUHHE Bputanis/ papmakoHarnsigy. 3MiHW y KOpOTKili XapakTepucTuLi ae
no 10 mn, no 25 Cn. 30.0. nakyBaHHS, ManbTa/ nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKLiT
mn, no 50 mn, no KOHTPOIb SIKOCTi YropwuHa/ 058 Megu4yHoro 3acTocyBaHHA
100 mn y donakoHi; cepii: IHTac MonbLa reHepuYHMX/ribpuaHux/6ionogibHMx nikapcbkmnx

no 1 pnakoHy y
KapTOHHIN kopobui

dapmacbioTikans
Nimiten, IHais;
anbTepHaTUBHWUIA
BUPOGHMK: IHTac
dapmacbioTikan3
Nimiten, IHOis;
BTopuHHe
nakyBaHHsi:
Akkopg Xenckea
Nimiten, Benuka
BpuTaHis;
KOHTPOMb AKOCTI
cepin: ®apmagokc
Xenckea JlTa.,
ManbTa; KOHTpOnb
SIKOCTi cepin:
dapmasanig J1Ta.
MikpobionoriyHa

3acobiB nicns BHECEHHS TiEi caMoi 3MiHW Ha
pedepeHTHUI npenaparT (3miHa, sIKy HeobxiaHo B
noganbsLloMy obrpyHTyBaTV HOBUMY JOAATKOBUMM
AaHyMK (Hanpuknag, NopiBHSAHHICTb BionorivyHmx
nikapcbkunx npenapartis)) 3MiHN BHECEHO A0 iIHCTPYKLUi
ONst MEAMYHOrO 3aCTOCYBaHHS nikapcbkoro 3acoby y
po3ginu "Moka3aHHs", "Ocobnuei 3axoaun 6e3nekn”,
"B3aemogis 3 iHWVMK nikapcbkuMm 3acobamu Ta iHLi
BMAau B3aemogin”, "OcobnmBocTi 3acTocyBaHHs",
"Mob6iuni peakuii" 3rigHo 3 iHpopMmaLieto Wwoao
MEeONYHOro 3aCTOCyBaHHS pedepeHTHOro NikapcbKoro
3acoby (Cisplatin 1 mg/ml Concentrate for Solution for
Infusion). BBeaeHHsi 3mMiH npoTtsirom 6-T1 MicaUiB nicns
3aTBEPKEHHSI
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naboparopis,
YropLimHa;
BignosiganbHui
3a BUNycCK cepii:
Akkopa Xenckea
Nimiten, Benuka
BpuTaHis;
BigNoBiganbHUN
3a BMNyCK cepil:
Akkopa Xernckea
Moncka Cn. 3 0.0.
Cknag ImnopTepa,
MNonbwa
247. | ULUTPA®NIT NOPOLUOK ANsi KaceHn IcnaHia Bupo6Humk IcnaHia BHECEHHS 3MiH 0O peecTpauinHux maTepianis: 3miHu Il 3a - UA/13820/01/01
opanbHoro Pexkopaari Hepo3dacoBaHoI TMny - 3MiHK 3 akocTi. ADI. (iHWi 3MiHM) - OHOBIEHHS peuenmom
po3uunHy no 15,08 , C.JL npoayKuii: ASMF Ha gitouy pevouHy Magnesium oxide light Big
I MOPOLLKY B JlaBopaTopioc 3aTBepakeHoro BMpo6Huka Dr. Paul Lohmann GmbH
nakeTi-caLue; no 2 Canbaart, CA, KG, Germany (3aTBepmpkeHo: Bepcis C461-EP AP
naketu abo 50 Icnanis; Kacen V.06 dated 2011-03; 3anponoHoBaHo: C461-s276-EP-
nakeTiB (ynakoBka Pekopgari, C.J1., AP V13 dated 2021-10-13)
Onsa nikyeBanbHUX IcnaHis; MNepBuHHA
3aknagis) y Ta BTOPVHHA
KapTOHHiI kopooLi ynakoBka, 403Bin
Ha BUMYCK cepii:
KaceH Pekoppaari,
C.J1., IcnaHis
248. | IOHIMAK® po34uH Ans "FOHik IHAisa "HOHik IHAisA BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3MiHu | 3a - UA/1481/01/01
iH'ekuin, 240 mr/mn dapmach dapmackioTurkan TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta peuenmom
no 20 mn B roTMKan INabopaTopis" dapmakoHarnsgy. BeegerHs abo 3amiHn go
amnyni, no 5 ITabopato (BipoineHHs dipmun y3aranbHeHVX AaHuX Npo cuctemy bapmakoHarnsgy
amnyn Ha noTky, pi3" "Ox. B. Kemikans (BBEOEHHS y3aranbHeHVX AaHUX NPO CUCTEMY
no 1 noTky B (BiggineHH eHg dapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
KapTOHHIN s pipmum dapmacbioTukana BignoBiganeHoI 3a 34iMCHEHHS hapMakoHarnsaay;
kopo6bui; no 50 mn "x. B. Jito.") KOHTaKTHOI 0CO0M 3 hapMakoHarnsigy 3asiBHuUKa Ansi
abo 100 mny Kewmikan3a 34icCHeHHs hapmakoHarnsgy B YKpaiHi, AKWo BoHa
dnakoHi, no 1 eHg BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianosigansHoi
dnakoHy B dapmach 3a 34ilCHeHHs1 hbapmakoHarnsgy (BKnoYaym
kopoobui H0TUKaN3 KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
Iitg.") (paina cuctemu cpapmakoHarnsgy). 3miHa
YNOBHOBaXEHOI 0cobu 3asiBHMKA, BignoBiganbHoi 3a
capmakoHarnsg.
[Hitoua pegakuisi: Dr. Ameya P. Satam. NponoHoBaHa
pepakuisi: benikoBa CeitnaHa MuxannisHa. 3miHa
KOHTaKTHMX AaHWX YNOBHOBaXEHOI 0cobu 3asiBHUKA,
BignoBiganbHoI 3a hapmakoHarnsg. 3MiHa
MiCLie3HaxOMKeHHs MacTep-anna cuctemm
dapmakoHarnsgy Ta oro Homepa. 3MiHa Micus
34iCHEeHHS OCHOBHOI AiANbHOCTI 3 dhapMakoHarnsgy
249. | KOHINAK® pPO34mMH onsa "HOHik IHais "HOHiK IHais BHECEHHS 3MiH O peecTpaLiHMX maTtepianis: 3miHu | 3a - UA/9838/01/01
iH'ekuin, 300 mr/mn | ®apmacb dapmacbioTmkan Tmny - 3MiHK Wwoao 6e3nekn/edeKTUBHOCTI Ta peuyenmom
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3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
no 20 mn B toTMKan Na6opaTtopiz" apmakoHarnagy. BeegeHHsi abo 3amiHm oo
amnyni, no 5 JlTabopaTto (BigaineHHs cipmm y3aranbHeHuX AaHuxX Npo cuctemy apmakoHarnagy
aMnyn Ha noTky, pi3" "Ox. b. Kemikana (BBEAEHHS y3aranbHEHMX JaHMX NPO CUCTEMY
no 1 noTky B (BipAinerH eHg hapmMakoHarnsagy, 3amiHa ynoBHOBaXeHoi ocobu,
KapTOHHIN a dipmum dapmacbioTukana BignoBiganeHoI 3a 34iCHEHHS chapMakoHarnsay;
kopobui; no 50 mn "Ox. B. Nra.") KOHTaKTHOI 0CO0M 3 (hapMakoHarnsigy 3asiBHUKa Ans
abo 100 mn abo Kemikana 3pificHeHHs1 hbapmakoHarnsgy B YkpaiHi, SKLWo BOHa
200 mMn y conakoHi, eHa BigMiHHa Big yNOBHOBa)eHOi 0cobu, BignosigansHoi
no 1 conakoHy B dapmach 3a 34ilicHeHHs1 hapmakoHarnsgy (BKrovarym
Kopoo6uUi 10TMKan3 KOHTaKTHi jaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
Iitg.") daiina cuctemu hapmakoHarnsgy). 3miHa
YNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBiganbHoi 3a
bapmakoHarnsg.
[itoya pepakuin: Dr. Ameya P. Satam. NMponoHoBaHa
pepakuisi: benikosa CeiTnaHa MuxainisHa. 3miHa
KOHTaKTHMX JaHWX YNOBHOBaXXEHOI 0COOM 3asiBHMKA,
BignosigansHoi 3a chapmakoHarnsg. 3miHa
MiCLie3HaXoQKEHHA MacTep-danna cuctemm
bapmakoHarnsgy Ta noro Homepa. 3MiHa micus
34iINCHEHHA OCHOBHOI AiANbHOCTI 3 dhapmakoHarnagy
250. | KOHINAK® pO34MH ans "HOHiK IHpia "HOHiK IHpia BHECEHHS 3MiH [0 peecTpaLiiHMX maTtepianis: 3MiHu | - - UA/9839/01/01
iH'ekuin, 300 mr/mn | ®apmach dapmacbloTukan Tuny - 3MiHM LWoao 6e3nekn/edeKTBHOCTI Ta
in bulk: no 20 mn B toTUKan JlabopaTtopis" capmakoHarnsgy. BeegeHHs abo 3amiHm oo
amnyni, no 500 Ilabopato (BiogineHHst ipmun y3aranbHeHuX JaHux Npo cuctemy dapmakoHarnsgy
amnyn B pi3" "Ox. B. Kemikans (BBEOEHHS y3aranbHeHVX AaHUX NPO CUCTEMY
KapTOHHIN (BiggineHH eHg dapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
kopobui, in bulk: s pipmum dapmacbioTukana BignosiganbHoI 3a 34iMCHEHHS chapMakoHarnsaay;
no 50 mny "Ix. B. Nra.") KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asiBHvKa Ans
dnakoHi, no 100 Kewmikan3a 3AicHeHHs hapmakoHarnsgy B YKpaiHi, SKWo BoHa
dnakoHiB y eHg BiAMiHHa Big ynoBHOBaxeHOi ocobu, BianosigansHoi
KapTOHHiIN kpoOLi dapmach 3a 34ilcCHeHHs1 hbapmakoHarnsay (BKoYaym
I0TMKan3 KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
Iitg.") aina cuctemu papmakoHarnsgy). 3miHa
yrNoBHOBaXeHoI 0cobu 3asBHUKa, BiAMOBIAANbHOI 3a
bapmakoHarnsg.
[Hitoua pegakuisi: Dr. Ameya P. Satam. NponoHoBaHa
pepakuis: benikoBa CsitnaHa MuxannisHa. 3miHa
KOHTaKTHMX JaHWX YNOBHOBaXEHOI 0cobU 3asiBHUKA,
BiAnoBiganbHoI 3a hapmakoHarnsg. 3MiHa
MiCLie3HaxXOMKeHHS MacTep-canna cuctemm
dapmakoHarnsgy Ta oro Homepa. 3MiHa Micus
34iCHEeHHS OCHOBHOI AiANbHOCTI 3 dapMakoHarnsgy
251. | KOHINAK® pPO34uMH onsa "HOHik IHais "HOHiK IHais BHECEHHS 3MiH O peecTpaLinHMX maTtepianis: 3MiHu | - - UA/9839/01/02
iH'ekuin, 350 mr/mn | ®apmacb dapmacbioTmkan Tuny - 3MiHK Wwopao H6e3nekn/edeKTUBHOCTI Ta
in bulk: no 20 mn B roTMKan JlabopaTopis" dapmakoHarnsgy. BeenerHs abo 3MiHu fo
amnyni, no 500 ITabopato (BipoineHHs dipmun y3aranbHeHVX AaHUX Npo cuctemMy bapmakoHarnsgy
amnyn B pi3" "x. B. Kemikana (BBEOEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
KapTOHHIN (BiogineHH eHg dapmakoHarnsigy, 3MiHa ynoBHOBaXeHoi ocobu,
kopobui, in bulk: 51 chipmum dPapmacbioTukana BignoBiganbHoI 3a 34iCHEHHS hapMakoHarnsay;
no 50 mny "Ox. B. Jltg.") KOHTaKTHOI 0cobu 3 papmMakoHarnsay 3asiBHVKa Ansi
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n/n JNliKapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo20
3acoby ¢hopma, HS* noceio4yeHHs1
ynakoeka)
dnakoHi, no 100 Kewmikan3a 34icHeHHs hbapmakoHarnsgy B YkpaiHi, SKWwo BoHa
hnakoHiB y eHa BigMiHHa Big yNOBHOBa)eHOi 0cobu, BignosigansHoi
KapTOHHIN kpobui dapmach 3a 34ificHeHHs1 hapmakoHarnsgy (BKrovaryum
loTMKan3 KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLeHHi MacTep-
Iitg.") davina cuctemu hapmakoHarnsgy). 3miHa
YNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBiganbHoi 3a
dapmakoHarmsa.
[itoya pepakuis: Dr. Ameya P. Satam. NMponoHoBaHa
pepakuisi: benikoBa CeitnaHa MuxannisHa. 3miHa
KOHTaKTHMX aHWX YNOBHOBaXXEHOI 0cobU 3asiBHUKA,
BignosigansHoi 3a chapmakoHarnsg. 3miHa
MiCLie3HaXoQKEHHA MacTep-danna cuctemm
cbapmakoHarnsgy Ta horo Homepa. 3miHa micus
34iINCHEHHA OCHOBHOI AiANbHOCTI 3 dhapmakoHarnagy
252. | OHINAK® pO34MH ans "HOHiK IHpia "HOHiK IHpia BHECEHHS 3MiH 4O peecTpauiiHMx maTepianis: 3MiHu | 3a - UA/9838/01/02
iH'ekuin, 350 mr/mn | ®apmacb dapmacbioTrkan TMny - 3MiHKM Wopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
no 20 mn B toTUKan JlabopaTtopis" cdapmakoHarnsgy. BeegeHHs abo 3amiHv oo
amnyni; no 5 JTabopaTto (BigaineHHs cipmm y3ararnibHeHuX AaHux Npo cuctemy dapmakoHarnagy
amnyn Ha noTkKy; pi3" "[x. B. Kemikans (BBEOEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
no 1 notky B (BigaineHH eHa capmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
KapTOHHIN S ipmum dapmacbioTukansa BiAnNoBiganbHOI 3a 34iNCHEHHA hapMakoHarnaay;
kopobui; no 50 mn "Ix. B. INra.") KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asiBHvKa Ans
abo no 100 mn, Kemikans 30iNCHeHHs hapmakoHarnsaay B YKpaiHi, AKWwo BoHa
abo no 200 mn, eHg BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianoBigansHoi
abo no 500 mny dapmacb 3a 3[iNCHeHHA dhapmakoHarnagy (BKnoYvaym
dnakoHi, no 1 I0TMKan3 KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
hnakoHy B Iitg.") anna cuctemu cpapmakoHarnsgy). 3miHa
kopobui ynoBHOBaXeHOi 0cobu 3asBHUKa, BiAnoBiganbHoi 3a
hapmakoHarnsg.
[itoua pegakuisi: Dr. Ameya P. Satam. [NponoHoBaHa
pepakuis: benikoBa CsitnaHa MuxannisHa. 3miHa
KOHTaKTHMX JaHWX YNOBHOBaXEHOI 0CObU 3asiBHUKA,
BignoBiganbHoi 3a papmakoHarnag. 3MiHa
MiCLIe3HaxXOMKeHHS MacTep-anna cuctemm
dapmakoHarnsgy Ta noro Homepa. 3MiHa Micus
34iCHEeHHS OCHOBHOI AiANbHOCTI 3 dapMakoHarnsgy
*y pa3i HeceHHs1 3MiH 00 iHCMpyKuii NpPo Mmedu4YyHe 3acmocyeaHHsI
B.o. HauyaJIbHHKA
DapMaleBTUYHOI0 YIIPABJIIHHSA JIvamuia APKO




