MEPEJIK
JIKAPCBKHMX 3ACOBIB (MEJAYHUX IMYHOBIOJIOITYHUX IIPEMAPATIB), IIOJ0 SIKAX BYJIU BHECEHI
3MIHHU JJO PEECTPALIMHUX MATEPIAJIIB, SIKI BHOCSITHCS 1O JEP)KABHOI'O PEECTPY JIKAPCBKHUX
3ACOBIB YKPAIHHA

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»
Bix 14 aucronana 2023 poky Ne 1957

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNikapcbko20 | (nikapcbka ghpopma, 3asi8HUKa eupobHUKa eionycky aHHs* peecmpauyitiHo20
3acoby ynakoeka) noceio4yeHHs1
1. | ADUETPUC® | nopowlok ons Takepa Oania Bupo6HuLTBO ITanis/ BHECEHHS 3MiH O peecTpauiiHnx 3a He UA/13286/01/01
KOHLEHTpaTy 4ns dapma A/C Hepo3adhacoBaHoi ®paHuis/ maTepianie: 3miHu | TMny - AgMiHicTpaTUBHI peuenmom nidnsieae
pOo34nHy AnA npoaykKuii, nepBMHHa ABcTpis 3MiHW. 3miHa kogy ATX - 3MiHM BHeceHo Jo
iHdpysin no 50 mr; 1 yrnakoBKa, KOHTPOIb IHCTPYKUIiT ANA MEeANYHOro 3aCToCyBaHHS
bnakoH 3 NOPOLLKOM SKOCTi Cepiv roTOBOro nikapcbKkoro 3acoby o posginy
Y KapTOHHI kopobui NPOOYKTY: "®apmakoTepanesTuyHa rpyna. Kog ATX."
BCIN ®apmacbioTikana BiAMOBIAHO 4O MiXHAPOJHOro
C.N.A., Itanis knacudikatopa BOO3
BupobHuuTBO (http://www.whocc.no/atc_ddd_index/):
Hepo3dhacoBaHoi 3arBepaXeHo — "AHTMHeONNacTUYHi 3acobu;
NPOAYKLUii, NepBUHHA iHLWIi aHTUHEeoNnacTU4YHi 3acobu;
yrnakoBKa: MOHOKIIOHanbHI aHTuTIna. bpeHTtykcumaby
®apesa lNay 2, BenoTuH. Kog ATX LO1X C12",
dpaHuis 3anponoHoBaHOo — "AHTMHeONNaCTUYHi
BTOPWHHA YrakoBKa, 3acobu, MOHOKIOHanNbHI aHTUTINa Ta
[03BiN Ha BUNYCK KOH’toratn aHTuTino-nikapcbkui 3acib. Kog,
cepii: ATX LO1FX05." BBeaeHHs1 3MiH npoTarom 6
Takepa ABcTpis F'M6X, MicsauiB nicns 3aTBepaxeHHs. 3miHu Il Tuny -
ABCTpis 3MiHn Wwoao 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsgy. 3miHu y KOpoTKii
XapaKkTepuUCTULL NikapCbKoro 3acoby, TeKCTi
MapKyBaHHsI Ta iHCTPYKLiT Ans Mean4Horo
3aCTOCYBaHHs1 y 3B’A3KY i3 HOBUMMW AaHUMU 3
SAKOCTI, AOKMIHIMHUMM, KMIHIYMHUMY OaHUMK Ta
naHuMK 3 papMakoHarnagy - 3MiHu
BHeCeHO A0 IHCTpyKuii Ans MeanyHoro
3aCTOCyBaHHsI Nikapcbkoro 3acoby Ao
po3giny "MNobiyHi peakuii". BBeaeHHst 3MiH
NpoTSArom 6-Tv MicsiLiB Nicnsi 3aTBEPOXEHHS.
2. | ABUETPUC® | nopoLuok ans Takena Oania BupobHuLTBO ITanis/ BHECEHHS 3MiH O peecTpauiiHnX 3a He UA/13286/01/01
KOHLieHTpaTy Ans Papma A/C Hepo3dacoBaHoi ®paHuis/ matepianis: 3miHu | Tuny - 3miHn Wwoao peuernmom nionszae
PO34MHY Ans npoAykKuii, nepBuHHA ABCTpist 6e3nekn/edhekTMBHOCTI Ta dpapmakoHarnsgy.




2 [IponoBkeHHs 1oaarka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
iHdy3in no 50 wmr; 1 ynakoBKa, KOHTPOSb 3MiHa y KOpOTKil XapaKkTepucTuLi
¢riakoH 3 NOPOLLKOM SIKOCTi Cepin roToBOro nikapcbkoro 3acoby, TEKCTI MapKyBaHHs Ta
Y KapTOHHIl kopobui npogykty: BCI iHCTPYKLUii 4Na MeAMYHOro 3aCTOCYBaHHS Ha
dapmackioTikans niacTasi perynsapHoO OHOBIOBAHOIO 3BiTY 3
C.M.A,, lTanis; 6e3neku nikapcokoro 3acoby, abo
Bupo6HuuTBO JocnimxkeHb 3 6e3neky 3acTocyBaHHS
Hepo3dhacoBaHoi nikapcbkoro 3acoby B nicrnsipeecTpauiiHuii
npoaykKuii, nepBMHHa nepiog, abo sk pe3ynbTaT OLiHKM 3BiTYy 3
ynakoBka: PapeBa OocnimxeHb, NPOBEAEHUX BiANoBiAHO A0
May 2, ®paHuis; nnaxy negiatpnyHmx gocnimkers (PIP)
BTOPWHHA YMaKOBKa, (3MiHy y3rogkeHo 3 KOMNETEHTHUM
[03BiN Ha BUMYCK YyMNOBHOBaXEHNM OpraHoM) - 3MiHU BHECEHO
cepii: 00 HCTPYKUii ANst MEAMYHOro 3acToCyBaHHA
Takepa AscTpia M'mbX, nikapcbkoro 3acoby Ao po3Ainis
ABCTpis "OcobnueocTi 3actocyBaHHA" Ta "MOGiYHI
peakuii” woao 6e3nekn 3acTocyBaHHs
[it0Y0i pevyoBMHM BigNOBIgHO A0
pekomeHaauin PRAC. BeegeHHs 3MiH
NPOTSAromM 6-Tu MicALiB MiCNA 3aTBEPAXKEHHS;
3minHn Il Trny - 3MiHKn Wwopo
6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHW y KOPOTKil XapaKTepucTumui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta
IHCTPYKUIT ANA MeANYHOro 3acTocyBaHHs Yy
3B’A3KY i3 HOBUMMW AaHNMM 3 SKOCTI,
DOKMIHIYHUMW, KIIHIYHUMKW JaHUMK Ta
OaHnMu 3 dhapmakoHarnsgy - 3minu
BHECEHO [0 iHCTPYKLii AN MegnyHoro
3aCTOCYBaHHS Nikapcbkoro 3acoby Ao
posainie "®apmMakornorivyHi BnactusocTi”,
"OcobnueocTi 3acTocyBaHHs", "3aaTHicTb
BMAMBATU Ha LWBMAKICTb peakuii npn
KepyBaHHi aBTOTpaHCNopToM abo iHWKMK
mMexaHiamamu", "Cnocib 3actocyBaHHs Ta
posun”, "Oitn", "Mob6ivni peakuii". BBeaeHHs
3MiH NpOTSArom 6-Tu MicsLiB nicns
3aTBEPOKEHHS
3. | AIPTEK aepo3onb Ans neHmapk IHAis "meHmapk IHAis BHECEHHS! 3MiH 0 peecTpauifiHnX 3a - UA/13756/01/01
iHransuin dapmacbloT dapmacbioTukana matepianis: 3miHu | Tuny - 3mMiHn Wwoao peuenmom
no3oBaHuin, 25/250 vkans JlTa. nTo. 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay

MKr/gosy, no 120
003 B antoMiHieBoMy
KOHTeWHepi 3
[03Y04NM
KnanaHom i
PO3MUIIOYO0
Hacaakoto 3
3aXMCHUM
KOBMa4kom; no 1

(iHWwi 3MiHKM) 3MiHN BHECEHO [0 TEKCTY
MapKyBaHHS! NepBUHHOI YNaKoBKu
nikapcbkoro 3acoby B n. 3. «HOMEP CEPI{
JIIKAPCBbKOI'O 3ACOBY», n. 4. «AATA
3AKIHYEHHA TEPMIHY NPUOATHOCTI»
Ta [0 TEKCTY MapKyBaHHS BTOPUHHOI
ynakoskm B . 13. «HOMEP CEPI[
JIIKAPCBbKOI'O 3ACOBY». BBeaeHHs 3MiH
NpoTArom 6-Tn MicsAUIB NicNs 3aTBepAKEHHS
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
KOHTENHepyY B
KapTOHHi kopobui
4. | AIPTEK aeposonb Ang 'meHmapk IHAisa meHmapk IHAis BHECEHHS 3MiH [0 peecTpaLuiiHnX 3a - UA/13755/01/01
iHransauin dapmacbiot dapmacbtoTukan3 matepianis: 3miHu | Tuny - 3MiHn Wwoao peuernmom
AososaHui, 25/125 nkans J7a. Iira. 6e3nekn/echeKTMBHOCTI Ta hapmakoHarnsgy
MKr/gosy, no 120 (iHWi 3MiHK) 3MiHK BHECEHO O TEKCTY
03 B antomiHieBomy MapKyBaHHS NEPBUHHOI YNaKOBKM
KOHTEMNHepi 3 nikapcekoro 3acoby B n. 3. «<HOMEP CEPI|
[03Y04NM JIIKAPCBbKOI'O 3ACOBY», n. 4. «JATA
KrnanaHom i SAKIHYEHHA TEPMIHY NPUOATHOCTI»
pOo3nNunoYoo Ta [0 TEKCTY MapKyBaHHS BTOPUHHOI
Haca/Kolo 3 ynakosku B . 13. «<HOMEP CEPI[
3aXUCHUM JIIKAPCBbKOI'O BACOBY». BBeaeHHst 3miH
KoBMaykom; no 1 nNpoTArom 6-Tn MicsuiB nicns 3aTBepOXKEeHHS
KOHTENHEpPY B
KapTOHHI kopobui
5. | AIPTEK aepo3onb Ans "meHmapk IHAis "meHmapk IHAis BHECEHHS 3MiH [0 peecTpauiiHnX 3a - UA/13754/01/01
iHransauin dapmacbloT dapmacbioTukansa maTepianis: 3miHu | Tuny - 3MiHK Woao peuenmom
nososaHui, 25/50 vkans JTa. IiTo. 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy
MKr/go3y, no 120 (iHWi 3miHKN) 3MiHK BHECEHO OO TEKCTY
003 B antoMiHieBomy MapKyBaHHS NEPBUHHOI YNaKOBKM
KOHTEMNHepi 3 nikapcbkoro 3acoby B n. 3. «<HOMEP CEPI{
[03YI04nM JIIKAPCBKOIO 3ACOBY», n. 4. «AATA
KrnanaHom i SAKIHYEHHA TEPMIHY NPUOATHOCTI»
PO3NUMIOKYOD Ta 4O TEKCTY MapKyBaHHS BTOPUHHOT
HacaJKow 3 ynakosky B n. 13. «HOMEP CEPI{
3aXUCHUM JIIKAPCBbKOI'O 3ACOBY». BBeaeHHs 3MiH
KoBMaykom; no 1 NpoTArom 6-Tn MicsLiB nicns 3aTBepOXKEHHS
KOHTEeWHepy B
KapTOHHI kopobui
6. | AKIHETOH TabneTtku no 2 mMr no Oecma HimeuuunH «JlabopaTtopio ITanis BHECEHHS 3MiH IO peecTpaLiiHnX 3a - UA/13362/02/01
20 TabneTok y IxMBE Y a ®apmayeytuko CIT matepianis: 3miHu | Tuny - 3miHn Wwoao peuernmom
6nicTepi, no 5 c.p.n.» 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
Gnictepis y (TepaneBTUYHO- (iHWi 3MiHW) Y 3B'A3KY 3 MApKETUHIOBUM
KapTOHHIN nayui ririeHivyHa piLLEHHsIM KOMMaHii 40 po3finy MapKyBaHHS
cneuianisauis) MKA N3. Oitova pepakuis: FPAGNYECKOE
O®OPMITEHUE YTAKOBKMW. Npadmueckoe
odpopmneHne 6nnctepa 1 KAPTOHHON Nayku
npunaraetcs. [MponoHoBaHa pepakuis: MKA
J13 MapkyBaHHs. BignosigHo no
3aTBEpOKEHOro TEKCTY MapKyBaHHS.
OHOBIEHHS TEKCTY MapKyBaHHS NePBUHHOT
Ta BTOPVHHOI YNaKOBOK NiKapCbKoro 3acoby
LLLOZI0 NO3HAYEHHSI OAMHWL BUMIPIOBAHHS
3a cMcTeMoto Sl Ta BHECEHHS HE3HAYHUX
PeAaKUiHUX MPaBOK MO TEKCTY.
7. | ANEPOH TabneTkn, BKpUTI TOB «TeBa YkpaiHa Emkyp IHAis BHECEHHS 3MiH IO peecTpauiiHnX bes nionszae UA/5615/01/01
o6onoHkoto, no 5 mr; YkpaiHa» dapmacsbtoTikanc Jitg matepianis: 3miHu | Tuny - 3miHun Woao peuenma

no 10 Tabnetok y

6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep

peecmpayiliHo2o

noceio4yeHHs1

6nictepi; no 1 abo
no 3 6nictepu B
KapTOHHIl kopobui

3MiHM Y KOPOTKil XapaKTepucTuui
nikapcbkoro 3acoby, TEKCTI MapKyBaHHs Ta
iHCTPYKLUii ANs MeQMYHOro 3acTOCyBaHHs
reHepuYHMX/riopnaHux/GionoaioHMx
nikapcbkux 3acobiB nicns BHECEHHS Tiel
caMoi 3MiHM Ha pecdbepeHTHWI NpenapaT
(3miHa He noTpebye HagaHHSA XOOHMX HOBUX
[04aTKOBUX AaHNX). 3MiHM BHECEHO 40
iHCTPYKLUii ANs MeQMYHOro 3acTOCyBaHHs
nikapcbKkoro 3acoby y po3ginu
"dapmakonorivHi BnacTmBocTi",
"MpoTunokasaHHs", "B3aaemogisa 3 iHwWumMmn
nikapcbknumu 3acobamu Ta iHWi BUAK
B3aemogin", "OcobnueocTi 3acTocyBaHHA",
"3acTocyBaHHs y nepiog BariTHocTi abo
rogyBaHHs rpyaar”, "3gaTHicTb BNvMBaTtu
Ha LWBMAKICTb peakLii Mpy KepyBaHHI
aBTOTPaHCNoOpTOM abo iHWKMMK
MexaHiamamu", "Cnocib 3actocyBaHHs Ta
nosun", "Mo6iyHi peakuii” 3rigHoO 3
iHdopmauieto Woano megnuyHoro
3acTocyBaHHs pedepeHTHOro nikapcbkoro
3acoby (Xyzal 5 mg film-coated tablets)
BBegeHHst 3MiH NpoTsirom 6-Tu Micauis 3
03TV 3aTBEP/IKEHHS.

AMBPOKCON

Tabnetkn no 0,03 r,
no 10 Tabnetok y
6nicTepi; no 1 abo 2
6nictepn y nayui 3
KapToHy; no 10
Tabnetok y 6nictepi;
no 50 a6o 100
GnicTepiB y nayui 3
KapTOHY

MpuBaTHe
akuioHepHe
TOBapUCTBO

«Jekxim-
Xapkis»

YkpaiHa

lMpuBaTHe akuioHepHe
TOBapUCTBO «Jlekxim-
XapkiB»

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHnX
matepianis: 3amiHu | Tuny - 3miHM 3 AKOCTI.
Ceptudikat BignosigHocTi/lE-cepTudikaT

BigNOBIQHOCTI €BponewnchbKii
apmakonei/MmoHorpadii. NMogaHHsA HoBOro
abo oHoBREeHoro cepTudikarta BignoBigHOCTI
abo BunyYeHHs cepTudikata BignoBigHOCTI
€Bponelicbkini hapmakonei: ans A®l; ana
BMXifHOro MaTtepiany/peareHTy/npoMiXXHOro
NPOAYKTY, LLIO BUKOPUCTOBYIOTLCS Y
BUPOGHMUTBI ADI; Ans 4ONOMIKHOI
peyoBUHYM (cepTudikaT BigNOBIAHOCTI
€Bponenicbkin dpapmakonei) - OHOBNEHWUI
cepTudikart Bif yXXe 3aTBepaKEHOro

BMpOobHuKa. MoaaHHst OHOBNEHOro

cepTugikaTa BignoBigHOCTi €Bponeiichbkii
capmaxkonei Ne R1-CEP 2004-201 - Rev 05
(3aTBepmxeHo: R1-CEP 2004-201 - Rev 04)
AN Ailoyoi peyoBnHM ambpokcorny
ripOXnopuay Bif BXe 3aTBEPIKEHOro
BUpo6GHuka Shilpa Medicare Limited, India
AKUA 3MiHVB Ha3By Ha SHILPA PHARMA
LIFESCIENCES LIMITED, India.

be3
peuenma

UA/6958/01/01

AMBPOKCON

Tabnetkn no 0,03 r

[MpuBaTHe

YkpaiHa

[MpuBaTHE aKuioHepHe

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHnx

UA/2980/01/01
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

in bulk: no 3000
TabneTok y
KOHTENHepax

akuioHepHe

TOBapuCTBO
«Jlekxim-
XapkiB»

TOBapUCTBO «J1eKkxim-
XapkiB»

maTtepianis: 3MmiHu | TunNy - 3MiHK 3 AKOCTiI.
Ceptudpikat BignosigHocTi/lE-cepTudikat
BignoBigHOCTI €Bponeiichbkii
dapmakonei/moHorpadii. MogaHHA HOBOroO
abo oHoBneHoro cepTudikarta BiAnNoBiAHOCTI
abo Buny4deHHs ceptudpikata BignoBigHOCTI
€Bponecbkin dapmakonei: gna A®l; ans
BMXigHOro martepiany/peareHTy/npoOMiKHOTO
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BUpPoGHMUTBI APl; Ans ONOMKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI
€Bponeickkin hapmakonei) - OHoBReHWU
cepTuaikar Bif yXXe 3aTBEpPAXEHOro
BMpO6HMKa. MNogaHHA OHOBNEHOro
cepTudikaTa BignoBigHOCTI €Bponeiichbkii
dapmaxkonei Ne R1-CEP 2004-201 - Rev 05
(3atBepmkeHo: R1-CEP 2004-201 - Rev 04)
Ons Aitoyoi peyoBnHM ambpokcony
rigpoxnopuay Big BXe 3aTBepOXEHOro
BunpobHuka Shilpa Medicare Limited, India
SIKMIA 3MiHMB Ha3By Ha SHILPA PHARMA
LIFESCIENCES LIMITED, India.

10.

AMIUNTPOH
® nntoc

NOPOLLIOK ANA
oparnbHOro Po3ynHy
no 5ry cauwe; no 10
cawle y nayui 3
KapTOHY

ToBapucTBo
3
[04aTKOBOK
BianoBsiganb
HiCTIO
"IHTEPXIM"

YkpaiHa

ToBapwucTtBo 3
[04aTKOBOK
BiANoOBiganbHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHnX
mMaTepianis: 3MiHu | TUny - 3MiHK 3 SKOCTi.
Ceptudikat BignosigHocTi/lE-cepTudikaT

BigNOBIOHOCTI €BponewchbKii

papmakonei/MoHorpadii. 3miHW, noB'A3aHi 3
HeobXigHICTI0 NpMBeAeHHS Y BiANOBIOHICTb

0o moHorpadii ®Y abo €sponencbkoi

dapmakonei, abo iHLWOoi HaLioHanbHOT

dapmakonei gepxasu €C (3miHa y

crneundikaisx, noe'sdaHa 3i aMiHamu B
oY, abo €sponeiicbkin hapmakonei, abo
iHLWIiM HauioHanbHIN hapmakonei aepxasu
€C) npyBeaeHHsi cneuudikadii Ta meToais

KoHTpornto APl y BiaNoBiAHICTb A0

MoHorpadii «Paracetamol» €®, gitoue
BWAAHHS, @ caMme 3MiHa HOPMYBaHHS Ta
MeTOoZiB KOHTPOIIO 3a NMoKa3HUKaMm
«lpeHTudikauis», «CynpoBigHi AOMILLKMY,
BUITyYEeHHS MOKa3HWKa «Badkki meTtanu» y
cneuudikauii Ta meTogax koHTponto (BAH)
[ito40i pevyoBrHKU NapaueTamon, Wwo
BXoauTb Ao cknagy M3. 3miHm | Tuny -
3MmiHu 3 skocTi. CepTudikat
BignoBigHocTi/E-cepTudikat BignoBigHOCTi
€Bponelicbkinn hapmakonei/moHorpadii.
3MiHuK, noB'a3aHi 3 HeobXiaHICTO
npvBeAeHHs Yy BIANOBIAHICTb A0 MOHOrpadii

6e3
peuenma

UA/16181/01/01
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

[®Y abo €sponevickkoi hapmakonei, abo
iHLWOT HaUioHanbHOI hapmakonei Aepxasu
€C (3MmiHa y cneuudbikauisix, noe's3aHa 3i
3MiHamu B [1®Y, abo €Bponencbkin
hapmakonei, abo iHLWii HauioHanbHin
dapmakonei gepxasun €C) npuBefeHHs
cneungikauii Ta meTtoaiB KoHTponio Adl y
BigNoBigHICTb 40 MoHorpadii «Guaifenesin»
€0, gitoye BMOaHHSA, a came YyTOYHEHHS
METOAMKM BUNPOBYBaHHS 3@ NOKA3HUKOM
«lgeHTudikadisi C» (€®, 2.2.27), 3miHa
HOPMYBaHHS Ta METOZIB KOHTPOJIIO 3a
nokasHukamm «CynpoBigHi AoOMiLKn», 3MiHa
METOZiB KOHTPOITHO 32 NMOKa3HUKOM
«KinbkicHe BU3Ha4YeHHSA» 3i 3MIHOKO MeToay
TUTPYBaHHA Ha meToq BEPX, BunyyeHHs
nokasHuka «Baxki meTanu» y cneuudikauii
Ta MeTogax KoHTponto (BAHL) pitovoi
PEYOBUHM rBaneHesmH, Lo BXOAUTb 40
cknagy M83.

11.

AMILMNTPOH
® NNC BE3
LYKPY

NOPOLLIOK A4S
oparnbHOro po3yvnHy
no 5ry cawe; no 10
calle y nayui 3
KapTOHY

ToBapucTso
3
[08aTKOBOKO
Bignosiganb
HiCTIO
"IHTEPXIM"

YkpaiHa

ToBapucTtBeo 3
[00aTKOBOK

BiAnNoBiganbHICTO

"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH 40 peecTpaLiiHnX
mMaTepianis: 3MiHu | TUnNy - 3MiHK 3 SKOCTi.
Ceptudpikat BignosigHocTi/lE-cepTudikat

BignoBigHOCTI €Bponeiichbkin

papmakonei/MmoHorpadii. 3miHW, noB'a3aHi 3
HeOoOXiAHICTIO NpMBEEHHS Y BiANOBIAHICTb

0o MoHorpadii ®Y abo €sponencbkoi

dapmakonei, abo iHLWOoi HaLlioHanbHOT

dapmakonei gepxasu €C (3miHa y

cneundikauisx, nos's3aHa 3i aMiHamu B
[oY, abo €sponeiickkin hapmakonei, abo
iHLIN HauioHanbHIN hapmakonei Aepxasu
€C) npuBeaeHHs cneundikadii Ta meToais

KoHTpornto APl y BiaNoBiAHICTb A0

MoHorpadgii «Paracetamol» €®, pitoue
BMAAHHS, a came 3MiHa HOPMYBaHHsI Ta
MeTOopAiB KOHTPOIIO 3a NoKa3HWKammn
«lpeHTudikadisi», « CynpoBifHi OMILLKN»,
BUINYYEHHs NokasHuka «Baxki metanu» y
cneuudikauii Ta meTogax koHTponto (BAH)
L0401 pevyoBMHU NapaLleTamMorn, Wwo
BXoauTb Ao cknaagy M3. 3MiHu | Tuny -
3miHu 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BiANoOBIigHOCTI
€Bponelicbkiit hapmakonei/MoHorpadii.
3MiHuK, noB'A3aHi 3 HeobXiaHICTO
npuBeAeHHS y BiAMNOBIAHICTb A0 MOHOrpadii
OdY abo €sponelicbkoi hapmakonei, abo
iHWOI HauioHanbHOI hapmakonei gepxasu

6e3
peuenma

UA/16182/01/01
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[IponoBkeHHs 1oaarka 3

Homep

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

peecmpayiliHo2o
noceio4yeHHs1

€C (3MmiHa y cneuudikauisix, nop's3aHa 3i
3miHamu B [1®Y, abo €Bponeichbkin
capmakonei, abo iHLWin HauioHanbHin
dapmakonei gepxaeun €C) npuBefeHHs
cneundikauii Ta meToaiB KoHTpornio Adl y
BignoBigHicTb 40 MoHorpadii «Guaifenesin»
€0, gitode BMAaHHSA, a came YyTOYHEHHS
METOAMKM BUNPOOYBaHHS 3a NMOKa3HUKOM
«lpeHTudikauiss C» (€9, 2.2.27), 3amiHa
HOPMYBaHHS! Ta METOZIB KOHTPOJIO 3a
nokasHukamu «CynpoBigHi AOMILIKN», 3MiHa
MEeTOAIB KOHTPOSHO 32 NOKa3HUKOM
«KinbkicHe BU3Ha4YeHHA» 3i 3MIHOIO MeToay
TUTpyBaHHA Ha metod BEPX, BunyyeHHs
nokasHuka «Baxki meTanuy y cneumdikauii
Ta MeTogax koHTponto (BAHL) pitoyoi
PEYOBUHN rBaneHesmnH, Lo BXOAUTb OO
cknagy M3.

UA/10091/01/01

12.

AMNoOAunIH
Y BECUNAT

NOPOLLIOK
(cybeTaHuis) y
nakeTax noasivHNX
nonieTuneHoBmnx
ans
dapmaLeBTU4HOro
3acTocyBaHHSA

MpAT
"®apmaueBT
nyHa dipma

"NapHuus"

YkpaiHa

KonpaH Pecepu
JlebopeTopic Jlimiteq

IHAis

BHECEHHS 3MiH 40 peecTpaLiiHMX
matepianis: 3amiHu | Tuny - 3MiHM 3 AKOCTI.
A®I. KoHTponb ADL. 3miHa y napameTpax

cneundikaui Ta/abo AoNyCTUMNX MEX,
BM3Ha4eHux y cneuudikauisx Ha APl abo
BUXIOHWA/NPOMIKHWUIA NpOayKT/peareHT, LWo
BMKOPWUCTOBYIOTBLCSH Y NpoLieci BUpobHuLTBa
A®I (nonoBHeHHS cneumdikaLii HOBUM
NoKa3HWKOM SIKOCTi Ta BignoBigHMM MeTo40oM
BUNpoByBaHHs1) - 4OMOBHEHHS cneundikauii
A®| HOBMM NOKa3HMKOM SIKOCTi Ta
BiANOBIAHUM MeTOAOM BUNPOOYBaHHS, a
came BHeceHo po3gin «MikpobionoriyHa
ynctoTta; aMmiHu | Tuny - 3miHu 3 axkocTi. API.
CrabinbHicTb. 3mMiHa nepiogy NOBTOPHUX
BuNpobyBaHb/nepioay 36epiraHHst abo ymoB
36epiraHHa A®I (3a BigcyTHOCTI Y
3aTBEpAKEHOMY A0Che cepTudikaTa
BignoBigHOCTi €Bponeinchkini hapmakoner,
LLIO BKIKOYaE nepios NoOBTOPHOIO

BUNpobyBaHHs) (Nepiog NOBTOPHOTO

BUNpobyBaHHsa/nepios 36epiraHHs) -

36inbLeHHs abo BBeAeHHs nepioay

NoBTOPHOrO BMNpobyBaHHs/nepioay

36epiraHHsi Ha OCHOBI pe3ynbTaTiB
[ocnigpkeHb y peanbHOMY Yaci - BignoBigHO

00 aKkTyanbHuX matepianis gipmu-

BUpoGHMKa ADI «TepmiH npupgaTHocTi — 4
POKM» 3MiHEHO Ha « TepMiH NEPEKOHTPONI0 —
4 pokuy; 3MiHu | TUny - 3miHu 3 skocTi. AdDI.

KoHTponb A®I. 3miHa y napameTpax
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1

cneundikaui Ta/abo JoNyCTUMNX MEX,
BM3Ha4yeHux y cneundikauisx Ha Adl, abo
BUXIOHUA/NPOMIKHWUIA NPOAYKT/peareHT, LWo
BVKOPVCTOBYIOTbCS Y NpoLeci BUpobHMLTBa
ADI (iHwi 3MiHK) - 3MiHa y napameTpax
cneumdikaLii Ta MeToaax BUNpoOyBaHHs
A®Il, a came go posginy «laeHTndikauin»
BHECEHO peAakUinHi NpaBkuM BiANoBiAHO A0
aKTyanbHUX MaTepianie dipMu-BnpobHuKa.
CynyTHs 3MiHa
- 3MmiHu 3 gkocTi. A®I. KoHtponb A®Il. 3miHa
y MeToaax BunpobysaHHs AP| abo
BUXigHOro MaTepiany/npoMixxHoro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCH Y
npoueci BupobHuuTBa AP| (He3HaYHI 3MiHW Y
3aTBEPKEHUX MeToAax BUNpobyBaHHs);
3MiHn | Tuny - 3miHn 3 akocTi. A®I. KoHTpornb
A®I. 3miHa y meTogax BunpobysaHHs A
abo BMXigHOro MaTtepiany/npomiKHOro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCH Y
npoueci BupobHmutea API (iHLwi 3MiHK y
MeToAax BUNpoOyBaHHS (BKMKOYa4M 3amiHy
abo ponoBHeHHsA) ADI abo
BUXIiQHOro/MPOMIDKHOTO NPOAYKTY) - 3MiHa Y
mMeTogax BunpobyBaHHsA ADI, a came
po3ginu «CynpoBiaHi AOMILLKWY,
«CynbaTHa 3onay, «3anuLKoBi KinbKOCTi
OpraHiYHMX PO3YNHHUKIBY -METOAUKN
KOHTPOIMO NpuBeaEeHO BiANOBIAHO A0
aKkTyanbHUX mMaTepianis ipmMu-BUpoBHYKa.
HopmyBaHHs 3anuweHo 6e3 3MmiH;
3MiHn | Tuny - 3miHn 3 akocTi. A®I. KoHTpornb
A®I. 3miHa y napameTpax cneuudikadi
Ta/abo AoNYyCTUMUX MEX, BUSHAYEHUX Y
cneundikauisx Ha A®Il, abo
BVXiOHUA/MPOMIXKHWI NPOAYKT/peareHT, Lo
BMKOPVCTOBYIOTbCS Y NpoLeci BUpobHMLTBa
ADI (iHLWi 3MiHK) - Y 3B’A3KY 3 OHOBMNEHHAM
BMPOGHMKOM po3ainis 3.2.S.4.1
Cneuudikauis Ta 3.2.S.4.2 AHaniTu4Hi
METOAMKM Bynn BHECEHI HACTYMHi 3MiHK 00
po3ginis «Mpo3opicTb i CTyniHb
KanamyTHOCTi po34nHy», « CTOPOHHI
BKITIOYEHHS» - YTOYHEHO PO3YMHHUK, Y AKOMY
po3unHsATL ADI.
CynyTHs 3miHa
- 3miHu 3 gkocTi. A®I. KoHtponb A®I. 3miHa
y metogax BunpobysaHHa APl abo
BUMXifiHOro MaTtepiany/npoMixxHoro
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep

peecmpayiliHo2o

noceio4yeHHs1

npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci BUpobHMUTBa AD| (He3HauHi 3MiHN ¥
3aTBEpAKEHMX MeToAax BUNpobyBaHHs);
3MiHu | Tuny - 3miHu 3 skocTi. ADI. KoHTponb
A®I. 3miHa y meTogax BunpobyBaHHs ADI
abo BMXigHOro maTtepiany/npomiKHOro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea A®| (He3HauHi 3MiHW y
3aTBepOKeHMX MeToAdax BUNpobyBaHHS) - Y
3B’513KYy 3 OHOBIIEHHSIM BUPOOHMKOM po3ginis
3.2.5.4.1 Cneundpikauisi Ta 3.2.S.4.2
AHaniTU4Hi MeTogunKkM Bynun BHECEHi
HaCTYMHi 3MiHW go po3ginie «OnTuyHe
06epTaHHAY, «KinbkicHe BU3HAYEHHA»

13.

APKOKCIA®

TabneTkn, BKPUTI
NniBKOBOIO
obornoHkoto, no 30
Mr, No 7 TabneTok y
6nictepi; no 1 abo 4
Gnictepny
KapTOHHIl kopobui

OpraHoH
CeHTpan lct
m6X

Lsenuapi
A

BUPOBHUK
Hepo3dacoBaHoI
NPOAYKLii, KOHTPOIb
SIKOCTi, NaKyBaHHs:
Posi ®apma
Inpactpian Cepsicec,
C.A., IcnaHis;
nakyBaHHs, BUNYyCK
cepii:

Mepk Wapn i Joym
B.B., HinepnaHau;
BUNYCK cepii:
LWepinr-MNnay Na6o
H.B., Benbris

Icnanis/
Higepnanam
/

Benbria

BHECEHHS 3MiH 40 peecTpaLiiHMX
matepianis: 3miHu | Tuny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay.
BBeneHHs abo 3miHM f0 y3aranbHeHux
[AaHuX Npo cuctemy hapmMakoHarnsgy
(BBEAEHHS y3aranbHEHUX AaHMX NPO
cuctemy apmakoHarnsaay, amiHa
YNOBHOBaXeHOi 0cobu, BignosigansHoi 3a
3AiNCHEHHA hapMakoHarnsay; KOHTaKTHOI
ocobu 3 chapmakoHarnagy 3asiBHuKa ons
34iicHeHHs dapmakoHarnagy B YkpaiHi,
SIKLLO BOHA BiAMIHHA Bi yNMOBHOBaXEHOT
ocobu, BianoBiganbHOI 3a 3AiNCHEeHHS
hapmakoHarnsigy (BKMoYarym KOHTaKTHi
OaHi) Ta/abo 3MiHM y po3MmilLleHHi MacTep-
aina cuctemu papmakoHarnsgy) 3miHa
yNOBHOBaXeHOI 0cobyu 3asBHMKa,
BinoBigansHoi 3a dpapmakoHarnag,.
[itova pepakuin: MapiaHHa Bank-
KopTeHpaag. MNponoHoBaHa pedakuis:
HoxTop ®epHanaa TaBapec. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobu
3asBHMKa, BiANoOBiAanbHoOI 3a
dapmakoHarnag. 3miHa MicLue3HaxOmMmKeHHs
MacTep-ganna cucteMmu papmakoHarnsgy.

3a
peuerimom

UA/10704/01/01

14.

APKOKCIA®

TabneTku, BKPUTI
NniBKOBOO
obonoHkoto, no 60
Mr, no 7 TabneTok y
6nictepi; no 1 abo 4
Gnictepuy
KapTOHHiI kopobui

OpraHoH
CeHTpan Ict
m6X

LLisewuapi
a

BUPOGHMK
Hepo3dhacoBaHoi
NPOAYKUii, KOHTPOIb
AKOCTI, NaKyBaHHS:
Posi ®apma
IHgacTtpian Cepsicec,
C.A,, IcnaHis;
nakyBaHHs, BUMYCK
cepii:

Mepk Wapn i Joym

IcnaHis/
Hioepnanamn
/
Benbris

BHECEHHS 3MiH 0 peecTpauinHnx
matepianis: 3miHu | Tuny - 3MiHK WwWoao
6e3nekn/echekTMBHOCTI Ta dhapmakoHarnsgy.
BBepneHHs abo 3miHn A0 y3aranbHeHWX
AaHnX Npo cuctemy chapmakoHarnsgy
(BBEAEHHSA y3aranbHEHUX AaHWX NpPo
cuctemy papmakoHarnsgy, 3amiHa
yrnoBHOBaxeHoi ocobu, BianoBigansHoi 3a
3AiNCHeHHs bapmakoHarnsay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy 3asBHuKa Ans

3a
peuenmom

UA/10704/01/02
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
B.B., Higepnanau; 3piicHeHHs hapmakoHarnagy B YkpaiHi,
BUMYCK cepii: SIKLLO BOHA BiAMIHHA Bif yNMOBHOBaXeEHO|
LLepinr-Mnay Na6o ocobu, BianoBiganbHOI 3a 30iNCHEHHS
H.B., Benbris dapmakoHarnagy (BKMo4arym KOHTaKTHi
AaHi) Ta/abo 3MiHM y po3milLeHHi macTep-
darina cuctemu hapmakoHarnsgy) 3miHa
YNOBHOBaXXeHOI 0COOU 3asiBHYMKA,
BignoBiganeHoi 3a papmakoHarnsg.
[itoya pegakuis: MapiaHHa Bank-
KopTeHpaag. NMponoHoBaHa pegakuis:
HokTop ®epHanaa Tasapec. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXXEHOI 0cobu
3asBHMKa, BiANoOBiganbLHoOI 3a
dapmakoHarnag. 3miHa MicLue3HaxOmMmKeHHs
MacTtep-channa cuctemu dpapmakoHarnagy.
15. | APKOKCIA® TabneTkn, BKpUTI OpraHoH LLseviuapi BUPOBHUK Icnanis/ BHECEHHS 3MiH [0 peecTpauiiHux 3a - UA/10704/01/03
NniBKOBOIO CeHtpan lct A HeposdacoBaHoi Hinepnanau matepianis: 3miHu | Tuny - 3miHn woao peuernmom
o6onoHkoto, no 90 mM6X NPOAYKLiT, KOHTPOSb / 6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
Mr, No 7 TabneTok y SIKOCTi, NaKyBaHHS: Benbria BBepneHHs abo 3MiHM 0 y3aranbHeHnxX
6nictepi; mo 1 abo 4 Posi ®apma AaHuX nNpo cuctemy hapmakoHarnsgy
Gnictepn y IHgacTpian Cepsicec, (BBEAEHHS y3aranbHEHUX gaHuX Npo
KapTOHHil kopobui C.A., IcnaHisi; cuctemy apmakoHarnsay, amiHa
nakyBaHHs1, BUMYCK yrNoBHOBaXeHoI ocobu, BianoBiganbHoi 3a
cepii: 30iNCHEHHs hapMakoHarnsaay; KOHTakTHOT
Mepk Wapn i Joym ocobu 3 chapmakoHarnagy 3asiBHuKa ons
B.B., Hinepnanauy; 3iicHeHHs dhapmakoHarnagy B YkpaiHi,
BUMYCK cepii: AKLWO BOHa BiAMIHHA Bif YNOBHOBaXeHO|
LWepinr-Nnay Na6o ocobu, BianoBiganbHOI 3a 3AiNCHEeHHS
H.B., benbris dapmakoHarnsaay (BKNoYaryy KOHTaKTHi
AaHi) Ta/abo 3MiHM y po3MmilLeHHi MacTep-
aina cuctemu papmakoHarnsgy) 3miHa
yMOBHOBaXeHOI 0cobyu 3asBHYIKa,
BiAgnoBiganesHoil 3a dhapmakoHarnag,.
[itova pepakuin: MapiaHHa Bank-
KopTeHpaag. MNponoHoBaHa peaakuis:
Doktop ®epHaHaa TaBapec. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobu
3asiBHMKA, BigNoBiganbHoOI 3a
hapmakoHarnsig. 3miHa MicLe3HaxomKeHHs!
MacTep-ganna cuctemu papmakoHarnsgy.
16. | APKOKCIA® TabneTkn, BKpUTI OpraHoH LLisenuapi BMPOBHMK Icnanis/ BHECEHHS 3MiH 10 peecTpauiiHnX 3a - UA/10704/01/04
NNiBKOBOIO CeHTpan lct A Hepo3dhacoBaHoI Higepnanaun matepianis: 3miHu | Tuny - 3MiHK Wwopao peuenmom
o6onoHkoto, no 120 m6X NPOAYKUii, KOHTPOIb / 6e3nekn/ehekTMBHOCTI Ta dhapmakoHarnsgy.
Mr: no 7 TabneTok y AKOCTi, NaKyBaHHS: Benebriga BBeneHHs abo 3miHu Jo0 y3aranbHeHux

GnicTepi; no 1 Posi ®apma AaHuX Npo cuctemy dapmakoHarnsgy
Gnictepy B IHgactpian Cepsicec, (BBEOEHHS y3ararnbHEeHWX AaHWX Npo
KapTOHHIl kopoOLi C.A., IcnaHis; cuctemy hapmakoHarnsagy, 3miHa
nakyBaHHs1, BUMYCK yrnoBHOBaXxeHoI ocobu, BignosigansHoi 3a
cepii: 34iNCHEeHHs hbapMakoHarnsay; KOHTakTHoOI
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

Mepk Wapn i Joym
B.B., Hinepnanau;
BUMYCK Cepii:
LLepinr-Mnay Na6o
H.B., Benbris

ocobu 3 hapmakoHarnagy 3asiBHuKa ans
3[iNcHeHHs dhapmakoHarnagy B YkpaiHi,
SKLLO BOHA BiAMIHHA Bi yNOBHOBaXeHO|
ocobu, BianoBiganbHOI 3a 34iNCHEHHS
apmakoHarnsagy (BKNoYaryy KOHTaKTHi
naHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
darina cuctemu hapmakoHarnsgy) 3miHa
YNOBHOBaXeHOi 0cobu 3asBHUKA,
BignoBigansHoi 3a dhapmakoHarnsg,.
[itova pegakuis: MapiaHHa Bank-
KopTeHpaag. NponoHoBaHa peaakuis:
HokTtop PepHaHaa TaBapec. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobu
3asiBHUKA, BignoBiganbHoi 3a
tapmakoHarnag. 3miHa Micue3HaxomKeHHs!
MacTtep-channa cuctemu dpapmakoHarnagy.

17.

APOKCUKAM

Tabnetkun no 7,5 wr,
no 10 TabneTtok y
Gnictepi; no 1
bnictepy y
KapTOHHIN nayui

Aypobingo
dapwma JITg

IHAinA

AypobiHgo Papma
Nimiten - OHIT I

IHAisA

BHECEHHS 3MiH 0 peecTpauiiHnX
mMaTepianis: aMmiHu | Tuny - 3MiHKn Woao

6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.

3MiHa y KOPOTKil XapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKUIT ANA MeANYHOro 3acToCcyBaHHS Ha
nigcTasi perynspHO OHOBMIOBAHOIO 3BiTY 3
6e3neku nikapcbkoro 3acoby, abo
pocnigxeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B nicnsapeecTpauiiini
nepiof, abo sik pesynbTaT OLiHK/ 3BITY 3
gocnigpkeHb, NPoOBeAeHNX BignoBigHo A0
nnaHy negiatpuynHmx gocnigpkers (PIP)
(3MiHY y3rogxeHo 3 KOMNeTEHTHUM
YNOBHOBaXX€HUM OpraHoM) - 3MiH1 BHECEHO
00 IHCTPYKLUiT ANst MEOWYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y posginu:
"OcobnueocTi 3acTocyBaHHsA", "MobiYHi
peakuii” BignoBigHO 4O OHOBMEHOI
iHpopMmalii 3 6e3nekn gitoyoi peyHoBUHK

3a
peuerimom

He
nidnsieae

UA/11516/01/01

18.

APOKCUKAM

Tabnetku no 15 wr,
no 10 Tabnetok y
GnicTepi; no 1
Gnictepy y
KapTOHHIN nayui

AypobiHgo
®dapwma JlTg

IHAis

AypobiHgo Papma
Nimiten - OHIT I

IHAis

BHECEHHS 3MiH A0 peecTpauinHnx
matepianis: 3miHu | Tuny - 3miHun Woao

6e3nekn/ehekTMBHOCTI Ta dhapmakoHarnsgy.

3MiHa y KOpOTKill XapakTepucTumui
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHSA Ta
IHCTPYKUii ANs MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHoO OHOBMOBAHOIO 3BITY 3
©e3neku nikapcbkoro 3acoby, abo
JocnimxeHb 3 6e3neky 3acTocyBaHHs
nikapcbkoro 3acoby B nicnsipeecTpauiiini
nepion, abo sik pesynbTaT OLiHKM 3BiTY 3
gocnigpxkeHb, NPOBeAeHNX BignoBigHo A0
nnaHy negiatpuyHux gocnigxers (PIP)

3a
peuenmom

He
nidnseae

UA/11516/01/02
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep

peecmpayiliHo2o
noceio4yeHHs1

(3MiHY y3rofxeHO 3 KOMMNETEHTHUM
YMNOBHOBaXXEHVNM OpraHoMm) - 3MiHW BHECEHO
00 iHCTPYKLUIi ANst MEAMYHOro 3aCTOCYBaHHS

nikapcbKkoro 3acoby y po3ginu:
"OcobnuBocTi 3acTocyBaHHs", "IMobiuHi
peakuii” BignoBigHO 4O OHOBMEHOI
iHdbopMalLii 3 6e3neku git4oi pevyoBMHM

19.

ACKOLUUH®

TabneTku XyBanbHi
no 10 Tabnetok y
ctpuni; no 3 abo 10
CTPVNIB Y KAPTOHHIW
ynakoBLji

TOB
«MMEO®AP
M NTO»

Ykpaina

KYCYM XENTXKEP
NnBT NTAO

IHAis

BHECEHHS 3MiH [0 peecTpauifiHnX
maTepianis: 3MmiHu | TunNy - 3MiHK 3 AKOCTi.
[oToBMI Nnikapcbkuii 3aci6. 3miHn y
BMPOOHMUTBI. 3MiHa po3mipy cepii
(BKNOYaouM gianasoH po3mipy cepii)
roTOBOrO NiKapcbKoro 3acoby (36inbLueHHs
0o 10 pasiB NOpiBHSHO i3 3aTBEPIKEHUM
pO3MipoM) BBEAEHHS JOAATKOBOrO PO3Mipy
cepii M3 gna BupobHMYoi AinbHuui Mot Ne
M-3, Ingop Cnewen IkoHomik 3oyH, ®ens-Il,
Mitamnyp, Oict. Oxap, Magxes Mpageww, MiH
454774, Inpis — 800 000 TabneTok.
3areepoxeHo: 120 000 Tabnetok, 700 000
Tabnetok; 3anponoHoBaHo: 120 000
Tabnetok (Ne 10x3 — 4000 ynakoBok; Ne
10x10 — 1200 ynakoBok), 700 000 TabneTok
(Ne 10x3 — 23333 ynakoBok; Ne 10x10 —
7000 ynakoBok), 800 000 Tabnetok (Ne 10x3
— 26666 ynakosok; Ne 10x10 — 8000
yNaKoBOK).

be3
peuenma

UA/10673/01/01

20.

BEKJTA3OH-
EKO

aepo30sb Ans
iHransauin, no 250
Mkr/go3y no 200 gos
y 6anoHunky 3
iHranauinHum
NPUCTPOEM Y
KopoobLi

TOB «TeBa
YkpaiHa»

YkpaiHa

HopTtoH (BaTtepdopa)
JlimiTen

Ipnangis

BHECEHHS 3MiH 0 peecTpauiiHnX
matepianis: 3miHu | Tuny - AgMiHiCTpaTUBHI
3MiHW. 3miHa HaliMeHyBaHHs Ta/abo agpecu

MiCUsi NPOBaPKEHHS AiNbHOCTI
BMPOBHVKa/iMnopTepa roToBoro Nikapcbkoro
3acoby, BKMOYauu AinbHULI BUNYCKy cepii

abo micue npoBeAeHHS! KOHTPOIO SKOCTI.

(misnbHIiCTb, 3a AKky BignoBinae

BMPOOHWK/IMNOpTEP, BKMHOYaO4M BUMYCK
cepinl) AOmiHicTpaTuBHa 3MiHa Ha3BM
BMpoGHuka MM13. Micue posTaluyBaHHS
BUpoGHuKa M3 Ta Bci BUpoGHUMYI onepalii
3anuaTbes He3aMiHHUMK. HoBa Ha3Ba
NPVBOAMTCbSA 40 OHOBMEHOI NiueHsii Ta GMP
cepTudpikaty. 3MiHM BHECEHO B IHCTPYKLUIO
ANs MEAMYHOrO 3aCTOCyBaHHS NiKapcbKoro

3acoby y po3gin «BupobHuk» 3
Bi4NOBIgHNMM 3MiHAMU Y TEKCTi MapKyBaHHs

ynaKkoBKU nikapcbkoro 3acoby. TepMiH
BBELEHHS 3MiH NPOTSArom 6 Micsuis nicns
3aTBEPIKEHHS. 3MiHuM | TUny -

AnmiHicTpaTuBHI 3MiHW. 3MiHa

3a
peuenmom

He
nionsieae

UA/5384/01/02
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

HaiMeHyBaHHsi Ta/abo agpecu Micus
NPOBaMXEHHS AiAnbHOCTI
BMPOGHVMKa/iMnopTepa roToBOro NikapcbKoro
3acoby, BKM4ao4m ginbHUL BUNycKy cepii
abo micue npoBeAeHHs! KOHTPOIO SKOCTI.
(misnbHiCTb, 3a Ky Bignosinae
BMPOGHMK/iMNOpTEp, BKIOYaKYX BUMYCK
cepiit) 3miHa apgpecy BUpobHuka M3
HopTtoH (BaTepdopg) Nimiten, Ipnanais, 6e3
3MiHM MicLs BUPOOHMLTBA: 3MiHM BHECEHO B
IHCTPYKLUiO AN MEQUYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby y po3ain
«MicuesHaxomkeHHs1 BUpoGHUKa Ta agpeca
MiCUsi NPOBaKEHHS MO0 OiSANbHOCTI» 3
BiANOBIOHUMW 3MiHAMM Y TEKCTIi MapKyBaHHSA
ynakoBKkW nikapcbkoro 3acoby. TepMiH
BBEAEHHS 3MiH NPOTSArom 6 Micsuis nicns
3aTBEpPOKEHHS
3MinHn | Tuny - 3MiHKM Wwopo
6esnekn/edekTMBHOCTI Ta hapmakoHarnagy
(iHWi 3MiHKX) 3MiHK BHECEHO [0 TEKCTY
MapKyBaHHS1 NEPBUHHOI YNaKoBKM
nikapcbkoro 3acoby B n. 2. «KIJIbKICTb
JIK0YOI PEYOBWHMW», n. 6. «IHLWE» Ta go
TEKCTy MapKyBaHHS BTOPUHHOI YMaKoBKM B M.
2. «KINBbKICTb AIK0YOI PEHOBUHW», n.
16. «IHPOPMALIA, AKA HAHOCNTbLCA
LPUOTOM BPAVNAx, n. 17. «IHLLE».
TepMiH BBEAEHHS 3MiH NPOTAroM 6 micauis
nicns 3aTBEpPAXKEHHS.

21.

BEKNA3OH-
EKO

aepo3onb Ans
iHransauin, no 100
Mkr/go3y no 200 go3
y 6anoHuunky 3
iHranauinHum
NPUCTPOEM Y
KopoobLi

TOB «TeBa
YkpaiHa»

YkpaiHa

HopToH (Batepdopa)
JlimiTen

Ipnangis

BHECEHHS 3MiH 0 peecTpauinHnx
matepianis: 3miHu | Tuny - AgMiHiCTpaTUBHI
3MiHW. 3miHa HaliMeHyBaHHs Ta/abo agpecu

Micusi NpoBaMKeHHS AiNbHOCTI
BMPOBHMKa/iMnopTepa roToBOro NikapcbKoro
3acoby, BKMoYauu AinbHULI BUNYCKy cepii

abo micue npoBeAeHHS! KOHTPOIO SKOCTI.

(misnbHiCTb, 3a AKky BignoBinae

BMPOOHWK/iIMNOpTep, BKMHOYaO4M BUMYCK
cepil) AOMmiHicTpaTuBHa 3MiHa Ha3BM
BMpo6HuKa MM13. Micue posTaluyBaHHS
BUpoGHuKa M3 Ta BCi BUpoGHMYI onepalii
3anuaTbes He3aMiHHUMK. HoBa Ha3Ba
NPVBOAMTCbSA 40 OHOBMEHOI NiueHsii Ta GMP
cepTudpikaTty. 3MiHM BHECEHO B IHCTPYKLUIO
ANs MEAMYHOrO 3aCTOCYBaHHS NiKapcbKoro

3acoby y po3gin «BupobHuk» 3
Bi4NOBIgHNMM 3MiHAMU Y TEKCTi MapKyBaHHs

ynaKoBKU fikapcbkoro 3acoby. TepMiH

3a
peuyenmom

He
nidnseae

UA/5384/01/01
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep

peecmpayiliHo2o

noceio4yeHHs1

BBEAEHHS 3MiH NPOTSArom 6 Micsuie nicns
3aTBepAKEHHS. 3MiHuM | Tuny -
AOMiHIiCTpaTUBHI 3MiHW. 3MiHa

HaiMeHyBaHHsi Ta/abo agpecu Micus
NPOBaMXEHHS AiAnbHOCTI
BMPOGHMKa/iMnopTepa roToBOro NikapcbKoro
3acoby, BKM4ao4mM ginbHuUL BUNYycKy cepii
abo micue npoBeAeHHsI KOHTPOIO SKOCTI.
(misnbHiCTb, 3a Ky BignoBigae

BMPOGHMK/iMNopTEp, BKIOYaKYX BUMYCK

cepiit) 3miHa apgpecy BUpobHuka M3
HopToH (BaTepdopga) Nimiten, lpnanais, 6e3
3MiHM Micus BUPOOHMLTBA: 3MiHM BHECEHO B

iHCTPYKLUiO AN MEOUYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby y po3ain
«MicuesHaxomkeHHs BUpOOHMKa Ta agpeca
MiCUsi NPOBaKEHHS MO0 OiSANbHOCTI» 3

BiANOBIOHUMWN 3MiHAMM Y TEKCTIi MapKyBaHHSA

ynakoBKW nikapcbkoro 3acoby. TepMiH

BBEAEHHS 3MiH NPOTSArom 6 Micsuis nicns

3aTBEpPOKEHHS
3MinHn | Tuny - 3MiHKM Wwopo
6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHKX) 3MiHK BHECEHO [0 TEKCTY
MapKyBaHHS1 NEPBUHHOI YNaKoBKM
nikapcbkoro 3acoby B n. 2. «KIJIbKICTb
OIK0YOI PEYOBWHMW», n. 6. «IHLE» Ta go
TEKCTy MapKyBaHHS BTOPUHHOI YNaKoBKM B M.
2. «KINBbKICTb AIK0YOI PEHOBUHW», n.
16. «IHPOPMALIA, AKA HAHOCNTbLCA
LPUOTOM BPAVNAx, n. 17. «IHLLE».
TepMiH BBEAEHHS 3MiH NPOTAroM 6 micauis
nicns 3aTBEPAXKEHHS.

22.

BET®EP 1A
nntoc

MOpOLLOK AN
PO34MHy Ans iH'eKLin
no 6000000 MO (30
MKr); 1 donakoH 3
MOPOLLKOM Y
KomnnekTi 3 1
amnysoto 3
PO34YMHHUKOM MO 1
Mn (Boga ans
iH'eKUiN cTepunbHa)
y 6nictepi; no 1
Gnictepy y nauui 3
KapToHY; 4 cbrakoHu
3 MOPOLLKOM Y
KOMMnekTi 3 4
amnynamu 3

TOB "®3
"BIO®APMA

"

YkpaiHa

TOB "®3"
BIO®APMA"

YkpaiHa

BHECEHHS 3MiH A0 peecTpauinHnx
matepianis: 3miHu Il Tuny - 3MiHK 3 AKOCTI.
A®I. BupobHuuTBO. 3MiHa BUpOGHMKa
BMXiAHOro/NpOMIDKHOTO NMPOAYKTY/peareHTy,
LLIO BUKOPUCTOBYHOTLCS Y BUPOOHUYOMY
npoueci A®l, abo 3miHa BUpoBHUKa
(Bkntovaroum, ae HeobxigHo, micue
npoBefeHHs KOHTpornto sikocTi) AdI (3a
BiCYTHOCTI cepTudikaTa BignosigHOCTi
€Bponelicbkiii hapmakonei y
3aTBEPKEHOMY [OCHE)(BBEAEHHS HOBOIO
BUpOoGHMKa AD| 3 HagaHHSM MacTep-dainna
Ha A®l) 3miHa BUpOGHMYOT AinbHULi ADI
GEMABIOTECH S.A., ApreHTuHa Ha
BUPOGHMYY pinbHuLto ZELLTEK S.A,,
ApreHTuHa, Lo HanexaTtb 40 OgHIEl rpynu

3a
peuenmom

UA/15462/01/01




15 [IponoBkeHHs 1oaarka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
PO34MHHUKOM MO 1 komnaHii AMEGA BIOTECH Group
mn (Boga 4ns
iH'eKUin cTepunbHa)
y 6nictepi; no 1
6nictepy y nayui 3
KapTOHY
23. | BIKANYTAMI TabneTku, BKPUTI Mictpan AHrnis CiHToH Xicnanis, C.J1. Icnanis BHECEHHS 3MiH 0 peecTpauinHmX 3a - UA/15136/01/01
O-BICTA NniBKOBOO Kenitan marepianis: 3miHum | Tuny - AgMiHicTpaTmBHiI peuernmom

obonoHkoto, no 50 MeHenxmeH 3MiHW. BunyyeHHs BUpoBHMYOT OinbHUUI
mr, no 10 TabneTtok T IlimiTen (Bkntoyatoum ginbHULi gns APl npoMixkHoro

y 6nictepi; no 3
Gnictepu B
KapTOHHIl kopobui

npoaykTy abo rotoBoro nikapcbkoro 3acoby,
AiNbHUL ANA NpoBeAeHHs NakyBaHHS,
BMPOOHWKa, BiANOBIAaNbLHOrO 3a BUMYCK
cepivi, Micue NpoBeAeHHS KOHTPOIHO cepii)
abo noctavanbHuKa BUXigHOrO MaTtepiany,
peareHTy abo 4ONOMiIKHOT pe4OBUHU (SIKLLO
3a3Ha4yeHo y JOCbE) - BUIyYEHHst BUPOOHMKa
nitoyoi pevoBuHM Bicalutamide CF Pharma
Ltd., YropwuHa Ta BUnyyYeHHs BUpobHUKa
BiZNOBIgANbHOro 3a KOHTPOIb SKOCTI,
KOHTPOrb cepii gitovoi pedoBnHU Synthon
BV, HigepnaHgu; 3minn | Tuny - 3MiHm 3
skocTi. CepTudikar BignosigHocTi/lE-
cepTudikat BignoBigHOCTI €BpoNeEnchbKin
apmakonei/MmoHorpadii. NMogaHHsA HoBOro
abo oHoBreHoOro cepTudikaTta BiANOBIAHOCTI
abo BuUny4eHHs cepTudikata BignoBigHoCTI
€Bponelicbkini hapmakonei: ans A®l; ana
BVXifHOro MaTtepiany/peareHTy/npoOMipKHOTO
NMPOAYKTY, O BUKOPUCTOBYHOTLCH Y
BUPOGHMUTBI ADI; Ans 4ONOMIKHOI
peyoBuHYM (cepTudikaT BiANOBIAHOCTI
€Bponevicbkint apmakonei) - OHOBNEHW
cepTudikart Bif yXXe 3aTBepaKEHOro
BMPOBHMKA - NOAAHHS OHOBMEHOrO
cepTudikaTa BignoBigHOCTi EBpoNechbkin
capmakonei Ne R1-CEP 2012-153-Rev 01
(3aTBepmkeHo: R1-CEP 2012-153-Rev 00)
ans gitoyoi pevosuHu Bicalutamide Big Bxe
3aTBepaxeHoro BupobHuka SYNTHON BV
(CEP holder), (BupobHuya ainbHuLA
SYNTHON s.r.o., Yewicbka Pecnybnuka);
3MmiHu | TUny - 3miHu 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BiANoOBIigHOCTI
€Bponelicbkiit hapmakonei/MoHorpadii.
MopaHHa HoBOro abo OHOBNEHOTO
cepTugikaTa BignoBigHOCTI abo BUyYEHHs
cepTudikaTa BianoBigHOCTI EBpoNechbkin
capmakonei: ana A®I; ansa BuxigHoro
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep

peecmpayiliHo2o
noceio4yeHHs1

maTepiany/peareHTy/npoMiXKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI AdI;
ONs AONOMIKHOI pevoBuHM (cepTuddikat
BignoBigHOCTI €BponeWickkin hapmakoner) -
HoBwuin cepTudgikat Big HOBOro BUPOGHMKa
(3amiHa abo JOMNOBHEHHS) - NO4AHHSA HOBOTO
cepTudgikaTa BignoBigHOCTI €Bponeiichbkii
capmaxkonei Ne R1-CEP 2012-223-Rev 00
ans gitoyoi pevosuHm Bicalutamide Big
HoBoro BupobHuka AARTI PHARMALABS
LIMITED

24.

BIKAITYTAMI
O-BICTA

TabneTtkn, BKPUTI
NniBKOBOKO
obonoHkoto, no 150
mr, no 10 TabneTtok
y 6nicTepi; no 3
Gnictepu B
KapTOHHil kopobui

Mictpan
Kenitan
MeHeaxmeH
T JlimiTeq

AHrnia

CiHToH XicnaHis, C.J1.

Icnanis

BHECEHHS 3MiH 40 peecTpaLiiHMX
marepianis: 3miHu | Tuny - AgMiHiCTpaTuBHI
3MiHW. Buny4eHHs BUPOGHWYOT AinbHNL
(Bkntoyatoum ginbHULi gns APl npomixkHoro
npoaykTy abo rotoBoro nikapcekoro 3acoby,
OinNbHUUI AN NPOBEAEHHST NaKyBaHHS,
BMPOGHYKa, BiANoBiAanbHOro 3a BUMycK
cepin, mMicLe NpoBedeHHs KOHTPOro cepii)
abo nocTavanbHKKa BUXiAHOTO Martepiany,
peareHTy abo 4ONOMiIKHOT pe4OBUHU (SIKLLO
3a3Ha4yeHo Yy JOCbE) - BUNyYEHHsI BUPOBHUKa
nitoyoi pevosuHu Bicalutamide CF Pharma
Ltd., YropwuHa Ta BUny4YeHHs BUpobHUKa
BiANOBIganbHOro 3a KOHTPOIb AKOCTI,
KOHTpOrb cepii Aitoyoi pe4yoBuHn Synthon
BV, Hinepnanau; 3minu | Tuny - 3miHu 3
sikocTi. CepTudikat BignosigHocTi/l'E-
cepTudikat BiaNOBIAHOCTI EBpONENCHKIn
apmakonei/MmoHorpadii. NMogaHHsA HoBOro
abo oHoBREeHoro cepTudikarta BignoBigHOCTI
abo BunyYeHHs cepTudikata BignoBigHOCTI
€Bponelicbkini hapmakonei: ans A®l; ana
BMXifHOro MaTtepiany/peareHTy/NpoMiXXHOro
NpPOAYKTY, O BUKOPUCTOBYHOTBLCS Y
BUPOGHMUTBI ADI; Ans 4ONOMIKHOI
peyoBUHYK (cepTudikaT BigNOBIAHOCTI
€Bponenicbkin dpapmakonei) - OHOBNEHWUI
cepTudikart Bif yXXe 3aTBepaKEHOro
BUPOGHMKa - NOAaHHS1 OHOBIEHOTO
cepTugikaTa BignoBigHOCTI €BpONenchkii
capmakonei Ne R1-CEP 2012-153-Rev 01
(3aTBepakeHo: R1-CEP 2012-153-Rev 00)
ans gitoyoi peyoBuHm Bicalutamide Big Bxe
3aTBepaxeHoro BupobHuka SYNTHON BV
(CEP holder), (BupobHuya AinbHULsA
SYNTHON s.r.o., Yewicbka Pecnybnvka);
3MmiHu | TUny - 3miHu 3 sikocTi. CepTudikat
BignoBigHocTi/lE-cepTudikat BignoBigHOCTI

3a
peuerimom

UA/15136/01/02
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep

peecmpayiliHo2o

noceio4yeHHs1

€BponeWckkin dapmakonei/MoHorpadii.
[MogaHHsA HOBOro abo OHOBIIEHOTO
cepTudgikaTa BignoBigHOCTIi abo BUNyYEHHs
cepTudikaTa BignoBigHOCTI €Bponeiichbkii
capmakonei: ana A®I; onsa BuxigHoro
maTepiany/peareHTy/npoOMiKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOBHMUTBI AdI;
ANs AONOMIKHOI peqoBuHK (cepTudikaT
BignoBigHOCTI €Bponevickkin hapmakoner) -
HoBwuin cepTudikat Big HOBOro BUpo6HMKa
(3aMiHa abo AONOBHEHHST) - NOAaHHS HOBOTO
cepTudikaTa BignoBigHOCTI €Bponeiichbkii
apmakonei Ne R1-CEP 2012-223-Rev 00
ans gitoyoi pevosuHm Bicalutamide Big
HoBoro BupobHuka AARTI PHARMALABS
LIMITED

25.

BICOMPONI®

Tabnetkn no 2,5 wr;
10 TabneTok y
Gnictepi; no 2, 3 abo
5 6nicTepis y nayui

AT
"dapmak”

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpauifiHnX
mMaTepianis: 3MiHu | TUnNy - 3MiHK 3 SKOCTi.
["oToBMI Nikapcbkuit 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
nocrayanbHuKa nakyBarnbHWX MaTepianis
ab0o KOMMMEKTYIOUMX (SKLLO 3a3HaYeHo B
pocbe) (3amiHa abo goaaBaHHSA
nocTayanbHuKa) - OHOBIIEHHSI pO3ainy
3.2.P.7 Cucrema KoHTenHep/
3aKyrnoproBarbHuUI 3acid, a came JoaaBaHHSA
anbTepHaTUBHOTO BUPOBHMKa MNiBKu
nonimepHoi Tpboxwaposoi (PVC/PE/PVdC)
Perlen Packaging AG, LWsenuapisi; 3MiHm |
TMny - 3MiHK 3 siKOCTi. [OTOBMIA NiKapCbKUi
3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpiB cneuudikadi Ta/abo
OOMNYCTUMUX MeX NEepBUHHOT YNaKkoBKu
rOTOBOrO fiKapCbKOro 3acoby (4ONOBHEHHS
cneunagikaLii HOBUM NOKa3HWUKOM 3
BiANOBIAHMM METOAOM BUNPOOYBaHHS) -
OHOBRNeHHSA po3giny 3.2.P.7 Cuctema
KOHTeWHep/ 3akyrnoptoBanbHuii 3acib, a came
[OOMOBHEHHS crieumdikaLii Ha nniBky
nonimepHy Tpeoxwaposy (PVC/PE/PVAC)
nokasHukoMm «laeHTudikauisy; 3miHum | Tuny -
3MmiHu 3 sKkocTi. FoToBMIA Nikapcbkui 3acib.
CucTemMa KoHTenHep/3aKynoptoBarnbHUi
3acib. 3miHa napameTpiB cneuudgikadin
Ta/abo [oNyCTUMUX MEX NEPBUHHOI
YMNaKoBKM rOTOBOTO JikapCbKoro 3acoby
(BMNYYEHHSA HE3HAYHOro MoKa3HMKa
(Hanpvknag 3acTapinoro nokasHuka)) -

3a
peuerimom

UA/3214/01/03




18 [TponoBkeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
OHOBIeHHs po3gainy 3.2.P.7 Cuctema
KOHTeWHep/ 3aKyrnoptoBanbHuii 3acib, a came

BUIyYeHHS 3i cneumdikauii Ha nniBky

He3Ha4yHUX nokasHukis «Matepian»,
«Po3Mipu pynoHy», «lUvpuHa nniskuy». Lli

B GiNnbLUil Mipi MalOTb 3HaYEHHS Ans
npoBeAeHHs TEXHOMOrYHOro npoLecy
nakyBaHHs1 ((popMyBaHHs 6nictepy) i

BM3Ha4aloTb 0COBNMBOCTI TEXHOMOMYHOrO
obnagHaHHs npu poboTi 3 JaHUM
maTepianom Ta He BNMUBaOTb Ha AKICTb
nikapcbkoro 3acoby; 3MiHu | Tuny - 3miHu 3
sikocTi. [oToBMI nikapcbkuii 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3acit. 3miHa
napameTpiB cneundikauin Ta/abo
[OMNYCTUMUX MeX NEepBUHHOI YNakoBKu
roTOBOro NiKapcbKoro 3acoby (iHLi 3MiHu) -
OHOBMeHHSA poaginy 3.2.P.7 Cuctema
KOHTelHep/ 3akyrnoptoBanbHui 3acib, a came
BHECEHHS 3MiH 40 cneundikaLii Ha nniBky
nonimepHy Tpeoxwaposy (PVC/PE/PVAC)
3a n. «30BHIiWHIM BUrNaa» Ta « ToBWKUHA
donbr»; 3miHum | Trny - 3MiHK 3 sKocTi.
[oToBMI Nikapcbkui 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3acit. 3MiHa
napameTpiB cneundikaui Ta/abo
[0NYyCTUMUX MEX NEPBUHHOI YNaKoBKN
roTOBOro MikapcbKoro 3acoby (iHLi 3MiHn) -
OHoBMeHHs po3giny 3.2.P.7 Cuctema
KOHTeWHep/ 3aKyrnoptoBanbHui 3acib, a came
yacToTa KoHTpornto 3a n. «MBY» He
BKITIOYEHO B YHihikoBaHy cneumdikadiio Ha
nniBKy NOMiMEpHY TPbOXLUApOBY
(PVC/PE/PVAC), ockinbku nepiognyHicTb
KOHTPOO CUPOBWHMW € 30HOIO
BiNoBiganbHoOCTi 3asBHMKa/BUpobHMKa IMT13;
3miHu | TUNYy - 3miHK 3 gkocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeMHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo
OONYCTUMUX MeX NepBUHHOT YNakoBKu
rOTOBOrO fikapCbKoro 3acoby (4ONOBHEHHS

crneundikaLii HOBUM MOKa3HMKOM 3

BiANOBIAHMM MeTOAOM BUNPOOYBaHHS) -
OHOBRNeHHA po3giny 3.2.P.7 Cuctema

KOHTeWHep/3aKynoptoBarnbHui 3acib, a came
[OOMOBHEHHS creundikaLii Ha nniBky

nonimepHy Tpboxwaposy (PVC/PE/PVdC)

NOKa3HUKM He € KpUTUYHI ans sikocTi M3 Ta




19 [TponoBkeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
nonimepHy asoxwaposy (PVC/PVdC)
nokasHukom «laeHTudikauis»; 3minum | Tuny -

BiZNOBiganbHOCTI 3asBHMKa/BUpoOHUKa M13;

3MiHM 3 akocTi. [0TOoBMI Nikapcbkuii 3acib.
CucTemMa KoHTenHep/3aKynoptoBanbHUi
3aci6. 3miHa napameTpiB cneumdikauin
Ta/abo [oNyCTUMUX MEX NEPBUHHOI
yNaKoBKM rOTOBOrO NiKapCbKoro 3acoby
(BMNYYEHHS HE3HAYHOTO MOKa3HMKa
(Hanpwknag 3acTapinoro nokasHuka)) -
OHOBIeHHs po3giny 3.2.P.7 Cuctema
KOHTeWHep/ 3aKyrnoptoBarnbHuii 3acib, a came
BUNYYEHHA 3i cneundikaLii Ha nniBky
nonimepHy gsoxwaposy (PVC/PVdC)
He3HayHUX nokasHukie «Matepian»,
«Po3mipu pynoHy», «lvpuHa nnisku». Ll
NOKa3HUKK He € KpUTUYHI ans sikocTi M3 Ta
B BinbLUif Mipi MalOTb 3HAYEHHS Ans
nNpoBeEeHHS TEXHOIONYHOro npouecy
nakyBaHHs ((popMyBaHHs 6nictepy) i
BM3Ha4aloTb 0COBNMBOCTI TEXHONOMYHOrO
obnagHaHHs npu poboTi 3 JaHUM
mMartepianom Ta He BNMBatloTb Ha SKICTb
nikapcbkoro 3acoby; 3MiHu | Tuny - 3miHu 3
sikocTi. [oToBMI nikapcbkuii 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3MiHa
napameTpiB cneundikauin Ta/abo
O0NYyCTUMMUX MEX NEPBUHHOI YNaKOBKM
roTOBOro MikapcbKoro 3acoby (iHLi 3MiHn) -
OHOBNeHHA po3giny 3.2.P.7 Cuctema
KOHTeWHep/ 3aKyrnoptoBanbHuii 3acib, a came
BHECEHHS 3MiH Ao cneuudikauii Ha nniBky
nonimepHy asoxwaposy (PVC/PVdC) 3a n.
«30BHILLHIN BUrNaa» ta « ToBlmHa
donbrn»; 3miHum | Trny - 3MiHK 3 sKoCTi.
[oToBMI Nikapcbkui 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpiB cneundikaui Ta/abo
[0NYyCTUMUX MEX NEPBUHHOI YNaKoBKN
roTOBOro MiKapCbKOro 3acoby (iHLi 3MiHN) -
OHOBMeHHs po3giny 3.2.P.7 Cuctema
KOHTeWHep/ 3aKyrnoptoBanbHui 3acib, a came
yactoTa KoHTpornto 3a n. «MBY» He
BKITIOYEHO B YHihikoBaHy cneumdikadiio Ha
nniBKy NomniMepHy ABOXLLAPOBY
(PVC/PVdC), ockinbku nepioan4yHicTb
KOHTPOMO CUPOBUHU € 30HOHD

3miHu | TUNY - 3miHK 3 gkocTi. FoToBUIA

nikapcbkuii 3aci6. Cuctema
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
KOHTelHep/3akynoptoBanbHuii 3acit. 3miHa
napameTpiB crneumdikauin Ta/abo

O0NYyCTUMMUX MEX NEPBUHHOI YNaKoBKN
rOTOBOrO fikapCbKoro 3acoby (4ONOBHEHHS
crneundikaLii HOBUM MOKa3HMKOM 3
BigMOBIAHMM MeTOAOM BUNpobyBaHHs) -
OHOBIeHHs po3gainy 3.2.P.7 Cuctema
KOHTeWHep/ 3aKyrnoptoBanbHuii 3acib, a came
[OMOBHEHHS creuundikaLii Ha nnisky
NONIBIHINXNOPUAHY NOKA3HUKOM
«laeHTudikauis»; 3minu | TMny - 3miHn 3
sikocTi. [oToBMI nikapcbkuii 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3acit. 3miHa
napameTpiB cneundikauin Ta/abo
O0NYyCTUMMUX MEX NEPBUHHOI YNaKOBKM
roTOBOro MikapcbKoro 3acoby (BUMYyYeHHS
HEe3Ha4yHOro nokasHvka (Hanpuknag
3acTapinoro NokasHuka)) - OHOBIEHHS
po3giny 3.2.P.7 Cuctema koHTelnHep/
3aKkynoptoBarnbHui 3acib, a came:
BUNYYEHHSA 3i cneundikauii nnisku
NONIBIHINXNOPUAHOI HE3HAYHWUX NOKA3HMKIB
n. «Marepian», «Po3mipu pynoHy»,
«WwrpurHa nniBkny, «LWinbHICTE NniBkm»,
«TemMnepaTypa po3mM’sikLeHHs 3a Bika
(VST)», «MiuHIiCTb Npu po3TAryBaHHI»,
«Ycagka npu nporpiBaHHi (MOB3J0BXHS)»,
«KoegiuieHT cBiTnonponyckaHHs (ans
CBITNO3aXMCHOI NNiBkK)»; 3MiHW | TNy -
3MmiHu 3 aKocTi. FoToBMIA Nikapcbkuin 3acib.
CucTeMa KoHTenHep/3aKynoproBanbHUi
3aci6. 3miHa napameTpiB cneundikaLin
Ta/abo [onyCTUMUX MEX NEPBUHHOI
yNaKoBKM FOTOBOrO NiKapCbKoro 3acoby (iHwi
3MiHW) - BHECEHHS 3MiH Ao po3giny 3.2.P.7
Cunctema KoHTenHep/ 3aKynoproBanbHUi
3acib, a came oHOBMEHHS cneumdikaii ans
NNiBKM MONIBIHINXNOPUAHOI 3a M. «30BHILLHI
BUrMAA» Ta « ToBLMHA honbrny; 3MiHum |
TMny - 3MiHK 3 siKOCTi. [0TOBMIA NiKapCbKUiA
3acib. Cucrtema
KOHTENHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpiB cneuudgikadi Ta/abo
O0NyCTUMMUX MEX NEPBUHHOI YNaKoBKN
roTOBOro MiKapCbKOro 3acoby (iHLi 3MiHM) -
OHoBMeHHs po3giny 3.2.P.7 Cuctema
KOHTeWHep/ 3aKyrnoptoBanbHui 3acib, a came
yactoTa KoHTpornto 3a n. «MBY» He

BKITIOYEHO B YHidhikoBaHy cneumdikadiio Ha




[IponoBkeHHs 1oaarka 3

21
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
NNiBKy NONIBIHINXNOPUAHY, OCKINbK/
NepioANYHICTb KOHTPOIO CUPOBWHU € 30HOIO

BignoBigansHocTi 3asBHMKa/BUPoOHUKa M13;

3MminHn | TMny - 3MiHuM 3 sikocTi. [oToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuii 3acit. 3miHa
napameTpie cneuudikauin Ta/abo
A0NYyCTUMMUX MEX NEPBUHHOI YNaKoBKN
roTOBOrO fiKapCbKOro 3acoby (AONOBHEHHS
crneungikaLii HOBUM MOKa3HMKOM 3
BiANOBIAHMM MeTOAOM BUNPOBYBaHHS) -
OHoBreHHs po3gainy 3.2.P.7 Cuctema
KOHTelHep/ 3akyrnoptoBanbHui 3acib, a came
AOMNOBHEHHS cneumdikauii Ha donbry
arnoMmiHieBy nakosaHy ApyKoBaHy
nokasHUKoM «laeHTudikauisny (NokasHuK
BM3Ha4aeTbcs Ans BupobHuka “MTC Polska
Sp. Z.0.0.); 3MiHK | TUNy - 3MiHK 3 AKOCTI.
["oToBMI Nikapcbkuii 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpie cneuudikauin Ta/abo
[OMNYCTUMUX MeX NEepBUHHOI YNakoBKu
roTOBOro NiKapCbKoro 3acoby (BUMyYeHHs
He3Ha4yHoro nokasHuka (Hanpuknag
3aCcTapinoro NokasHuKa)) - OHOBMEHHS
posginy 3.2.P.7 Cuctema koHTenHep/
3aKynoptoBarnbHui 3acib, a came:
BUMYYeHHS 3i cneumdikauii onsa donsrn
antoMiHiEBOI NNakoBaHOI ApyKOBaHOT
He3Ha4yHWX nokasHukis n. «MaTepiany»,
«[pachiyHe opopMMeHHs, NPaBUmbHICTb
HaHECEHHS TEKCTY», «P0o3Mipu pynoHy»,
«LWunpwrHa donbrn ApyKoBaHOI»,
«lMoBepxHeBa LWiNbHICTb POMbIY,
«[NoBepxHeBa LWinbHICTb honbrn
OPYKOBaHOI», «Bu3HauyeHHs HagiiHOCTI
HaHeCceHHs Apykapcbkux dapb Ta 3axXncHoro
naky Ha donery (agresis
dnekcorpadpcbkoro ApyKy)», « CTinkicTb
NOBEPXHEBOro LWapy ornbri 4o BUCOKOI
TemnepaTtypu (TemnepaTypHUn TECT)»,

| Tuny - 3MiHK 3 sikoCTi. FOTOBMI NikapCcbKuMiA
3aci6. Cucrema
KOHTeMHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpiB cneuudgikadi Ta/abo
[ONYCTUMUX MeX NEepBUHHOT YNaKkoBKU

«CknetoBaHHsi 3 NBX», «BupobHuKny; 3miHN

roTOBOrO MiKaPCbKOro 3acoby (iHLi 3MiHN) -

BHECEHHS 3MiH g0 posginy 3.2.P.7 Cuctema
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26.

BICOMPOJI®

Tabnetku no 5 mr;
10 TabneTok y

AT
"dapmak”

YkpaiHa

AT "®apmak”

Ykpaina

KOHTelHep/ 3akynoptoBanbHui 3acid, a came
OHOBIeHHs cneuudikauii Ans gonbrm
anoMiHieBOil nakoBaHOi ApyKoBaHOI 3a

NoKasHUKOM « ToBLUHA onbrm». BHeceHHs

pedakuinHmx 3miH o p. «Ynakoska» MKA

N13; 3MmiHn | TMNY - 3MiHK 3 sikocTi. oTOBMNIA

nikapcbkuii 3aci6. Cuctema

KOHTEeWHep/3aKkynoptoBarnbHuiA 3acit. 3miHa

napameTpie cneuudikauin Ta/abo
O0NYyCTUMUX MEX NEPBUHHOI YNaKoBKM
roTOBOrO MikapCbKoro 3acoby (iHLwi 3MiHW) -
OHoOBIeHHs po3gainy 3.2.P.7 Cuctema
KOHTelHep/ 3akyrnoptoBanbHui 3acib, a came
YyacToTa KoHTpornio 3a n. «kMBY» He
BKIMOYEHO B YHidhikoBaHy cneuundikauio Ha
conbry antomiHieBy nakosaHy ApyKoBaHy,
OCKiNIbKN MePIOANYHICTb KOHTPOSO CUPOBUHU
€ 30HOI0 BiANOBIAANbHOCTI
3asBHUKa/BUPoBHKMKa 113

Gnictepi; no 2, 3 abo
5 6nicTepis y nayui

BHECEHHS 3MiH [0 peecTpauifiHnX
maTepianis: 3MiHu | TUny - 3MiHK 3 SKOCTi.
["oToBMI nikapcbkmin 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
nocrayanbHuKa nakysarnbHUX MaTepianis
ab0o KOMMMEKTYIOUMX (SIKLLO 3a3HaYeHo B
nocbe) (3amiHa abo fgoaaBaHHSA
nocTayanbHuKa) - OHOBIIEHHSI PO3Ainy
3.2.P.7 Cucrema KoHTewHep/
3aKynoproBarbHuUI 3acid, a came JoaaBaHHSA
anbTepHaTMBHOTO BUPOBHMKa MNiBKu
nonimepHoi Tpboxwaposoi (PVC/PE/PVdC)
Perlen Packaging AG, Lsenuapisi; 3MiHm |
TMny - 3MiHK 3 siKOCTi. [0TOBMIA NiKapCbKUiA
3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpiB cneundikaui Ta/abo

[ONYCTUMUX MeX NepBUHHOT YNakoBKu
rOTOBOrO fiKapCbKOro 3acoby (4ONOBHEHHS
cneungikaLii HOBUM NOKa3HWUKOM 3

BiANOBIAHMM MeTOAOM BUNPOOYBaHHS) -
OHOBMeHHA po3giny 3.2.P.7 Cuctema
KOHTeWHep/ 3akyrnoptoBanbHuii 3acib, a came
[OOMOBHEHHS crieumdikaLii Ha nniBky
nonimepHy Tpeoxwaposy (PVC/PE/PVdAC)
nokasHukoMm «laeHTudikauisy; 3miHum | Tuny -
3MmiHu 3 sKkocTi. FoToBMIA Nikapcbkui 3acib.
CucTemMa KoHTenHep/3aKynoptoBarnbHUi
3acib. 3miHa napameTpiB cneuudgikaLi

Ta/abo JoNyCTUMMX MeX NepBUHHOT

3a
peuerimom

UA/3214/01/01




23 [TponoBkeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
yNaKoBKM rOTOBOTO NikapCbKoro 3acoby
(BMNYYEHHS! HE3HAYHOTO MOKa3HMKa

BiZnoBiganbHoOCTi 3asBHMKa/BUpoOHUKa M13;
KOHTEMHep/3akynoptoBanbHuii 3aci6. 3miHa

rOTOBOrO fiKapCbKOro 3acoby (4ONOBHEHHS

(Hanpuknag 3acTapinoro nokasHuka)) -
OHOBIEeHHs po3giny 3.2.P.7 Cuctema
KOHTeWHep/ 3aKyrnoptoBanbHui 3acib, a came

BUIYyYeHHS 3i cneumdikauii Ha nniBky
nonimepHy Tpboxwaposy (PVC/PE/PVdC)
He3Ha4yHUX nokasHukis «Matepian»,
«Po3Mipu pynoHy», «lUvpuHa nniskuy». Lli
NOKa3HUKM He € KpUTUYHI ans sikocTi M3 Ta
B GiNnbLUil Mipi MalOTb 3HaYEHHS Ans
npoBeEeHHS TEXHOIOTYHOro npoLecy
nakyBaHHsi ((popMyBaHHs 6nictepy) i
BM3Ha4aloTb 0COBNMBOCTI TEXHONOMYHOrO
obnagHaHHs npu poboTi 3 JaHUM
mMartepianom Ta He BNMBatoTb Ha SKICTb
nikapcbkoro 3acoby; 3MiHu | Tuny - 3miHu 3
sikocTi. [oToBMI nikapcbkuii 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3acit. 3miHa
napameTpiB cneundikauin Ta/abo
O0NYyCTUMMUX MEX NEPBUHHOI YNaKOBKM
roTOBOro NiKapcbKoro 3acoby (iHLi 3MiHu) -
OHOBMeHHA poaginy 3.2.P.7 Cuctema
KOHTelHep/ 3akyrnoptoBanbHuUi 3acib, a came
BHECEHHS 3MiH 40 cneuudikauii Ha nnisky
nonimepHy Tpeoxiaposy (PVC/PE/PVAC)
3a n. «30BHIiWHIK BUrNaa» Ta « ToBWKUHA
donbrn»; 3miHu | TMny - 3MiHK 3 sKoCTi.
[oToBMI Nikapcbkui 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3acit. 3MiHa
napameTpiB cneuudikaui Ta/abo
[0NYyCTUMUX MEX NEPBUHHOI yNaKoBKM
roTOBOro MikapcbKoro 3acoby (iHLi 3MiHn) -
OHOBRMeHHs po3giny 3.2.P.7 Cuctema
KOHTeWHep/ 3aKyrnoptoBanbHui 3acib, a came
YyacTtoTa KoHTpornio 3a n. «kMBY» He
BKITIOYEHO B YHihikoBaHy cneumdikadiio Ha
nniBKy NOMiMEpHY TPbOXLUApOoBY
(PVC/PE/PVAC), ockinbkv nepioguyHicTb
KOHTPOMO CUPOBUHU € 30HOH

3miHu | TUNYy - 3miHK 3 gkocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema

napameTpiB cneuudikauin Ta/abo
[OMNYCTUMMX MEX NEPBUHHOT YNaKoBKM

crneundikaLii HOBUM MOKa3HMKOM 3

BignoBigHMM MeTogoM BUNpobyBaHHs) -




24 [IponoBkeHHs 1oaarka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
OHOBIeHHs po3gainy 3.2.P.7 Cuctema
KOHTeNHep/3akynoptoBanbHuUi 3acib, a came

roTOBOro MiKapCbKOro 3acoby (iHLi 3MiHM) -
KOHTeWHep/ 3aKyrnoptoBanbHui 3acib, a came

BKITIOYEHO B YHidhikoBaHy cneumdikadiio Ha

[OMOBHEHHS creuunaikaLii Ha nniBky
nonimepHy asoxwaposy (PVC/PVdC)
nokasHukom «laeHTudpikauis»; 3minum | Tuny -
3MiHM 3 akocTi. [oToBMI Nikapcbkuii 3acit.
CucTemMa KoHTenHep/3aKynoptoBanbHUi
3aci6. 3miHa napameTpiB cneumdikauin
Ta/abo [oNyCTUMUX MEX NEPBUHHOI
yNaKoBKM rOTOBOTO NiKapCbKoro 3acoby
(BMNYYEHHS HE3HAYHOTO MOKa3HMKa
(Hanpuknag 3acTapinoro nokasHuka)) -
OHoBIeHHs po3gainy 3.2.P.7 Cuctema
KOHTeWHep/ 3aKkyrnoptoBanbHui 3acib, a came
BUNYYEHHA 3i cneundikaLii Ha nniBky
nonimepHy gsoxwaposy (PVC/PVdC)
He3HayHUX NokasHukis «Matepian»,
«Po3mipu pynoHy», «lvpuHa nnisku». Ll
NOKa3HUKM He € KpUTUYHI ans sikocTi M3 Ta
B BinbLUii Mipi MalOTb 3HAYEHHS Ans
nNpoBeEeHHS TEXHOIOTYHOro npoLecy
nakyBaHHsi ((popMyBaHHs 6nictepy) i
BM3Ha4aloTb 0COBNMBOCTI TEXHONOMYHOrO
obnagHaHHs npu poboTi 3 JaHUM
mMartepianom Ta He BNMBatloTb Ha SKICTb
nikapcbkoro 3acoby; 3miHu | Tuny - 3miHu 3
sikocTi. [oTOBMI Nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3MiHa
napameTpiB cneundikauin Ta/abo
O0NYyCTUMMUX MEX NEPBUHHOI YNaKOBKM
roTOBOro MikapcbKoro 3acoby (iHLi 3MiHn) -
OHOBRNeHHA po3giny 3.2.P.7 Cuctema
KOHTeWHep/ 3aKyrnoptoBanbHui 3acib, a came
BHECEHHS 3MiH 4o cneuudikauii Ha nniBky
nonimepHy asoxwaposy (PVC/PVdC) 3a n.
«30BHILLHIN BUrNAA» Ta « TOBLUMHA
donbrn»; 3miHu | TMny - 3MiHK 3 sKoCTi.
[oToBMI Nikapcbkui 3acib. Cuctema
KOHTEMHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpiB cneuudgikadi Ta/abo
[ONYCTUMUX MeX NepBUHHOT YNakoBKU

OHOBMeHHs po3giny 3.2.P.7 Cuctema
yactoTa KoHTpornto 3a n. «MBY» He

nniBKy NomniMepHy ABOXLLAPOBY
(PVC/PVdC), ockinbku nepiognyHicTb

KOHTPOJ1H0 CMPOBWHU € 30HOK
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
BignoBigansHocTi 3asBHMKa/BUPoOHUKa M13;
3MmiHu | TMnY - 3miHK 3 AkocTi. FoToBU

nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuii 3acit. 3miHa
napameTpiB crneuudikauin Ta/abo
O0NYyCTUMUX MEX NEPBUHHOI YNaKoBKM
roTOBOrO fikapCbKoro 3acoby (40NOBHEHHS
crneundikaLii HOBUM MOKa3HMKOM 3
BigMOBIAHMM MeToAOoM BUNpobyBaHHs) -
OHOBIeHHs po3giny 3.2.P.7 Cuctema
KOHTeWHep/ 3aKyrnoptoBanbHuii 3acib, a came
[OMOBHEHHSA cneumdikauii Ha nNniBky
NOANIBIHINXNOPUAHY NOKA3HWUKOM
«lpeHTudikadisi»; 3miHn | Tuny - 3miHn 3
sikocTi. [oToBMI nikapcbkuii 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3acit. 3miHa
napameTpiB cneundikauin Ta/abo
O0NyCTUMUX MEX NEPBUHHOI YNaKOBKM
roTOBOro MikapCbKoro 3acoby (BUMYyYeHHs!
HEe3Ha4yHOro nokasHvka (Hanpuknag
3acTapinoro NokasHuka)) - OHOBIEHHS
po3giny 3.2.P.7 Cuctema koHTelHep/
3aKkynoptoBarnbHui 3acib, a came:
BUNYYEHHSA 3i cneumdikauii nnisku
NONIBIHINXNOPUAHOI HE3HAYHWUX NOKA3HWKIB
n. «Marepian», «Po3mipu pynoHy»,
«LWupuHa nniskmy, «LLinbHICTb NAiBKWY,
«Temnepatypa po3m’sKLIeHHs 3a Bika
(VST)», «MiuHIiCTb Npy po3TAryBaHHI»,
«Ycagka npu nporpiBaHHi (MOB3J0BXHS)»,
«KoediuieHT cBiTnonponyckaHHs (ans
CBITNO3aXMCHOI NNiBkK)»; 3MiHW | TNy -
3MmiHu 3 aKocTi. FoToBMIA Nikapcbkuin 3acib.
CucTemMa KoHTelnHep/3aKynoproBanbHUi
3aci6. 3miHa napameTpiB cneundikaLin
Ta/abo [oMyCTUMUX MeX NEPBUHHOI
yNaKoBKM FOTOBOrO NiKapCbKoro 3acoby (iHwWi
3MiHW) - BHECEHHS 3MiH Ao po3giny 3.2.P.7
Cunctema KoHTenHep/ 3aKynoptoBanbHUi
3acib, a came oHOBMEHHS cneumndikauii ons
NMiBKW MONIBIHINXNOPUAHOI 32 M. «30BHILLHI
BUMMAA» Ta « ToBLMHA honbrny; 3MiHu |
TMny - 3MiHK 3 siKOCTi. [0TOBMIA NiKapCbKUiA
3aci6. Cucrema
KOHTeMHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpiB cneuudgikadi Ta/abo
[ONYCTUMUX MeX NEepBUHHOT YNaKkoBKU
roTOBOrO MiKapCbKOro 3acoby (iHLWi 3MiHN) -

OHoBMeHHs po3giny 3.2.P.7 Cuctema
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
KOHTelHep/ 3akynoptoBanbHui 3acid, a came
YyacToTa KoHTpornio 3a n. «kMBY» He

BKIMIOYEHO B YHidhikoBaHy cneuudikauio Ha
NNiBKy NONIBIHINXNOPUAHY, OCKINbK/
NepioANYHICTb KOHTPOIO CUPOBWHU € 30HOKO
BignoBiganbHoCTi 3asBHMKa/BUpoOHUKa M13;
3MminHn | TMny - 3MiHuM 3 siKocTi. [oToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuii 3acit. 3miHa
napameTpie cneuudikauin Ta/abo
A0NYyCTUMMUX MEX NEPBUHHOI yNaKoBKN
roTOBOrO fikapcbKoro 3acoby (4ONOBHEHHS
cneumaikauii HOBUM NOKa3HUKOM 3
BiAMOBIAHMM METOAOM BUNPOBYyBaHHS) -
OHoOBIeHHs po3giny 3.2.P.7 Cuctema
KOHTelHep/ 3akyrnoptoBanbHui 3acib, a came
AOMNOBHEHHS crneumdikauii Ha donbry
arnoMmiHieBy nakosaHy ApyKoBaHy
nokasHUKoM «laeHTudikauisny (NokasHuK
BM3HavaeTbcs Ans BupobHuka “MTC Polska
Sp. Z.0.0.); 3MiHK | TUNy - 3MiHK 3 AKOCTI.
["oToBMI Nikapcbkuit 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpie cneuudikauin Ta/abo
O0NYyCTUMMUX MEX NEPBUHHOI YNaKOBKM
roTOBOrO NiKapCbKoro 3acoby (BUMyYeHHs
HEe3Ha4HOro nokasHvka (Hanpuknag
3acTapinoro nokasHuka)) - OHOBIEHHS
posginy 3.2.P.7 Cuctema koHTenHep/
3aKynoptoBanbHuii 3acib, a came:
BUMYYEHHS 3i cneumdikauii onsa donsrn
antoMiHiEBOI NNakoBaHOI ApyKOBaHOI
He3Ha4yHWX nokasHukis n. «MaTepiany»,
«[pachivyHe opopMneHHs, NPaBUmbHICTb
HaHECEHHS TEKCTY», «Po3Mipu pynoHy»,
«WwnpuHa donbrv ApykoBaHOI»,
«MoBepxHeBa LWiNbHICTb POMbINY,
«[NoBepxHeBa LWinbHICTb honbrn
OPYKOBaHOI», «BuaHauyeHHs HagiiHOCTI

naky Ha donbry (agresis
dnekcorpadpcbkoro ApyKy)», « CTilKiCTb
NOBEPXHEBOro LWapy ornbri 4o BUCOKOI
TemrnepaTtypu (TemnepaTypHUn TECT)»,

HaHeceHHs Apykapcbkux dapb Ta 3axXMCHOro

«CknetoBaHHsi 3 NBX», «BupobHuKny; 3miHN
| Tuny - 3MiHK 3 skocTi. FOTOBMI NikapcbkuMit
3aci6. Cucrema
KOHTENHep/3aKkynoptoBanbHuii 3acio. 3miHa

napameTpiB cneundgikadin Ta/abo
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3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

27

Kpaina

[IponoBkeHHs 1oaarka 3

ynakoeka)

eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

[ONYCTUMMX MEX NEPBUHHOT YNaKoBKM

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

27.

BICOMPOJI®

Tabnetkun no 10 wr;
10 TabneTok y

AT
"dapmak”

YkpaiHa

AT "®apmak”

Ykpaina

roTOBOrO MikapCbKoro 3acoby (iHLwi 3MiHW) -
BHECEHHSs 3MiH o po3giny 3.2.P.7 Cuctema
KOHTelHep/ 3akynoptoBanbHui 3acib, a came
OHOBIEHHs cneuudikauii Ans gonbrm
anoMiHieBOil nakoBaHOi ApyKoBaHOI 3a
NoKasHUKOM « ToBLUHA onbrm». BHeceHHs
pedakuinHmx 3miH o p. «Ynakoska» MKA
N13; 3MmiHun | TMNY - 3MiHK 3 sikocTi. MoTOBMUIA
nikapcbkuii 3aci6. Cuctema
KOHTEeWHep/3aKkynoptoBarnbHuUi 3acit. 3miHa
napameTpie cneuudikauin Ta/abo
O0NyCTUMMUX MEX NEPBUHHOI YNaKOBKM
roTOBOro MiKapCbKOro 3acoby (iHLi 3MiHN) -
OHoOBIeHHs po3giny 3.2.P.7 Cuctema
KOHTelHep/ 3akyrnoptoBanbHui 3acib, a came
YyacToTa KoHTpornio 3a n. «kMBY» He
BKIMIOYEHO B YHidbikoBaHy cneuudikauio Ha
conbry antomiHieBy nakosaHy ApyKoBaHy,
OCKiNbKN MePIOANYHICTb KOHTPOSO CUPOBUHU
€ 30HOI0 BiANOBIAANbHOCTI
3asBHUKa/BUPoBGHKKa 113

6nicTepi; no 2, 3 abo
5 GnicTepis y nayui

BHECEHHS 3MiH [0 peecTpauiiHnX
mMaTepianis: 3MiHu | TUny - 3MiHK 3 SKOCTi.
[oToBMI Nikapcbkuin 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
nocrayanbHuKa nakyBarnbHWX MaTepianis
ab0o KOMMMEKTYIOUMX (SIKLLIO 3a3HaYeHo B

nocbe) (3amiHa abo foaaBaHHSA
nocTayanbHuKa) - OHOBIEHHSI po3ainy
3.2.P.7 Cucrema KoHTenHep/
3aKynoptoBarnbHuWI 3acib, a came foAaBaHHSA
anbTepHaTUBHOTO BUPOBHMKa MNiBKu
nonimepHoi Tpboxwaposoi (PVC/PE/PVdC)
Perlen Packaging AG, Lsenuapisi; 3MiHm |
TMny - 3MiHK 3 siKOCTi. [OTOBMIA NiKapCbKui
3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpiB cneuudgikadi Ta/abo
OONYCTUMUX MeX NepBUHHOT YNakoBKu
rOTOBOrO fikapCbKoro 3acoby (4ONOBHEHHS
cneundikaLii HOBUM NOKa3HWUKOM 3
BiANOBIAHMM MeTOAOM BUNPOOYBaHHS) -
OHOBMeHHA po3giny 3.2.P.7 Cuctema
KOHTeWHep/ 3aKyrnoptoBanbHuii 3acib, a came
[OOMOBHEHHS crieundikaLii Ha nniBky
nonimepHy Tpeoxwaposy (PVC/PE/PVAC)

nokasHukoMm «laeHTudikauisy; 3minum | Tuny -
3MmiHu 3 skocTi. FoToBMIA Nikapcbkui 3acib.

3a
peuerimom

UA/3214/01/02
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Cuctema KoHTeNHep/3akyrnoptoBaribHUM

3aci6. 3miHa napameTpiB cneumdikauin
Ta/abo [oNyCTUMUX MEX NEPBUHHOI
YNaKoBKM rOTOBOTO MikapCbKoro 3acoby
(BMNYYEHHS HE3HAYHOTO MOKa3HMKa
(Hanpuknag 3acTapinoro nokasHuka)) -
OHOBIeHHs po3gainy 3.2.P.7 Cuctema
KOHTeWHep/ 3aKyrnoptoBanbHuii 3acib, a came
BUIYyYeHHS 3i cneumdikauii Ha nniBky
nonimepHy Tpboxwaposy (PVC/PE/PVdC)
He3Ha4yHUX nokasHukis «Matepian»,
«Po3mipu pynoHy», «lupuHa nnisku». Ll
NOKa3HUKM He € KpUTUYHI ans sikocTi M13 Ta
B BinbLUii Mipi MalOTb 3HAYEHHS Ans
npoBeAeHHs TEXHOMOrYHOro npoLecy
nakyBaHHsi ((popMyBaHHs 6nictepy) i
BM3Ha4aloTb 0COBNMBOCTI TEXHONOMYHOrO
obnagHaHHs npu poboTi 3 JaHUM
maTepianom Ta He BNMUBaOTh Ha AKICTb
nikapcbkoro 3acoby; 3MiHu | Tuny - 3miHu 3
sikocTi. [oToBMI nikapcbkuii 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3acit. 3miHa
napameTpiB cneundikauin Ta/abo
[ONYCTUMUX MeX NEePBUHHOI YNakoBKu
roTOBOro MikapCbKoro 3acoby (iHLi 3MiHM) -
OHOBRNeHHA po3giny 3.2.P.7 Cuctema
KOHTeWHep/ 3aKyrnoptoBanbHuii 3acib, a came
BHECEHHS 3MiH 40 cneuudikauii Ha nniBky
nonimepHy Tpeoxwaposy (PVC/PE/PVAC)
3a n. «30BHIiWHIK BUrNaa» Ta « ToBWKUHA
donbrn»; 3miHu | TMny - 3MiHK 3 sKocTi.
[oToBMI Nikapcbkui 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3MiHa
napameTpiB cneuudikaui Ta/abo
[0NYyCTUMMUX MEX NEPBUHHOI YNaKoBKN
roTOBOro MiKapCbKOro 3acoby (iHLi 3MiHN) -
OHoBRMeHHs po3giny 3.2.P.7 Cuctema
KOHTeWHep/ 3aKyrnoptoBanbHui 3acib, a came
yactoTa KoHTpornto 3a n. «MBY» He
BKITIOYEHO B YHihikoBaHy cneumdikadiio Ha
nniBKy NOMiMepHy TPbOXLUApOBY
(PVC/PE/PVAC), ockinbku nepiognyHicTb
KOHTPOSI0 CUPOBWHM € 30HOI0
BiZNoBiganbHOCTI 3asBHMKa/BUpoOHUKa M13;
3miHu | TUNYy - 3miHK 3 gkocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTENHep/3aKkynoptoBanbHuin 3aci6. 3miHa
napameTpiB cneundikauin Ta/abo

[0MNYCTUMMX MeX NepBUHHOI YNaKoBKu




29 [TponoBkeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
roTOBOIO fikapCbKOro 3acoby (AONOBHEHHS

cneundikaLii HOBUM MOKa3HMKOM 3
BiANOBIAHMM METOAOM BUNPOOYBaHHS) -
OHOBIeHHs po3gainy 3.2.P.7 Cuctema
KOHTeNHep/3akynoptoBanbHuUi 3acib, a came
[OMOBHEHHS creuunaikaLii Ha nniBky
nonimepHy asoxwaposy (PVC/PVdC)
nokasHukom «laeHTudikauis»; 3minum | Tuny -
3MiHM 3 akocTi. [oToBMI Nikapcbkuii 3acit.
Cuctema KoHTenHep/3akynoptoBanbHUMN
3aci6. 3miHa napameTpiB cneumdikauin
Ta/abo [oNyCTUMUX MEX NEPBUHHOI
yNakoBKM roTOBOTO fikapCbKoro 3acoby
(BMNYYEHHS! HE3HAYHOTO MOKa3HMKa
(Hanpuknag 3acTapinoro nokasHuka)) -
OHoOBIeHHs po3gainy 3.2.P.7 Cuctema
KOHTeWHep/ 3aKkyrnoptoBanbHui 3acib, a came
BUNYYEHHA 3i cneundikaLii Ha nniBky
nonimepHy asoxwaposy (PVC/PVdC)
He3HayHUX NokasHukis «Matepian»,
«Po3mipu pynoHy», «lUvpuHa nnisku». Ll
NOKa3HUKK He € KpUTUYHI ans sikocTi M3 Ta
B BinbLUii Mipi MalOTb 3HAYEHHS Ans
npoBeAeHHs TEXHOMOrYHOro npoLecy
nakyBaHHs ((popMyBaHHs1 GnicTepy) i
BM3Ha4aloTb 0COBNMBOCTI TEXHONOMYHOrO
obnagHaHHsA npu poboTi 3 gaHUM
maTepianom Ta He BNMUBaOTb Ha AKICTb
nikapcbkoro 3acoby; 3MiHu | Tuny - 3miHu 3
sikocTi. [oTOBMI Nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3acit. 3MiHa
napameTpiB cneundikauin Ta/abo
OOMNYCTUMUX MeX NepBUHHOT YNakoBKu
roTOBOro MikapCbKoro 3acoby (iHLi 3MiHwu) -
OHOBNeHHA po3giny 3.2.P.7 Cuctema
KOHTeWHep/ 3aKyrnoptoBanbHui 3acib, a came
BHECEHHS 3MiH 40 cneuudikauii Ha nniBky
nonimepHy asoxwaposy (PVC/PVdC) 3a n.
«30BHILLHI BUrNAA» Ta « TOBLUMHA
donbr»; 3miHum | Trny - 3MiHK 3 sKoCTi.
["oToBMI nikapcbkmi 3acib. Cuctema
KOHTENHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpiB cneuudgikadi Ta/abo
[ONYCTUMUX MeX NepBUHHOT YNakoBKU
roTOBOro MiKapCbKOro 3acoby (iHLi 3MiHM) -
OHoBMeHHs po3giny 3.2.P.7 Cuctema
KOHTeWHep/ 3aKyrnoptoBanbHui 3acib, a came
yactoTa KoHTpornto 3a n. «MBY» He

BKITIOYEHO B YHidhikoBaHy cneumdikadiio Ha
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nniBKy NoniMepHy ABOXLLAPOBY
(PVC/PVdC), ockinbku nepioan4yHiCTb
KOHTPOMIO CUPOBVHW € 30HOH0
BignoBiganbHoCTi 3asBHMKa/BUpoOHUKa M13;
3MmiHu | TMnYy - 3miHK 3 AkocTi. FoToBUN
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpiB crneumdikauin Ta/abo
O0NYyCTUMMUX MEX NEPBUHHOI YNaKoBKM
roTOBOrO fikapCbKoro 3acoby (4ONOBHEHHS
crneundikaLii HOBUM MOKa3HMKOM 3
BiQMOBIAHMM MEeTOAOM BUNpPobyBaHHS) -
OHoBreHHs po3giny 3.2.P.7 Cuctema
KOHTeWHep/ 3aKkyrnoptoBanbHui 3acib, a came
[OMOBHEHHA cneumdikauii Ha nniBky
NOANIBIHINXNOPUAHY NOKA3HWUKOM
«lpeHTudikadisi»; 3miHn | Tuny - 3miHn 3
sikocTi. [oToBMI nikapcbkuii 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3acit. 3miHa
napameTpiB cneundikauin Ta/abo
O0NYyCTUMMUX MEX NEPBUHHOI YNaKOBKM
roTOBOro MikapCbKoro 3acoby (BUMYyYeHHs
HEe3Ha4yHOro nokasHvka (Hanpuknag
3acTapinoro NokasHuka)) - OHOBIEHHS
posginy 3.2.P.7 Cuctema koHTenHep/
3aKkynoptoBarnbHui 3acib, a came:
BUMYYEHHS 3i cneumdikauii nnisku
NoMiBiHINXNOPUAHOT HE3HAYHMX MOKa3HWKIB
n. «Marepian», «Po3mipu pynoHy»,
«LWupuHa nniskmy, «LLinbHICTL NAiBKUY,
«Temnepatypa po3m’sKLIeHHs 3a Bika
(VST)», «MiuHiCTb Npu po3TAryBaHHI»,
«Ycagka npu nporpiBaHHi (MOB3J0BXHS)»,
«KoegiuieHT cBiTnonponyckaHHs (ans
CBITNO3aXMCHOI NNiBku)»; 3MiHn | TNy -
3MiHM 3 akocTi. [oToBMI Nikapcbkui 3acib.
CucTeMa KoHTelnHep/3aKynoproBanbHUi
3aci6. 3miHa napameTpiB cneundikaLin
Ta/abo [oMyCTUMUX MeX NEPBUHHOI
YMaKOBKM FOTOBOrO NiKapCbKoro 3acoby (iHwi
3MiHW) - BHECEHHS 3MiH [0 po3giny 3.2.P.7
Cunctema KoHTenHep/ 3aKynoproBanbHUi
3acib, a came oHOBMEHHS cneumdikaii ans
NMiBKW MONIBIHINXNOPUAHOI 3a M. «30BHILLHI
BUrMAA» Ta « ToBLMHA honbrny; 3MiHn |
TMny - 3MiHK 3 siKOCTi. [0TOBMIA NiKapCbKUIA
3aci6. Cucrema
KOHTeNHep/3akynoptoBanbHuii 3acio. 3miHa
napameTpiB cneundgikadin Ta/abo
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
O0NyCTUMMUX MEX NEPBUHHOI YNaKoBKN
roTOBOrO MikapCbKoro 3acoby (iHLwi 3MiHW) -

OHOBIeHHs po3gainy 3.2.P.7 Cuctema
KOHTelHep/ 3akynoptoBanbHui 3acib, a came
YyacToTa KoHTpornio 3a n. «kMBY» He
BKIMIOYEHO B YHidbikoBaHy cneuudikauio Ha
NNiBKy NONIBIHINXNOPUAHY, OCKINbK/
NepioANYHICTb KOHTPOIO CUPOBWHU € 30HOKO
BignoBiganbHoCTi 3asBHMKa/BUPoOHUKa M13;
3MminHun | TMny - 3MiHuM 3 siKocTi. [oToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuii 3acit. 3miHa
napameTpie cneuudikauin Ta/abo
A0NYyCTUMUX MEX NEPBUHHOI YNaKoBKN
roTOBOrO fikapcbKoro 3acoby (4ONOBHEHHS
cneumaikauii HOBUM NOKa3HUKOM 3
BiAMOBIAHMM METOAOM BUNPOBYyBaHHS) -
OHoBIeHHs po3giny 3.2.P.7 Cuctema
KOHTelHep/ 3akyrnoptoBanbHui 3acib, a came
AOMNOBHEHHS crneumdikauii Ha donbry
arnoMmiHieBy nakosaHy ApyKoBaHy
nokasHUKoM «laeHTudikauisny (NokasHuK
BM3Ha4aeTbcs Ans BupobHuka “MTC Polska
Sp. Z.0.0.); 3MiHK | TUNy - 3MiHK 3 AKOCTI.
["oToBMI Nikapcbkmit 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpiB cneuudikaui Ta/abo
O0NYyCTUMMUX MEX NEPBUHHOI YNaKOBKM
roTOBOrO NiKapCbKoro 3acoby (BUMyYeHHs
HEe3Ha4yHOro nokasHuka (Hanpuknag,
3acTapinoro NokasHuka)) - OHOBIEHHS
posginy 3.2.P.7 Cuctema koHTenHep/
3aKynoptoBanbHuii 3acib, a came:
BUMYYeHHS 3i cneumdikauii nsa donsrn
antoMiHiEBOI NakoBaHOI ApyKOBaHOI
He3Ha4HuX nokasHukis n. «Marepiany,
«[pachiyHe opopMMeHHs, NPaBUmbHICTb
HaHECEHHS TeKCTY», «P0o3Mipu pynoHy»,
«WwnpuHa donbrv ApykoBaHOI»,
«lMoBepxHeBa LWiNbHICTb POMbIY,
«[NoBepxHeBa LWinbHICTb honbrn
OPYKOBaHOI», «BuaHauyeHHs HagiiHOCTI

naky Ha donery (agresis
dnekcorpadpcbkoro ApyKy)», « CTilKicTb
NOBEPXHEBOro LWapy ornbriu 4o BUCOKOI
TemnepaTtypu (TemnepaTypHUn TECT)»,

HaHeceHHs Apykapcbkux (apb Ta 3aXMCHOro

«CknetoBaHHsi 3 NBX», «BupobHuKny; 3miHN

| Tuny - 3MiHK 3 skocTi. F0TOBMI Nikapcbkuit
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1

3aci6. Cuctema
KOHTEeWHep/3aKkynoptoBanbHuiA 3acit. 3miHa
napameTpie cneuudikauin Ta/abo
O0NYyCTUMMUX MEX NEPBUHHOI YNaKoBKN
roTOBOrO MikapCbKoro 3acoby (iHLwi 3MiHW) -
BHECEHHSs 3MiH o po3giny 3.2.P.7 Cuctema
KOHTelHep/ 3akynoptoBanbHuUi 3acib, a came
OHOBIEHHs cneuudikauii Ans gonbrm
anoMiHieBoil nakoBaHOi ApyKoBaHOI 3a
NoKasHUKOM « ToBLUHA onbrm». BHeceHHs
pedakuinHmx 3miH o p. «Ynakoska» MKA
N13; 3minn | TMNY - 3MiHM 3 sikocTi. MoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpiB cneundikaui Ta/abo
O0NYyCTUMMUX MEX NEPBUHHOI YNaKOBKM
roTOBOro MiKapCbKOro 3acoby (iHLi 3MiHN) -
OHoBIeHHs po3giny 3.2.P.7 Cuctema
KOHTelHep/ 3akyrnoptoBanbHui 3acib, a came
YyacToTa KoHTpornio 3a n. «kMBY» He
BKIMIOYEHO B YHidhikoBaHy cneuudikauio Ha
cbonbry antomiHieBy nakosaHy ApyKOBaHy,
OCKiNIbKN MePiOANYHICTb KOHTPOSO CUPOBUHU
€ 30HOI0 BiANOBIAANbHOCTI
3asiBHUKa/BMpo6HMKa M3

28. | BIIOKMAKC TabneTku, BKpUTI ANKANOIN | Pecny6nik | ANIKANOIO ALl Ckon'e | Pecny6nika BHECEHHS! 3MiH [10 PEECTPALINHNX 6e3 nionsizae UA/17948/01/01
NNiBKOBOK AL Ckon'e a lMiBHiYHaA MiBHiYHa matepianis: 3miHu | Tuny - 3miHn wopao peuenma
obonoHkoto, no 200 MakepoHis MakepoHis 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
mr; no 10 TabneTok 3MiHa y KOPOTKil XapakTepucTuui
y bnicTepi; no 1 nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
Gnictepy B IHCTPYKUIii ANs MeAMYHOro 3aCTOCYBaHHS Ha
KapTOHHIl kopoOLi nigcTaBi perynsipHO OHOBMKOBAHOIO 3BITy 3

6e3neku nikapcbkoro 3acoby, abo
JocnimxeHb 3 6e3neky 3acTocyBaHHs
nikapcbkoro 3acoby B nicnsapeecTpauiiini
nepiof, abo sik pesynbTaT OLiHK/ 3BITY 3
JocnigpkeHb, NPOBeAEeHNX BiANoOBIgHO A0
nnaHy negiatpuynHmx gocnigpkers (PIP)
(3MiHY Y3ro/XeHO 3 KOMMNETEHTHUM
YNOBHOBaXEHNM OpraHoM)
3MiHN BHECEHO [0 iHCTPYKLiT AN MeanyHoro
3aCTOCYBaHHsI NikapCcbkoro 3acoby Ao
po3giny "3actocyBaHHs y nepiof BariTHOCTI
abo rogyBaHHSA rpyaa” BignosigHo Ao
pekomMeHgauii CMDh. 3miHu | Tuny - 3MiHn
Lwono 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3amiHn) 3miHn
BHECEHO [0 iHCTPYKUii AN MegnyHoro
3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
po3ainy "Mob6iyHi peakuii" cTocoBHO
HeobXiAHOCTi NOBIAOMIIATY NPO YCi BUMAAKM
nigo3proBaHmxX NoBIYHNX peakuin Ta
BiACYTHOCTi e(peKTUBHOCTI NikapCbKOro
3acoby.
29. | BPIHTENNIK TabneTtkn, BKPUTI JlyHoGek HaHia Enasdapm, ®paHuis ®paHuis/ BHECEHHS 3MiH [0 peecTpauiiHnx 3a - UA/14150/01/01
(o3 NNiBKOBOIO Ekcnopt A/C (nepBuHHe Ta OaHis matepianis: 3miHu Il Tuny - 3MiHK Wwoao peuenmom
06010HKOo, M0 5 Mr, BTOPWHHE NaKyBaHHS); 6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsgy.
no 14 tabnetok y EypodiHc Biodhapma IHLWIi 3MiHW, SKi He BBINLINW Y Lier po3ain, sKi
Gnictepi; no 2 MpopakT TecTiHr BKMNIOYAKOTb NOAAHHS pe3ynbTaTiB
Gnictepuy Oenmapk A/C, OaHis JocnimpkeHb 40 KOMNETEHTHOro opraHy - 3a
KapTOHHiI kopobui (BunpobyBaHHs 3a pe3ynbTaTaMu 3aBepLLEHOrO
NoKa3HNKOM nicnapeecTpauinHoro 4OCNigKeHHs 3
"MikpobionoriyHa 6esnekn (PASS 16034N) 3asaBHUKOM
yncrota"); X. JlyHabek OHOBIEHO NnaH ynpaeniHHA pusmkamm
A/C, OaHisa Bepcis 7.2 Ta imnnemeHToBaHo MYP go
(BMPOGHMLTBO 3a CTPYKTYpu BignoBigHo ao GVP Module V
NMOBHUM LIMKIIOM) Rev 2. 3miHn BHeceHi oo YacTuH: Il Mogynb
Clll «Ekcnosunuis naujieHTiB, 3any4yeHmx go
KMiHIYHMX BUNPOByBaHb»,
Mogynb CIV «[Monynsuii, siki He BUB4Yanmcb
nig, Yac KniHiYHMx BunpobyeaHby, Moayrb
CV «[licnapeecTtpadiiHuin gocsigy,
Moaynb CVI «[dogaTkoBi BUMoru Ykpainu,
€C po cneuudikauii 3 6e3nekn», Mogynb
CVII «lgeHTndikoBaHi Ta NOTEHUiNHI
pU3UKN»,
Mopayne CVIIl «Pe3tome npobnem 6e3nekm»
Il «Mnan 3 dpapmakoHarnagy», IV «MnaHn
LoAo nicnspeecTpauiiHnx AocnigxeHb
edpekTnBHOCTI», V «3axoan 3 MiHimisauii
pusukie», VI «Pestome nnaHy ynpasniHHSA
pusnKkaMm»
30. | BPIHTENNIK TabneTkn, BKpUTI Jlynnbek OaHis Enasdapm, PpaHuis ®paHuis/ BHECEHHS! 3MiH 10 peecTpauiiHnX 3a - UA/14150/01/02
C NniBKOBOKO Ekcnopt A/C (nepBuHHe Ta OaHis matepianis: 3miHu Il Tuny - 3MiHK Wwopo peuenmom

o6onoHkoto, no 10
Mr; no 14 TabneTok
y bricTepi; no 2
Gnictepuy
KapTOHHiIl kopobui

BTOPWHHE NaKyBaHHS);
EypodiHc Biochapma
MpopakT TecTiHr
Henmapk A/C, OaHis
(BunpobyBaHHs 3a
NMOKa3HWKOM
"MikpobionorivyHa
ynctota"); X. NyHabek
A/C, OaHisa
(BUPOBHMLTBO 32
NMOBHUM LIKIIOM)

6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.

IHWi 3MiHW, SKi He BBIALWNW Yy Lewn po3ain, sk
BKITHOYAI0Th MOAAHHA pe3ynbTaTiB
OOCniIXeHb [0 KOMMNETEHTHOrO opraHy - 3a
pesynbTaTaMu 3aBepLLEHOrO
nicnapeecTpaLinHoro AOCHiAKEHHS 3
6e3nekn (PASS 16034N) 3asiBHUKOM
oHoBneHo MnaH ynpaeniHHs pu3vkamm
Bepcis 7.2 Ta imnnemeHToBaHo MYP go
CTpyKTYypwu BignosiaHo ao GVP Module V
Rev 2. 3miHu BHeceHi fo YacTtuH: || Mogynb
Clll «Ekcnosuuia naujieHTiB, 3any4yeHmx oo
KMNiHIYHMX BUNPOBYBaHbY,

Mogynb CIV «Monynsuii, siki He BUB4Yanucb
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep

peecmpayiliHo2o

noceio4yeHHs1

nig, Yac KniHiyHMx BunpobyeaHby, Mogysb
CV «[licnapeecTtpadiviHuin gocsigy,
Moaynb CVI «[JogaTkoBi BUMOru Ykpainu,
€C po cneumndikauii 3 6e3nekun», Mogynb
CVII «lgeHTndikoBaHi Ta NOTEHUiNHI
PU3NKNY,

Moayne CVIII «Pe3tome npobnem 6e3nekun»
Il «Mnan 3 dpapmakoHarnagy», IV «MnaHn
oo nicrnsapeecTpauinHnx gocnigxeHb
edeKTUBHOCTI», V «3axoan 3 MiHimisauii
pusukie», VI «Pestome nnaHy ynpasniHHA
puU3nKaMm»

31.

BAJICAPTAH
KPKA

TabneTkn, BKPUTI
NniBKOBOKO
o6onoHkoto, no 80
mr, no 14 TabneTtok
y 6nicTepi; no 2 abo
6 GnicTepiB y
KapTOHHIl kopobui

KPKA, o.4.,
Hoeo mecTo

CnogeeHisi

Keminab g.o.o0.,
CnoBeHis (KOHTpOnb
cepii); KPKA, o.4.,
HoBo mecTo,
CnoBeHisi
(BMPOGHMLTBO "in
bulk", nepBuHHe Ta
BTOPWHHE NaKyBaHHS,
KOHTpPOIb cepii Ta
Bunyck cepii); KPKA,
n.0., Hoeo mecTo,
CnoBeHisi (KOHTPOSb
cepii)

CnoBeHis

BHECEHHS 3MiH 40 peecTpaLiiHnX
matepianis: 3miHu | Tuny - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHK) 3MiHK BHECEHI o IHCTPYKUIT Ans
MEeOUYHOro 3aCTOCYBaHHSI NiKapCbKoro
3acoby y po3gin "Mob6iyHi peakuii" woao
3BiTyBaHHs1 Npo NobiyHi peakuii. BBeaeHHs
3MiH NpOTSArom 6-Tu MicsLiB nicns
3aTBepMAKeHHs. 3MiHK | Tuny - 3MiHK Woao
Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHU y KOPOTKil XapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKLUii ANS MeAMYHOro 3aCTOCyBaHHS
reHepuYHNX/ribpnaHux/6ionoaidoHnx
nikapcbkunx 3acobiB nicnst BHECEHHs Tiel
caMoi 3MiHV Ha pedbepeHTHUI NpenapaT
(3miHa He noTpebye HagaHHSA XOOHMX HOBUX
[0[aTKOBUX AaHuX)
3MiHM BHeCeHi o iHCTpYKLUii ANnst MegnyHoro
3acTocyBaHHS Nikapcbkoro 3acoby y po3ainu
"Moka3aHHs" (YTOYHEHHSs iHdopMaLlii),
"OcobnusocTi 3actocyBaHHs", "Crocib
3acTocyBaHHs Ta go3un", "MobiyHi peakuii”
3rigHo 3 iHdopMalLieto Woao MeguyHoro
3acTocyBaHHs pedhepPeHTHOrO fikapCbKoro
3acoby (OIOBAH®, TabneTku, BKpUTI
nniBkoBot 060MoHKO). BBEAEHHS 3MiH
NPOTArom 6-Tu MicsALIB NiCNs 3aTBEPOXKEHHS.
3MinHn | TMny - 3MiHK Wwopo
6e3nekn/ehekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHU y KOPOTKil XapakTepucTuLi
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHSA Ta
IHCTPYKLUii ANs MeAWUYHOro 3aCTOCyBaHHS
reHepu4HuX/ribpuaHux/GionogioHmx
nikapcbkunx 3acobiB nicrs BHECEHHSN Tiel
caMoi 3MiHV Ha pedbepeHTHUI NpenapaT
(3MiHa He noTpebye HafaHHS )KOAHUX HOBMX

3a
peuenmom

He
nidnsieae

UA/14316/01/01




35 [TponoBkeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1

[0[aTKOBUX AaHuX) -
3MiHM BHECeHI 0 iHCTPYKUii ANs MeanyHoro
3acTocyBaHHS NikapcbKoro 3acoby y po3ain
"B3aemogis 3 iHWUMK NikapCbKUMKN
3acobamu Ta iHwWi Buan B3aemogin" 3rigHo 3
iHdopmauieto Woano MeguyHoro
3acTocyBaHHS pedepPeHTHOrO fikapCbKoro
3acoby (OIOBAH®, TabneTku, BKpUTI
nniBkoBOI 060MNOHKO0). BBEaeHHS 3MiH
NpOTArom 6-Tu MicsALB NiCNs 3aTBEPYKEHHS.
3MinHn | Tuny - 3MiHM Wwoao
6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHM Y KOPOTKil XapaKkTepucTumui
nikapcbKoro 3acoby, TEeKCTi MapKyBaHHSA Ta
iHCTPYKLUIT ANA MeAnYHOro 3acTocyBaHHs
reHepuYHNX/ribpnaHux/GionoaibHMx
nikapcbKkunx 3acobiB Nicnst BHECEHHS Tiel
camoi 3MiHW Ha pedepeHTHUIA npenapaTt
(3MiHa He noTpebye HafaHHS KOAHMX HOBUX
[0OaTKOBUX AaHUX) 3MiHM BHECEHI A0
IHCTPYKUIT ANA MeAnYHOro 3acTocyBaHHsA
nikapcbKkoro 3acoby y po3ginu
"®apmakonorivHi BnactmeocTi", "lNoka3aHHs"
(yTOuHeHHs iHdopmalii), "Crocio
3acTocyBaHHs Ta go3un", "MobivHi peakuii”
3rigHoO 3 iHpopmallieto LLoA0 MEANYHOTO
3acTocyBaHHs pedhepPeHTHOrO fikapCbKoro
3acoby (OIOBAH®, TabneTku, BKpUTI
nniBkoBOl 060MOHKO). BBEAEHHS 3MiH
NPOTArom 6-Tu MicALIB NiCNS 3aTBEPOXKEHHS.
3Mminu | TUNY - 3miHu Wwopo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay.
3MiHa y KOpOTKill XapakTepucTumui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta
iHCTPYKLUIii AN MEAMYHOro 3aCTOCyBaHHS Ha
nigcTasi perynspHoO OHOBMIOBAHOTO 3BiTY 3
6e3neku nikapcbkoro 3acoby, abo
AocnimkeHb 3 6e3neku 3acTocyBaHHSA
nikapcbkoro 3acoby B nicnspeecTpauiiini
nepiof, abo sik pesynbTaT OLiHK/ 3BITY 3
[ocnimpkeHb, NPOBEAEHNX BigNoOBIgHO A0
nnaHy negiatpuyHmx gocnigpkers (PIP)
(3MiHY Y3ro/XeHO 3 KOMMNETEHTHUM
YNOBHOBaXEHNM opraHoM) 3MiHU BHECeHi 0
iHCTPYKLUIii AN MEAMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ginu
"dapmakonoriyHi BnactmBocTi", "MobivHi
peakuii” BignoBigHO 4O OHOBMEHOI
iHpopMmalii 3 6e3nekn Aitoyoi peHoBUHM.
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

BBepneHHs 3MiH npoTsarom 6-Tu micauiB nicns
3aTBepAKEHHs. 3MiHn | Tuny - 3MiHK Woao
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
3MmiHa(Kn) y KOpOTKil XxapakTepucTuui
nikapcbkoro 3acoby, TeKCTi MapKyBaHHsi abo
iHCTPYKLUIii 4N MEAMYHOro 3acTOCyBaHHS
Ans nikapcbkoro 3acoby, niLeH30BaHoro y
€C 3a npoueayporo B3aEMHOro BU3HaHHS
(nikapcbkuii 3acib He BXoguTb o cdepm gii
npouenypv B3aEMHOIO BU3HaHHS, arne 3MmiHa
BHOCUTLCSA SIK pe3ynbTaTt npoueaypu i Big
BflAaCHWKa TOProBoi NiLeHsii He BUMaraeTbCs
HaflaHHS XOAHWUX HOBMX AOAATKOBUX AaHWX)
3MiHM BHeCeHi 0 iHCTPYKLUii AN MeanyHoro
3acTocyBaHHS Nikapcbkoro 3acoby y po3ainu
"dapmakonoriyHi BnactusocTi", "MobiyHi
peakuii” BignoBigHO 4O OHOBMEHOI
iHdbopMalii 3 6e3nekun gjt4oi pevoBUHN.
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHW y KOPOTKil XapaKTepucTumui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta
IHCTPYKLUIiT ANA MeAnYHOro 3acTocyBaHHsA
reHepuYHMX/riopuaHux/GionoaibHMx
nikapcbKkunx 3acobiB Nicnst BHECEHHs Tiel
caMoi 3MiHV Ha pedbepeHTHUI NpenapaT
(3MiHa He noTpebye HafaHHS )KOAHMX HOBUX
[0OaTKOBUX AaHUX) 3MiHM BHECEHI A0
IHCTPYKLUii ANS MeAMYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby y po3ain "3acTtocyBaHHs
y nepiog BariTHocTi abo rogyBaHHs rpyaa”
3rigHo 3 iHdopMalLieto Woao MeguyHoro
3acTocyBaHHs pechepeHTHOrO fikapCbKoro
3acoby (OIOBAH®, TabneTku, BKpUTI
nniBkoBol 060MOHKO0). BBEAEHHS 3MiH
nNpoTArom 6-Tn MicsAUIB NicNs 3aTBepAKEHHS

32.

BANCAPTAH
KPKA

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 160
Mr, no 14 Tabnetok
y 6nicTepi; no 2 abo
6 GnictepiB y
KapTOHHiI kopobLyi

KPKA, o.4.,
HoBo mecTo

CnoBeHis

Keminab g.o.o.,
CroBeHisi (KOHTpOnb
cepii); KPKA, a.4.,
Hoso mecrTo,
CnoBeHis
(BUpPOBHULTBO "in
bulk", nepBuHHe Ta
BTOPVHHE NakKyBaHHS,
KOHTpOrb cepii Ta
Bunyck cepii); KPKA,
n.a., Hoso mecTo,
CroBeHisi (KOHTpOnb

CrnioBeHis

BHECEHHS! 3MiH 0 peecTpauifiHnX
matepianis: 3miHu | Tuny - 3mMiHn Wwoao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHwWi 3MiHKM) 3MiHKM BHECEHI A0 IHCTPYKLIT Ans
MEANYHOrO 3aCTOCYBaHHS NikapCbKoro
3acoby y po3ain "MoGivHi peakuii” woao
3BiTyBaHHs Npo nobiyHi peakuii. BBegeHHs
3MiH NpoTSirom 6-Tu MicsLiB nicnsa
3aTBEpAKEHHS. 3MiHuM | Tuny - 3MiHM Wono
6e3nekn/edheKTMBHOCTI Ta dhapmakoHarnsay.
3MiHU y KOPOTKil XapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta

3a
peuerimom

He
nidnsieae

UA/14316/01/02
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
cepii) iHCTPYKLUii ANs MeQMYHOro 3aCToCyBaHHs

reHepuYHUX/ribpuaHux/GionogioHmx
nikapcbkunx 3acobiB nicns BHECEHHSN Tiel
caMoi 3MiHM Ha pedbepeHTHWI NpenapaT
(3MiHa He nNoTpebye HaflaHHS KOAHMX HOBMX
[0[aTKOBUX AaHuX)
3MiHW BHeCeHi A0 iHCTPYKLii Ans MeguyHoro
3aCTOCYBaHHS nikapcbkoro 3acoby y po3ainu
"MokasaHHA" (YyTOUYHEHHs iHdopmauii),
"OcobnueocTi 3acTtocyBaHHsA", "Cnocib
3acTocyBaHHs Ta go3un", "Mobivni peakuii”
3rigHo 3 iHdopmauieto Wwoao MeguyHoro
3acTocyBaHHS pedhepPeHTHOrO fikapCbKOro
3acoby (OIOBAH®, TabneTku, BKpUTI
nniBkoBOI 060MNOHKO0). BBEaeHHs 3MiH
NPOTSAromM 6-Tu MicALiB MiCNa 3aTBEPAXEHHS.
3MminHn | Tvny - 3MiHM Wwopo
Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHM y KOPOTKil XapaKkTepucTumui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta
IHCTPYKUIT ANA MeAnYHOro 3acTocyBaHHsA
reHepuYHMX/riopnaHux/GionoaibHMx
nikapcbKkunx 3acobiB Nicnst BHECEHHS Tiel
camoi 3MiHW Ha pedhepeHTHUI npenapaTt
(3MiHa He noTpebye HafaHHS KOAHMX HOBUX
nopatkosux AaHnx) (B.1.2. (a) IB)
3MiHM BHeCeHi o iHCTpYKLUii ANnst MegnyHoro
3acTocyBaHHS NikapcbKoro 3acoby y po3ain
"B3aemogisi 3 iHWMMK NikapCbKUMM
3acobamu Ta iHWi BUaM B3aemopnin" 3rigHo 3
iHdbopMaLlieto Woao Mean4Horo
3acTocyBaHHs pedepeHTHOro nikapcbKoro
3acoby (OIOBAH®, TabneTku, BKpUTI
nniBkoBoto 060MoHKo). BBEAEHHS 3MiH
NpOTArom 6-T MicALIB NiCNs 3aTBEPOXKEHHS.
3MinHn | Tuny - 3MiHK Wwopo
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHU y KOPOTKil XapakTepucTuLi
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHSA Ta
IHCTPYKLUii ANs MeAWUYHOro 3aCTOCyBaHHS
reHepuYHNX/riopnaHux/6ionoaioHnx
nikapcbkunx 3acobiB nicrs BHECEHHSN Tiel
caMoi 3MiHV Ha pedbepeHTHUI NpenapaT
(3miHa He noTpebye HagaHHSA XOOHMX HOBUX
[0OaTKOBUX AaHUX) 3MiHM BHECEHI A0
IHCTPYKLUii ANs MeAMYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y posginu
"dapmakonoriyHi BnactmsocTi", "lNokasaHHsA"
(yTOYHEHHs iHdopmalii), "Cnoci6
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1

3acTocyBaHHsA Ta go3un", "MobiyHi peakuii”
3rigHo 3 iHpopmallieto LWoA0 MEANYHOTO
3acTocyBaHHS pedepeHTHOrO fikapCbKoro
3acoby (OIOBAH®, TabneTku, BKpUTI
nniBkoBO 060MOHKO). BBEAEHHS 3MiH
NpOTArom 6-Tu MicsALB NiCNs 3aTBEPYKEHHS.
3MinHun | Tuny - 3MiHKM Wwopo
6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsay.
3MiHa y KOpPOTKil XapaKkTepucTuLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUii ANa MeAMYHOro 3aCTOCYBaHHS Ha
niacTasi perynsapHoO OHOBIOBAHOIO 3BiTY 3
6e3neku nikapcbkoro 3acoby, abo
AocnimkeHb 3 6e3neky 3acTocyBaHHSA
nikapcbkoro 3acoby B nicnspeecTpauiiHui
nepion, abo sik pesynbTaT OLiHKM 3BiTY 3
JocnimpkeHb, NPOBEAEHNX BigNoOBIgHO A0
nnaHy negiatpuyHmx gocnimxkers (PIP)
(3MiHY y3rofxeHO 3 KOMMNETEHTHUM
YMOBHOBaXXeHVUM opraHom) 3MiHV BHECEHi A0
IHCTPYKUIT ANA MeAnYHOro 3acTocyBaHHsA
nikapcbKkoro 3acoby y posginu
"®apmakonorivHi BnactmBocTi", "MMo6ivHi
peakuii" BianoBigHO 4O OHOBNEHOI
iHdbopMmalii 3 6e3nekun gjt4oi pevyoBUHN.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEpAKEHHS. 3MiHuM | Tuny - 3MiHM WwWoao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
3miHa(n) y KopoTKi xapakTepuctuui
nikapcbkoro 3acoby, TeKCTi MapkyBaHHsi abo
IHCTPYKLUii ANS MeAMYHOro 3aCTOCyBaHHS
ans nikapcbkoro 3acoby, nileH30BaHoro y
€C 3a npoueaypoto B3aEMHOIO BU3HAHHS
(nikapcbkuii 3aci6 He BxoauTb Ao cdepw Aii
npoueaypv B3aEMHOIO BM3HaHHs, ane 3miHa
BHOCWTBCSA SK pe3ynbTaTt npoueayp i Bif
BNacHWKa TOProsoi MileHsil He BUMaraeTbcs
HaaHHS XXOOHNX HOBUX AOAATKOBMX AAHMX)
3MiHW BHeCeHi [0 IHCTPYKLIii Ans MeguyHoro
3acTocyBaHHs Nikapcbkoro 3acoby y po3ainu
"dapmakonoriyHi BnactmBocTi", "Mo6iyHi
peakuii” BignoBigHO 4O OHOBMEHOI
iHcpopMmalii 3 6e3nekn Aitoyoi peHoBUHM.
BBepneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepAKEHHS. 3MiHK | Tuny - 3MiHK Wozo
6e3nekn/ehekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHUN y KOPOTKil XapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHA Ta
iHCTPYKLUIii ANs MeAWMYHOro 3aCTOCYBaHHS
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep

peecmpayiliHo2o

noceio4yeHHs1

reHepuYHMX/riopnaHux/GionoaidbHnx
nikapcbkux 3acobiB nicns BHECEHHS Tiel
camMoi 3MiHM Ha pedbepeHTHWI NpenapaT
(3miHa He noTpebye HagaHHS XOOHMX HOBUX
[04aTKOBUX AaHUX) 3MiHM BHECEHI A0
iHCTPYKLUii ANs MeQMYHOro 3aCTOCyBaHHs
nikapcbkoro 3acoby y po3ain "3actocyBaHHs
y nepiog BariTHOCTi abo rogyBaHHs rpyaar”
3rigHo 3 iHdopmauieto Wwoao MeguyHoro
3acTocyBaHHsA pedepeHTHOro fikapCbKoro
3acoby (OIOBAH®, TabneTku, BKpUTI
nniBkoBOl 060MNOHKO0). BBEaeHHs 3MiH
npoTsarom 6-Tu MicsaLiB Nicnsa 3aTBepAXeHHs

33.

BANCAPTAH
KPKA

TabneTkn, BKpUTI
NniBKOBOIO
obornoHkoto, no 320
Mr; no 14 TabneTtok
y bnicTepi; no 2 abo
6 GnicTepiB y
KapTOHHIN kopobLi

KPKA, a.4.,
HoBo mecTo

CnoBeHisi

Keminab g.o.o.,
CnoBeHisi (KOHTPOSb
cepii); KPKA, g.4.,
Hoso mecrTo,
CnoBeHis
(BMPOGHMLTBO "in
bulk", nepBuHHe Ta
BTOPWHHE NaKyBaHHS,
KOHTpPOIb cepii Ta
Bunyck cepii); KPKA,
n.a., Hoso mecTo,
CnoBeHisi (KOHTpOnb
cepii)

CrnioBeHis

BHECEHHS 3MiH 0 peecTpauifiHnX
maTepianis: 3miHu | Tuny - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsay
(iHwWi 3MiHWM) 3MiHM BHECEHI A0 IHCTPYKLIT Ans
MeAMYHOrO 3aCTOCYBaHHSI NikapCbKoro
3acoby y po3gin "Mob6iyHi peakuii" woao
3BiTyBaHHsA Npo nobivHi peakuii. BBeaeHHs
3MiH NpOTAroM 6-Tu MicsuiB nicns
3aTBepAKEeHHs. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay.
3MiHM y KOPOTKil XapaKkTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta
IHCTPYKLUii Ana MeQMYHOro 3aCTOCYBaHHS
reHepu4HuX/ribpuaHux/GionogioHmx
nikapcbkunx 3acobiB nicnst BHECEHHs Tiel
camoi 3MiHM Ha pedepeHTHUIA Npenapar
(3MiHa He noTpebye HafaHHS )KOAHMX HOBUX
[0[aTKOBUX AaHuX)
3MiHM BHeCeHi [0 iHCTPYKLUii ANs MegnyHoro
3acTocyBaHHS Nikapcbkoro 3acoby y po3ainu
"Moka3aHHs" (YTOUYHEHHS iHdopmaLii),
"OcobnueocTi 3acTtocyBaHHs", "Cnocib
3acTocyBaHHs Ta go3un", "MobivHi peakuii”
3rigHo 3 iHdopMalLieto Woao MeguyHoro
3acTocyBaHHsA pedepeHTHOro nikapcbKoro
3acoby (OIOBAH®, TabneTku, BKpUTI
nniBkoBot 060MOHKO). BBEAEHHS 3MiH
NpOTArom 6-T MicALIB NiCNs 3aTBEPOYKEHHS.
3MmiHu | TUNY - 3miHu Wwopo
6e3nekn/eekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHU y KOPOTKil XapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKLUii ANs MeAWUYHOro 3aCTOCyBaHHS
reHepuYHNX/riopnaHux/GionoaioHnx
nikapcbkux 3acobiB nicnst BHECEHHs Tiel
caMoi 3MiHV Ha pedpepeHTHUI NpenapaT

3a
peuerimom

He
nidnsieae

UA/14316/01/03
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1

(3miHa He noTpebye HafaHHSA KOAHMX HOBUX
nopatkosux AaHnx) (B.1.2. (a) IB)
3MiHW BHeCeHi A0 iHCTPYKLii Ans MeguyHoro
3acTocyBaHHS NikapcbKoro 3acoby y po3ain
"B3aemogisi 3 iHW1MK fikapCbKUMm
3acobamu Ta iHWi B1aM B3aemopnin" 3rigHo 3
iHdbopmauieto Woano MeguyHoro
3acTocyBaHHS pedepeHTHOro nikapcbKoro
3acoby (OIOBAH®, TabneTku, BKpUTI
nniBkoBOl 060MNOHKO0). BBEaeHHs 3MiH
NpOTArom 6-T MicAUIB NiCNs 3aTBEPOXKEHHS.
3MinHn | Tuny - 3MiHKM Wwopo
Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHU y KOPOTKil XapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKLUIT ANA MeAnYHOro 3acTocyBaHHsA
reHepuYHNX/ribpnaHux/6ionoaioHnx
nikapcbkunx 3acobiB nicns BHECEHHS Tiel
camoi 3MiHW Ha pedepeHTHUIA npenapaTt
(3miHa He noTpebye HagaHHS XOOHMX HOBUX
[o4aTKoBKX AaHUX) 3MiHM BHeCeHi 4o
iHCTPYKUIT ANA MeANYHOro 3acTocyBaHHsA
nikapcbKoro 3acoby y po3ginu
"dapmakonoriyHi BnactusocTi", "lMNokasaHHsA"
(yTOYHeHHs iHdopmaluii), "Cnocib
3acTocyBaHHsA Ta no3un", "MobiyHi peakuii”
3rigHo 3 iHdopMalLieto Woao MeguyHoro
3acTocyBaHHs pedhepPeHTHOrO MikapCbKoro
3acoby (OIOBAH®, TabneTku, BKpUTI
nniBkoBoto 060MoHKo). BBEAEHHS 3MiH
NPOTArom 6-T MicsALIB NiCNS 3aTBEPOXKEHHS.
3MinHn | Tuny - 3MiHK Wwopo
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHa y KOpOTKill XapakTepucTumui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta
iHCTPYKLUIii AN MEAMYHOro 3aCTOCyBaHHS Ha
nigcTasi perynspHo OHOBMOBAHOIO 3BITY 3
©e3neku nikapcbkoro 3acoby, abo
AocnimxkeHb 3 6e3neky 3acTocyBaHHSA
nikapcbkoro 3acoby B nicnsipeecTpauiiHui
nepion, abo sik pesynbTaT OLiHKM 3BiTY 3
[ocnimpkeHb, NPOBEAEHNX BigNoBIgHO A0
nnaHy negiatpuyHmx gocnimpxkers (PIP)
(3MiHy y3rogkeHo 3 KOMNETEHTHUM
YNOBHOBaXEHNM opraHoM) 3MiHU BHECeHi 0
IHCTPYKLUii ANs MeAMYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y posginu
"dapmakonoriyHi BnactmBocTi", "MobivHi
peakuii” BignoBigHO 4O OHOBMEHOI
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

iHcbopMmalii 3 6e3nekun gityoi pevyoBMHN.
BBegeHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
3aTBepAKeHHs. 3MiHK | Tuny - 3MiHK Wozo

6e3nekn/echeKTUBHOCTI Ta hbapmakoHarnsgy.

3miHa(n) y KopoTKii xapaktepuctuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS abo
iHCTPYKLUii ANs MeQMYHOro 3aCTOCyBaHHs
Ans nikapcbkoro 3acoby, NiLeH30BaHoro y
€C 3a npoueayporo B3aEMHOI0 BU3HaHHS
(nikapcbkuii 3acibé He BXoguTb o cdepm gii
npoueaypv B3aEMHOr0O BU3HaHHS, ane 3miHa
BHOCMUTbLCS 5IK pe3ynbTaT npoueaypu i Big
BflAaCHMKa TOProBoi NiLeHsii He BUMaraeTbCs
HaJaHHS XXOOHNX HOBUX AOAATKOBMX AAHMX)
3MiHW BHeCeHi [0 iHCTPYKLUii Ans MeguyHoro
3aCToCyBaHHSA Nikapcbkoro 3acoby y po3ainuv
"®apmakonorivHi BnactmBocTi", "MMo6ivHi
peakuii" BignoBigHO 4O OHOBNEHOI
iHdbopMalii 3 6e3nekun gjt4oi pevyoBUHN.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepMAKeHHs. 3MiHK | Tuny - 3MiHK Woao
Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHU y KOPOTKil XapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta
IHCTPYKUii ANS MeAMYHOro 3aCTOCYBaHHS
reHepuYHNX/riopnaHux/6ionoaidoHnx
nikapcbkunx 3acobiB nicnst BHECEHHs Tiel
caMoi 3MiHV Ha pedbepeHTHUI NpenapaT
(3miHa He noTpebye HagaHHSA XOOHMX HOBUX
[o[aTKoBUX AaHUX) 3MiHM BHECEHi Ao
IHCTPYKLUii ANS MeAMYHOro 3aCTOCyBaHHS
nikapcbKkoro 3acoby y po3ain "3acTtocyBaHHs
y nepio BariTHocTi abo rogyBaHHsi rpyaato”
3rigHo 3 iHdopMaLieto Woao MeguyHoro
3acTocyBaHHs pedepeHTHOro nikapcbKoro
3acoby (OIOBAH®, TabneTku, BKpUTI
nniBkoBoto 060MoHKo). BBEAEHHS 3MiH
NpoTsArom 6-Tn MicsLIB Nicns 3aTBEpPXKEHHS

34.

BEHOMNAHT

Tabnetku 3
BiACTPOYEHUM
BUWBINbHEHHSIM; MO
20 TabneTtok y
GnicTepi; no 1
BnicTtep y KapTOHHI
kopobui; no 25
Tabnetok y 6nictepi;
no 2 6nictepny
KapTOHHiI kopobui

Op. Binbmap
LLIsabe
'mbX i Ko.
K

HimeuvuunH
a

Op. Binbmap LLiBabe
m6X i Ko. KI

HimevuunHa

BHECEHHS 3MiH 0 peecTpauinHnx
matepianis: 3MiHu | Tuny - 3MiHK 3 siKOCTi.
[oToBWI Nikapcbkui 3aci6. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa y
mMeToaax BUNpobyBaHHS rOTOBOrO
nikapcbkoro 3acoby (ans NpuBeaeHHs y
BignoBigHicTb 3 IDY abo €Bponeiicbko
chapmakoneeto Ta BUNyYeHHs! MOCUNaHHs Ha
3acTapinui BHYTPILLHI MeToA
BUNpobyBaHHs i horo Homep) OHOBMNEHHS
cneuudikaLii roToBOro nikapcbkoro 3acoby y

6e3
peuenma

nidnsieae

UA/8371/01/01




42

[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

3B'A3KYy 3 npuBefeHHaM Ao sumor EP 3a
nokasHukom «KinbkicHe BU3Ha4YeHHs1». 3MiHn
BHECEHO A0 IHCTPYKUIii ANS MeANYHOro
3aCTOCyBaHHSsI NikapcbKoro 3acoby Ao
po3ainy "Cknag" 3 BignoBigHMMM 3MiHamMu B
TEKCTi MapKyBaHHS yNakoBOK IikapCbKOro
3acoby. 3miHn | Tuny - 3MiHM 3 SKOCTI.
Ceptudpikat BignosigHocTi/lE-cepTudikat
BignoBigHOCTI €Bponeiichbkin
dapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
HeobXiaHICTIO NPMBEAEHHS Y BiANOBIAHICTb
0o mMoHorpadii 1dY abo €Bponencbkoi
capmakonei, abo iHWOoi HaLlioHanbHOI
dapmakonei gepxasu €C (3miHa y
cneumgikauiax, nos'a3aHa 3i 3amiHO BUMOT
MoHorpadii dY abo iHwoi HauioHanbHoT
capmakonei gepxasun €C Ha BUMOTH
MoHorpadii €Bponeincbkoi hapmakoner)
MNpuBeneHHs cneuundikauii 4na pocnvHHOI
PeYoBMHM BiANOBIAHO A0 BUMOr MOHOrpadii
EP «Horse-chestnut, hippocastani semeny.
3MinHn | TMny - 3miHum 3 sikocTi. CepTudikaT
BignosigHocTi/E-cepTudikaT BiANoBigHOCTI
€Bponecbkin dhapmakonei/MoHorpadii.
3MiHuW, noB'a3aHi 3 HeobXiaHICTO
NpVBEAEHHS Y BIANOBIAHICTb A0 MOHOrpagii
OdY abo €sponelicbkoi hapmakonei, abo
iHWOI HauioHanbHOI hapmakonei aepxasu
€C (3miHa y cneuudpikauisix, nos'a3aHa 3i
3aMiHoto BMMOr MoHorpadii AdY abo iHwoi
HauioHanbHoi dhapmakonei gepxasu €C Ha
BMMOrM MOHorpadii €BponencbKoi
apmakonei) MpueeaeHHst cneumdikadii
ONs POCNUHHOI CUPOBUHY Y BIAMOBIAHICTb A0
BumMor moHorpadii EP «Horse-chestnut dry
extract, standardised, hippocastani seminis
extractum siccum normatum». Bkniouatouy
3MiHy cneumdikauii Wwoao BMicTy
TPUTEPNEHOBYX rMiKO3MAiB, @ came 3MiHU
nepepaxyHky 3 6€3BOAHOrO ecLUMHy Ha
NpOTOEeCUMreHiH. AHaniTU4HUA MeTog,
3anuwaeTbcs 6e3 3miH (Meton BEPX).
3MmiHu | TUNY - 3miHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOBYyBaHHsI FOTOBOrO NikapCbKoro 3acoby
(iHWi 3MiHM y meTofax BunNpobyBaHb
(BkrtOYatoum 3amiHy abo JOMOBHEHHS))
BBefeHHs nepioAnYHOCTI KOHTPONO ANs M.
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
Mikpo6ionoriyHa yncToTa (koxHa 10-Ta
napris TecTtyeTbea 3rigHo EP 5.1.8 He pigwe
OfHOro pasy Ha pik). 3MiHu | Tuny - 3miHK 3
sIKOCTi. [0TOBMI Nikapcbkuii 3aci6. KoHTponb
roTOBOrO fikapcbkoro 3acoby. 3miHa
napameTpie cneuudikauin Ta/abo
[0NYCTUMMUX MEX rOTOBOTO F1iKapCbKOro
3acoby (BWIyYeHHs1 HE3HAYHOrO NMOKa3HWKa
(Hanpvknag 3acTapinoro nokasHuka, Takoro
SIK 3anax Ta cMmak, abo ineHTudikais
6apBHWKIB Y cMakoBMxX [06aBOK))
BunyyeHHs HE3HAYHOro NokasHuka -
iaeHTudiKaLin 6apBHUKIB
35. | BIBUH® Kpanni O4Hi, PO34nH MakHin AHrnis AncceH Benebriga BHECEHHS 3MiH 0 peecTpauifiHnX bes - UA/11541/01/01
KNACUYHUA | 0,05%; no 15mny MpopakTc dapmaueBTuka HB mMaTepianis: TexHiYHa nomwunka (3rigHo peuyenma
drakoHi 3 Nimiteq Haka3zy MO3 Big 23.07.2015 Ne 460).
nonieTuneny 3 BunpasneHo TexHiYHy MOMWIKY Y 3MiHax g0
KpanenbHuueto; no 1 iHCTPYKLUIiT ANA MeANYHOro 3acTocyBaHHs
dnakoHy B nikapcbkoro 3acoby (Tabnudykax), a came
KapTOHHIN ynakoBLii 3a3HayeHo NponyLLeHWn Homep ByanHKY y
NPOMNOHOBaHIN pepakuii. 3a3HaveHe
BUMNpaBfeHHs BignoBigae maTepianam
peecTpauinHOro JOCheE.
36. | BIPTAH renb oyHui, 1,5 mr/r; | JIABOPATY dpaHuis dapwmina — Tea ITanis BHECEHHS 3MiH [0 peecTpauiiHux 3a UA/9379/01/01
no5ry Ty6i3 AP TEA ®apmaueyTiui C.n.A. maTepianis: yTOYHEHHs HanucaHHs Ha3Bu peuernmom
HaKOHEYHMKOM, L0 3asiBHMKa B Haka3i Ne 1866 Big 30.10.2023
3arBMHYYETLCS B npoueci BHeCeHHs 3MiH (3MiHu | Tuny -

KOBMa4kom; no 1
Ty6i B KQPTOHHIN
KopoobLi

3MiHM 3 akocTi. [oToBMI Nikapcbkuii 3acib.
KoHTponb roToBOro nikapcbkoro 3acooy.
3miHa napameTpiB cneuudikaui Ta/abo
[0NyCTUMMUX MEX rOTOBOTO JTiKapCbKOro
3acoby (iHwi 3MiHK) 3MiHa napameTpis
crneundikaui Ta AONYCTUMUX MEX rOTOBOro
nikapcbkoro 3acoby, a came NPOMNOHYETLCA
3aMiHMTK y crneumndikauii Ha TepMiH
NpVAATHOCTI KpUTEPIN NpURHATHOCTI «He
6inbwe 10 ppm» Ans Mexi BMICTy ryaHiHy
Ha eksiBaneHTHe «< 0,7 /100 r». 3MiHu |
TMny - 3MiHK 3 siKOCTi. [0TOBMIA NiKapCbKUiA
3aci6. KoHTponb roToBOro nikapcbkoro
3acoby. 3miHa napameTpiB crnevumdikaLin
Ta/abo [oMyCTUMUX MEX rOTOBOrO
nikapcbkoro 3acoby (4ONOBHEHHSI
crneundikaLii HOBUM MOKa3HMKOM 3
BiANOBIAHMM MeTo4OM BUNPOOYBaHHS) 3MiHa
napameTtpis cneuudikauii M3, a came
[OOMNOBHEHHS cneuyndikaLii Ha TepmiH
NpUAATHOCTI HOBUM MOKa3HUKoM — «Cyma
[OMILLOK», NPONOHOBaHa MeXa
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
BCTaHOBeHa Ha piBHi «<3,0». 3MiHu | Tuny -
3MiHu 3 sKoCTi. FoTOBMIA Nikapcbkuid 3aci6.

KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa y MmeTodax BUNpobyBaHHSA roTOBOro
nikapcbkoro 3acoby (iHLWi 3MiHKM y MeTodax
BUNpobyBaHb (BKNOYayn 3amiHy abo
[OMOBHEHHS)) 3MiHa y MeTodax
BUNPOBYBaHHSI FOTOBOTO NiKApCLKOro
3aco0y, a came NpvBeAEHHSI METOAIB
BUNPoOYyBaHHSA [0 OHOBEHOI OKYMeHTaLi
BUPOGHMKa: 3aMiHa 3aTBEPIKEHOrO MeEToY
BUNpobyBaHHsA «KinbkicHe BU3HaYeHHs
raHUMKNOBIpY» Ha NPOMNOHOBAHWI
OHOBIEHWIN MeTOA(IHLLIA OCHOBHA i 3axvcHa
KOIOHKM, BHECEHHS NepeBipKkv NpuaaTHOCTI
XpomaTorpadiyHoi cuctemu, iHwi
YTOYHEHHS). 3MiHn | TUNY - 3MiHK 3 SKOCTi.
CepTudikat BignosigHocTi/E-cepTudikaT
BignoBigHOCTI €Bponeiichbkin
dapmakonei/moHorpadii. 3miHW, NoB'A3aHi 3
HeoOXigHICTIO NpMBeAeHHs Y BigNOBIAHICTb
0o MoHorpadii 1dY abo €sponencbkoi
capmakonei, abo iHWOoi HalioHanbHOI
cdapmakonei gepxasu €C (3miHa y
cneumndikauii HedbapmakonenHoro APl ans
NPVBEAEHHS Y BiAMNOBIAHICTb A0 BuMor Y
abo €sponeicbkoi hapmakonei, abo iHwoi
HauioHanbHoi bapmakonei gepxasu €C) -
A®I - npuBeneHHs cneumdikauii ADI
raHUMKIOBIpY Y BiANOBIgHICTb A0
MoHorpadii €Bponerncekoi hapmakonei
«Ganciclovir» 3miHu | Tuny - 3miHKn 3 AKOCTi.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo [ONyCTUMUX MEX,
BM3Ha4eHux y cneuudikauisx Ha AdI, abo
BVXiAHUIA/MPOMIXKHWI NPOAYKT/pearexT, Lo
BMKOPVCTOBYIOTbCS Y NpoLeci BUpobHMLTBa
A®I (nonoBHeHHS cneumdikaLyii HOBUM
NOKa3HUKOM SKOCTi Ta BiAMOBIAHUM METOAOM
BUNpobyBaHHs) 3MiHM y NapameTpax
cneundikauii A®l, a came JONOBHEHHS
cneumdikaLii HOBUM NMOKa3HMKOM SIKOCTi
«3anuLIKoBi PO3YMHHMKMY 3 BiAMOBIAHUM
MeToAOoM BUNPOByBaHHS. 3miHu | Tuny -
3miHm 3 akocTi. A®l. KoHtpone A®I. 3miHa y
napameTpax cneuudgikadi Ta/abo
OOMNYCTUMUX MEX, BUSHAYEHUX Y
crneundikauisx Ha A®Il, abo

BUXiAHUA/MPOMiXXHWUI NpoAyKT/pearexT, Lo
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
BMKOPWUCTOBYHIOTLCS Y NpoLieci BUpoBHMLTBa
A®I (gonoBHeHHS cneumdikaLii HOBUM

3acoby (BUIy4YeHHs MoKasHUKa, SKUM MoXe

PEYOBUHMU, LLIO EKBIBANEHTHO 3aTBEPIKEHIN
mexi £10ppm. 3minHu Il Tuny - 3miHK 3 akocTi

BUNpoOyBaHHS) 3MiHM Yy NapameTpax
cneundikauii A®l, a came 4ONOBHEHHSs
cneumdikaLii HOBUM NOKa3HMKOM SIKOCTi

mMeToaoM BUNpobyBaHHSA. 3miHu | Tuny -
3MiHM 3 sKocTi. [oToBMI Nikapcbkuin 3acit

3MiHa y MeTogax BuNpobyBaHHsi FOTOBOTO
nikapcbkoro 3acoby (iHwi 3aMiHM y MeTogax
BUNpobyBaHb (BKNOYayy 3amiHy abo
[OOMOBHEHHS)) NPMBEAEHHS MeToAB
BUNpoOyBaHHSA [0 OHOBEHOI JOKYMeHTaLi
BMPOGHKMKa, a came: 3amiHa 3aTBepAKEeHOro
meToAy BunpobyBaHHs «CnopigHeHi
Ccnonyku» Ha HoBwu meToA -«KinbkicHe
BU3HAYEHHS ryaHiHy Ta iHLWMX 4OMILLOK
raHUuKoBipy». HoBuin metog [o3sonsie
BU3Ha4aTu HEBIOOMI iHOMBIAYanNbHI AOMILLIKK,
riaHiH i NPOIOHOBOI KMCIOTW FaHLUMKIOBIP.
3MmiHu | TUny - 3miHm 3 AkocTi. FoToBUI
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax
BMNpobyBaHHS FOTOBOrO NikapCbKoro 3acoby
(iHWi 3MiHM y MeToaax BUNpobyBaHb
(Bkntoyatoum 3amiHy abo JOMOBHEHHS))
npuBeAeHHs MeToAiB BUNpobyBaHHSA [0
OHOBIEHOT JOKyMeHTaLlii BUpobHuKa, a
came: 3aMiHa 3aTBepPKEHOro MeToay
BMNpoOyBaHHs «KinbkicHe BU3Ha4YeHHS
ryaHiHy» Ha HoBui MeTog «KinbkicHe
BW3HAYEHHS ryaHiHy Ta iHLWX JOMILIOK
raHUUKIOBIpY», e ryaHiH BU3HA4YaeTbCs
pasoMm i3 ycima AoMillKaMu NikapcbKoro
3acoby. Mexy onsi ryaHiHy nponoHyeTbCs
BMpaXaTu y nepepaxyHKy Ha akTUBHY
peyoBuHy, a came <0,7 r Ha 100 r akTMBHOI

[oToBWI Nikapcbkui 3aci6. KoHTponb

roToBOro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauin Ta/abo

[ONyCTUMMUX MEX rOTOBOTO J1iKapCbKOro

MaTu iCTOTHWUI BNNMB Ha SIKICTb rOTOBOrO

nikapcbKkoro 3acoby) amiHa napameTpis
cneuudikauii M3, a came BUNyYeHHs i3

NoKa3HWKOM SIKOCTi Ta BignoBigHMM MeTo40M

«MikpobionoriyHa yicToTa» 3 BiANOBIAHUM

KoHTpOrnb roToBOro nikapcbkoro 3acoby.
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep

peecmpayiliHo2o

noceio4yeHHs1

cneuundikaLii Ha TepMiH NpuaaTHOCTI
nokasHuka «CymMma HeBiJOMUX JOMILLOK»
3minHn Il TMny: 3miHK 3 sikocTi. FoToBMIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
crneungikauin Ta/abo 4onNyCcTUMUX MeX
roTOBOrO fikapcbKoro 3acoby (3miHa
3HaxXoAWTbCS N03a 3aTBEPKEHNMMN
OONyCTUMUMK Mexamu cneumdikawin)
3minn Il Tuny - 3MiHK 3 akocTi. FoToBUIA
nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpiB
crneundikauin Ta/abo gonycTUMmMX Mex
roTOBOrO MikapCcbKoro 3acoby (3miHa
3HaxoQMTbCs No3a 3aTBEePKEHUMMN
OOMyCTUMUMK Mexamu cnevumdikadin)
3MiHa napameTpiB cneundikauii I3, a
came: ans nokasHuka «Cyma JoMiloKy y
cneymaikauii Ha BUNYCK NPONOHYETLCA
po3wmpuTn Mexi 3 «£1,5» Ha «<2,5». 3MiHn
Il TMny - 3MiHK 3 sikocTi. FOTOBMIA NiKapCbKuii
3aci6. KoHTporsib roTOBOro Nikapcbkoro
3acoby. 3miHa napameTpis crneuudikauin
Ta/abo gonyCTMMMX MEeX roTOBOro
nikapcbkoro 3acoby (3miHa 3HaxoauTbCs
nosa 3aTBepaXeHUMn 4onyCTUMUMMU
Mexamu cneuudikadin) Ans HoBoro
NnoKasHUKa «nponioHOBOI KUCNOTU
raHUMKMoBip» y cneumdikauii Ha BUNycK i Ha
TepMiH NpuaaTHOCTI NPOMOHYETHCS
po3wmnputn mexi 3 «<0,5» Ha «<1,5»).
Pepakuisa B Hakasi - JlabopaTopis 3ea,
®paHuis. BipHa pepakuis - TABOPATYAP
TEA, ®paHuisn

37.

BICTAMIA

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 150
mr, no 10 TabneTok
y 6nicTepi; no 3
Gnictepu B
KapTOHHiI kopobLyi

MicTtpan
Kenitan
MeHepxmeH
T JlimiTeq

AHrnis

CiHToH Xicnanis, C.J1.

Icnanis

BHECEHHS 3MiH 0 peecTpauiiHnX
MaTepianis: 3MiHu | Tuny - AgMiHiCTpaTUBHI
3MiHW. BunyyeHHst BUpOGHMYOI AinbHULI
(Bkntoyatoum ginbHULi ans A®l, npoMixkHOro
npoaykTy abo rotoBoro nikapcbkoro 3acoby,
AiNbHUL ANa NpoBeAeHHs NakyBaHHS,
BUPOOHMKA, BignoBigansHOro 3a BUMyckK
cepiii, Micue NpoBeAeHHs KOHTPOTtO cepii)
abo noctavanbHuKa BUXigHOrO MaTtepiany,
peareHTy abo AONOMIKHOT PEYOBUHM (SIKLLIO
3a3HaYeHo y [OCbE) - BUNYYEHHS BUPOOHMKA
nitoyoi pevoBuHm Bicalutamide CF Pharma
Ltd., YropwmHa Ta Buny4yeHHst BUpOOHMKa
BiANoOBIganbHOro 3a KOHTPOIb SKOCTI,
KOHTpOnb cepii gitoyoi pevyoBuHM Synthon

3a
peuerimom

UA/18657/01/02
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

BV, Higepnangu; amiuu | Tuny - 3miHn 3
skocTi. CepTudikar BignosigHocTi/lE-
cepTuddikat BignoBigHOCTI EBpONENCHKi
dapmakonei/moHorpadii. MogaHHsA HOBOrO
abo oHoBneHoro cepTudikarta BiAnNoBiAHOCTI
abo Buny4deHHs ceptudpikata BignoBigHOCTI
€Bponecbkin dapmakonei: gna A®l; ans
BMXigHOro martepiany/peareHTy/npoOMiKHOTO
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BUpPoGHMUTBI APl; Ans ONOMKHOT
peyoBuHM (cepTudikaT BigNOBIAHOCTI
€Bponeickkin hapmakonei) - OHoBReHWU
cepTuaikar Bif yXe 3aTBepaAXeHoro
BUPOBHMKA - NOAAHHS] OHOBMNEHOrO
cepTudikaTa BignoBigHOCTI €Bponeiichbkii
dapmaxkonei Ne R1-CEP 2012-153-Rev 01
(3atBepmkeHo: R1-CEP 2012-153-Rev 00)
ans gitoyoi peyosuHK Bicalutamide Big Bxe
3aTBepakeHoro BupobHuka SYNTHON BV
(CEP holder), (BupobHuya ainbHuuA
SYNTHON s.r.o., Yewcbka Pecnybnuka);
3MinHn | TMny - 3miHum 3 sikocTi. CepTudikaT
BignosigHocTi/E-cepTudikaT BiANoBigHOCTI
€Bponecbkin dhapmakonei/MoHorpadii.
MopaHHsa HoBoro abo OHOBMNEHOIO
cepTugikaTa BignoBigHOCTIi abo BUNyYeHHs
cepTudikaTa BignosigHOCTi €Bponenchbkin
capmakonei: ana A®l; ansa BuxigHoro
matepiany/peareHTy/npoOMiKHOrO MPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
Onsi JONOMiXXHOT peqoBUHU (cepTudikaT
BigNOBIQHOCTI €Bponewchbkin hapmakoner) -
HoBwuii cepTudikat Big HOBOro BUpoGHMKa
(3amiHa abo JOMNOBHEHHS) - NOAAHHS HOBOrO
cepTudikaTa BignoBigHOCTi €BponechbKii
dapmakonei Ne R1-CEP 2012-223-Rev 00
ans gitoyoi pevosuHm Bicalutamide Big
HoBoro BupobHuka AARTI PHARMALABS
LIMITED

38.

BICTAMIA

TabneTku, BKPUTI
NniBKOBOO
obonoHkoto, no 50
Mr, no 10 TabneTok
y 6nicTepi; no 3
Gnictepu B
KapTOHHiI kopobui

MicTtpan
Kenitan
MeHepxmeH
T JlimiTeq

AHrnia

CiHToH Xicnanis, C.J1.

Icnanis

BHECEHHS 3MiH 0 peecTpauinHnx
marepianis: 3miHu | Tuny - AgMiHicTpaTmBHiI
3MiHW. BunyyeHHst BUpoGHMYOI AinbHUL
(Bkntovatoum ainbHuui ans A®l, npomMixHoro
npoaykTy abo rotoBoro nikapcekoro 3acoby,
OinNbHUL ANst NPOBEAEHHS NaKyBaHHS,
BUPOGHWKa, BiANoBiAanbHOro 3a BUMycK
cepin, MicLe NpoBeAEeHHS KOHTPOIO cepii)
abo noctayanbHKKa BMXigHOTO MaTtepiany,
peareHTy abo JONOMiXXHOT PEYOBUHM (SIKLLIO

3a
peuenmom

UA/18657/01/01
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

3a3HayeHo Yy JOCbE) - BUNyYEHHs1 BUPOOHUKa
aitoyoi pevosuHu Bicalutamide CF Pharma
Ltd., YropwuHa Ta BUny4YeHHss BUpobHUKa
BiANOBIgANbHOro 3a KOHTPOSb AKOCTI,
KOHTpOrb cepii Aitoyoi pe4ouHn Synthon
BV, Higepnangu; amiuu | Tuny - 3miHn 3
skocTi. CepTudikat BignosigHocTI/lE-
cepTudikat BiANOBIAHOCTI EBpONENCHKIn
dapmakonei/moHorpadii. MogaHHsA HOBOrO
abo oHoBMeHoro cepTudikarta BianoBigHOCTI
abo BuUny4eHHs cepTudikaTa BiANoBIigHOCTI
€Bponecbkin dapmakonei: gna A®l; ans
BUXigHOro Matepiany/peareHTy/npomMixXHoro
NpOAYKTY, O BUKOPUCTOBYHOTBLCS Y
BUpo6HMUTBI APl; Ans ONOMIKHOT
peyoBuMHM (cepTuddikat BiaNoBIgHOCTI
€sponewicbkin apmakonei) - OHoBNEHWN
cepTuaikar Bif yXXe 3aTBEpPAXEHOro
BMPOBGHMKa - NOAaHHS OHOBMEHOTO
cepTudgikaTa BignoBigHOCTi €BpoNenchbKii
dapmakonei Ne R1-CEP 2012-153-Rev 01
(3aTBepakeHo: R1-CEP 2012-153-Rev 00)
ans gitoyoi peyosuHm Bicalutamide Big Bxe
3aTBepakeHoro BupobHuka SYNTHON BV
(CEP holder), (BupobHuya ainbHuLsA
SYNTHON s.r.o., Yewicbka Pecnybnuka);
3miHu | TUny - 3miHu 3 akocTi. CepTudikat
BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponelicbkin hapmakonei/moHorpadii.
MopaHHs HoBoro abo OHOBMNEHOTO
cepTudikaTa BignosigHOCTi abo BUNyYeHHst
cepTudikaTa BignoBigHOCTi €BponechbKii
capmakonei: ana A®l; ansa BuxigHoro
maTepiany/peareHTy/npoMiXKHOTO NMPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
ANst JONOMIXXHOI peqoBuHM (cepTudikaT
BignoBigHocTi €Bponenchkii hapmakonei) -
HoBwuin cepTudikar Big HOBOro BUpo6HuMKa
(3amiHa abo JOMOBHEHHS) - NO4AHHSA HOBOTO
cepTudikaTa BignoBigHOCTi EBpoNechbkin
dapmakonei Ne R1-CEP 2012-223-Rev 00
ans gitoyoi peyosuHm Bicalutamide Big
HoBoro Bupo6Huka AARTI PHARMALABS
LIMITED

39.

BOBEH3UM

TabneTku
KMLLKOBOPO34MHHI MO
20 TabneTok y
GnicTepi; no 2 abo
10 GnicTepiB y

MYKOC
dapma
'mbX i Ko.
K

HimeuvuunH
a

MYKOC
EmynbcioHcresennbLu
adt M6X

HimevuunHa

BHECEHHS 3MiH 0 peecTpauinHnx
matepianis: 3miHu | Tuny - 3miHn Wwoao
6e3nekn/edheKTMBHOCTI Ta dhapmakoHarnsay.
BBeneHHs abo 3miHM [0 y3aranbHeHuX
[aHuX npo cucTeMy cpapmMakoHarnsigy

6e3
peuenma

UA/2842/01/01




Ne
n/n

Haszea

®Popma sunycky

3aseHUK

Kpaina

Bupo6Huk
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JliKapCcbKO20
3acoby

(nikapcbka ¢gpopma,
ynakoeka)
KapTOHHi KOpoOLyi;

3asieHUKa

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

40.

MEBO

no 800 TabneTok y
BaHkax

TabneTku, BKPUTI

"menmapk

IHAis

(BBEAEHHS y3aranbHEHUX gaHuX Npo
cuctemy papmakoHarnsagy, 3amiHa
YNOBHOBaXeHOi 0cobu, BignosigansHoi 3a
3AiiCHEeHH hapmakoHarnsay; KOHTakTHOT
ocobu 3 chapmakoHarnaay 3asiBHUKa ans
3piicHeHHs hapmakoHarnagy B YkpaiHi,
SKLLO BOHA BiAMIHHA Bi yNOBHOBaXeHO|
ocobwu, BignoBiaanbHoi 3a 34iNCHEHHS
dapmakoHarnagy (BKMo4arym KOHTaKTHi
naHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
danna cuctemu apmakoHarnagy) 3miHa
KOHTaKTHOI 0co0M 3asiBHUKa, BianosiaansHoi
3a (papmakoHarnsag B YKpaii.
Hitoua pepakuis: MNopinvk Aptem
Bonogumuposuny. MNMponoHoBaHa pegakuis:
Xinbko €reHist OnekcaHgpisHa. 3MiHa
KOHTaKTHUX AaHUX KOHTAKTHOI 0cobun
3asBHMKa, BiANoOBiganbLHoOI 3a
capmakoHarnag B YkpaiHi. 3miHu | Tuny -
3MiHn Wwoao 6e3nekn/edeKTUBHOCTI Ta
capmakoHarnsigy. BeegeHHs abo 3amiHm oo
y3aranbHeHUX AaHux npo cuctemy
dapmakoHarnagy (BBeOeHHS y3aranbHEeHNX
[aHWX Npo cucteMy hapMakoHarnsgy, amiHa
yrnoBHOBaXeHoI ocobu, BignosigansHoi 3a
3AiNCHEHHA hapMaKkoHarnsay; KOHTaKTHOI
ocobu 3 chapmakoHarnagy 3asiBHuKa ons
34iicHeHHs dapmakoHarnagy B YkpaiHi,
SIKLLO BOHa BiAMIHHA Bi yNMOBHOBaXEHO|
ocobu, BianoBiganbHOI 3a 3AiNCHEeHHS
hapmakoHarnsiay (BKMoYarym KOHTaKTHi
AaHi) Ta/abo 3MiHWM y po3MilLleHHi MacTep-
darina cuctemu papmakoHarnsgy)
3MiHa KOHTaKTHWUX JaHUX YNOBHOBAXEHOT
ocobu 3asBHKKA, BianoBiganbHOI 3a
dapmakoHarnag. 3miHa MicLe3HaxXOmMKeHHs
mMacTep-caina cuctemMu apmakoHarnsgy.
3MiHa Micus 3iNCHEHHST OCHOBHOI
LisnbHOCTi 3 dpapmakoHarnsay.

obornoHkoto, no 500
Mr, no 5 TabneTok y
GnicTepi; no 1 abo
no 2 6nictepny
KapTOHHIN ynakoBLj

dapmacbloT
vkans JlTa.

"meHmapk
dapmacbioTukana
nTo.

IHAis

BHECEHHS 3MiH 0 peecTpauinHnx
maTtepianis: 3MmiHu | Tuny - 3miHn Wono
6e3nekn/ehekTMBHOCTI Ta dhapmakoHarnsgy.

3miHa YacToTu Ta/abo TepMiHiB NogaHHs
perynsipHo OHOBIOBaHUX 3BiTiB 3 6e3neku

nikapcbkux 3acobiB - 3MiHa YacToTu Ta
TepMiHy noAaHHs perynsipHo OHOBIOBaHOIO
3BIiTy 3 6e3neku nikapcbkoro 3acoby: [itoua
pepakuis: Yactota nogaHHs PO3B — 3 poku;

3a
peuenmom

KiHueBa AaTa Ans BKMIOYEeHHA JaHUX A0

UA/8751/02/02
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep

peecmpayiliHo2o
noceio4yeHHs1

PO3b - 01.10.2024 p;

Hata nopgaxHs — 30.12.2024 p.
[NponoHoBaHa peaakuis: Yactota nogaHHsa
PO3b - 2 poku; KiHueBa gata ans
BKMNtOYEHHS gaHux go PO3b — 01.10.2023
p.; Oata nogaHHs — 30.12.2023 p.
PekomeHgoBaHO [0 3aTBEPOKEHHSI
BiA4NOBIgHO A0 NepPioANYHOCTI NOAaHHS
perynsipHoO OHOBIIOBaHUX 3BiTiB 3 6e3neku
nikapcbkux 3acobis y €sponencbkomMy Cotosi

41.

FMEBO

TabneTku, BKPUTI
obornoHkot, no 250
Mr, no 5 TabneTtok y
6nictepi; no 1 abo
no 2 6nictepny
KapTOHHIN ynakoBLj

"menmapk
dapmacbloT
vkanas Jlta.

IHAis

"meHmapk
dapmacbtoTrkana
nTo.

IHAis

BHECEHHS 3MiH [0 peecTpauiiHnX
maTepianis; 3MmiHu | Tuny - 3MiHKn Woao
6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
3miHa yacToTu Ta/abo TepMmiHiB nogaHHA
perynsipHo OHOBIOBaHMX 3BiTiB 3 6e3neku
nikapcbkux 3acobis - 3miHa YacToTh Ta
TEPMiHy NOAAHHS perynspHO OHOBMIOBAHOIO
3BIiTy 3 6e3neku nikapcbkoro 3acoby: [itoya
peaakuisi: Yactota nogaHHs PO3b6 — 3 poku;
KiHueBa gata ans BKMOYEHHS AaHuX 4o
PO3B - 01.10.2024 p.;

[ata nogaHHa — 30.12.2024 p.
MponoHoBaHa peaakuis: Yactota nogaHHs
PO3b - 2 poku; KiHueBa gata ans
BKNtoYeHHs gaHux go PO36 — 01.10.2023
p.; Oarta nogaHHa — 30.12.2023 p.
PekoMeHgoBaHO [0 3aTBEPKEHHS
BiANOBIAHO A0 NepPioANYHOCTI NOAaHHS
perynsipHO OHOBIIOBaHUX 3BiTiB 3 6e3neku
nikapcbkux 3acobiB y €sponericbkomy Cotosi

3a
peuerimom

UA/8751/02/01

42.

FMEMOHT
TABINETKU
XYBAJIbHI

TabneTku xyBanbHi
no 4 wmr; no 10
Tabnetok y 6nictepi;
no 3 Gnictepu B
KapTOHHI KOpoOLyi;
no 30 Tabnetok y
KOHTeWHepi; no 1
KOHTEeWHepy B
KapTOHHiIl kopobui

"nmenmapk
dapmacbloT
vkans Jlta.

IHAin

CmeHmapk
dapmacbtoTukan3
nTo.

IHAis

BHECEHHS 3MiH 0 peecTpauiiHnX
matepianis: 3miHu | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
BBepneHHsa abo 3miHM 40 y3aranbHeHWX
AaHuX Npo cuctemy bapmakoHarnsgy
(BBEAEHHSA y3aranbHEHNX AaHWX Npo
cuctemy papmakoHarnsgy, amiHa
yrnoBHOBaxeHoi ocobu, BianoBigansHoi 3a
3AiNCHeHHs bapmakoHarnsay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy 3asBHUKa Ans
3[iNcCHeHHs dphapmakoHarnagy B YkpaiHi,
AKLWO BOHa BiAMIHHA Bif YNOBHOBaXeHO|
ocobu, BianoBiganbHOI 3a 3AiNCHEHHSA
dapmakoHarnsay (BKoYaryy KOHTaKTHi
AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
aina cuctemu chapmakoHarnsgy) 3miHa
yMOBHOBaXeHOI 0cobu 3asiBHMKa,
BignoBigansHoI 3a dpapmakoHarnag.
[itoya pepakuisi: Y1e XodHep / Ute

3a
peuenmom

UA/13872/01/01
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep

peecmpayiliHo2o

noceio4yeHHs1

Hoeffner. MponoHoBaHa peaakuis:
HHianewsap ApiyH Canan / Dr.
Dnyaneshwar Sanap. 3miHa KOHTaKTHUX
[aHMX YNOBHOBaXXeHOI ocobu,
BiAMNOBiAanbHOI 3a dpapmakoHarnag. 3MiHa
MicLS 30iMCHEHHSI OCHOBHOT AisiNbHOCTI 3
tapmakoHarnagy. 3miHa
MicLie3HaxoMKeHHs MacTep-canna cuctemm
chapmakoHarnsgy.

43.

FMEMOHT
TABJETKU
XYBAJIbHI

TabneTku xyBarnbHi
no 5 mr; no 10
TabneTtok y Gnictepi;
no 3 6nictepu B
KapTOHHIN KOpoOLyi;
no 30 TabneTtok y
KOHTEnHepi; no 1
KOHTEeWHepy B
KapTOHHil kopobui

'meHmapk
dapmacblot
vkanas Jlta.

IHAis

meHmapk
dapmacbtoTrkan3
nTo.

IHAis

BHECEHHS 3MiH [0 peecTpaLiiHnX
matepianis: 3minu | Tvny - 3MiHKn WwWoao
Ge3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM J0 y3aranbHeHux
[aHuX Npo cuctemy dapmakoHarnsgy
(BBEOEHHS y3aranbHeHVX AaHuX Npo
cuctemy apmakoHarnsgy, amiHa
yrNoBHOBaXeHoI ocobu, BianoBiganbHoi 3a
30iNCHEHHs hapMakoHarnsaay; KOHTakTHOT
ocobu 3 chapmakoHarnsgy 3asiBHuka ans
3[iNCcHeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLIO BOHA BiAAMiHHA Bif YNOBHOBaXEHOI
ocobu, BianoBiganbHOI 3a 30iNCHEeHHS
dapmakoHarnsaay (BKNoYaryy KOHTaKTHi
naHi) Ta/abo 3MiHW y po3MilLeHHi MacTep-
aina cuctemu papmakoHarnsgy) 3miHa
yMOBHOBaXeHOI 0cobu 3asBHMKa,
BiAgnoBiganesHoil 3a dhapmakoHarnag.
[itoya pepakuisi: YTe XodHep / Ute
Hoeffner. NMponoHoBaHa pepakuis:
[OHiaHewsap ApiyH CaHan / Dr.
Dnyaneshwar Sanap. 3miHa KOHTaKTHMX
[aHMX YNOBHOBaXXeHOI ocobu,
BigMNoBiganbHoi 3a hapmakoHarnag. 3MiHa
Micus 30iMCHEHHS OCHOBHOI AisiNbHOCTI 3
dapmakoHarnaay. 3miHa
MicLe3HaxomKeHHs MacTep-anna cuctemu
dapmakoHarnsigy.

3a
peuenmom

UA/13872/01/02

44.

IXAPLOIHC®

TabneTkn, BKpUTI
NNiBKOBOIO
obonoHkoto, no 10
mr, no 10 TabneTok
y nepdopoBaHoMy
GnicTepi; no 1 abo 3
Gnictepn y
KapTOHHiI kopobuyi

BepiHrep
IHrenbxanm
IHTepHeLwHn

m6X

HimeyuuH
a

BupobHuuTBo,
nakyBaHHs,
MapKyBaHHS,
KOHTPOIb SKOCTI,
BUNYycK cepii: bepiHrep
IHrenbxanm ®apma
meX i Ko. KT,
HimevuunHa; MepBuHHE
Ta BTOpPWHHE

Himeyuunna

BHECEHHS 3MiH 0 peecTpauiiHnX
matepianis: 3miHu Il Tuny - 3miHn wWono
6e3nekn/ehekTMBHOCTI Ta dhapmakoHarnsgy.
BHeceHHs abo 3miHa(1) Ao 3000B'A3aHb Ta
YMOB BMAaYi peecTpaLinHoro NoceigvyeHHs,
BKItoyatou MnaH ynpasniHHS pusnkamm
(3acTocyBaHHs 3MiH(1), Aki(a) BUMaraoTb(€)
noAanbLLIoro o6rpyHTyBaHHS HOBUMM
[00aTKOBUM A@HUMM, LLO MaloTb

naKyBaHHs, HafaBaTMCs KOMMETEHTHUM OpraHoM,
MapKyBaHHS: OCKinbKy BUMaraeTbcsl CyTTeBa OLjiHKa
PotTeHgopd Papma KOMMETEHTHUM OpraHoM) 3asiBHUKOM

3a
peuerimom

UA/14980/01/02
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
'm6X, Himevuuha; HagaHO OHOBIEHW 3rigHO 3 BUMOramm oo
Bupo6HuuTBO CrangapTtusoaHoro gopmary MNyP
Tabnetok "in-bulk", (EMA/PRAC/613102/2015 Rev.2
KOHTPOJb SIKOCTi (3a accompanying GVP , Module V Rev.2,
BUHATKOM TECTy Human Medicines Evaluation Guidance on
"Mikpob6ionoriyHa the format of the risk management plan
uuctoTa"), BUNycK (RMP) in the EU — in integrated format) nnax
cepii: PotteHgopd ynpasniHHA pu3nkamn. 3MiHU BHECEHO A0
dapma 'M6X, yacTuH Il «Cneundikauis 3 6eanekmy, Il «
Himeyumna MnaH 3 hapmakoHarnsgy», V «3axoam 3
MiHimi3auii pusmkiBy, VI «Pestome nnany
ynpasniHHA pusukamny, VI «JogoaTtkmy» y
3B’A3Ky 3 nepernsgom npobnem 6esnekun 3a
pesynbTaTamMmm Micns peecTpauininx
JocnigpxeHb 3 6e3neku
45, | OXAPOIHC® | TabneTku, BKpUTI BepiHrep HimeuumH Bupo6HuLTBO, HimevuunHa BHECEHHS 3MiH [0 peecTpauiiHux 3a - UA/14980/01/01
NniBKOBOIO IHrenbxanm a nakyBaHHs, matepianis: 3minu Il Tvny - 3miHn WwWoao peuernmom
o6onoHkoto, no 25 IHTEepHeLwHn MapKyBaHHS, Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
mr, no 10 TabneTtok mM6X KOHTPOSb SIKOCTI, BHeceHHs abo 3miHa(u1) oo 3060B's3aHb Ta
y nepcdopoBaHoMy BUMYyCK cepii: bepiHrep YMOB BMAayi peecTpaLiiHOro NoceBiavYeHHs,
6nictepi; no 1 abo 3 IHrenbxanm ®apma BKMNtoyaroum NnaH ynpasniHHA pu3nkamum
Gnictepn y 'm6X i Ko. KT, (3acTocyBaHHs 3MiH(K), siki(a) BUMaratoTb(€)
KapTOHHIN kopobui HimeuumnHa; MNepBuHHe noAanbLIoro 06rpyHTyBaHHS HOBUMM
Ta BTOpPWHHE [04aTKOBMM AaHWMMU, Lo MaoTb
nakyBaHHs, HagaBaTUCst KOMMETEHTHUM OpraHoMm,
MapKyBaHHSI: OCKiNbKN BUMaraeTbCA CyTTEBA OLiHKa
PoTtteHpopd dapma KOMMETEHTHUM opraHoM) 3asiBHUKOM
m6X, Himevuuna; HagaHO OHOBIEHWI 3rigHO 3 BUMOraMmm oo
BupobHuLTBO CranpgapTtusoaHoro gopmary MNyP
TabneTtok "in-bulk", (EMA/PRAC/613102/2015 Rev.2
KOHTPOMb SIKOCTi (3a accompanying GVP , Module V Rev.2,
BUHSITKOM TECTY Human Medicines Evaluation Guidance on
"MikpobionoriyHa the format of the risk management plan
yncrtoTa"), BUMNYyCK (RMP) in the EU — in integrated format) nnaH
cepii: PotTeHgopd ynpasniHHA pu3vkamn. 3MiHW BHECEHO A0
dapma 'mbX, yacTuH Il «Cneuundikauisi 3 6e3nekmy, 1l «
Hime4yunHa MnaH 3 dpapmakoHarnsgy», V «3axoam 3
MiHimi3auii pusmkiBy», VI «Pestome nnaHy
ynpaBniHHS pusnkamuny, VIl «dogatkun» y
3B’A3Ky 3 nepernsgom npobnem 6esneku 3a
pesynbTaTamMu Micrs peecTpauinHnx
JocnimxeHb 3 6e3neku
46. | guNIPMOAM po34nH Ans iH'ekuii, | ToBapucTBO YkpaiHa KOHTPOIb SIKOCTI, YkpaiHa BHECEHHS 3MiH 0 peecTpauinHnx 3a - UA/7465/01/01
on 5 Mr/mnno 2 mn B 3 BUWMYCK Cepil: marepianis: 3MiHu | Tuny - 3MiHM 3 SKOCTi. peuernmom
amnyni; no 5 amnyn obmexeHo ToBapucTtBo 3 [oToBWI Nikapcbkuii 3aci6. KoHTponb
y nayi 3 KapTOHy; Bignosiganb obmexeHo roToBOro nikapcbkoro 3acoby. 3MiHa
no 2 mn B amnyii; HiCTIO BignoBiganbHicTO napameTpiB cneuudikauin Ta/abo
no 5 amnyny "®apmaueBT "OocnigHui 3aBog O0MyCTUMUX MEX roTOBOrO MiKapCbKoro
GnicTepi; no 1 M4YHa "r'HUIC", YkpaiHa; BCi 3acoby (BMNYYEHHs1 HE3HAYHOTO MOKa3HMKa
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep

peecmpayiliHo2o

noceio4yeHHs1

Gnictepy B nayui 3
KapTOHY

KOMNaHis
"3n0poB's"

cTagii BupobHuuTea,
KOHTPOIb AKOCTI,
BUNYCK cepii:
ToBapucTteo 3
obmexeHo
BiANOBIgANbHICTIO
"papmaLeBTUYHa

KoMnaHis "3gopos's",

YkpaiHa

(Hanpvknag 3acTapinoro nokasHuka, Takoro
Ik 3anax Ta cMak, abo ineHTudikauis
6apBHUKIB UM cmakoBMX [06aABOK))
BunyyeHHs 3acTapinoro nokasHuka
«AHOMarnbHa TOKCUYHICTb» Y 3B’A3KY 3
BTPATOI0 YMHHOCTI Ta BUMyYeHHsM 3 EP

47.

OIATHON®

NOPOLLIOK A451s
0parnbHOro Po3yunHy,
64 r/nakeT; no 73,69
I MOPOLLKY Y NaKkeTi;
no 4 nakeTu B navui
3 KapTOoHY

AT
"®apmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiHMX
matepianis: 3miHu | Tuny - 3miHun Woao

Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.

3MiHa y KOpOTKil XapaKTepucTuLi
nikapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta
IHCTPYKUIT ANA MeANYHOro 3acToCcyBaHHS Ha
niacTasi perynsapHoO OHOBIOBAHOIO 3BiTY 3
©e3neku nikapcbkoro 3acoby, abo
JocnimxeHb 3 6e3neky 3acTocyBaHHS
nikapcbkoro 3acoby B nicrnsipeecTpauiiHunii
nepiof, abo sk pesynbTaT OLiHK/ 3BITY 3
[ocnigpkeHb, NpoBeaeHNX BiaNoBIgHO A0
nnaHy negiatpuyHmx gocnimkers (PIP)
(3MiHy y3rogkeHo 3 KOMNETEHTHUM
YMNOBHOBaXXEHNM OpraHoM) - 3MiHW BHECEHI
00 IHCTPYKUiT ANS MeAWYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby y po3ain "OcobnumsocTi
3acTocyBaHHA" BiANOBIAHO 4O OHOBMEHOI
iHcpopMmalii 3 6e3nekn Ajtoyoi peHoBUHM.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEpKEHHS; 3MiHuM | Tuny - 3MiHM WwWoao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHLWi 3MiHW) - 3MiHM BHECEeHi [0 IHCTPYKUIT
ONst MEAMYHOrO 3aCTOCYBaHHS MikapcbKoro
3acoby y po3ain "MobivHi peakuii" woao
3BiTyBaHHs Npo nobivHi peakuii. BBegeHHs
3MiH NpoTSirom 6-Tu MicauiB nicnsa
3aTBEpAKEHHS; 3MiHuM | Tuny - 3MiHM WwWoao
6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy
(iHLWi 3MiHW) - 3MiHW BHECEHI 10 TEKCTY
MapKyBaHHs nikapcbkoro 3acoby, a came
BUMYYEHO BUKINALEHHS TEKCTY POCINCHKOK
moBoto Ta B n. 17 "IHWE" BTopnHHOI
ynakoBku Ta B n. 6 "IHLUE" nepBuHHOT
YNaKoBKM KOHKPETM30BaHO iHdbopmaLito
woao norotuny BeegeHHs 3miH npoTarom 6-
TV MicsiLiB nicns 3aTBepAKEHHS!

3a
peuenmom

He
nidnsieae

UA/11708/01/01

48.

OIOBAH®

TabneTkn, BKpUTI
NniBKOBOKO
obonoHkoto, no 80

HoBapric
dapma Al

LLisenuapi
o

HoBaprtic ®apma
LWtenH AT,
LLiseviuapisi; HoBaprTic

LLIseninapis/
Icnanis

BHECEHHS 3MiH IO peecTpauiiHnX
MaTepianis: 3MiHu | Tuny - AgMiHiCTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu

3a
peuerimom

UA/7169/01/02
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94
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
dapmacktotmka C.A., MicLsi NpoBaMKEHHS AisiNbHOCTI BUPOOHWMKA

™mr; no 14 TabneTok
y 6nictepi; no 1 abo
2 6nictepn y
KopobLi 3 KapTOHY

Icnanis

(Bkntoyatoun, 3a HeobXigHOCTI, MicLe
NPOBEAEHHS KOHTPOSO AKOCTI), abo
BnacHuka mactep-ganina Ha A®l, abo
nocravanbHuka A®l/BuxigHoro
maTepiany/peareHTy/npoMiXKHOTO MPOAYKTY,
LLIO 3aCTOCOBYHOTLCS Y BUPOOHULTBI ADI
(AKLLIO 3a3HaYeHO Y AOCbE Ha MikapCbKui
3acib) 3a BigcyTHOCTI cepTuddikata
BignoBigHOCTI €Bponeiickki hapmakonei y
3aTBEPYKEHOMY AOChE, ab0 BUPOOHMKa
HOBOI OMOMIDKHOIT PEYOBMHU (SIKLLO
3a3HayeHo y Aocbe) - 3MiHa Has3Bu
BMPOGHWKA, BiAMNOBIAANBHOTO 3a KOHTPOIb
sikocTi A®| BancapTaHy. PegakuinHe
YTOYHEHHSs iHaekcy B agpeci 6e3 3MiHM micus
fisinbHOCTi; 3MiHM | TUNY - 3MiHK 3 AKOCTI.
CepTudikat BignosigHocTi/E-cepTudikaT
BignoBigHOCTI €Bponeiichbkin
dapmakonei/moHorpadii. NMogaHHA HoBoro
abo oHoBMeHoro cepTudikarta BianoBiAHOCTI
abo Buny4YeHHs cepTudikaTa BignoBigHOCTI
€Bponencbkin dapmakonei: gna A®l; ans
BUXigHOro MaTepiany/peareHTy/npomMixXHOro
NPOAYKTY, LLO BUKOPUCTOBYIOTLCS Y
BUpPOGHMUTBI API; Ans OMNOMDKHOT
peyoBUHYK (cepTudikaT BigNOBIAHOCTI
€Bponevicbkinn apmakonei) - OHOBNEHWN
cepTudikaT Bif yxe 3aTBepaXeHOro
BMPOGHMWKa - MogaHHs OHOBMEHOrO
cepTtudikaTy BignoBigHOCTI €EBponenchkii
dapmakonei Ansi 3aTBepaXeHoro
BUpoGHMKa ADI BancapTaH - Zhejiang
Tianyu Pharmaceutical Co., Ltd CEP Ne R1-
CEP 2013-159-Rev 02 (3aTtBepmxeHo: R1-
CEP 2013-159-Rev 01). BHacnigok
oHoBneHHs1 CEP po cneumdikauii ADI
AopaHo nokasHuk MB-X (Azidobiphenyl
Tetrazole, NAP511-13) 3 HOpMyBaHHAM He
6inbLe 4.6 ppm, AogaHO CyMy MyTareHHUX
OOMILLOK (2-LiaHo-4’-6pommeTunoideHiny,
asungy, MB-X (NAP511-13)) 3 HopmyBaHHAM
He Ginblue 15.6 ppm; 3BYXE€HHS1 BUMOT
cneundgikanii NDMA 3 0.09 ppm go 0.03
ppm 3 HOBMM METOAO0M BUMNPOOYBaHHS,
pedakuinHi 3MiHM B Ha3Bi AoMilwku 3 Sodium
Azide Ha Azide; 3miHu | Tuny - 3miHK 3
skocTi. A®Il. Kontponb A®I. 3miHa y

napameTpax cneuudgikadi Ta/abo
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1

OONYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisix Ha A®l, abo
BUXIOHUA/NPOMIKHWUIA NPOAYKT/peareHT, LWo
BVKOPVCTOBYIOTbCS Y NpoLeci BUpobHMLTBa
A®I (gonoBHeHHS cneumdikaLii HOBUM
NoKa3HWKOM SIKOCTi Ta BignoBigHMM MeTo40M
BUNpobyBaHHs) - BBegeHHs B cneuudikadlito
A®I (y BupobHuka 113 Novartis) HoBoro
napameTpy: «3aranbHa KinbKicTb
MyTareHHVX SOMILLIOK Ans 2-LiaHo-4'-
6pommeTunbicpeniny,asnay i NAP511-13» -
He Ginblwe 15,6 ppm y BignoeigHocTi A0
oHoBrneHoro CEP Bupo6Huka Zhejiang
Tianyu Pharmaceutical Co.; 3miHn | Tuny -
3MiHu 3 skocTi. ADI. KoHTponb A®I. 3miHa y
mMeTogax BunpobysaHHs APl abo BuxigHoro
marepiany/npoMiKHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCS Y NPOLIECi
BUpoGHMLTBa AD| (HE3HaYHI 3MiHN Y
3aTBEpAKEHVX MeTofax BUNpobyBaHHS) -
3MiHK B 3aTBEpAXEHOMY MeTogi
BunpobysaHHsa APl (y BupobHuka M3
Novartis) 3a nokazHukom «Azides» Ha OCHOBI
oHoBneHHst CEP BupoGHuka Zhejiang Tianyu
Pharmaceutical Co., Ltd.; 3MiHu | TUny -
3miHm 3 akocTi. A®l. KoHtponb A®I. 3miHa y
mMeTogax BunpobyBaHHsA ADI abo BuxigHoro
maTepiany/npoMixXHOro NpoaykTy/peareHTy,
LLIO BUKOPUCTOBYETLCH Y NMPOLIECI
BUPOGHMLUTBA ADI (HE3HAYHI 3MiHN Y
3aTBEpOKEHMX MeToAax BUNPobyBaHHs) -
OHOBIEHHS MOTOYHOTO MeToady
BunpobyBaHHs A®I (y BupobHuka M3
Novartis) 3a nokasHukom «2-Cyano-4'-
bromomethylbiphenyl» (Ha ocHoBi
OHOBIeHHA cepTudikaTty BiANOBIAHOCTI
(CEP) Bupo6GHuka Zhejiang Tianyu
Pharmaceutical Co., Ltd.; 3miHu | Tuny -
3miHm 3 akocTi. A®I. KoHtponb A®I. 3miHa y
MeTofax BunpobyBaHHs ADI abo BuxigHoro
marepiany/npoMixXHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCS Y NPOLIECI
BUpOGHMUTBa ADI (iHWi 3MiHM y MeTodax
BUNpobyBaHHs (BKIo4aoum 3amiHy abo
nonoBHeHHs) A®| abo
BUXiAHOro/NPOMIDKHOrO NPOAYKTY) -
3anponoHOBaHO BMpOBaKEHHS
aHaniTuyHux npoueayp Zhejiang Tianyu
Pharmaceutical Co., Ltd., siki nepeniveHi B
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eUpPOb6HUKa
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aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

3aTBepKeHMX noctavansHukom CEP, ans
TecTyBaHHsA AD| BancapTaHy BUpobHuKa
Tianyu Ha foAaToOK 4O 3apeecTPoBaHNX Ha
[aHuin MoMeHT y BupobHuka 13 Novartis;
3MmiHm | Tuny - 3miHm 3 akocTi. AdI.
KoHTponb A®l. 3miHa y meTogax
BunpobyeaHHa APl abo BMXigHOro
marepiany/npoMiKHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETHCSH Y NPOLIECH
BMpobHMuTBa ADI (iHWi 3MiHM y MeTogax
BMNPOOYBaHHS (BKMoyaroum 3amiHy abo
nonoBHeHHs1) A®| abo
BUXIiQHOro/NMPOMIDKHOTO NPOAYKTY) -
3anponoHoBaHoO BNpOBagXeHHS
aHaniTnyHmx npoueayp Divi's, nepeniyeHnx
BiANOBIQHO A0 3aTBEPAXEHOrO
noctavansHukom CEP, ansi tectyBaHHsa A®I
BaricapTaHy BupobHuka Divi’'s, Ha gogaTok
[0 Hapasi 3apeecTpoBaHnX y BUPOOHMKa
N3 Novartis, 3a BUHATKOM TeCTyBaHHs 3a
nokasHukom «Po3nogin YyacTunHok 3a
po3mipoM»; 3miHu | Tuny - 3MiHK 3 SKOCTI.
A®I. BupobHuuteo. 3miHa BUpobHMKa
BMXiAHOro/NpOMIXKHOrO NMPOAYKTY/peareHTy,
LLI0 BUKOPUCTOBYHOTLCS Y BUPOOHUYOMY
npoueci A®Il, abo 3miHa BUpoOHuMKa
(Bkntovaroum, ae HeobxigHo, micue
npoBeaeHHs KOHTpoo sikocTi) ADI (3a
BiCYTHOCTI cepTudikaTa BignoBigHOCTi
€Bponelicbkini hapmakonei y
3aTBEPKEHOMY [OCHE)(3MiHN 4O 3aXOAiB,
noB'A3aHnx 3 kKoHTponem A®I, abo
OofaBaHHs OinbHWL, Ae NPOBOAUTLCS
KOHTponb/BUNpobyBaHHsi cepii) - BBeaeHHs
BMpob6HuKka SGS International Services
Laboratory (ISL) Limited, sk anbTepHaTuBHOI
OinNbHWLi KOHTPOSIO SIKOCTi 3@ MNOKa3HUKOM
«Posnogin yactMHok 3a po3Mipom» 80 BXe
3aTBepakeHoi AinbHuui Novartis Pharma
Schweizerhalle AG

49.

OIOBAH®

TabneTkn, BKpUTI
NNiBKOBOIO
obonoHkoto, no 160
mr; no 14 TabneTok
y 6nicTepi; no 1 abo
2 6nictepu y
KOpobLi 3 KapTOHY

Hosapric
dapma Al

LLisenuapi
o

HoBaptic ®apma
LWrenH AT,
LLisevinapis; HosaprTic
dapmacbiotmka C.A.,
Icnanis

LLIseinapis/
Icnanis

BHECEHHS 3MiH IO peecTpauiiHnX
MaTepianis: 3MiHu | Tuny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
MiCList NPOBaKEHHS AisiNbHOCTI BUPOGHMKA

(Bkntovatoun, 3a HeobxigHocTi, micue
NpPOBEAEHHS! KOHTPOIIO SIKOCTi), abo
BlacHvKa mactep-ganina Ha A®I, abo
noctadvanbHuka A®l/BuxigHoro
maTepiany/peareHTy/npoMiXKHOro NpoaykKTy,

3a
peuerimom

UA/7169/01/03
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1

LLIO 3aCTOCOBYOTLCS Y BUPOOHULTBI ADI
(AKLLIO 3a3HaYeHO Y AOCbE Ha MiKapCbKuM
3acib) 3a BigcyTHOCTI cepTuddikata
BignoBigHOCTI €Bponeiickki hapmakonei y
3aTBEPYKEHOMY AOChE, ab0 BUPOOHMKa
HOBOI OMOMIKHOIT PEYOBUHU (SIKLLO
3a3HayeHo y AoCbe) - 3MiHa Ha3Bu
BMPOOHWKa, BiANOBIAaNbHOMO 3a KOHTPOMb
skocTi A®l BancapTaHy. PegakuinHe
YTOYHEHHS iHaeKcy B agpeci 6e3 3MiHu micusa
fisnbHOCTi; 3MiHM | TMNY - 3MiHK 3 AKOCTI.
CepTudikat BignosigHocTi/E-cepTudikaT
BignoBigHOCTI €Bponeiichbkin
dapmakonei/moHorpadii. NMogaHHA HoBoro
abo oHoBMEeHoro cepTudikarta BianoBiAHOCTI
abo Buny4deHHs ceptudikata BignoBigHOCTI
€Bponencbkin dapmakonei: gna A®l; ans
BUXigHOro MaTepiany/peareHTy/npomMixXHOro
NPOAYKTY, LLO BUKOPUCTOBYIOTBLCS Y
BUpo6HMUTBI A®I; ANs 4OMOMDKHOT
peyoBUHM (cepTuddikat BigNoBIAHOCTI
€Bponeickkin hapmakonei) - OHoBReHWUI
cepTudikaT Bif yXe 3aTBEpPAXEHOro
BMPOGHUWKa - MNogaHHA OHOBMEHOTo
cepTudikaTy BignoBigHOCTI €EBponenchkii
dapmakonei Ansi 3aTBepaXeHoro
BUpoGHKKa AD| BancapTaH - Zhejiang
Tianyu Pharmaceutical Co., Ltd CEP Ne R1-
CEP 2013-159-Rev 02 (3atBepmxeHo: R1-
CEP 2013-159-Rev 01). BHacnigok
oHoBneHHs1 CEP po cneumndikauii ADI
AopaHo nokasHuk MB-X (Azidobiphenyl
Tetrazole, NAP511-13) 3 HOpMyBaHHAM He
6inbLwe 4.6 ppm, AogaHo CyMy MyTareHHUX
OOMILLOK (2-LiaHo-4’-6pommeTunoideHiny,
asngy, MB-X (NAP511-13)) 3 HopmyBaHHAM
He GinbLue 15.6 ppm; 3BYXE€HHS BUMOT
cneundikanii NDMA 3 0.09 ppm go 0.03
ppm 3 HOBMM METOLOM BUMNPODOYBaHHS,
pedakuinHi 3MiHM B Ha3Bi goMiwky 3 Sodium
Azide Ha Azide; 3miHu | Tuny - 3miHuK 3
skocTi. A®Il. Kontponb A®I. 3miHa y
napameTpax cneuudgikadin Ta/abo
OOMNYCTUMUX MEX, BUSHAYEHUX Y
cneundikauisx Ha AP, abo
BUXiAHUA/NPOMIXXHWUI NpoayKT/peareHT, Lo
BUKOPUCTOBYHOTLCS Y NpOLeCi BUpOOHULTBA
AQD| (BonoBHeHHs cneuudikauii HOBUM

NoKa3HWKOM SIKOCTi Ta BiANoBiAHUM MEeTOA40M




58 [TponoBkeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1

BuUNpobyBaHHs) - BBegeHHs B cneuudikadito
A®I (y BupobHuka 113 Novartis) HoBoro
napameTpy: «3aranbHa KinbKicTb
MyTareHHVX SOMILLIOK Ans 2-LiaHo-4'-
6pommeTunbiceniny,asnay i NAP511-13» -
He Ginbwe 15,6 ppm y BignosigHoCTI A0
oHoBrneHoro CEP Bupo6Huka Zhejiang
Tianyu Pharmaceutical Co.; 3MiHn | Tuny -
3MiHn 3 akocTi. ADPI. KoHTponb A®I. 3miHa y
mMeTogax BunpobyBaHHst APl abo BuxigHoro
marepiany/npoMiKHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCS Y NPOLIECI
BUpo6HMLTBa AD| (HE3HaYHI 3MiHN Y
3aTBEpMKEHVX MeTofax BUNpobyBaHHS) -
3MiHK B 3aTBEpAXEHOMY MeTogi
BunpobyeaHHsa APl (y BupobHuka M3
Novartis) 3a nokazHukom «Azides» Ha OCHOBI
oHoBrneHHst CEP BupoGHuka Zhejiang Tianyu
Pharmaceutical Co., Ltd.; 3mitun | Tuny -
3miHn 3 akocTi. A®l. KoHtponb A®I. 3miHa y
mMeTogax BunpobyBaHHst APl abo BuxigHoro
maTepiany/npoMixXHOro NPOAYKTy/peareHTy,
LLIO BUKOPUCTOBYETLCH Y NMPOLIECI
BUpo6HMLTBa AD| (HE3HaYHI 3MiHN Y
3aTBEPAKEHNX MeToAax BUNPoOyBaHHS) -
OHOBIEHHS MOTOYHOTO MeToady
BunpobyBaHHs A®I (y BupobHuka M3
Novartis) 3a nokasHukom «2-Cyano-4'-
bromomethylbiphenyl» (Ha ocHoBi
OHOBIEHHs cepTudikaty BigNoBIAHOCTI
(CEP) Bnpo6Huka Zhejiang Tianyu
Pharmaceutical Co., Ltd.; 3miHu | Tuny -
3miHu 3 akocTi. A®I. KoHTponb A®I. 3miHa y
mMeTogax BunpobyBaHHsA ADI abo BuxigHoro
marepiany/npoMiXXHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCH Y NMPOLIECH
BMpOoGHMUTBa ADI (iHLWi 3MiHM y MeTodax
BMNpobyBaHHs (BKMo4aoum 3amiHy abo
nonoBHeHHs) A®| abo
BUXiAHOro/NPOMIDXHOrO NPOAYKTY) -
3anponoHOBaHO BMpOBaKEHHS
aHaniTuyHux npoueayp Zhejiang Tianyu
Pharmaceutical Co., Ltd., siki nepeniveHi B
3aTBepAKeHNX noctadanbHukoMm CEP, ans
TecTyBaHHa APl BancapTaHy BUpobHuka
Tianyu Ha JoAAaTOK A0 3apeecTpoBaHNX Ha
AaHuin MoMeHT y BupobHuka M3 Novartis;
3miHu | Tvny - 3miHu 3 skocTi. AdI.
KoHTponb A®I. 3miHa y meTogax
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky

ynakoeka)

(nikapcbka ¢gpopma,

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

BunpobyeaHHa APl abo BMXigHOro
marepiany/npoMiKHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETBCSH Y NPOLIECH
BMpobHMuTBa ADI (iHLWi 3MiHM Yy MeTogax
BMNPOBOYBaHHS (BKoYyaoym 3amiHy abo
nonoBHeHHs1) A®I| abo
BUXIiQHOro/MPOMIDKHOIO NPOAYKTY) -
3anponoHoBaHo BNPOBagXeHHS
aHaniTnyHmx npoueayp Divi's, nepeniyeHnx
BiANOBIOHO A0 3aTBEPAXEHOro
noctavansHukom CEP, ans TectyBaHHsa Al
BaricapTaHy BupobHuka Divi’'s, Ha gogaTok
[0 Hapasi 3apeecTpoBaHnX y BUPOOHMKa
N3 Novartis, 3a BUHATKOM TeCTyBaHHs 3a
nokasHukom «Po3nogin YyacTunHok 3a
po3mipoMy; 3MiHu | Tuny - 3MiHK 3 SKOCTI.
A®I. BupobHuuteo. 3miHa BUpobHMKa
BMXiAHOro/NpOMIDKHOrO NMPOAYKTY/peareHTy,
LLI0 BUKOPUCTOBYHOTLCS Y BUPOOHUYOMY
npoueci A®l, abo 3miHa BUpobHuka
(BKkntoyatoum, oe HeobxigHo, micue
NpOBeAEHHsT KOHTporto sikocTi) AdI (3a
BiCYTHOCTi cepTudikaTa BignoBigHOCTi
€BponeWcokin dapmakonei y
3aTBEPAKEHOMY AOCHE)(3MiHN 4O 3aXOAiB,
noB'A3aHnx 3 kKoHTponem A®I, abo
OofaBaHHs OinbHUL, Ae NPOBOAUTLCS
KOHTponb/BUNpobyBaHHsi cepii) - BBeaeHHs
BMpob6HuKa SGS International Services
Laboratory (ISL) Limited, sik anbTepHaTUBHOI
OinNbHUL| KOHTPOSIO SIKOCTi 3@ MNOKa3HUKOM
«Posnoain yactMHok 3a po3Mipom» 80 BXe
3aTBepmkeHoi AinbHuui Novartis Pharma
Schweizerhalle AG

50.

EKOHA30I-
®APMEKC

necapii no 150 wr,
no 3 necapii B
6nicTepi; no 1
6nictepy B nauui 3
KapToHy; no 5
necapiis y 6nictepi;
no 1 abo 2 6nictepu
B NauyLi 3 KapTOHY

ToBapucTBO
3
obMexeHo
BianoBsiganb
HiCTIO
"®apmaueBT
W4YHa
KOMNaHis
"3popos's"

YkpaiHa

TOB "®APMEKC

rPymn"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHnX
matepianis: 3amiHu | Tuny - 3miHM 3 AKOCTI.
[oToBWI Nikapcbkuii 3aci6. 3MiHKU y
BMPOGHMLTBI. 3MiHa po3mipy cepii
(BKnOYaK4mM gianasoH po3mipy cepii)
roTOBOro MikapcbKoro 3acoby (iHLWi 3MiHK) -
BBEZIeHHSA [oAAaTKOBOro po3mipy cepii 120 kr
00 BXe 3aTBepKeHnx po3mipis cepin [113.
BatBepaxeHo: 4 kr, 20 kr, 40 kr.
3anponoHoBaHo: 4 kr abo 1,481 Tuc.
necapiis, abo 0,493 Tuc. yn. Ne3(3x1), abo
0,296 Tnc. yn. Ne5 (5x1), abo 0,148 Tuc. yn.
Ne10 (5x2) 20 kr abo 7,407 Tuc. necapiis,
abo 2,469 tuc. yn. Ne3 (3x1), abo 1,481 Tuc.
yn Ne 5 (5x1), abo 0,740 tuc. yn. Ne10 (5x2)

3a
peuerimom

UA/13578/01/01
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
40 kr abo 14,814 Tuc. necapiis, abo 4,938
Tuc. yn. Ne3 (3x1), abo 2,962 Tuc. yn. Ne5
(5x1), abo 1,481 Tnc. yn. Ne10(5x2)
120 kr abo 44,444 Tuc. necapiis, abo 14,814
Tuc. yn. Ne3 (3x1), abo 8,888 Tuc. yn. Ne5
(5x1), a6o 4,444 tuc. yn. Ne10 (5x2)
51. | ENIUEA TabneTku, BKPUTI KPKA, a.a., CnoBeHisi BignosiganbHuii 3a CnoBeHis BHECEHHS 3MiH 0 peecTpauinHux 3a He UA/13686/01/01
NniBKOBOO Hoso mecTo BMpobHMLUTBO "in bulk", matepianis: 3miHu | Tuny - 3miHun Woao peuernmom nidnszae

o6ornoHkKoto, no 5 mr,
no 7 TabneTok y
GnicTepi; no 4 abo
no 8, abo no 14
GnicTepis y kopobui;
no 10 tabnetoky
6nictepi; no 3 abo
no 6, abo no 9
GnicTepis y Kopoobui

NEepPBUHHY Ta

BTOPUHHY YNaKoOBKY,

KOHTPOIb Ta BUMYCK
cepii:

KPKA, a.4., Hoso
mecTo, CrnoBeHis
BignosiganbHui 3a
NEepPBUHHY Ta
BTOPWHHY YMNaKOBKY:
KPKA, a.4a., Hoso
mecTo, CrnoBeHis

6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) - 3MiHW BHECEHO A0 IHCTPYKUT
AN MeQMYHOro 3aCTOCYBaHHS NikapCbKOro
3acoby y po3agin "Bsaemogist 3 iHwWunmmn
nikapcbknumu 3acobamu Ta iHWi BUaAn
B3aeMopin" BigNOBIiAHO 40 OHOBMEHOI
iHdbopMalii 3 6e3nekun gjt4oi pevoBUHN.
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBepAKEHHS; 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) - 3MiHW BHECEHO A0 IHCTPYKUT
0N MeQMYHOro 3aCTOCYBaHHSI NiKapCbKOro
3acoby y po3agin "OcobnmeocTi
3acTocyBaHHS", BigNOBIAHO 40 OHOBMEHOI
iHcbopMmalii 3 6e3nekm gitoyoi pevoBMHN
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBEpKEHHS; 3MiHuM | Tuny - 3MiHM WwWoao
6esnekn/edekTMBHOCTI Ta hapmakoHarnagy
(iHLWi 3MiHK) - 3MiHK BHEeCceHO A0 IHCTPYKLUii
ONst MEAMYHOrO 3aCTOCYBaHHS MikapcbKoro
3acoby y po3ginu "OcobnueocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof
BariTHocTi abo rogyBaHHs rpyaato”, "MobivHi
peakuii” BignoBigHO 4O OHOBMEHOI
iHcpopMmalii 3 6e3nekn Ajtoyoi peyoBUHM
BBeaeHHs 3MiH NnpoTsrom 6-Tu micauiB nicns
3aTBepAKEHHS; 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHLWi 3MiHK) - 3MiHW BHeceHO Ao IHCTPyKLUii
0N MeQMYHOrO 3aCTOCYBaHHSI NiKapCbKOro
3acoby y po3ainu "OcobnusocTi
3acTtocyBaHHs", "B3aemogis 3 iHwWmMmn
nikapcbknuMmy 3acobamu Ta iHWi Buan
B3aemogin" BignoBiaHO A0 OHOBMEHOT
iHcpopMmalii 3 6e3nekn Ajtoyoi peHoBUHM
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBEpAKEHHS; 3MiHuM | Tuny - 3MiHM Wono
6e3nekn/ehekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHU y KOPOTKil XapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta
iHCTPYKLUIii ANs MeAWMYHOro 3aCTOCyBaHHS
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

reHepuYHMX/riopnaHux/GionoaidbHnx
nikapcbkux 3acobiB nicns BHECEHHS Tiel
camMoi 3MiHM Ha pedbepeHTHMI NpenapaT
(3miHa He noTpebye HajaHHSA KOAHMX HOBUX
[0AaTKOBUX AaHWX) - 3MiHM BHECEHO A0
iHCTPYKLUIii 4N MEAMYHOro 3acTOCyBaHHS
nikapcbKkoro 3acoby y po3ginu
"dapmakonorivHi BnacTmBocTi",
"MokasaHHs", "MpoTunokasaHHs",
"B3aemogis 3 iHWUMK NiKapCbKUMKN
3acobamu Ta iHWi BMan B3aemogiit",
"OcobnuBocTi 3acTocyBaHHNA",
"3acTocyBaHHs y nepiog BariTHocTi abo
rogyBaHHs rpyaar”, "Cnocib sactocyBaHHs
Ta go3un", "0itn" (pegaryBaHHs),
"MepenosyBaHHs", "MobGiyHi peakuii" 3rigHoO 3
iHcpopmalieto 040 MeANYHOro
3acTocyBaHHS pedhepeHTHOrO fikapCbKoro
3acoby (Linnpanekc, TabneTku, BKpUTI
nniBkoBow 0b6onoHkoto, no 10 mr) BBegeHHs
3MiH NpOTAroM 6-Tu MicsuiB nicns
3aTBEpPOKEHHS

52.

ENILEA

TabneTkn, BKpUTI
NniBKOBOIO
o6ornoHkoto, no 10
Mr, N0 7 TabneTok y
6nicTepi; no 4 abo
no 8, abo no 14
Grictepis y kopobuli;
no 10 Tabnetok y
6nicTepi; no 3 abo
no 6, abo no 9
GnicTepis y kopobui

KPKA, a.4.,
Hoso mecto

CnoBeHisi

BignosiganbHuii 3a
BUPOGHMLTBO "in bulk",
NnepBUHHY Ta
BTOPWHHY YMaKOBKY,
KOHTPOIb Ta BMMYCK
cepii:

KPKA, a.a., Hoso
mecTo, CrnoBeHis
BignosiganbHui
BMpOo6HMLUTBO "in bulk",
NnepBUHHY Ta
BTOPUHHY YMaKOBKY:
KPKA, a.a., Hoso
mecTo, CrnoBeHis

CrnioBeHis

BHECEHHS 3MiH [0 peecTpauiiHnX
mMaTtepianis: 3MmiHu | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHLWi 3MiHK) - 3MiHK BHECEHO A0 IHCTPYKLUIl
ANs MEeAMYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby y po3ain "B3aemogis 3 iHWnMmn
nikapcbknuMmn 3acobamu Ta iHLWi BUAn
B3aemogin" BignoBigHO A0 OHOBMEHOT
iHcpopMmalii 3 6e3nekn Ajtoyoi peyoBUHM.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEpKEHHS; 3MiHuM | Tuny - 3MiHM WwWoao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHLWi 3MiHK) - 3MiHK BHECEHO A0 IHCTPYKLUIl
ANs MEeAMYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby y po3ain "OcobnueocTi
3acTocyBaHHs", BiANOBIAHO 0O OHOBIEHOT
iHcpopMmalii 3 6e3nekn Ajtoyoi peHoBUHM
BBeaeHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
3aTBepAKEHHs; 3MiHK | Tuny - 3MiHK Wozo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHLWi 3MiHK) - 3MiHW BHEeCEHO A0 IHCTPyKLUii
ONst MEAUYHOrO 3aCTOCYBaHHS fikapCbKoro
3acoby y po3ainu "OcobnusocTi
3acTocyBaHHs1", "3acTocyBaHHs y nepiof
BariTHocTi abo rogyBaHHs rpyaa”, "MobivHi
peakuii” BignoBigHO 4O OHOBMEHOI
iHpopMmalii 3 6e3nekn Aito4oi peyHoBUHM

3a
peuerimom

He
nidnsieae

UA/13686/01/02
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

BBepneHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
3aTBepAKeHHs1; 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) - 3MiHW BHECEHO 80 IHCTPYKUT
AN MeQMYHOro 3aCTOCYBaHHSI NiKapCbKOro
3acoby y po3ginu "OcobnueocTi
3actocyBaHHA", "B3aemogis 3 iHWwmMun
nikapcbkMK 3acobamu Ta iHLWi Buan
B3aemopin" BiagnoBiaHO 10 OHOBIEHOT
iHcbopMalii 3 6e3neku Lito4oi peyoBMHM
BBeaeHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
3aTBepaAKeHHs1; 3MiHK | Tuny - 3MiHK Woao
Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHU y KOPOTKil XapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKLUIT ANA MeAnYHOro 3acTocyBaHHsA
reHepuYHNX/ribpnaHux/6ionoaidoHnx
nikapcbkunx 3acobiB nicns BHECEHHS Tiel
camoi 3MiHW Ha pedepeHTHUIA npenapaTt
(3miHa He noTpebye HagaHHS XOOHMX HOBUX
[0[aTKoBMX AaHuX) - 3MiHW BHECEHO A0
IHCTPYKLUIT ANA MeAnYHOro 3acTocyBaHHsA
nikapcbKoro 3acoby y po3ginu
"dapmakonoriyHi BnactuseocTi",
"MokasaHHs", "MpoTnnokasaHHs",
"B3aemogisi 3 iHWMMK NikapCbKUMum
3acobamu Ta iHWi BUan B3aemopiin",
"OcobnuBocTi 3acTocyBaHHS",
"3acTocyBaHHs y nepioa BariTHOCTi abo
rofyBaHHs rpyaat”, "Cnocib 3actocyBaHHst
Ta pgosn", "Oitn" (peparyBaHHst),
"MepepnosyBaHHs", "MMobiyHi peakuii" 3rigHO 3
iHdbopMaLlieto Woao Mean4Horo
3acTocyBaHHs pedhepPeHTHOrO fikapCbKoro
3acoby (Linnpanekc, TabneTku, BKpUTI
nniBkoBOK 060noHKow, No 10 mr) BBegeHHs
3MiH NpoTSirom 6-Tu MicauiB nicnsa
3aTBEPOKEHHS

53.

ENILEA

TabneTku, BKPUTI
NniBKOBOO
o6ornoHkot, no 20
Mr, no 7 TabneTok y
GnicTepi; no 4 abo
no 8, abo no 14
GnicTepis y kopobui;
no 10 Tabnetok y
6nictepi; no 3 abo
no 6, abo no 9
GnicTtepis y kKopobui

KPKA, a.4.,
Hoso mecto

CnoseHis

BignosiganbHui 3a

BUPOGHMLUTBO "in bulk",

NepBUHHY Ta
BTOPUWHHY YMaKOBKY,
KOHTPOIb Ta BUMYCK
cepii:
KPKA, a.4a., Hoso
mecTo, CrnoBeHis
BionosiganbHuii

BUPOGHMLUTBO "in bulk",

nepBUHHY Ta

CnoBeHisi

BHECEHHS 3MiH 0 peecTpauinHnX
marepianis: 3miHu | Tuny - 3miHun Woao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsagy
(iHLWi 3MiHK) - 3MiHK BHEeCEHO A0 IHCTPyKLUii
ONst MEAWYHOrO 3aCTOCYBaHHS MikapcbKoro
3acoby y po3agin "Bsaemogis 3 iHwummn
nikapcbknMu 3acobamu Ta iHLWi Buan
B3aemogin" BignoBiaHO A0 OHOBMEHOT
iHcpopmaLii 3 6e3nekn Ajroyoi pe4oBUHM.
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEpPAKEHHS; 3MiHM | Tuny - 3MiHKM Woao

3a
peuerimom

He
nidnsieae

UA/13686/01/03




63 [TponoBkeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1

BTOPWHHY YMNaKOBKY:
KPKA, a.a., Hoso
mecTo, CrnoBeHis

6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHW) - 3MiHK BHECEHO A0 IHCTPYKUIT
ONst MEQMYHOrOo 3aCTOCYBaHHS MikapCbKoro
3acoby y po3agin "OcobnmsocTi
3acTocyBaHHs", BiANOBIAHO OO OHOBMEHO!
iHbopMalii 3 6e3neku Lit4oi pevoBrHM
BBepgeHHs 3MiH npoTsarom 6-Tu mMicauiB nicns
3aTBepAXKeHHs1; 3MiHn | Tuny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay
(iHWi 3MiHW) - 3MiHW BHECEHO 80 IHCTPYKUT
AN MeQMYHOro 3aCTOCYBaHHSI NikapCbKOro
3acoby y po3ginu "OcobnueocTi
3acTocyBaHHs", "3acTocyBaHHS y nepiog
BariTHoCTi abo rogyBaHHs rpyaar”, "IMobiyHi
peakuii" BignoBigHO 4O OHOBNEHOI
iHdbopMalLii 3 6e3neku Lit4oi peyoBMHN
BBeneHHs 3MiH NnpoTarom 6-Tu MicauiB nicns
3aTBepAKeHHs1; 3MiHK | Tuny - 3MiHK Woao
6e3nekn/ecdeKkTMBHOCTI Ta hapmakoHarnsay
(iHLWi 3MiHW) - 3MiHK BHECEHO A0 IHCTPYKUIi
ONst MEQMYHOro 3aCTOCYBaHHS MikapCbKoro
3acoby y po3ginu "OcobnueocTi
3acTtocyBaHHs", "B3aemogisi 3 iHWMMKn
nikapcbknumu 3acobamu Ta iHWi BUAK
B3aemogin" BignoBigHO A0 OHOBMEHOT
iHbopMmaLii 3 6e3nekm gityoi pevoBUHM
BBeaeHHs 3MiH NnpoTsarom 6-tu micauiB nicns
3aTBEpAKEHHS; 3MiHuM | Tuny - 3MiHM WwWoao
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
3MiHU y KOPOTKil XapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKLUii Ans MeQMYHOro 3aCTOCyBaHHS
reHepu4HuX/ribpuaHux/GionogioHmx
nikapcbkunx 3acobiB nicnst BHECEHHs Tiel
camoi 3MiHM Ha pedepeHTHUIA Npenapar
(3miHa He noTpebye HagaHHSA XOOHMX HOBUX
[o[aTKoBMX AaHuX) - 3MiHW BHECEHO A0
IHCTPYKLUii Ana MeQMYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby y posginu
"®apmakonorivHi BnactuBocTi",
"MokasaHHs", "MpoTunokasaHHNA",
"B3aemogis 3 iHWK1MKN NikapcbKMn
3acobamu Ta iHWi BUan B3aemopiin",
"OcobnmBocTi 3acTocyBaHHA",
"3acTocyBaHHs y nepioa BariTHOCTi abo
rofyBaHHs rpyaar”, "Cnocib 3actocyBaHHsi
Ta pgo3n", "0itn" (peparyBaHHs),
"MepenosyBaHHs", "MobiyHi peakuii" 3rigHo 3
iHdopMalLieto LWoao MegnM4Horo
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
3acTocyBaHHS pedepPeHTHOrO fikapCbKoro
3acoby (Lmnpanekc, TabneTku, BKpUTI
nniBkoBor 06onoHKoto, no 10 mr) BBegeHHs
3MiH NpoTsArom 6-Tu MicsLiB nicns
3aTBEPOKEHHS
54. | EHANO3MA® | Ttabnetku; no 10 AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH O peecTpauiiHnX 3a He UA/5568/01/01
25 TabneTok y bnictepi; "®apmak” matepianis: 3miHu | Tuny - 3MiHn Wwoao peuernmom nidnszae

no 2 a6o 3 6nictepn
y navui 3 kapToHy

6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsgy.
3MiHa y KOpOTKil XapaKkTepucTuLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUii ANa MeAMYHOro 3aCTOCYBaHHS Ha
niacTasi perynsapHoO OHOBIOBAHOIO 3BiTY 3
6e3neku nikapcbkoro 3acoby, abo
AocnimkeHb 3 6e3neky 3acTocyBaHHSA
nikapcbkoro 3acoby B nicrnsipeecTpauiiHunii
nepion, abo sik pesynbTaT OLiHKM 3BiTY 3
JocnimpkeHb, NPOBEAEHNX BigNoBIgHO A0
nnaHy negiatpuyHmx gocnimkers (PIP)
(3MiHY y3rofXeHO 3 KOMMNETEHTHUM
YMOBHOBaXEHNM OpraHoM)
3MiHWN BHECEHO A0 iHCTPYKUiT AN MeanyHoro
3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao
po3ainis "OcobnMBoCTi 3acTocyBaHHS",
"Mo6iyHi peakuii" WwWono rocTpoi
pecnipaTopHOi TOKCUYHOCTI BiAMNOBIAHO A0
OHOBIIEHOI iHchopmalii 3 6esneku aitoyoi
pevoBUHY rigpoxnopoTiaanagy 3rigHo 3
pekomeHaauismm PRAC. BBegeHHst 3aMiH
NpOTArom 6-T MicALIB NiCNs 3aTBEPOXKEHHS.
3Mminu | TUNY - 3miHn Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHWi 3MiHKM) 3MiHK BHECEHO A0 IHCTPYKUil
ONst MEAMYHOrO 3aCTOCYBaHHS MikapcbKoro
3acoby go po3aginy "MobiyHi peakuii” woao
NOBiAOMIEHHS MPO NiA03ptoBaHi NOBIYHi
peakuii. BBegeHHs 3MiH NpoTArom 6-tu
MicauiB nicnsa 3aTBepAXeHHs. 3miHu | Tuny -
3MiHn Wwoao 6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnsgy. 3miHa y KopoTkii
XapakTepuCTuLL NikapcbKoro 3acoby, TeKCTi
MapKyBaHHsI Ta iHCTPYKLii Ans Mean4Horo
3acTocyBaHHs Ha MiacTaBi perynsipHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neku
3aCTOCYBaHHsI NikapCcbKoro 3acoby B
nicnsipeecTpauinHuii nepioa, abo sk
pe3ynbTaT OLiHKM 3BIiTY 3 4OCNIOKEHD,
npoBeAeHNX BiANOBIAHO A0 NnaHy
negiaTpuyHmx gocnigpkers (PIP) (3miHy
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

Y3rO[PKEHO 3 KOMNETEHTHUM
YMNOBHOBaXEHNM opraHoM) 3MiH1 BHECEHO
00 iHCTPYKLUIi ANst MEAMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby o po3gainis
"dapmakonorivHi BnacTuBocTi",
"OcobnumeocTi 3acTocyBaHHs", "Mo6iYHi
peakuii" Woao HemMenaHOMHOTO paky LUKipy
BiQMNOBIQHO 4O OHOBMEHOI iHpopmaLlii 3
Ge3neku Oito4oi pe4oBUHU
riapoxnopoTiasuay 3rigHo 3
pekomeHaauismm PRAC.
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBEpPOKEHHS

55.

EHTEPOXEP
MIHA®

cycrneHsis oparsnbHa;
Ne 10; Ne 20 (10x2):
no 5 mn y dnakoHi;
no 10 chnakoHis,
3’eHaHNX MK
coboto
nonieTuneHoBo
nepemMmnykoto, y
kaceTi; no 1 abo 2
KaceTu B KapTOHHIW
Kopobui

TOB
"Onenna
Xenckea
Ykpaina"

YkpaiHa

JNIABOPATOPIT
IOHITEP, ®paHuis;

Onenna Xenckea Itani

C.p.n., Itanis

®paHuia/
ITanis

BHECEHHS 3MiH 0 peecTpauifiHnX
mMaTepianis: aMmiHu | Tuny - 3MiHKn Woao
Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHa y KOPOTKil XapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKUIT ANA MeANYHOro 3acToCcyBaHHS Ha
nigcTasi perynspHO OHOBMIOBAHOTO 3BiTY 3
6e3neku nikapcbkoro 3acoby, abo
JocnimxeHb 3 6e3neky 3acTocyBaHHS
nikapcbkoro 3acoby B nicnsapeecTpauiiinmn
nepion, abo sik pesynbTaT OLiHKM 3BiTY 3
gocnigpkeHb, NPOBeAeHNX BignoBigHo A0
nnaxy negiatpuuHux gocnimkers (PIP) (iHwi
3MiHM). 3MiHN BHECEHO B IHCTPYKLito Ans
MEAMYHOrO 3aCTOCYBaHHsI NikapCbKoro
3acoby no posainis "OcobnuBocTi
3actocyBaHHs", "MobiyHi peakuii” BignosigHO
[0 OHOBIEHOI iHhopMalii Lwoao 6e3nekn
3aCTOCYBaHHS Ait040i pevyoBUHM, BiAMOBIOHO
no pekomeHaauin PRAC. BeegeHHs 3miH
NPOTArom 6-T MicsLIB NiCNS 3aTBEPOXKEHHS.
3minHun Il Trny - 3MiHKn Wwopo
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHU y KOPOTKil XapakTepucTuLi
nikapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta
IHCTPYKLUii ANs MeAMYHOro 3aCTOCYBaHHS y
3B’A3KY i3 HOBUMMW JaHUMMU 3 SIKOCTI,
DOKMIHIYHUMU, KIIHIYHUMKW JaHUMK Ta
OaHnMu 3 dpapmakoHarnsgy. 3MiHu BHECEHO
B |HCTpyKLUil0 ANs Mean4HOro 3acTocyBaHHsI
nikapcbKkoro 3acoby o po3ginis
"®apmakornorivyHi BnactusocTi"
(dpapmakokiHeTrka), OcobnusocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof
BariTHocTi abo rogyBaHHs rpyaat”, "MobivHi
peakuii”. BBegeHHs 3MiH NpoTSArom 6-1n

6e3
peuenma

He
nidnsieae

UA/4234/01/01
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
MicAUiB Nicnsa 3aTBEPAXEHHS.
56. | EHTUBIO® NOPOLLOK ANs Takega [aHis BUpoGHMUTBO 13 Ta CLUA/ BHECEHHS 3MiH 0 peecTpauinHuX 3a - UA/15405/01/01
KOHLEeHTpaTy 4ns dapma A/C NnepBUHHE NaKyBaHHS: ITanis/ matepianis: 3miHu | Tuny - 3MiHK Woao peuenmom
po34nHy Ans Xocnipa, IHk., CLUA,; AscTpis/ 6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsgy.
iHy3in no 300 mr; BUPOGHMUTBO [J13, Benuka BBeneHHs abo 3miHM [0 y3aranbHeHuX
NOpOLLOK ANg KOHTPOIb SIKOCTi cepii: BpuTaHis/ OaHuX Npo cuctemy bapmakoHarnagy
KOHLieHTparty Ans "CTepunbHicTb", Himeuunna/ (BBEAEHHS y3ararnbHEHWX AaHWX Npo
po34nHy Ans "MexaHi4Hi AnoHia cuctemy cphapmakoHarnagy, 3amiHa
iHOy3in y donakoHi, BKITHOYEHHSA", YNOBHOBaXeHOi 0cobu, BignosigansHoi 3a
no 1 dnakoHy y nepBUHHE NaKyBaHHS: 3AiNCHEHHS hapMaKkoHarnsay; KOHTaKTHOT
KapTOHHiI kopobui MateoH Itania C.M.A., ocobu 3 hapmakoHarnsay 3asiBHUKa Anst
ITanis; BTOpUHHE 34iNcHeHHa hapmakoHarnsaay B YkpaiHi,
nakyBaHHS Ta 403BiN SIKLLIO BOHA BiAAMiHHA Bif YNOBHOBaXeEHOI
Ha BUMYCK cepii: ocobu, BignoBiganbHoi 3a 3AINCHEHHS
Hendapm Hoapa tapmakoHarnagy (BKMo4arym KOHTaKTHi
C.p.n., Itanis; naHi) Ta/abo 3MiHW y po3MilLeHHi MacTep-
BTOPVHHE NaKyBaHHS, davina cuctemu papmakoHarnsagy) 3miHa
KOHTPOIb SKOCTi cepii, YNOBHOBa)eHOI 0Co6U 3asiBHYMKA,
[03BiN Ha BUNYyCK BiANoOBiganbHOI 3a hapMakoHarnag.
cepii: Takega ABcTpis Hitoua pepakuis: g-p Cymit Myngxan / Sumit
'M6X, ABCTpis; Munjal. MponoHoBaHa pegakuis: Stephane
KOHTPOIb SKOCTI cepii: Brouckaert. 3miHa KOHTaKTHMX JaHKX
KoBaHc JlabopaTopi3 YNOBHOBaXEHOI 0CObU 3asiBHMKA,
Nimiten, Benuka BiAnNoBiganbHOI 3a hapmakoHarnag,
BpuTaHis; KoHTponb
AKOCTI cepii:
"CTepunbHicTb" Ta
"BakTepianbHi
eHO0TOKCUMHU": Bikxem
ITabopaTopis JlimiTes,
Benwvka BputaHis;
KOHTPOIb SKOCTI cepii:
"BusHaveHHs
3B'A3yBaHHSA": Yapnb3a
Pisep labopatopis
HimeuumHa Mv6X,
HimeyumnHa;
BUpobHMUTBO M3,
KOHTPOrb SIKOCTi cepii,
nepBUHHE NaKyBaHHS:
Takepa
dapmachbtoTikan
Komnani J1T4., Xikapi
nnaHT, AnoHis
57. | ENNNEPEHOH TabneTku, BKPUTI NAT YkpaiHa Apamepn ®apma C.A. MNonblia BHECEHHS 3MiH 0 peecTpauinHnx - - UA/14298/01/02
NNiBKOBOIO "Kuismegnp matepianis: 3amiHu | Tuny - 3miHM 3 sIKOCTI.
obornoHkoto, no 50 enapart” Ceptudikat BignosigHocTi/lE-cepTudikaT

mr, in bulk: no 20
000 a6o no 42 000,

BianoBigHOCTI €Bponeinchkii
dapmakonei/MmoHorpadii. NMogaHHsA HoBoro
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

abo no 45 000
TabneTok y
NOABINHNX
nonieTuneHoBmnx
nakeTax

abo oHoBMeHoro cepTudikarta BianoBigHOCTI
abo BuUny4YeHHs cepTudikaTa BiANoBiAHOCTI
€Bponecbkin dapmakonei: gna A®l; ans
BUXigHOro MaTepiany/peareHTy/npomixXHOro
NpOAYKTY, O BUKOPUCTOBYIOTLCS Y
BUpPoGHMUTBI APl; Ans ONOMKHOT
peyoBUHM (cepTuddikat BiaNOBIAHOCTI
€sponencbkint hapmakonei) - Hosun
cepTudikaT Bif BXe 3aTBEpO)KEHOro
BUpo6HMKa. MogaHHA HoBOro cepTudikaTa
BiANoBigHOCTI €Bponencekin dapmakonei Ne
RO-CEP 2019-028 - Rev 01 gnsa A®I
ennepeHoHy Big BXe 3aTBEPOKEHOr0
BMpobHuka Aurisco Pharmaceutical Co.,
Ltd., Kutain. 3miHn | TMny - 3MiHM 3 IKOCTI.
CepTudikat BignosigHocTi/E-cepTudikaT
BigNOBIQHOCTI €BpoONencChbKil
tapmakonei/moHorpadii. MogaHHsA HOBOrO
abo oHoBMEeHoro cepTudikarta BianoBiAHOCTI
abo BunyYeHHs cepTudikaTa BignoBigHOCTI
€Bponecbkin dapmakonei: gna A®l; ans
BUXigHOro MaTepiany/peareHTy/npomMixXHOro
NpOAYKTY, L0 BUKOPUCTOBYHOTBLCS Y
BUpo6HMUTBI APl; Ans ONOMIKHOT
peyoBUHYM (cepTuddikaT BigNoBIAHOCTI
€Bponewicbkin dpapmakonei) - OHOBNEHWUI
cepTudikart Bif yXXe 3aTBepoXKEHOrO
BUPOGHWKa. MNogaHHsA OHOBNEHOrO
cepTudikaTa BignoBigHOCTi €BponechbKii
capmaxkonei Ne R1-CEP 2015-268 - Rev 00
(3aTBepmkeHo: RO-CEP 2015-268 - Rev 01)
ans A®| ennepeHoHy Bif BXe
3aTBEPKEHOr0 BMPOBHUKa Aurisco
Pharmaceutical Co., Ltd., Kutaw.

58.

EMJEPEHOH

TabneTkn, BKpUTI
NniBKOBOKO
o6ornoHkoto, no 25
mr, in bulk: no 20
000 a6o no 42 000,
abo no 45 000
Tabnetok y
NoABINHNX
nonieTuneHoBmx
nakeTax

MAT
"Kuismegnp
enapat”

YkpaiHa

Apamepn ®apma C.A.

Monbwa

BHECEHHS 3MiH 0 peecTpauiiHnX
matepianis: 3amiHu | Tuny - 3miHM 3 AKOCTI.
Ceptudikat BignosigHocTi/lE-cepTudikat

BigNOBIQHOCTI €BponewnchbKii
apmakonei/MoHorpadii. NMoaaHHsA HoBoro
abo oHoBREHOro cepTudikaTta BianoBigHOCTI
abo Buny4deHHs ceptudpikata BiaNoOBIAHOCTI
€Bponelicbkini hapmakonei: ans Adl; ana
BMXifHOro MaTtepiany/peareHTy/NpoOMiXXHOrO
NPOAYKTY, LLIO BUKOPUCTOBYIOTLCS Y
BUPOGHMUTBI ADI; Ansi 4ONOMIKHOI
peyoBUHYM (cepTudikaT BigNoBIAHOCTI
€Bponelicbkini hapmakonei) - Hosui
cepTudikat Bif BXXe 3aTBEPAXEHOro
BUpOGHKKa. MNoaaHHs HoBoro cepTtudikata

UA/14298/01/01
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

BiNoOBIigHOCTI €BponeWnchkin dapmakonei Ne
RO-CEP 2019-028 - Rev 01 gnst Ad®I
ennepeHoHy Big BXe 3aTBepAKeHOro

BUpobHmKa Aurisco Pharmaceutical Co.,
Ltd., Kutan. 3minn | Tuny - 3MiHn 3 sKkocTi.
Ceptudpikat BignosigHocTi/E-cepTudikaT

BignoBigHOCTI €BponeiichbKii
dapmakonei/moHorpadii. NMogaHHA HoBoro
abo oHoBMeHoro cepTudikarta BianoBiAHOCTI
abo Buny4deHHs ceptudpikata BignoBigHOCTI
€Bponencbkin dapmakonei: ana A®I; ans

BUXigHOro MaTepiany/peareHTy/npomMixXHOro
NPOAYKTY, LLO BUKOPUCTOBYIOTBLCS Y

BUpOGHMUTBI API; ANst 4OMOMDKHOI
peyoBUHM (cepTuddikat BigNoBigHOCTI
€Bponeickkin hapmakonei) - OHoBReHWU
cepTudikaT Bif yXe 3aTBEpPAXEHOro
BUPOGHWKa. MNogaHHsA OHOBNEHOrO
cepTudikaTa BignoBigHOCTI €Bponeiichbkii

dapmakonei Ne R1-CEP 2015-268 - Rev 00

(3aTBepmkeHo: RO-CEP 2015-268 - Rev 01)

ons A®| ennepeHoHy Big BXe
3aTBEPAKEHOro BMPOOHMKa Aurisco
Pharmaceutical Co., Ltd., Kutaw.

59.

ECTPOXEJb

renb Ans MicLeBoro
3acTtocyBaHHs, 0,6
mr/r; no 80ry
rakoHi 3
[03Y04NM
npucTpoem; no 1
drakoHy B
KapTOHHI kopobLyi

BeseH
Xenckea CA

Benbria

BeseH
MeHbtocbekuypiHr
Benpxiym

Benbris

BHECEHHS 3MiH 0 peecTpauinHnx
matepianis: 3miHu | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
BBepneHHsa abo 3mMiHn A0 y3aranbHeHWX
AaHnX Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3aranbHEHUX AaHWX Npo
cuctemy papmakoHarnsgy, amiHa
yrnoBHOBaxeHoi ocobu, BianoBigansbHoi 3a
3AiNCHeHHs bapmakoHarnsay; KOHTakTHoOT
ocobu 3 hapmakoHarnsgy 3asBHuKa Ans
3[iNcHeHHs dhapmakoHarnagy B YkpaiHi,
AKLWO BOHa BiAMIHHA Bif YNOBHOBaXeHO|
ocobu, BianoBiaanbHOI 3a 30iNCHEeHHS
dapmakoHarnsaay (BKNoYaryy KOHTaKTHi
AaHi) Ta/abo 3MiHW y po3MilLeHHi MacTep-
paina cuctemu hapmakoHarnsgy) 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXXEHOI 0cobu
3asBHMKA, BianoBiganbHoi 3a
dapmakoHarnsig. 3miHa KOHTakTHOI ocobu
3asiBHMKA, BignoBiganbHoi 3a
dapmakoHarnag B YkpaiHi. itoua pegakuis:
LLiknapesuy Irop OnekcaHapoBuy.
[MponoHoBaHa pepakuis: HikiTyeHkoBa
Jo6oB IBaHiBHA. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0cO0M 3asiBHUKA, BiAnosiaansHoi

3a
peuenmom

UA/4120/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
3a (hapmakoHarnsg B YkpaiHi.
60. | ETOKCUCKN PO34nH A4S iH eKUIN, Kemiue Hime4uuH Kemive ®abpik Himevuunna BHECEHHS 3MiH 0 peecTpauinHuX 3a - UA/13387/01/01
EPOI 0,5% 10 Mr/2 mn, No 2 mn Ddabpik a Kpeyccnep & Ko. matepianis: 3miHu | Tuny - 3MiHK Woao peuenmom
B amnyni; no 5 Kpeyccnep meX 6e3nekn/eceKTUBHOCTI Ta hapmakoHarnsgy
amnyny & Ko. 'm6X (iHWi 3MiHM) OHOBMNEHHS TEKCTY MapKyBaHHS
NnacTuKoBin NepPBUHHOI Ta BTOPUHHOI YNakoBKN
KOHTYPHI ynakoBL; nikapcbkoro 3acoby. BBegeHHst 3MiH
no 1 ynakosui B NpOTArom 6-Tn MicAUIB NiCNsA 3aTBEPIKEHHS
KapTOHHI Kopobui
61. | ETOKCUCKN PO34nH A4S iH eKUIN, Kemiue Hime4uuH Kemive ®abpik Himevuunna BHECEHHS 3MiH 0 peecTpauinHmX 3a - UA/13387/01/02
EPONN 1% 20 mr/2 mnno 2 mn Pabpik a Kpeyccnep & Ko. matepianis: 3miHu | Tuny - 3MiHn Wwoao peuernmom
B amnyni; no 5 Kpeyccnep 'm6X 6e3nekn/ecdeKkTMBHOCTI Ta hapmakoHarnsay
amnyny & Ko. 'm6X (iHWi 3MiHM) OHOBMNEHHSA TEKCTY MapKyBaHHS
NnacTyKoBI NepBUHHOI Ta BTOPUHHOI YMaKoBKN
KOHTYPHIN ynakoBsLi; nikapcbkoro 3acoby. BeegeHHs 3aMiH
no 1 ynakosLi B nNpoTArom 6-Tn MicsLiB nicns 3aTBepOXKEeHHS
KapTOHHIN kopobui
62. | ETOKCUCKN PO34MH NS iH eKUN, Kemiue Hime4uuH Kemiye ®abpik Himeyuunna BHECEHHS 3MiH [0 peecTpauiH1x 3a - UA/13387/01/03
EPON 3% 60 mMr/2 mnno 2 mn Dabpik a Kpeyccnep & Ko. matepianis: 3miHu | Tuny - 3miHn woao peuernmom
B amnyni; no 5 Kpeyccnep mM6X 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy
amnyny & Ko. 'm6X (iHWi 3MiHK) OHOBMNEHHSI TEKCTY MapKyBaHHS
NnacTyKoBI NepBUHHOI Ta BTOPUHHOI YMaKoBKN
KOHTYPHI ynakoBL; nikapcbkoro 3acoby. BeegeHHs 3amiH
no 1 ynakosLi B npoTSarom 6-Tu MicAaLiB Nicnsa 3aTBepAXEHHS
KapTOHHI kopobui
63. | 1I30-MIK® KOHLeHTpaT Ans TOB HB® YkpaiHa AT "®APMAK", YkpaiHa BHECEHHS! 3MiH 10 peecTpauiiHnX 3a He UA/3186/02/02
PO34nHy Ans "Mikpoxim" YkpaiHa MaTepianis: 3MiHu | Tuny - AgMiHiCTpaTUBHI peuenmom nionsizae
iHdpysin, 1 mr/mn; no TOB HB® "Mikpoxim", 3MiHW. 3MiHa HaMeHyBaHHs Ta/abo agpecu
10 mn B amnyni; no YkpaiHa 3asiBHUKA (BnacHuWka peecTpauinHoro
5 amnyn y 6nictepi; (BignoBiganbHui 3a noceigyeHHs1) - 3MiHa agpecu 3asiHuka.
no 2 6nicrepn y BUWMNYCK Cepil; 3MiHu BHeceHi y po3ainm "3asBHuK" Ta

navui 3 KapToHy; No
10 mn B amnyni; no
5 amnyn y kacerTi; no
2 KaceTu y nayuj 3
KapTOHY

BignoBiganbHUN 3a
BUNYCK cepii, He
BKJIOYAI0UN
KOHTpOrnb/BMNpobyBaH
HS cepii)

"MicuesHaxomxeHHs 3asBHUKA" B IHCTPYKLtO
ONst MEAMYHOrO 3aCTOCYBaHHS MikapcbKoro
3acoby Ta K HacMigoK - Y TEKCT MapKyBaHHS
yNakoBKM Nikapcbkoro 3acoby. BeeaeHHs
3MiH NpoTSrom 6-Tu Micauis nicns
3aTBepAKeHHS; 3MiHu | Tuny - 3miHun 3
sKocTi. [oToBMI Nikapcbkuii 3aci6. 3MiHn y
BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYIOTbCS BUMYCKY Cepil Ta KOHTPOIiO
SIKOCTi FOTOBOrO nikapcbkoro 3acoby (3amiHa
abo gopaBaHHs BUPOOHMKa, Lo Bignosigae
3a BBe3eHHs Ta/abo Bunyck cepii) - He
BKJTH04aK0UM KOHTPOIb/BUNPOOYyBaHHS cepii -
AopaBaHHst BUpobHuka 13,
BiZNOBIgANbHOro 3a BUNYyCK cepii, He
BKITH0HAKO4M KOHTPONb/BUNPoByBaHHS cepii:
TOB HB® «MIKPOXIM» (3a agpecoto:
Ykpaina, 01013 m. Kuis, Byn. ByaiHgycTpii,
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Ne

Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
OyAa. 5) 3MiHM BHeceHi y po3ginu "BupobHuk"
Ta "Micue3HaxomKeHHs! BUPOOHUKa Ta
agpeca Micusi NPOBaIKEHHS NOro
OisNbHOCTI" B IHCTPYKLiO ANS MeANYHOro
3aCTOCYBaHHS y 3B'A3KY 3 BBEAEHHAM
[o[aTKoBoro BUpo6HMKa, Lo Bignosigae 3a
BUMYCK Cepii, He BKIOYaoum
KOHTpOnb/BMNPOBYyBaHHS cepii, 3
MOXIMBICTIO APYKYBAHHS ABOX iHCTPYKUiN
Onst MeguyHoro 3actocyBaHHs 13 ans
OKpeMMX BUPOBHMKIB Ta sIK HAcnigokK - nosisa
TEKCTY MapKyBaHHS yNaKoBKM NiKapCbKoro
3acoby A4nst 4oQaTKoBOro BUpobHUKa.
BBegeHHs 3MiH NnpoTarom 6-Tu MicauiB nicns
3aTBepMAKeHHs1; 3MiHK | Tuny - 3MiHK Wwopo
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHW) - He3HayHi 3MiHW B TeKcTi
MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI
ynakoBKM NikapcbKoro 3acoby, a Takox
BUIyYeHHS iHcbopmalii, 3a3HaveHol
POCINCbKO MOBOK. BBEAEHHSA 3MiH
npoTsarom 6-Tn MicsaLiB Nicnsa 3aTBepaAXeHHs
64. | I30MNPNHO3WU | Tabnetkn no 500 mr; | TOB «TeBa YkpaiHa BrpobHuuTBO MopTyranis/ BHECEHHS 3MiH [0 peecTpauiiHnX 3a - UA/8389/01/01
H no 10 Tabnetok y YkpaiHa» Hepo3dacoBaHOI YropwuHa marepianis: 3miHu | Tuny - AgMiHiCTpaTuBHI peuenmom
6nicTepi; no 1, abo npoaykuii, nepBMHHa 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
2, abo 3, abo 5 ynakoBKa, BTOPMHHA MiCLiAl NPOBaAXXEHHS QiANbHOCTI
GnicTepi y kopobui ynakoBka, A03Bin Ha BUPOGHYMKa/iMnopTepa roToBOro NikapcbKoro
BUNYCK cepii, 3acoby, BKMoYauu AinbHULI BUNYCKy cepii
KOHTPONb Cepiii: abo micLe NpoBeAeHHs1 KOHTPOSTKO AKOCTI.
Jly3omegikameHTa (misnbHicTb, 3a sy Bignosigae
TekHikan BMPOGHMWK/iMNOpTEp, HE BKIOYaYM BUMYCK
dapmavneBTikan cepin) - 3miHa Ha3BW BUPOOHMKa
Cocbenapge, C.A,, BignosigansHoro 3a KoHTponb cepin.
MopTyrania Bupo6Huya ginbHuUS, agpeca Ta yci
BTopuvHHa ynakoBka, BMPOBHWYI onepaLii 3anuLanTbes
[003BiN Ha BUNYCK HE3MiHHUMM
cepii:
AT ®dapmaueBTUYHUN
3aBop TeBa,
YropwuHa
KoHTponb cepii:
IHocayaxi —
IHcTiTYTO OXKi
dapmaceo i IHoBaceo
im Cayoxi C.A.,
Moptyranis
65. | IMIMEHEM/L, NOpOoLLOK ANg MpuBaTHe YkpaiHa EnCiEc JOB®AP ITanis BHECEHHS 3MiH O peecTpaLiiH1X - - UA/17716/01/01
UNACTATUH | posuuHy aons akuioHepHe Ec.Mi.En. matepianis: 3MiHu | TUny - 3MiHK 3 siKOCTi.
iHdysin 500 mr/500 TOBapuCTBO oToBMI Nikapcbkui 3aci6. KoHTponb
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

mr, in bulk: no 190
nakoHiB y kopobui

"Nekxim-
Xapkis"

roToBOro nikapcbkoro 3acoby. 3miHa y
MeTofax BMNPOoOYyBaHHS rOTOBOIO
nikapcbkoro 3acoby (iHwi 3amMiHM y meTogax
BUNpobyBaHb (BKNOYayn 3amiHy abo
[OMoBHEHHS)) 3MiHa B 3aTBEPKEHMNX
MeToAax KOHTPOIO NikapcbKoro 3acoby, a
came oHOoBreHo MeToaunKy KinbkicHoro
BM3HAYEHHS, Y 3B'A3KY 3i 3MiHOIO yMOB
XpomaTorpadyBaHHs! (KOJIoHKa, pyxoma
asa), ik HacnigoK, OHOBMEHO npoueaypy
Ta po3paxyHKoBi hopmynu BeegeHHs amiH
npoTsarom 3-x MicauUiB NicNsa 3aTBEPOXKEHHS.
3MiHn | TMny - 3MiHm 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y napameTpax
cneuundikaui Ta/abo JonyCcTUMUX MEX,
BU3Ha4YeHuX y cneumdikauisx Ha Adl, abo
BVXiOHUIA/MPOMIXKHWI NPOAYKT/peareHT, Lo
BMKOPVCTOBYIOTbCS Y NpoLeci BUpobHMLTBa
Al (nonoBHeHHs cneumdikaLii HoBUM
NMOKa3HUKOM SKOCTi Ta BiAMOBIAHUM METOAOM
BUNPoOyBaHHS) B noka3HUKM SKOCTI
"laeHTudikauis. BucokoedekTneHa pignHHa
XpomaTtorpadis” 4oAaHO anbTepHaTUBHUIA
MeTof Bu3HayYeHHs 2.2.40 CnekTpomeTpisa y
B6nvxHin iHpadepBoHi obnacTi. MeToanky
BU3HAYEHHS OOAHO B METOAM
BUNpobyBaHHsI

66.

IHCYTIH
noacbkun
BIOCUHTETU
YHUK

NMopoLLIOK
(cybeTaHuis) y
CKNAHUX GaHkax ans
hapMaLEeBTUHHOO
3aCTOCYyBaHHS

Eni Iinni
eHa KomnaHi

CLIA

Eni Ninni eng Komnawi

CLA

BHECEHHS 3MiH 0 peecTpauinHnx
matepianis: 3miHu | Tuny: 3miHn 3 KOCTi.
A®I. BupobHuuTBO. 3MiHa BUpOGHMKa
BMXiAHOro/NPOMIKHOIO NPOAYKTY/peareHTy,
LLIO BUKOPUCTOBYHOTLCS Y BUPOOHUYOMY
npoueci A®|, abo 3miHa BUpobHUKa
(Bkntovaroum, ae HeobxigHo, micue
npoBeAeHHs KOHTponto sikocTi) AdI (3a
BiCYTHOCTi cepTudikaTa BignosigHOCTi
€Bponelicbkini hapmakonei y
3aTBEPPKEHOMY [OCHE)(3anponoHOBaHNM
BUPOGHWK HanexuTb Ao Tiei camoi
BMPOGHMYOI rpynu NignpuemMcTs, Lo 1
3aTBepakeHnin) 3miHa nepenbayae
[oAaBaHHA [40AaTKOBOro BUPOBHWUYOro
npuMileHHs ans npouecy gepmeHTauii ADI
— B132A. Y 3B’a3Ky 3 UMM, BUpOGHMKOM ByB
po3pobneHui Ta 3anponoHOBaHWA A0
3aTBepaxeHHs po3gin 3.2.A.1 MNpumileHHs
Ta obnagHaHHsA, SKMN MICTUTb AeTanbHy
iHdbopMmaLito Npo 3aTBepKEHY Ta
nponoHoBaHy AinbHuLi. OHOBNEHHS po3ainis

UA/15372/01/01




[IponoBkeHHs 1oaarka 3

ONa NpyMBeAEHHS Y BigNOBIOQHICTb HANUCaHHS
agpecy BUPOBHMYOI AinbHMLI 3 AaHUMK
canTy 3 peecTpauii BUPOOHNYMX AinbHULb
FDA. 3minHn | Tuny: 3miHn 3 sikocTi. ADI.
KoHTponb A®I (iHwi 3miHn) TecT
«CynbaTHa 3ona» B cneyudikadii Ha ADI
nepectaB Oyt pyTUHHUM. OHOBEHHSI
po3giny 3.2.5.4.1. 3minn | Tuny: 3miHn 3
skocTi. A®l. CtabinbHicTb. 3MiHa nepioay
NOBTOPHMX BUNpoByBaHb/nepiogy
36epiraHHsi abo ymoB 36epiraHHs ADI (3a
BiJCYTHOCTi y 3aTBEpPAXEHOMY JOCbE
cepTudikaTa BignoBigHOCTI €Bponeiichbkii
tbapmakonei, LWo BKNtoYae nepioq
NOBTOPHOro BUNpPobyBaHHs) (3miHa y
3aTBEPAKEHOMY MPOTOKOSi CTabinbHOCTI)
3miHa nepeabayae OHOBMNEHHSI NPOTOKOMY
nicnspeecTpayinHoro BUBYEHHS
cTabinbHOCTI y 3B’'A3KYy 3 AoAaBaHHAM
[0AaTKOBMX YacoBMX TOYOK (3 Ta 9 micauis)
NPOBEAEHHS PYTUHHUX AOCHIIKEHD
cTabinbHocTi. [laHa 3amiHa nos’sisaHa 3
nNpvBEeAEHHSM Y BiANOBIAHICTb MPOTOKONY
BMBYEHHS cTabinbHocTi BuMoram ICHQ5C Ta
He € Hacnigkom HenepeabayeHux ob6cTaBuH
y npoueci BUpobHuuTBa abo npobnemamm
wopno crabinbHocTi. OHOBNEHHS po3ainis
3.2.8.1,3.28.2.3,3.28.31,,3.25.3.2,
3.2.8.7.1. 3minHwn | TuNy: AgMiHicTpaTuBHiI
3MiHW. Buny4eHHs BUpOGHMYOT AinbHUL
(Bkntovatoum ainbHuui ans A®l, npomMixxHoro
npoaykTy abo rotoBoro nikapcekoro 3acoby,
OiNbHULI AN NPOBEAEHHST NaKyBaHHS,
BMPOGHVKa, BiANOBiAanbHOro 3a BUMyCcK
cepiii, Micue NpoBeAEHHS KOHTPOrto cepii)
abo nocTavanbHKKa BUXiAHOTO Martepiany,
peareHTy abo AONOMDKHOT PEYOBUHM (SIKLLIO
3a3HayeHo y 0CbE)
3miHa Tuny 1A, n. A.7 nepenbavae
BuAaneHHs OinbHuui (cknagy) ansa
36epiraHHs rpaHyn A®l. lonaTtkoBo o
BuAaneHHs cknagy Mepuengania
(Merchandise Warehouse), sik cknagy ans
36epiraHHs rpaHyn A®l, ueii posain 6ys

HanucaHHsA aapecy BUPOOHMYOI OinbHUL 3

OHOBJEHWI NS NPUBEAEHHS Y BiANOBIAHICTb

AaHVMK cailTy 3 peecTpalii BUpobHUYMNX

72
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
3.28.21,3.2A1,3.28.22.-3.28.24,,
3.2.8.7.1. Po3gin 3.2.S.2.1 — oHOBNEHWI
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep

peecmpayiliHo2o

noceio4yeHHs1

AinbHUUb FDA. OHoBReEHHS po3ainy
3.2.5.2.1.

67.

IPUHOTEKAH
MEOAK

KOHUEHTpaT Ans
NPUroTyBaHHS!
PO34MHY Anst
iHdy3in, 20 mr/mn no
2 mn (40 wr), abo no
5 mn (100 wmr), abo
no 15 mn (300 mr) y
CKNAHOMY (PraKoHi;
no 1 cnaxkoHy B
navui

Mepak
[esenbwad
T chrop
KniHiwe
Lneuianbnp
enapaTte
M6X

HimevuuH
a

Bupo6HuK, wo
BignoBsigae 3a
MapKyBaHHsI
NEePBUHHOI YNaKoBKM,
BTOPWHHE NaKyBaHHS,
HaHECEHHS 3aXUCHOI
nniBku (onuioHanbHo),
KOHTpOrnb/BUNpobyBaH
Hs1 cepii Ta 3a BUMycK
cepii: Megak
[e3enbwadT crop
KniHiwe
LLneuianenpenapare
ME6X, HimeuumnHa;
BupobHuik, Lo
BigNoBigae 3a
BUPOBHMLTBO
nikapcbkoro 3acoby,
nepBUHHE NaKyBaHHS,
MapKyBaHHs1
NepBUHHOI YNaKOBKM,
BTOPWHHE NaKyBaHHs,
KOHTpOnb/BMUNpobyBaH
HS cepii: OHkOTeK
dapma NpogakwH
'm6X, HimeuunHa;
BupobHuik, Lo
BignoBigae 3a
MapKyBaHHsi Ta
BTOPWHHE NaKyBaHHS,
HaHeCEeHHSs 3aXUCHOT
nniBkx (onuioHanbHo):
Meg-IKC-MNpecc M'm6X,
HimeuunHa

HimevuunHa

BHECEHHS 3MiH [0 peecTpaLuiiHnX
marepianis: 3aminu | TMny - 3MiHM 3 AKOCTI.
['oToBWIN Nikapcbkuii 3aci6. 3MiHW y
BUPOBHMUTBI. 3MiHa po3mipy cepii
(BKrTrOYalo4M gianasoH po3mipy cepii)
roTOBOrO MikapCbKoro 3acoby (36inbLIeHHst
0o 10 pasiB NopiBHSHO i3 3aTBEPIYKEHUM
po3mipoM). 36inblueHHst po3amipy cepii 13
3i 100 n go 300 n. 3minHu | TMNy - 3MiHKM 3
siKocTi. [oTOBMI Nikapcbkuii 3aci6. 3miHK y
BUPOGHMLTBI. 3MiHM ¥ npoueci BUpoGHMLTBA
roTOBOrO fikapCbKoro 3acoby, BKrtovaym
NPOMIDKHUIA NPOAYKT, L0 3aCTOCOBYETHLCS
npu BUpOOHULTBI rOTOBOTO MikapCbKOro
3acoby (He3HayHa 3miHa y npoueci
BMPOGHMLTBA). BHECEHHS HE3HAYHUX 3MiH
0o p.3.2.P.3.3 Onuc BnpobHUYOro npouecy
Ta KOHTPOSO NpoLecy, a came - onuc
nonepeaHbOi Ta CTepUnbHOI hinbTpauii
BUKNaaeHo BinbLl To4HO. 3MiHK | Tuny -
3MiHM 3 akocTi. [oToBMI Nikapcbkui 3aciob.
3MiHM y BUpOBHMUTBI. 3MiHK BUNpobyBaHb
abo gonycTMUX Mex, BCTAHOBIEHUX Y
crneumdikauisix, nig yac BUpObHULITBA
roTOBOro MikapCbKoro 3acoby (BUMyYeHHs
HeCyTTEBOro BUNpobyBaHHs B MPOLECI
BMPOGHMLTBA). Buny4yeHHsA HecyTTEBOrO
BunpobyBaHHs (BionoriyHi iHgukaTopn) B
npoueci Bupo6Huutea M3. BignosigHo ao
p.3.2.P.3.4 TepmiHanbHa cTepunisadis
NOBMHHA KOHTpontoBaTUCs «BionoriyHMMum
iHAuKaTOpamMmn» Ta I3NYHUMMU
BMMIipIOBaHHAMY (3anncamu). bionorivri
iHOVKaTOpW BUKOPWUCTOBYBanuWcs nig Yac
Banigauii kKiHueBoi cTepunisauii, ane GinbLie
He BMKOPVCTOBYBATUMYTLCS B 3BUYAIHOMY
BUPOGHULTBI.

3a
peuenmom

UA/11702/01/01

68.

KAMIPEH

Tabnetku no 4 wmr;
no 10 Tabnetok y
GnicTepi; no 2, abo
no 3 Gnictepu B
KapTOHHiI kopobLyi

KPKA, a.4.,
HoBo mecTo

CnoseHis

BignoBiganbHUN 3a
BUPOBHMLTBO,
nakyBaHHs1, BUNYCK
cepii Ta KOHTPOrb
SIKOCTi rOTOBOrO
nikapcbkoro 3acoby:
KPKA, a.4a., Hoso
mecTto, CrnoBeHis;
BignoBiganbHUN 3a
nepBUHHE Ta

CnoBeHisi

BHECEHHS 3MiH 0 peecTpauinHnx
maTtepianis: 3MmiHu | Tuny - 3miHn WwWono
6e3nekn/echekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHa y KOpOTKill XapakTepucTumui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta
IHCTPYKUii ANs MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHoO OHOBMOBAHOIO 3BITy 3
©e3neku nikapcbkoro 3acoby, abo
JocnimxeHb 3 6e3neky 3acTocyBaHHs
nikapcbkoro 3acoby B nicnspeecTpauiiini

3a
peuernmom

He
nionsieae

UA/4530/02/03
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

BTOPWHHE NaKyBaHHS:
Mapudpapm a.0.0.,
CnoBeHis

nepion, abo sik pesynbTaT OUiHKM 3BiTY 3
gocnimpkeHb, NPOBEAEHNX BignoBigHO A0
nnaHy negiatpuyHmnx gocnimxeHs (PIP) (iHwi
3MiHM) - 3MiHM BHECEHi [0 iIHCTPYKUiT ons
MeON4YHOro 3aCTOCyBaHHSI NiKapCbKoro
3acoby y po3agin "OcobnmsocTi
3acTocyBaHHs", BiANOBIAHO 4O OHOBIEHOT
iHcbopmalii 3 6e3nekun ailoyvoi pevoBMHU.
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBepmKeHHs; 3MiHn Il Tuny - 3miHn Wwoao
6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsgy.
3MiHM y KOPOTKil XapaKkTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
iHCTPYKUIii AN MEAUYHOro 3aCTOCYBaHHS Y
3B’A3KY i3 HOBUMMW JAHUMU 3 SIKOCTI,
OOKMIHIYHUMM, KIiHIYHUMK gaHUMK Ta
AaHvMK 3 hapmakoHarnagy - 3MiHM BHECEHI
00 HCTPYKUii ANs MEAMYHOro 3acToCyBaHHA
nikapcbKkoro 3acoby y po3ginu
"®apmakornorivyHi BnactusocTi”, "Baaemogis
3 iHWKMMK NiKapcbknMy 3acobamm Ta iHLWi
Buan B3aemogin”, "OcobnusocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof
BariTHOCTi abo rogyBaHHs rpyaate”, "MoGiyHi
peakuii”. BBegeHHst 3MiH NpoTArom 6-tu
MiCsILIiB Micnsi 3aTBEPOKEHHSA

69.

KAMIPEH

TabneTku no 2 mr;
no 10 Tabnetok y
6nictepi; no 2, abo
no 3 Gnictepu B
KapTOHHiI kopobui

KPKA, 8.4,
HoBo mecto

CnogBeHisi

BignoBiganbHUN 3a
BMPOGHMLTBO,
naKyBaHHS, BUMYCK
cepii Ta KOHTPOrb
SIKOCTi rOTOBOIO
nikapcbkoro 3acoby:
KPKA, a.4a., Hoso
mecTo, CrnoBeHis;
BiAnoBiganbHWI 3a
nepBUHHE Ta

BTOPUHHE NaKyBaHHA:

Mapwdapm g.0.0.,
CnoBeHisi

CnoBeHisi

BHECEHHS 3MiH A0 peecTpauinHnx
matepianis: 3miHu | Tuny - 3miHun Woao
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
3MiHa y KOpOTKill XapakTepucTumui
nikapcbkoro 3acoby, TeKCTi MapKyBaHHSA Ta
iHCTPYKLUIii AN MEAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHo OHOBMOBAHOIO 3BITY 3
6e3neku nikapcbkoro 3acoby, abo
AocnimkeHb 3 6e3neku 3acTocyBaHHSA
nikapcbkoro 3acoby B nicnspeecTpauiiHni
nepiof, abo sik pe3ynbTaT OLiHK/ 3BITY 3
[ocnimpkeHb, NPOBEAEHNX BignoBigHO A0
nnaHy negiatpuyHux gocnimxkers (PIP) (iHwi
3MiHW) - 3MiHW BHECEHI [0 IHCTPYKUiT Ans
MeAMNYHOrO 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ain "OcobnueocTi
3acTocyBaHHs", BiANOBIAHO OO OHOBIEHO!
iHcpopmaLii 3 6e3nekn Ajroyoi peyoBUHM.
BBeaeHHs 3MiH NnpoTsrom 6-Tu micauiB nicns
3aTBepAKeHHst; 3minu I Tuny - 3miHn Wwoao

6e3nekn/edheKTMBHOCTI Ta dhapmakoHarnsay.

3MiHU y KOPOTKil XapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta

3a
peuenmom

He
nidnsieae

UA/4530/02/02
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

3acoby

iHCTPYKLUIii Ana MeQMYHOro 3aCTOCyBaHHS y
3B’A3KY i3 HOBMMMW JAHUMWU 3 SIKOCTI,
OOKIIHIYHUMM, KIiHIYHUMK gaHUMK Ta
OaHuMmn 3 cbapmakoHarnagy - 3MiHM BHECEeHi
00 IHCTPYKUii ANs MeANYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby y po3ginu
"®apmakornorivyHi BnactusocTi”, "Baaemogis
3 iHLWIXMM NikapCbkMMK 3acobamu Ta iHLLi
Buan B3aemogin”, "OcobnusocTi
3acTocyBaHHs", "3acTocyBaHHS y nepion
BariTHoOCTi abo rogyBaHHs rpyaa”, "MobivHi
peakuii”. BBegeHHst 3MiH NpoTArom 6-tu
MicsUiB Nicnsa 3aTBEPAXEHHSA

70.

KAHAOIO

NMopoLLIoK
HawkipHui, 10 mr/r;
no 30 r y donakoHi;
no 1 cnakoHy B
KapTOHHil kopobui

"nenmapk
dapmacbloT
vkans Jlta.

IHAisA

"meHmapk
dapmacbtoTrkana
nTo.

IHAisA

BHECEHHS 3MiH 0 peecTpauifiHnX
mMaTepianis: 3MmiHu | TunNy - 3MiHK 3 SKOCTi.
A®I. KoHTponb ADL. 3MiHa y napameTpax

cneundikauiv Ta/abo gonycTUMNX MEX,
BU3Ha4YeHuX y cneumdikauisx Ha Adl, abo
BUXIQHWA/NPOMIKHWUIA NPOAYKT/peareHT, Lo
BMKOPVCTOBYIOTbCSH Y MpoLeci BUpobHMLTBa
A®I (nogaBaHHsi abo 3aMiHa (3a BUHATKOM
aKTUBHOI pevoBuHM BionoriyHoro abo
iMyHOMOriYHOrO NOXOMKEHHS) NapameTpa
cneumdikadii 3 BignoBigHMM MeETO40M
BUNpoOyBaHHS 3a pesynbTaTtaMmu
pocnimkeHb 3 6e3nekn abo AKocTi) - 3MiHa
mMex crneumndikauii A®Il y BupobHuka '3 3a
nokasHukoMm «Sieve test». 3aTBepaxeHo:
100% passes through 100 mesh
3anponoHoBaHo: 98% passes through 100
mesh

6e3
peuenma

UA/9754/03/01

71.

KAHOID

kpeM, 10 mr/1 r no
20 ry Ty6i; no 1 Ty6i
B KapTOHHIlA kopobui

"nmexnmapk
dapmacbloT
vkans Jlta.

IHAin

"meHmapk
dapmacbtoTrkana
nTo.

IHAis

BHECEHHS 3MiH 0 peecTpauiiHnX
matepianis: 3amiHu | Tuny - 3miHM 3 AKOCTI.
A®I. KoHTponb ADL. 3miHa y napameTpax

cneundikaiv Ta/abo JonyCcTUMNX MEX,
BM3Ha4YeHMUX y cneuudikauisx Ha Adl, abo
BUXiOAHUA/NPOMIXXHWI NpoJyKT/peareHT, Lo
BMKOPVCTOBYIOTbCH Y NpoLeci BUpobHMLTBa
AdI| (qgopaBaHHs abo 3amiHa (3a BUHATKOM
aKTUBHOI pevoBuHM BionoriyHoro abo
iMyHOMOriYHOrO NOXOMPKEHHS) NapameTpa
cneundikadii 3 BignoBigHMM MeTOO0M
BUNPoByBaHHS 3a pedynbTaTtamu
nocnimkeHb 3 6e3nekn abo SKoCTi) - 3MiHa
mex crneundikauii A®Il y BupobHuka 13 3a
nokasHukom «Sieve test». 3aTBepaeHo:
100% passes through 100 mesh
3anponoHoBaHo: 98% passes through 100
mesh

6e3
peuenma

UA/9754/02/01




76 [TponoBkeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
72. | KAHOIO-B kpem no 15 ry Ty6i; "meHmapk IHgis "meHmapk IHgis BHECEHHS 3MiH [0 peecTpauiiHnX 3a - UA/8210/01/01
no 1 1y6i B dapmacbiot dapmacbtoTrkan3 marepianis: 3minu | TMny - 3MiHM 3 AKOCTI. peuernmom
KapTOHHIN ynakoBLj vkans Jita. ITa. ADI. KoHTponb A®I. 3miHa y napameTpax
cneumndikaui Ta/abo JonyCTUMNX MEX,
BM3HaYyeHux y crneundikauisx Ha AdI, abo
BUXIOHUA/NPOMIKHWUIA NPOAYKT/peareHT, LWo
BVKOPVCTOBYIOTbCS Y NpoLeci BUpobHMLTBa
A®| (nopaBaHHsA abo 3amiHa (3a BUHATKOM
aKTMBHOI pevoBuHM BionoridHoro abo
iMyHOMOriYHOro NoXodXeHHs) napameTpa
cneundikadii 3 BignoBigHMM MeTO40M
BMNpoOyBaHHs 3a pesynbTaTtaMmu
pocnimpkeHb 3 6e3nekn abo AKocTi) - 3MiHa
mMex cneundikauii A®I knotpumasony y
BMpobHuMka 113 3a nokasHuMkom «Sieve
test». 3atBepaxeHo: 100% passes through
100 mesh 3anponoHoBaHo: 98% passes
through 100 mesh
73. | KAPOAK TabneTkun BKpUTI AypobiHgo IHgis AypobiHgo ®apma IHgis BHECEHHS 3MiH 40 peecTpauiHnx 3a He UA/11834/01/01
NniBKOBOIO dapwma JlI1a Timiteq - OHIT IlI, matepianis: 3miHu | Tuny - 3miHn woao peuernmom nionszae
o6onoHkoto, no 10 IHgis; AypoGiHao 6e3nekn/edeKTUBHOCTI Ta hbapmakoHarnsgy.
mr, no 10 TabneTtok dapwma Jl1a, 3MiHa y KOpOTKil XapaKTepucTuLi
y bnicTepi, no 3 dopmynenH KOHIT nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
Gnictepn y nayui 3 XV, IHgis IHCTPYKUIT ANA MeANYHOro 3acToCcyBaHHS Ha
KapTOHY nigcTaBsi perynsipHoO OHOBMIOBAHOIO 3BiTY 3
©e3neku nikapcbkoro 3acoby, abo
JocnimxeHb 3 6e3neky 3acTocyBaHHs
nikapcbkoro 3acoby B nicnspeecTpauiiHni
nepiof, abo sik pesynbTaT OLiHK/ 3BTy 3
gocnigpkeHb, NPOBeAeHNX BignoBigHo A0
nnaHy negiatpuyHmx gocnigpkenrs (PIP)
(3MiHy y3romkeHo 3 KOMNETEHTHUM
YMNOBHOBaXeHNM opraHom) 3MiHV1 BHECEHI A0
IHCTPYKLUii ANS MeAMYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby y po3ainu "OcobnueocTi
3actocyBaHHs", "MobiyHi peakuii” BignosigHO
[0 OHOBIEHOI iHpopMmalii 3 6e3neku aitoyoi
PEYOBUHU
74. | KAPOAK TabneTku BKpUTI AypobiHgo IHais AypobiHgo dapma IHais BHECEHHS 3MiH 0 peecTpauinHmX 3a He UA/11834/01/02
NNiBKOBOK ®dapwma ITa Nimiten - FOHIT III, matepianis: 3miHu | Tuny - 3mMiHn Wwoao peuenmom nionsieae
o6ornoHkot, no 20 IHAais; AypobiHao 6e3nekn/edheKTMBHOCTI Ta dhapmakoHarnsay.
Mr, no 10 TabneTok dapwma J14, 3MiHa y KOpOTKill XapakTepucTumui
y 6nicTepi, no 3 dopmynenuH KOHIT nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
Gnictepn y nayui 3 XV, IHgis IHCTPYKLUiT ANa MeAMYHOro 3aCTOCYBaHHS Ha

KapToHy

nigcTasi perynsipHoO OHOBMKOBAHOIO 3BITY 3
6e3neku nikapcokoro 3acoby, abo
[ocnimkeHb 3 6e3neky 3acTocyBaHHSA
nikapcbkoro 3acoby B nicnsipeecTpauiiiui
nepiof, abo sik pe3ynbTaT OLiHK/ 3BITY 3
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep

peecmpayiliHo2o

noceio4yeHHs1

[ocnigpkeHb, NpoBeaeHnX BianoBigHo Ao
nnaHy negiatpuynHmx gocnigpkenrs (PIP)
(3MiHy y3rokeHo 3 KOMNETEHTHUM
YNOBHOBa)XEHUM opraHom) 3MiHVM BHECeHi [0
IHCTPYKLUIii AN MEAMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ginu "OcobnmsocTi
3acTtocyBaHHs", "Mo6ivHi peakuii” BignoBigHO
[0 OHOBIEHOI iHpopMmalii 3 6e3neku aitoyoi
PEYOBUHU

75.

KAPOAK

TabneTkun BKpUTI
NNiBKOBOKO
oGonoHkoto, no 40
mr, no 10 TabneTtok
y 6nictepi, no 3
Grictepn y nayui 3
KapTOHY

AypobiHgo
®dapwma JlTg

IHAis

AypobiHgo ®apma
Nimiten - OHIT I,
IHgis; AypoGiHao
dapwma Jl1a,
dopmynenuH KOHIT
XV, IHgis

IHAis

BHECEHHS 3MiH [0 peecTpaLiiHnX
matepianis: 3miHu | Tuny - 3MiHK WwWoao
Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHa y KOpOTKil XapaKTepucTuLi
nikapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta
IHCTPYKUIT ANA MeANYHOro 3acToCcyBaHHS Ha
niacTasi perynsapHoO OHOBIOBAHOIO 3BiTY 3
©e3neku nikapcbkoro 3acoby, abo
gocnimxeHb 3 6e3neky 3acTocyBaHHS
nikapcbkoro 3acoby B nicrnsipeecTpauiiHunii
nepiof, abo sk pesynbTaT OLiHK/ 3BITY 3
[ocnigpkeHb, NpoBeaeHNX BiaNoBIgHO A0
nnaHy negiatpuyHmx gocnimkers (PIP)
(3MiHy y3rogkeHo 3 KOMNETEHTHUM
YNOBHOBaXXeHUM opraHom) 3MiHu BHECEHI [0
IHCTPYKLUii ANs MeAMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu "OcobnueocTi
3actocyBaHHs", "MobiyHi peakuii” BignosigHO
[0 OHOBIEHOI iHpopMmalii 3 6e3neku ajtoyoi
PEYOBUHU

3a
peuenmom

He
nidnsieae

UA/11834/01/03

76.

KACAPK® HD

Tabnetku, no 32
Mr/25 mr no 10
TabneTtok y bnictepi;
no 3 Gnictepu B
nayui

TOB
"APTEPIYM
nTa”

YkpaiHa

NAT
"KniBmegnpenapat”

YkpaiHa

BHECEHHS 3MiH 0 peecTpauinHnx
matepianis: 3miHu | Tuny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
3MiHa y KOpOTKill XapakTepucTumui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
iHCTPYKLUIii AN MEAMYHOro 3aCTOCyBaHHS Ha
nigcTasi perynspHoO OHOBMOBAHOIO 3BITY 3
6e3neku nikapcbkoro 3acoby, abo
AocnimkeHb 3 6e3neku 3acTocyBaHHSA
nikapcbkoro 3acoby B nicnsipeecTpauiiHui
nepiof, abo sik pe3ynbTaT OLiHK/ 3BITY 3
[ocnimpkeHb, NPOBEAEHNX BigNOBIgHO 40
nnaHy negiatpuyHmx gocnimxkeHs (PIP)
(3MiHy y3rogxeHo 3 KOMNeTEHTHUM
YNOBHOBaXXEHNM opraHoM) 3MiHU BHECeHi 0
IHCTPYKLUii ANs MeAWUYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby y po3ainu "OcobnueocTi
3acTtocyBaHHs", "Mo6ivHi peakuii” BignoBigHO
[0 OHOBIEHOI iHpopMmalii 3 6e3neku ajtoyoi
peyoBUHU. BBegeHHs 3MiH NpoTaroM 6-tn

3a
peuenmom

He
nidnseae

UA/19276/01/01
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep

peecmpayiliHo2o

noceio4yeHHs1

MicsuiB nicns saatBepmkeHHs. 3MiHu | Tuny -
3MmiHu Wwopo 6e3nekn/ePekTMBHOCTI Ta
capmakoHarnagy (iHwi 3miHu) 3miHn
BHECEHi [0 iHCTPYKLIi Ans MeguyHoro
3aCTOCYyBaHHS fikapcbKoro 3acoby y po3pain
"MoGiyHi peakuii" LLoa0 3BiTYBaAHHSA NPO
nobiyHi peakuii. BBegeHHA 3MiH NpoTsirom 6-
TV MicsILiB Micns 3aTBEPAKEHHSI

77.

KACAPK®H

Tabnetku no 16
mr/12,5 mr; no 10
TabneTtok y Gnictepi;
no 3 Gnictepa B
navui

TOB
"APTEPIYM
nTo”

YkpaiHa

NAT
"KniBmegnpenapat"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLuiiHnX
matepianis: 3miHu | Tuny - 3MiHK Woao
6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsay.
3MiHa y KOpOTKil XapaKTepucTuLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
iHCTPYKLUIii AN MEAMYHOro 3aCTOCYBaHHS Ha
niacTasi perynsapHoO OHOBIOBAHOIO 3BiTY 3
6e3neku nikapcbkoro 3acoby, abo
AocnimkeHb 3 6e3neky 3acTocyBaHHSA
nikapcbkoro 3acoby B nicrnsipeecTpauiiHunii
nepion, abo sik pesynbTaT OLiHKM 3BiTY 3
JocnimpkeHb, NPOBEAEHNX BigNoBIgHO A0
nnaHy negiatpuyHmx gocnimkers (PIP)
(3MiHY y3rofXeHO 3 KOMMNETEHTHUM
YMOBHOBaXEHNM OpraHoM)
3MiHW BHeCeHi [0 iHCTPYKLUii Ans MeguyHoro
3acTocyBaHHS nikapcbkoro 3acoby y po3ainu
"OcobnueocTi 3actocyBaHHA", "MMo6IYHi
peakuii” BignoBigHO 4O OHOBMEHO!
iHcpopMmalii 3 6e3nekn Aitoyoi peHoBUHM.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS
3Mminu | TUNY - 3miHu Wwopo
6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy
(iHwWi 3MiHKM) 3MiHM BHECEHI A0 IHCTPYKLIT Ans
MEAMYHOrO 3aCTOCYBaHHsI NiKapCbKoro
3acoby y po3gin "MNob6ivnHi peakuii" woao
3BiTyBaHHs Npo nobiuHi peakuii. BBegeHHs
3MiH NpoTSrom 6-Tu MicauiB nicns
3aTBEPOKEHHS

3a
peuyerimom

He
nidnsieae

UA/19251/01/01

78.

KICKARI

TabneTku, BKPUTI
NNiBKOBOIO
obornoHkot, no 200
Mr, no 21 Tabnetuiy
GnicTepi, no 3
Gnictepn y
KapTOHHiIl kopobuyj;
no 21 tTabnetuiy
Gnictepi, no 3
Gnictepu y
KapTOHHiIl kopobuj,

HoBapric
dapma Al

LLisewuapi
a

BUNycK cepii: HoBapTic
dapma 'mbX,
HimeuyumHa; nepBuHHE
Ta BTOpPWHHE
nakyBaHHsi: Hosaprtic
dapma MNpogakwH
m6X, Himevuuna;
BMPOGHMLTBO,
KOHTPOMb SIKOCTi:
Hosaprtic CiHranyp
dapmacbioTmkan

HimevuunHa/
Cinranyp

BHECEHHS 3MiH 0 peecTpauinHnx
matepianis: 3miHu | Tuny - 3mMiHn Wwoao
6e3nekn/edheKTMBHOCTI Ta dhapmakoHarnsay.
BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta
YMOB BMAaYi peecTpaLinHoro noceigveHHs,
BKItoyaroun MNnaH ynpaeniHHA pusukamm
(iHLWi 3MiHKM) 3asiBHUKOM OHOBMEHO NNaH
ynpaeniHHsi puankamu Bepcist 7.0. 3MiHK
BHeCeHi 00 YacTuH: | «3aranbHa
iHdpopmauisi», Il «Cneuudikauis 3 6e3nekuy,
V «3axogu 3 miHimizauii pusukis» , VI

3a
peuerimom

UA/18205/01/01
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

no 3 Kopobkn y
KapTOHHiI kopobui

MaHydekTypiHr NTe.
Nra., Cinranyp

«Pestome nnaHy ynpasniHHA pusukamm» Ta
[opnaTkiB 3rigHO 3 BUMOramm 4o
CranpgapTtusoBaHoro copmaty MNYP (Rev.2
accompanying GVP , Module V Rev.2,
Human Medicines Evaluation Guidance on
the format of the risk management plan
(RMP) in the EU — in integrated format) y
3B’A13Ky 3 nepernsigoM npobnem 6e3nekm 3a
pesynbratamMu KniHiYHUX JocnigXeHb

79.

KINEKCAH®30
0

PO34MH AN§ iH'eKUin
no 10 000 aHTn-Xa
MO/mn; Ne 1 (no 1
Haratogo3oBomMy
cdnakoHy no 3 mn B
KapTOHHiI kopobLuyi)

TOB
"CaHodi-
ABeHTiC
YkpaiHa"

YkpaiHa

SAMAP XENC KEAP
CEPBICI3 MAOPWNA,
C.A.Y., IcnaHis
CaHodi-ABeHTiC
Oonunang M'mobX,
HimevuunHa

Icnanis/
Himevuunna

BHECEHHS 3MiH [0 peecTpaLiiHnX
matepianis: 3miHu | Tuny - AgMmiHicTpaTuBHI
3MiHM. 3MiHa HaiMeHyBaHHs Ta/abo agpecu

MicLS NPpOBaAXXEHHS OisNbHOCTI
BMPOBHVKa/iMnopTepa roToBOro NikapcbKoro
3acoby, BK4ao4mM 4inbHuUL BUNycky cepii

abo MicLe npoBeaeHHs! KOHTPOSHO SIKOCTI.
(BianbHIiCTb, 3a AKy BignoBigae
BUPOGHMK/iMNOPTEP, BKIOYAKOYM BUMMYCK
cepin) AgmiHicTpaTuBHa 3MiHa agpecu
BMpobHmka 13, BignoBiganbHOro 3a NOBHUM
LMK BUPOBHMLTBA BKIIOYAO4M BMMYCK
cepii, 3 METOI NPMBEAEHHS Y BiANOBIOHICTb
[0 OHOBREeHoro opuriHansHoro GMP
cepTudikaty Ta niueHsii Ha BUPOBHULTBO.
Ha3sBsa Ta BMpo6HWYa ainbHuus
3anuwatTbes 6e3 3miH, BCi BUPOGHUYI
onepadlii 3anuwaTbCs HE3MIHHUMUW. 3MiHK
BHECEHO B iHCTPYKL0 ANs Mean4Horo
3acTOCyBaHHS NikapCcbKoro 3acoby y po3ain
«Micue3HaxomkeHHs1 BUpoOHUKa Ta agpeca
Micusi NpoBagKeHHS MOro QisiNbHOCTI» 3
BiAMOBIAHVMU 3MiHAMU Y TEKCTi MapKyBaHHS
ynakoBKM nikapcbkoro 3acoby. BBeaeHHs
3MiH NpoTSirom 6-Tu MicauiB nicnsa
3aTBEPKEHHS.

3a
peuenmom

He
nidnsieae

UA/10143/01/01

80.

KNOBEUT®

kpem, 0,5 mr/r, no 25
ry Ty6i; no 1 Ty6i B
KapTOHHIN kopobLyi

TOB
«BAYL
XENC»

YkpaiHa

dapm3saBog €nbda
AT.

MNonblia

BHECEHHS 3MiH A0 peecTpauinHnx
matepianis: 3amiHu | Tuny - 3miHM 3 AKOCTI.
[oToBMI Nikapcbkui 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHuiA 3acit. 3miHa
napameTpiB cneuudgikadi Ta/abo
[ONYCTUMUX MeX NepBUHHOT YNakoBKU
roTOBOro NMikapCbKoro 3acoby (BUNy4YeHHs
He3Ha4yHoro MnokasHuka (Hanpuknag
3acTapinoro nokasHuka)) BHECEHHS 3MiH O
crneundikaLi NepBMHHOI YNakoBKM rOTOBOMO
nikapcbkoro 3acoby (Tube), a came
BUIyYEHHS1 HE3HAYHOro nokasHuka Tube wall
thickness. 3miHu | Tuny - 3miHK 3 siKoCTiI.
"oTOBMI Nikapcbkuin 3acib. Cuctema

3a
peuerimom

UA/3512/01/01
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1

KOHTelHep/3akynoptoBanbHuii 3acit. 3miHa
napameTpiB crneumdikauin Ta/abo
[ONYCTUMUX MeX NEepBUHHOI YNakoBKu
roTOBOrO NMikapCbKoro 3acoby (BUNyYeHHs
He3Ha4yHOro MNokasHuka (Hanpuknag
3acTapifioro NokasHuka)) BHECEHHS 3MiH A0
crneunikaLii NepBMHHOT YNakoBKM rOTOBOMO
nikapcbkoro 3acoby (Tube), a came
BUIyYEHHS1 HE3HaYHOro nokasHuka Lacquer
and enamel resistance to squeezing. 3miHu |
TMny - 3MiHK 3 SKOCTi. [0TOBMI NiKapCbKNIA
3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3acit. 3miHa
napameTpiB cneundikauin Ta/abo
[ONYCTUMUX MeX NepBUHHOI YNakoBKu
roTOBOrO NMikapCbKoro 3acoby (BUNy4YeHHs
He3HaYyHOro MNokasHuka (Hanpuknag
3acTapiforo NokasHuka)) BHECEHHS 3MiH A0
cneumikauin NnepB1HHOI YNakoBKM rOTOBOIO
nikapcbkoro 3acoby (Tube), a came
BWIyYEHHS1 HE3Ha4YHOro nokasHuka Tube
tightness. 3miHn | TMNy - 3MiHM 3 SKOCTI.
[oToBMI Nikapcbkun 3acib. Cuctema
KOHTelHep/3aKynoptoBanbHuWiA 3aci6. 3miHa y
meToaax BUNpobyBaHHA NEPBUHHOI
YMaKoBKM rOTOBOTO NiKapCbKoro 3acoby (iHLwi
3MiHM Y MeToAax BUNpobyBaHb (BKMHOYa0Ym
3amiHy abo JogaBaHHs1)) OHOBIEHHS p.
3.2.P.7. Cuctema koHTenHep/
3akyrnoproBanbHui 3acib, a came 3amiHa
XiMiYHOrO MeToAy Ha eneKkTPOoNiTUYHUIA Ans
napameTpy «CyLuinbHICTb AakoBOro
nokputTtsa» (Continuity of lacquer coating).
3MmiHu | TUNY - 3miHK 3 skocTi. FoToBUIA
nikapcbkuii 3aci6. Cnctema
KOHTeWHep/3aKynopoBarnbHui 3aci6. 3miHa y
mMeToaax BUNpobyBaHHA NEPBUHHOI
YMaKoBKM rOTOBOTO NiKapCbKoro 3acoby (iHLwi
3MiHN) oHoBneHHs p. 3.2.P.7. Cuctema
KOHTeWHep/ 3akyrnoptoBanbHuii 3acib, a came
OnUC NPOCTMX METOAIB, 3aMiHEHMIN Ha
nocunaxHs B cneumdikauii (assessment of
overprint, text, tube outer diameter, side
surface length, overprint colouration, screw
cap colour)); BKIHOYEHHS MOCUNAHHS Ha
Ph.Eur. moHorpadito ans 14-metogy
(2.2.24), AKniA BUKOPUCTOBYETLCA A1A
ineHTudiIKaLjii BHYTPiLLHBOro NTaKoBOro
maTepiany, naTekcy Ta Marepiany KpULLKW,
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[IponoBkeHHs 1oaarka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
Lo HarBMHYyeTbCS; gopaHo [oaaTok 3, e
npeacTaBrneHo eTanoHHWUI CNekTp Ans
NnonieTUNEHOBOI KPULLIKW, LLIO 3aKPY4yETbCS;
OHOBJIEHHS TEXHIYHOT CXeMu Tyou,
Heknapauii 6e3neku ons 300poB’st Ta
cepTudikaTy; iHWi BUNpaBneHHs 6e3
MEPUTOPUYHMX 3MiH.
81. | KNOBEUT® masb, 0,5 mr/r, no 25 TOB YkpaiHa dapmsaBog €nbca MNonbwa BHECEHHS 3MiH 0 peecTpauinHux 3a - UA/3512/02/01
r B Ty6i; no 1 1y6i B «BAYLU A.T. maTepianis: 3MmiHu | TunNy - 3MiHK 3 AKOCTi. peuenmom
KapTOHHil kopobui XENC»

["oToBMI nikapcbkmin 3acib. Cuctema
KOHTEeWHep/3aKkynoptoBarnbHuiA 3acit. 3miHa
napameTpiB cneundikaui Ta/abo
[ONYCTUMUX MeX NepBUHHOI YNakoBKu
roTOBOro NiKapCbKoro 3acoby (BUMyYeHHS
He3Ha4yHoro MnokasHuka (Hanpuknag
3acTapifioro NokasHuka)) BHECEHHS 3MiH A0
cneumdikauin NepBMHHOI YNakoBK/W rOTOBOIO
nikapcbkoro 3acoby (Tube), a came
BUIYyYeHHS He3Ha4Horo nokasHuka Tube wall
thickness. 3miHu | Tuny - 3miHK 3 AKocTi.
["oToBMI Nikapcbkmit 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpiB cneundikauin Ta/abo
[ONYCTUMUX MeX NepBUHHOI YNakoBKu
roTOBOro NMikapCcbKoro 3acoby (BUNy4YeHHs
He3HaYyHOro MNokasHuka (Hanpuknag
3acTapiforo NokasHuka)) BHECEHHS 3MiH A0
cneundikaLi NepBMHHOI YNakoBKMU rOTOBOMO
nikapcekoro 3acoby (Tube), a came
BWIyYEHHS1 HE3HaYHOro nokasHuka Lacquer
and enamel resistance to squeezing. 3MmiHu |
TMny - 3MiHK 3 SKOCTi. [0TOBMIA NiKapCbKNIA
3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3acit. 3MiHa
napameTpiB cneundikauin Ta/abo
[ONYCTUMUX MeX NEePBUHHOT YNakoBKu
roTOBOro NMikapCbKoro 3acoby (BUNy4YeHHs
He3HaYyHOro MNokasHuka (Hanpuknag
3acTapinoro nokasHuka)) BHECEHHS 3MiH A0
crneundikaLi NepBMHHOI YNakoBKM rOTOBOMO
nikapcbkoro 3acoby (Tube), a came
BUINYYEHHS1 HE3HaYHOro nokasHuka Tube
tightness. 3minu | TUny - 3MiHK 3 sKoCTi.
["oToBMI nikapcbkmi 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa y
mMeToaax BUNpobyBaHHSA NEPBUHHOI
YyNakKoBKM rOTOBOrO NikapCbKoro 3acoly (iHLwui
3MiHW Y MeToAax BUNpobyBaHb (BKMHOYa0Ym

3amiHy abo jogaBaHHs1)) OHOBIEHHS p.
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

3.2.P.7. Cuctema KoHTelnHep/
3aKyroproBarnbHuii 3acib, a came 3amiHa
XiMiYHOro MeToay Ha enekTponiTUYHUA ANg
napameTpy «CyLuinbHICTb TakoBOro
nokputta» (Continuity of lacquer coating).
3MminHun | TMny - 3MiHuM 3 siKocTi. [oToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHuUiA 3aci6. 3miHa y
MeTofax BUNpobyBaHHsS NEPBUHHOT
yNaKOBKM FOTOBOrO NiKapcbkoro 3acoby (iHLi
3MiHN) oHoBneHHs p. 3.2.P.7. Cuctema
KOHTelHep/ 3akyrnoptoBanbHuUi 3acid, a came
Oonunc NpPocTUX MeTOAIB, 3aMiHEHUIN Ha
nocunaHHs B cneumndikauii (assessment of
overprint, text, tube outer diameter, side
surface length, overprint colouration, screw
cap colour)); BKIMIOYEHHS MOCUIaHHSA Ha
Ph.Eur. moHorpadito ans 14-metogy
(2.2.24), siKnIA BUKOPUCTOBYETLCS ANS
ineHTudiIKaLii BHYTPiLLHLOro N1aKoBOro
marepiany, naTekcy Ta martepiany KpuLLKM,
LLIOo HarBUHYyeTbCS; gopgaHo [oaaTok 3, e
NPeLCTaBNEeHO eTanoOHHWIN CNeKTp Ansi
NoNIETUNEHOBOI KPULLKM, LLIO 3aKPYHYETHCS;
OHOBMEHHS TEXHIYHOI cXeMu Ty6m,
Oeknapauii 6e3neku anst 30opos’si Ta
cepTudikaTy; iHWi BUNpaBneHHsi 6e3
MEPUTOPUYHMX 3MiH.

82.

KO-
AMJIECCA

Tabnetku, 8 mr/2,5
mr/10 wmr, no 10
Tabnetok y 6nictepi;
no 3 abo 6, abo 9
GnicTepiB y
KapTOHHiI kopobui

KPKA, o.4.,
HoBo mecto

CnoBeHis

BUpPOOHMLTBO "in bulk",
nepBuHHe Ta
BTOPVHHE NakKyBaHHS,
KOHTpOrb cepii,
Bunyck cepii: KPKA,
n.a., Hoso mecTo,
CroBeHisi; NnepBuUHHE
Ta BTOpPWHHE
nakyBaHHs:: KPKA,
n.o., Hoeo mecTo,
CroBeHisi; KOHTPOIb
cepii: KPKA, a.4.,
Hoso mecrTo,
CroBeHisi; nepBuHHe
Ta BTOpPWHHE
nakyBaHHS, KOHTPOIb
cepii, BUNyCK cepil:
KPKA Monbuwa Cn. 3
0.0., MonbLya;
nepBuHHe Ta
BTOPVHHE NaKyBaHHS,

CnoBeHis/
Monbwa/
HimevuunHa

BHECEHHS! 3MiH 0 peecTpauifiHnX
matepianis: 3amiHu | Tuny - 3miHuM 3 AKOCTI.
Ceptudikat BignosigHocTi/lE-cepTudikaT

BigNOBIOHOCTI €BponenchbKii
apmakonei/MmoHorpadii. NMogaHHA HoBOro
abo oHoBREeHOro cepTudikaTta BignoBigHOCTI
abo BunyYeHHs cepTudikata BignoBigHOCTI
€Bponelicbkini hapmakonei: ans A®l; ona
BMXifHOro MaTtepiany/peareHTy/npoMiXXHOro
NPOAYKTY, LLIO BUKOPUCTOBYIOTLCS Y
BUPOGHMUTBI ADI; Ansi 4ONOMIKHOI
peyoBUHYM (cepTudikaT BigNoBIAHOCTI
€Bponelicbkini hapmakonei) - Hosui
cepTudikat Bif BXXe 3aTBEPAXEHOro
BMPOOHMKa - NoaaHHsA HOBOro cepTudikaTta
BigMoBigHOCTI €Bponenchkin dapmakonei Ne
RO-CEP 2019-245 - Rev 01 ans Ad®I
nepuHaoNpuny TepT-byTunaminy Big
3aTBepakeHoro BupobHuka KRKA, d.d.,
Novo mesto, Slovenia; 3amitu | Tuny - 3miHu 3
sikocTi. CepTudikat BignosigHocTi/l'E-

3a
peuerimom

UA/14676/01/01
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1

Bunyck cepii: TAL
dapma 'mbX,
Hime4uyunHa; koHTponb
cepii: TALL ®apma
6X, Himevuuna;
KOHTPO~b
Mikpob6ionoriyHoi
4ncToTU cepii (y
BMMNagKy KOHTPOIto
cepii TAL ®apma
'm6X): Jlabop JIC CE
& Ko. KI', HimewyunHa

cepTuddikat BignoBigHOCTI EBpONENCHKI
dapmakonei/moHorpadii. NMogaHHA HoBoro
abo oHoBMeHoro cepTudikarta BianoBiAHOCTI
abo Buny4deHHs ceptudpikata BignoBigHOCTI
€Bponencbkin dapmakonei: gna A®l; ans
BUXigHOro MaTepiany/peareHTy/npomMixXHOro
NPOAYKTY, LLO BUKOPUCTOBYIOTLCS Y
BUPOGHMUTBI ADI; Ans 4ONOMIKHOI
peyoBuMHM (cepTuddikat BiaNOBIAHOCTI
€Bponecbkin dapmakonei) - Hosui
cepTudikaT Bifg BXe 3aTBEpAKEHOro
BMPOGHMWKa - NoAaHHs HOBOro ceptudikaTa
BignoBigHoOCTI €Bponeinchkin thapmakonei Ne
RO-CEP 2019-235 - Rev 00 gnsa Ad|
nepuHgonpuny TepT-6yTunamiHy Big
3aTBepakeHoro BMpobHuka Zhejiang
Menovo Pharmacedutical Co., Ltd., China
(holder of CEP KRKA, d.d., Novo mesto);
3MinHn | TMny - 3miHun 3 sikocTi. CepTudikaT
BignosigHocTi/E-cepTudikaT BiANoBigHOCTI
€BponeWcbkin dhapmakonei/MoHorpadii.
MopaHHsa HoBoro abo OHOBMNEHOTO
cepTugikaTa BignoBigHOCTi abo BUNyYeHHs
cepTudgikaTa BignoBigHOCTI €Bponeiichbkii
capmakonei: ana Adl; gnsa BuxigHoro
matepiany/peareHTy/npoOMiKHOrO MPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
Onsi JONOMiXHOT peqoBuHU (cepTudikaT
BigNOBIQHOCTI €Bponewchbkin hapmakoner) -
OHoBneHun ceptudikaT Big yxe
3aTBEpOKEHOro BUPOGHUMKa - MoAaHHS
OHOBIEHOro cepTudikaTa BignoBigHOCTI
€sponevicbkint papmakonei Ne R1-CEP
1998-075 - Rev 05 (3aTBepmxeHo: R1-CEP
1998-075 - Rev 04) ans fito4oi pe4yoBuHN
iHOganamigy Big 3aTBEPOKEHOrO BUPOBHMKA
BIOINDUSTRIA L.I.M. S.P.A_; 3miHu | Tvny -
3miHu 3 gkocTi. CepTudikar
BignosigHocTi/lE-cepTudikaT BiANoOBIigHOCTI
€Bponelicbkiit hapmakonei/MoHorpadii.
MopaHHsa HoBoro abo OHOBMNEHOTO
cepTugikaTa BignoBigHOCTIi abo BUNyYEHHs
cepTudikaTa BignoBigHOCTi EBpoNechbkin
capmakonei: ans A®l; gnsa BuxigHoro
matepiany/peareHTy/npOMiKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI;
ONs AONOMIKHOI pevoBuHM (cepTudikat
BigNoBIQHOCTI €Bponevickkin hapmakoner) -
OHoBneHWn cepTudikaT Big yxe
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep

peecmpayiliHo2o

noceio4yeHHs1

3aTBepOKeHOro BUPOGHMKa - MoAaHHs
OHOBIEHOro cepTudikaTa BigNoOBIAHOCTI
€Bponecbkin dapmakonei Ne R1-CEP-
2002-184- Rev-07 (3aTBepmxeHo: R1-CEP-
2002-184- Rev-06) gna A®I amnoaumniny
Gecunarty Bif BXe 3aTBEpAKeHOro
BUpobHMKa Unichem Laboratories Limited,
IHais; 3MiHm | Tuny - 3miHKn wWoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay
(iHWi 3miHW) - OHOBNEHHSI TEKCTY
MapKyBaHHs nepsuHHoI (n. 6 IHLWE) Ta
BTOpUHHOI (N.8 OATA 3AKIHYEHHA
TEPMIHY NPUOATHOCTI, n.14
KATEMOPIA BIAMYCKY, n.17 IHWE)
yMakoBKM NikapcbKoro 3acoby.
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBEPOKEHHS

83.

KO-
AMJIECCA

Tabnetkn, 4 mr/1,25
mr/5 mr, no 10
Tabnetok y bnictepi;
no 3 abo 6, abo 9
GnictepiB y
KapTOHHIN kopobLi

KPKA, o.4.,
HoBo mecTo

CnogeeHisi

BUPOGHMLTBO "in bulk",
nepBuHHe Ta
BTOPVHHE NakKyBaHHS,
KOHTpPOIb cepii,
Bunyck cepii: KPKA,
n.0., Hoeo mecTo,
CnoBeHisi; nepBuHHe
Ta BTOpPWHHE
nakyBaHHs: KPKA,
n.a., Hoso mecTo,
CroBeHisi; KOHTPOIb
cepii: KPKA, o.4.,
HoBo mecTo,
CnoBeHisi; nepBuHHe
Ta BTOPWHHE
nakyBaHHSI, KOHTPOIb
cepii, BUNycK cepit:
KPKA Monbuwa Cn. 3
0.0., MonbLua;
nepBuHHe Ta
BTOPVHHE NaKyBaHHS,
Bunyck cepii: TAQ
dapma 'mbX,
HimeuyumHa; koHTpoOnb
cepii: TAQ ®apma
m6X, Himevuuna;
KOHTPOIb
MikpobionoriyHoT
yncToTU cepii (y
BMNagKy KOHTPOIo
cepii TA ®apma
'vm6X): Jlabop JIC CE

CnoseHisi/
Monbwal/
Himevuunna

BHECEHHS 3MiH 40 peecTpaLiiHMX
maTepianis: 3MiHuM | TUny - 3MiHK 3 SKOCTi.
Ceptudikat BignosigHocTi/lE-cepTudikat

BignoBigHOCTI €Bponeiichbkii
tapmakonei/moHorpadii. MogaHHsA HOBOroO
abo oHoBreHOro cepTudikaTta BiANOBIAHOCTI
abo Buny4deHHs ceptudikata BignoBigHOCTI
€Bponelicbkini hapmakonei: ans A®l; ana
BVXifHOro martepiany/peareHTy/npoOMipXKHOTO
NMPOAYKTY, LLO BUKOPUCTOBYHOTECH Y
BUPOGHMUTBI ADI; Ans 4ONOMIKHOI
peyoBuHYM (cepTuddikaT BiANOBIAHOCTI
€Bponelicbkini hapmakonei) - Hosui
cepTudikat Bif BXXe 3aTBEPAXEHOro
BMPOBHMKa - NOAaHHS HOBOro cepTudpikata
BigNoBigHOCTI €Bponenchkin chapmakonei Ne
RO-CEP 2019-245 - Rev 01 ans A®I
nepuHgonpuny TepT-dyTunamiHy Bif
3aTBepakeHoro BupobHuka KRKA, d.d.,
Novo mesto, Slovenia; 3amitu | TUny - 3miHu 3
skocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBiaHOCTI EBponenchbkil
apmakonei/MmoHorpadii. NMoaaHHs HoBoro
abo oHoBreHoOro cepTudikaTta BiaMoBIAHOCTI
abo BUny4eHHs1 cepTugikata BignosigHoCTi
€Bponelicbkini hapmakonei: ans A®l; ans
BVXifHOTrO MaTepiarny/peareHTy/npoOMiKHOTO
NPOAYKTY, LLO BUKOPUCTOBYHOTECS Y
BUPOGHMUTBI ADI; Ans 4ONOMIKHOI
peyoBMHYM (cepTuddikaT BigNOBIAHOCTI
€Bponelicbkiii hapmakonei) - Hosuit
cepTudikat Bif BXXe 3aTBEpAXEHOro

3a
peuerimom

UA/14676/01/02
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

& Ko. KI', HimeuunHa

BMPOGHMWKa - ModaHHs HOBOro ceptudikaTa
BiANoBigHOCTI €Bponencekin dapmakonei Ne
RO-CEP 2019-235 - Rev 00 gnsa A®I
nepuHgonpuny TepT-6yTunamiHy Big
3aTBepaKeHoro BupobHuka Zhejiang
Menovo Pharmaceutical Co., Ltd., China
(holder of CEP KRKA, d.d., Novo mesto);
3Mminu | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/FE-cepTudikaT BiANoBigHOCTI
€BponeWcbkin dapmakonei/MoHorpadii.
[MogaHHsA HOBOro abo OHOBIIEHOTO
cepTugikaTa BignoBigHOCTIi abo BUNYyYEHHSs!
cepTudgikaTa BignoBigHOCTI €Bponeiichbkii
capmakonei: ans A®I; ansa BuxigHoro
matepiany/peareHTy/npoOMiXXHOTO MPOAYKTY,
LLIO BUKOPUCTOBYIOTbCS Y BUPOBHMUTBI AdI;
ANst JONOMIKHOI peqoBuHM (cepTudikaT
BignoBigHOCTI €Bponeiickkin hapmakoner) -
OHoBneHui ceptudikat Big yxe
3aTBEPAKEHOro BUPOOHMKA - MoAaHHSA
OHOBJIEHOr0O cepTudpikarta BignNoOBIAHOCTI
€Bponevickkin hapmakonei Ne R1-CEP
1998-075 - Rev 05 (3atBepmxeHo: R1-CEP
1998-075 - Rev 04) ans fito4oi pe4oBuHM
iHganamigy Big 3aTBEpAXKEHOro BUPOOHMKa
BIOINDUSTRIA L.I.M. S.P.A_; 3minu | Tuny -
3miHu 3 akocTi. CepTudikat
BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponelicbkin hapmakonei/moHorpadii.
MopaHHs HoBoro abo OHOBMNEHOTO
cepTudikaTa BignosigHOCTi abo BUNyYeHHst
cepTudikaTa BignoBigHOCTi €BponechbKii
capmakonei: ana A®l; ansa BuxigHoro
maTepiany/peareHTy/npoOMiXKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
ANst JONOMIXXHOI peqoBuHM (cepTudikaT
BignoBigHocTi €Bponenchkii hapmakonei) -
OHoBneHun ceptudikaT Bif yxe
3aTBepOKEHOro BUPOGHUMKA - MoAaHHSA
OHOBIEHOro cepTudikarta BiANOBIgHOCTI
€sponericbkinn bapmakonei Ne R1-CEP-
2002-184- Rev-07 (3aTBepmxeHo: R1-CEP-
2002-184- Rev-06) ans A®l amnoamniHy
Oecunary Big, BXe 3aTBEPOKEHOr0
BMpo6Huka Unichem Laboratories Limited,
IHgis; 3MiHu | TUNY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy
(iHLWi 3MiHW) - OHOBNEHHA TEKCTy
MapKyBaHHs nepBuHHOI (n. 6 IHLE) Ta




86 [TponoBkeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
BTOpUHHOI (N.8 OATA 3AKIHYEHHA
TEPMIHY NPUOATHOCTI, n.14
KATEIOPIA BIAMYCKY, n.17 IHWE)
yMakoBKM NikapcbKoro 3acoby.
BBeaeHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
3aTBEpPOKEHHS
84. | KO- Tabnetku, 4 mr/1,25 KPKA, a.a., CnoBeHisi BUPOGHMUTBO "in bulk”, CnoBeHis/ BHECEHHS 3MiH 0 peecTpauinHux 3a - UA/14677/01/02
AMIJIECCA mr/10 mr, no 10 HoBo mecTO nepBuHHE Ta Monbwa/ maTtepianis: 3MiHu | Tuny - 3MiHK 3 AKOCTiI. peuernmom
Tabnetok y Gnictepi; BTOPVHHE NaKyBaHHS, HimevuunHa Ceptudpikat BignosigHocTi/E-cepTudikaT

no 3 abo 6, abo 9
6nictepiB y
KapTOHHIl kopobui

KOHTpOrb cepil,
Bunyck cepii: KPKA,
n.a., Hoso mecTo,
CnoBeHisi; nepBuHHe
Ta BTOPUHHE
nakyBaHHs: KPKA,
n.a., Hoso mecTo,
CroBeHisi; KOHTPOIb
cepii: KPKA, a.4.,
HoBo mecTo,
CroBeHisi; NnepBUHHE
Ta BTOPWHHE
naKyBaHHSI, KOHTPOIb
cepil, BUNyckK cepii:
KPKA Monbuwa Cn. 3
0.0., MonbLua;
nepBUHHE Ta
BTOPVHHE NakKyBaHHS,
Bunyck cepii: TAQ
dapma 'M6X,
HimeuuunHa; KoHTponb
cepii: TAQ ®apma
'm6X, HimevuuHa;
KOHTPOMb
MikpobionoriyHoi
4ncToTU cepii (y
BUMaAKy KOHTPOSO
cepii TA ®apma
'm6X): JTabop NIC CE
& Ko. KI, HimeuuunHa

BignoBigHOCTI €BponeiichbKin
dapmakonei/moHorpadii. NMogaHHA HoBoro
abo oHoBMeHoro cepTudikarta BianoBiAHOCTI
abo Buny4deHHs ceptudikata BignoBigHOCTI
€Bponencbkin dapmakonei: ana A®l; ans
BUXigHOro MaTepiany/peareHTy/npomMixXHoro
NPOAYKTY, LLO BUKOPUCTOBYIOTBLCS Y
BUpOGHMUTBI A®I; ANs 4OMOMDKHOT
peyoBUHM (cepTuddikat BiaNoBIAHOCTI
€Bponecbkin dapmakonei) - Hosui
cepTudikaT Bifg BXe 3aTBEpAKEHOro
BMPOGHMWKa - NogaHHsA HOBOro ceptudikaTa
BignoBigHoOCTI €Bponeinchkin thapmakonei Ne
RO-CEP 2019-245 - Rev 01 ans A®I
nepuHgonpuny TepT-6yTunamiHy Big
3aTBepakeHoro BupobHuka KRKA, d.d.,
Novo mesto, Slovenia; 3amiHu | Tvny - 3miHn 3
sikocTi. CepTudikat BignosigHocTi/l'E-
cepTudikaT BignoBiaHOCTI EBponenchKil
dapmakonei/moHorpadii. NMoaaHHA HoBoro
abo oHoBREeHOro cepTudikaTta BignoBigHOCTI
abo BuUny4eHHs cepTudikata BignoBigHoCTI
€Bponencbkin dapmakonei: gna A®l; ans
BMXifHOro MaTtepiany/peareHTy/npoMiXXHOro
NPOAYKTY, LLO BUKOPUCTOBYIOTLCS Y
BUpOGHMUTBI API; Ans OMNOMDKHOT
peyoBUHYK (cepTudikaT BigNOBIAHOCTI
€Bponelicbkini hapmakonei) - Hosui
cepTudikaT Bif BXe 3aTBEPAKEHOrO
BMPOGHMWKa - NoAaHHs HOBOro ceptudikaTa
BigNoBigHOCTI E€Bponeickkin chapmakonei Ne
RO-CEP 2019-235 - Rev 00 ans Adl
nepuvHgonpuny TepT-6yTunamiHy Big
3aTBepakeHoro BupobHuka Zhejiang
Menovo Pharmaceutical Co., Ltd., China
(holder of CEP KRKA, d.d., Novo mesto);
3MmiHu | TUNy - 3miHu 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
€Bponelicbkiit hapmakonei/MoHorpadii.
MogaHHs HoBoro abo OHOBMNEHOIO
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

cepTudgikaTa BignoBigHOCTIi abo BUNYyYEHHSs!
cepTudikaTa BignoBigHOCTi €BpONEnChbKii
capmakonei: ana A®l; gnsa BuxigHoro
maTepiany/peareHTy/npoMiXKHOTO MPOAYKTY,
LLLO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI AdI;
ONs AONOMIKHOI pevoBuHM (cepTuddikat
BignoBigHOCTI €Bponevickkin hapmakoner) -
OHoBneHun ceptudikaT Big yxe
3aTBepOKeHOro BUPOGHMKa - MoAaHHs
OHOBJIEHOr0 cepTudpikarta BignNoOBIAHOCTI
€sponeicbkin bapmarkonei Ne R1-CEP
1998-075 - Rev 05 (3atBepmkeHo: R1-CEP
1998-075 - Rev 04) ans fito4oi pe4yoBuHM
iHganamigy Bia 3aTBEpA>KEHOro BUPOOHMKa
BIOINDUSTRIA L.I.M. S.P.A.; 3MiHu | Tuny -
3MiHn 3 skocTi. CepTuddikar
BignosigHocTi/E-cepTudikaT BiANoBIigHOCTI
€Bponewcbkin dhapmakonei/MoHorpadii.
MopaHHsa HoBoro abo OHOBMNEHOIO
cepTugikaTa BignoBigHOCTIi abo BUNyYeHHs
cepTudgikaTa BignoBigHOCTI €Bponeiichbkii
capmakonei: ana Adl; gnsa BuxigHoro
marepiany/peareHTy/npOMiKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYIOTbCS Y BUPOBHMUTBI AdI;
Onsi JONOMiXXHOT peqoBuUHU (cepTudikaT
BigNOBIQHOCTI €Bponewicbkin hapmakoner) -
OHoBneHun ceptudikaT Big yxe
3aTBEpOKEHOro BUPOGHUMKa - MoAaHHS
OHOBIEHOro cepTudikaTa BignoBiAHOCTI
€Bponelicbkint papmakonei Ne R1-CEP-
2002-184- Rev-07 (3aTBepmkeHo: R1-CEP-
2002-184- Rev-06) gns A®| amnogmniHy
Gecunarty Big Bxe 3aTBEpPOKEHOro
BUpo6HMKa Unichem Laboratories Limited,
IHais; 3MiHm | TUNy - 3miHKM WwWoao
Besnekn/edekTMBHOCTI Ta hapmakoHarnagy
(iHwWi 3MiHK) - OHOBNEHHS TEKCTY
MapKyBaHHs nepsuHHoi (n. 6 IHLUE) Ta
BTOpWHHOI (n.8 AATA 3AKIHYEHHA
TEPMIHY NPUOATHOCTI, n.14
KATEMOPIA BIAMYCKY, n.17 IHWE)
yMakoBKM NikapCbKoro 3acoby.
BBeaeHHs 3MiH npoTsarom 6-Tu micauiB nicns
3aTBEpPOKEHHS

85.

KO-
AMJIECCA

Tabnetku, 8 mr/2,5
mr/5 mr, no 10
Tabnetok y 6nictepi;
no 3 abo 6, abo 9
GnicTepis y

KPKA, a.4.,
HoBo mecTo

CnoseHis

BUPOGHMLUTBO "in bulk”,
nepBuHHe Ta
BTOPWHHE NaKyBaHHS,
KOHTpOrb cepil,
Bunyck cepii: KPKA,

CnoseHisi/
MonbLa/
Himeyuunna

BHECEHHS 3MiH 40 peecTpauinHnx
matepianis: 3amiHu | Tuny - 3miHuM 3 sIKOCTI.
Ceptudikat BignosigHocTi/lE-cepTudikaT

BianoBigHOCTI €Bponeinchkii
dapmakonei/MoHorpadii. NMogaHHs HoBoro

3a
peuerimom

UA/14678/01/01
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

KapTOHHil kopobui

A.a., Hoeo mecTo,
CroBeHisi; NnepBuHHE
Ta BTOpPWHHE
nakyBaHHs: KPKA,
n.o., Hoeo mecTo,
CroBeHist; KOHTPOIb
cepii: KPKA, a.4.,
HoBo mecTo,
CroBeHisi; NnepBuUHHE
Ta BTOpPWHHE
nakyBaHHS, KOHTPOIb
cepii, BUNyckK cepii:
KPKA Monbuwa Cn. 3
0.0., MNonblwa;
nepBUHHE Ta
BTOPWHHE NaKyBaHHs,
Bunyck cepii: TAQ
dapma 'M6X,
HimevuyunHa; koHTponb
cepii: TA ®apma
'm6X, HimeuunHa;
KOHTPO~b
MikpobionoriyHoi
4nCTOTYM Ccepii (y
BMMNagKy KOHTPOIto
cepii TA ®apma
'm6X): labop JIC CE
& Ko. KI', HimewunHa

abo oHoBMeHoro cepTudikarta BianoBigHOCTI
abo BuUny4YeHHs cepTudikaTa BiANoBiAHOCTI
€Bponencbkin dapmakonei: gna A®l; ans
BUXigHOro MaTepiany/peareHTy/npomixXHOro
NPOAYKTY, LLO BUKOPUCTOBYIOTLCS Y
BUpPoGHMUTBI APl; Ans ONOMKHOT
peyoBUHM (cepTuddikat BiaNOBIAHOCTI
€sponencbkint hapmakonei) - Hosun
cepTudikaT Bif BXe 3aTBEpO)KEHOro
BMPOGHMWKa - MoAaHHs HOBOro ceptudikaTa
BiANoBigHOCTI €Bponencekin dapmakonei Ne
RO-CEP 2019-245 - Rev 01 ansa Adl
nepuHgonpuny TepT-6yTunamiHy Big
3aTBepakeHoro BupobHuka KRKA, d.d.,
Novo mesto, Slovenia; 3miHu | TUny - 3MiHu 3
sikocTi. CepTudikat BignosigHocTi/lE-
cepTudikat BiANOBIOHOCTI €BpONENCHKin
tapmakonei/moHorpadii. MogaHHsA HOBOrO
abo oHoBMEeHoro cepTudikarta BianoBiAHOCTI
abo BunyYeHHs cepTudikaTa BignoBigHOCTI
€Bponecbkin dapmakonei: gna A®l; ans
BUXigHOro MaTepiany/peareHTy/npomMixXHOro
NPOAYKTY, LLIO BUKOPUCTOBYIOTLCS Y
BUPOGHMUTBI API; Ans JONOMIKHOI
peyoBUHYM (cepTuddikaT BigNoBIAHOCTI
€Bponelicbkint hapmakonei) - Hosui
cepTudikat Bif BXe 3aTBEpAXEHOro
BMPOGHMWKa - NoAaHHsA HOBOro ceptudikaTa
BiAMNoBigHOCTI €Bponencokin dapmakonei Ne
RO-CEP 2019-235 - Rev 00 gns A®I
nepuvHgonpuny TepT-6yTunamiHy Big
3aTBepakeHoro BupobHuka Zhejiang
Menovo Pharmaceutical Co., Ltd., China
(holder of CEP KRKA, d.d., Novo mesto);
3miHu | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikaT BiANoBigHOCTI
€Bponelicbkint hapmakonei/MoHorpadii.
MopaHHsA HoBoOro abo OHOBMNEHOTO
cepTugikaTa BignoBigHOCTI abo BUyYEHHSs
cepTudikaTa BignoBigHOCTi EBpoNechbkin
capmakonei: ans A®l; gnsa BuxigHoro
matepiany/peareHTy/npOMiKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI;
ONst JOMOMIXXHOI peqoBuHU (cepTudikaT
BigNoBIgHOCTI €Bponevichkin hapmakoner) -
OHoBneHun cepTudikaT Big yxe
3aTBepKEHOro BUPOOHMKa - MoAaHHSA
OHOBJIEHOro cepTudikaTta BiAnoBigHOCTI
€sponevicbkint papmakonei Ne R1-CEP
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

1998-075 - Rev 05 (3atBepmkeHo: R1-CEP
1998-075 - Rev 04) ans gito4oi pe4oBuHU
iHOganamigy Big 3aTBEPOKEHOrO BUPOBHMKA
BIOINDUSTRIA L.I.LM. S.P.A.; 3MiHu | Tuny -
3MmiHu 3 akocTi. CepTudikat
BignosigHocTi/ME-cepTudikaT BiANOBIgHOCTI
€BponeWcbkin dapmakonei/MoHorpadii.
[MogaHHsA HOBOro abo OHOBIIEHOTO
cepTudgikaTa BignoBigHOCTIi abo BUyYEHHSs
cepTudgikaTa BignoBigHOCTI €Bponeichbkii
capmakonei: ana A®I; onsa BuxigHoro
matepiany/peareHTy/npoMiXKHOTO NMPOAYKTY,
LLIO BUKOPUCTOBYIOTbCS Y BUPOBHMUTBI AdI;
ANst JONOMIXXHOI peqoBuHM (cepTudikaT
BignoBigHOCTI €Bponeiickkin hapmakoner) -
OHoBneHui ceptudikat Big yxe
3aTBEPAKEHOro BUPOBHMKA - MoAaHHSA
OHOBJIEHOro cepTudpikata BignNoOBIAHOCTI
€Bponeicbkin dapmakonei Ne R1-CEP-
2002-184- Rev-07 (3aTtBepmkeHo: R1-CEP-
2002-184- Rev-06) gna A®l amnoauniny
Gecunarty Big Bxe 3aTBEpPOKEHOro
BunpobHuka Unichem Laboratories Limited,
IHais; 3MiHu | TMRNy - 3MiHKM Woao
6e3nekn/edeKTMBHOCTI Ta hapMakoHarnsay
(iHLWi 3MiHW) - OHOBNEHHA TeKCTy
MapKyBaHHs nepsuHHoI (n. 6 IHLWE) Ta
BTOpMHHOI (n.8 OATA 3AKIHYEHHA
TEPMIHY NPUOATHOCTI, n.14
KATEIOPIA BIAMYCKY, n.17 IHWE)
yMakoBKM NikapcbKoro 3acoby.
BBeneHHs 3MiH NnpoTarom 6-Tu MicauiB nicns
3aTBEPOKEHHS

86.

KO-
AMIJIECCA

Tabnetku, 2
mr/0,625 mr/5 mr, no
10 TabneTok y
6nicTepi; no 3 abo 6,
abo 9 bricTtepis y
KapTOHHiI kopobui

KPKA, o.4.,
HoBo mecTo

CnogBeHisi

BMpOGHMLUTBO "in bulk”,
nepBUHHE Ta
BTOPVHHE NakKyBaHHS,
KOHTpOrb cepil,
Bunyck cepii: KPKA,
n.a., Hoso mecTo,
CroBeHisi; nepBuHHe
Ta BTOPWHHE
nakyBaHHs:: KPKA,
n.a., Hoso mecTo,
CroBeHisi; KOHTPOIb
cepii: KPKA, a.4.,
HoBo mecTo,
CroBeHisi; NepBuUHHE
Ta BTOpPWHHE
naKyBaHHsl, KOHTPOIIb

CnoseHisi/
Monbwa/
HimevuunHa

BHECEHHS 3MiH A0 peecTpauinHnx
matepianis: 3miHm | Tuny - 3MiHM 3 AKOCTI.
Ceptudikat BignosigHocTi/lE-cepTudikaT

BignoBigHOCTI €Bponemnchkii
dapmakonei/moHorpadii. NMogaHHA HoBoro
abo oHoBREHOro cepTudikaTta BianoBIAHOCTI
abo BUny4eHHs cepTudgikata BignoBigHOCTI
€Bponencekin dapmakonei: gna A®l; ans
BMXifHOro MaTtepiany/peareHTy/NpoOMiXXHOrO
NPOAYKTY, LLO BUKOPUCTOBYHOTECH Y
BUPOGHMUTBI API; Ans 4OMNOMDKHOT
peyoBUHYM (cepTudikaT BigNOBIAHOCTI
€Bponelicbkiii hapmakonei) - Hosuit
cepTudikaT Bif BXe 3aTBEPAXKEHOrO
BMPOOHMKa - NoAaHHsA HOBOro cepTudikaTta
BigNoBigHOCTI E€Bponelchkin dhapmakonei Ne

3a
peuenmom

UA/14677/01/01
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1

cepii, BUNyck cepit:
KPKA MonbLwa Cn. 3
0.0., MNMonbLua;
nepBUHHE Ta
BTOPWHHE NaKyBaHHS,
Bunyck cepii: TAL
dapma 'M6X,
HimeuuunHa; KoHTponb
cepii: TALL ®apma
'm6X, HimeuunHa;
KOHTPOIb
Mikpob6ionoriyHoi
4nCTOTYM Ccepii (Y
BWMNaaKy KOHTPOItO
cepii TAl ®apma
'm6X): Jlabop NIC CE
& Ko. KI', HimewunHa

RO-CEP 2019-245 - Rev 01 gnsa A®I
nepuHaonpuny TepT-byTunaminy Bin
3aTBepakeHoro BMpobHuka KRKA, d.d.,
Novo mesto, Slovenia; 3miHu | TUny - 3miHu 3
skocTi. CepTudikar BignosigHocTi/lE-
cepTudikat BignoBigHOCTI €BpONENChKin
dapmakonei/moHorpadii. MogaHHsA HOBOrO
abo oHoBrneHoro cepTudikarta BiANoBiAHOCTI
abo Buny4deHHs ceptudpikata BianoBigHOCTI
€Bponencbkin dapmakonei: gna A®l; ans
BMXigHOro martepiany/peareHTy/npoMiKHOro
NPOAYKTY, LLO BUKOPUCTOBYIOTLCS Y
BUpo6HMUTBI APl; Ans ONOMIKHOT
peyoBuHM (cepTuddikaT BiANOBIAHOCTI
€Bponeicbkin dapmakonei) - Hosui
cepTudikaT Bif BXe 3aTBEPOKEHOro
BMpPOBHMKa - NoAaHHS HOBOro cepTudpikata
BignoBigHoCTI €Bponeinchkin thapmakonei Ne
RO-CEP 2019-235 - Rev 00 ansa Aol
nepuHgonpuny TepT-byTunamiHy Big
3aTBepakeHoro BupobHuka Zhejiang
Menovo Pharmaceutical Co., Ltd., China
(holder of CEP KRKA, d.d., Novo mesto);
3MinHn | TMny - 3miHun 3 sikocTi. CepTudpikaT
BignosigHocTi/FE-cepTudikaT BiANOBIgHOCTI
€Bponelicbkin hapmakonei/moHorpadii.
MopaHHs HoBoro abo OHOBMNEHOIO
cepTudikaTa BignosigHocTi abo BUNyYeHHst
cepTudikaTa BignoBigHOCTi €BponechbKii
capmakonei: ana A®I; ansa BuxigHoro
maTepiany/peareHTy/npoMiXKHOTO NMPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHNLTBI ADI;
Onsi JONOMiXHOT peqoBuHU (cepTudikaT
BignoBigHocTi €Bponenchkii hapmakonei) -
OHoBneHun ceptudikaT Bif yxe
3aTBEpAKEHOro BUPOOHMKa - MoAaHHSA
OHOBIEHOro cepTudikaTta BiANOBIAHOCTI
€sponevicbkin papmakonei Ne R1-CEP
1998-075 - Rev 05 (3aTBepmxeHo: R1-CEP
1998-075 - Rev 04) ans gjito4oi pevyoBUHM
iHOganamigy Big 3aTBEPOKEHOrO BUPOBHMKA
BIOINDUSTRIA L.I.M. S.P.A_; 3minu | Tuny -
3MmiHu 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BiANoOBIigHOCTI
€Bponelicbkinn hapmakonei/moHorpadii.
MopaHHs HoBoro abo oHOBMEHOrO
cepTugikaTa BignoBigHOCTIi abo BUyYEHHSs
cepTugikaTa BignoBigHOCTi €Bponeichbkii
capmakonei: ana A®I; ansa BuxigHoro
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

maTepiany/peareHTy/npoMiXKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI AdI;
ONs AONOMIKHOI pevoBuHM (cepTuddikat
BignoBigHOCTI €Bponewicbkin hapmakoner) -
OHoBneHun ceptudikaT Big yxe
3aTBepOKeHOro BUPoGHMKa - MoAaHHs
OHOBJIEHOro cepTudpikata BignNoOBIAHOCTI
€sponeiicbkin bapmarkonei Ne R1-CEP-
2002-184- Rev-07 (3aTBepmxeHo: R1-CEP-
2002-184- Rev-06) gna A®l amnoauniny
Gecunaty Big BXe 3aTBEPOKEHOrO
Bupo6Hmka Unichem Laboratories Limited,
IHais; 3MiHu | TUNy - 3MiHKM Woao
6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHW) - OHOBMNEHHSI TEKCTY
MapKyBaHHs nepBuHHOI (n. 6 IHLLE) Ta
BTOpWHHOI (n.8 OATA 3AKIHYEHHA
TEPMIHY NPUOATHOCTI, n.14
KATEIOPIA BIAMYCKY, n.17 IHWE)
yMakoBKM NikapCbKoro 3acoby.
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBEpPOKEHHS

87.

KOH®YHAYC
®

Tabnetku no 25
mr/250 mr, no 10
Tabnetok y 6nictepi,
no 10 6nictepiB y
KapTOHHIN ynakoBLj

TOB
«MEQPAP
M NTO»

YkpaiHa

KYCYM XENTXKEP
NBT NTA

IHAisA

BHECEHHS 3MiH [0 peecTpauiiHnX
mMaTepianis: 3MiHu | TUny - 3MiHK 3 SKOCTi.
[oToBWI Nikapcbkuii 3aci6. 3MiHKU y
BMPOGHMLTBI. 3MiHa po3mipy cepii
(Bkntoyaro4m gianasoH po3mipy cepii)
roTOBOrO ikapCbKoro 3acoby (36inbLIeHHs
0o 10 pasiB NOpIiBHSHO i3 3aTBEPIKEHUM
PO3MipOM) - BBEAEHHS [4OAaTKOBOrO po3Mipy
cepii ['N13 — 200 000 TabneTtok Ta 600 000
Tabnetok. 3atBepaxeHo: 100 000 TabneTok;
3anponoHoBaHo: 100 000 TabneTok (Ne
10x10 — 1000 ynakoBok; in bulk Ne 10x90 —
111 kopobok), 200 000 Tabnetok (2000
ynakosok Ne 10x10; in bulk Ne 10x90 — 222
kopo6ok), 600 000 TabneTok (6000 ynakoBok
Ne 10x10; in bulk Ne 10x90 — 666 kopo6ok)

3a
peuerimom

UA/18054/01/01

88.

KOH®YHAOYC
®

Tabnetku no 25
Mr/250 wmr; in bulk:
no 10 Tabnetok y
GnicTepi, no 90
GnicTepiB y
KapTOHHiI kopobLyi

TOB
«NEO®AP
M NTA»

YkpaiHa

KYCYM XEJTTXKEP
NBT NTAO

IHAis

BHECEHHS 3MiH 0 peecTpauinHnx
matepianis: 3amiHu | Tuny - 3miHW 3 sIKOCTI.
[oToBWI Nikapcbkui 3aci6. 3MiHN y
BMPOGHMUTBI. 3MiHa po3mipy cepii
(BkntoYar4mM gianasoH po3mipy cepii)
roTOBOrO NMiKapCbKoro 3acoby (36inbLUeHHs
0o 10 pasiB NOpiBHSHO i3 3aTBEPAKEHUM
PO3MipOoM) - BBEZIEHHS 4OAaTKOBOrO po3Mipy
cepii 13 — 200 000 TabneTtok Ta 600 000
Tabnetok. 3atBepaxeHo: 100 000 TabneTok;
3anponoHoBaHo: 100 000 TabneTok (Ne

UA/18055/01/01
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
10x10 — 1000 ynakoBok; in bulk Ne 10x90 —
111 kopo6ok), 200 000 TabneTok (2000
ynakoBok Ne 10x10; in bulk Ne 10x90 — 222
kopobok), 600 000 TabneTok (6000 ynakoBok
Ne 10x10; in bulk Ne 10x90 — 666 kopoGok)
89. | KOH®YHAOYC | TabneTku, BKpUTI OpioH diHnaHgis OpioH KopnopeiuH, iHnaHgis/ BHECEHHS 3MiH O peecTpauiiHnX - - UA/17292/01/01
®TPIO o6onoHkoto, no 50 Kopnope DiHNAHAIS; Yecbka marepianis: 3miHu | Tvny - 3MiHM 3 AKOCTI.
mr/12,5 mr/200 wr; in H AnbTepHaTUBHWNI Pecnybnika Ceptudpikat BignosigHocTi/lE-cepTudikat

bulk: no 100
TabneTtok y onakoHi,
no 60 cpnakoHis B
KapTOHHIN
TPaHCNOPTHIN
ynakoBLi

BUPOGHMK, LLO
34INCHIOE NEPBUHHE Ta
BTOPUHHE NaKyBaHHS:
OpioH Kopnope#uH,
diHnaHAais;
AnbTepHaTUBHWNI
BUPOGHMK, LLO
30iNCHIOE KOHTPOIb
akocTi: KBiHTa -
AHaniTika c.p.o.,
Yecbka Pecny6nika

BignoBigHOCTI €BponeiichbKii
dapmakonei/moHorpadii. MogaHHsA HOBOrO
abo oHoBrneHoro cepTudikarta BiAnNoBiAHOCTI
abo Buny4deHHs cepTudikata BignoBiAHOCTI
€Bponecbkin dapmakonei: gna A®l; ans
BVXifHOro martepiany/peareHTy/npoOMiKHOTO
NPOAYKTY, LLO BUKOPUCTOBYIOTLCS Y
BUpo6HMUTBI APl; ANs ONOMDKHOI
peyoBuHM (cepTuddikaT BiANOBIAHOCTI
€Bponecbkin dapmakonei) - Hosui
cepTudikat Big HOBOro BUpobHMKa (3amiHa
abo JOMOBHEHHS) - NOAAHHS HOBOTO
cepTudikaTa BignoBigHOCTI €Bponeiichbkii
dapmaxkonei Ne R1-CEP 2005-057 - Rev 04
Ons Aityoi pevoBuHM Kapbigonum Big HOBOro
anbTepHaTUBHOIO BUpOGHWMKa Divi's
Laboratories Limited, IHaisi;; 3mibu | Tuny -
3miHm 3 akocTi. A®I. KoHtponb A®I. 3miHa y
mMeTogax BunpobyBaHHsa ADI abo BuxigHoro
maTepiany/npoMixXHOro NpoaykTy/peareHTy,
LLIO BUKOPUCTOBYETLCH Y NMPOLIECH
BMpOoGHMUTBa ADI (iHLWi 3mMiHM y MeTodax
BUNpobyBaHHs (BKMoYakoum 3amiHy abo
ponoBHeHHs1) ADI abo
BWXiAHOro/NPOMIDKHOrO MPOAYKTY) -
[OOMOBHEHHSI anbTEPHATUBHUM METOA0M
aHanisy Ans BU3Ha4YeHHS po3Mipy 4acTUHOK
nitoyoi peqoBUHM kapbigonu BUpoGHMLTBA
Divi's Laboratories Limited, IHais; 3miHun |
Tuny - 3MiHn 3 skocTi. CepTudikar
BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponelicbkiit hapmakonei/MoHorpadii.
MopaHHsa HoBoro abo OHOBMNEHOTO
cepTudikaTa BignosigHOCTi abo BUNyYeHHs!
cepTudikaTa BignoBigHOCTi EBpoNechbkin
capmakonei: ans A®l; gnsa BuxigHoro
maTepiany/peareHTy/npoOMiXKHOTO NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
ONst JOMOMIXXHOI peqoBuHU (cepTudikaT
BignoBigHocTi €Bponeincokiii hapmakonei) -
OHoBneHWn cepTudikaT Big yxe
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
3aTBepOKeHOro BUPOGHMKa - MoAaHHs
OHOBIEHOro cepTudikaTa BignNoOBIAHOCTI
€Bponevickkin hapmakonei Ne R1-CEP
2005-057 - Rev 05 gns gito4oi peqoBuHM
kap6igonu Bia BupobHuka Divi's Laboratories
Limited, IHais
90. | KOH®YHAOYC | Tabnetku, BKpUTI OpioH DiHngaHaia OpioH KopnopewuH, diHnaHgis/ BHECEHHS 3MiH 0 peecTpauinHnx 3a - UA/1919/01/01
®TPIO obonoHkoto, no 50 Kopnope DiHNAHAIS; Yecbka matepianis: 3minm | Tvny - 3MiHM 3 AKOCTI. peuernmom
mr/12,5 mr/200 wmr; H AnbTepHaTMBHUIA Pecny6nika/ Ceptudpikat BignosigHocTi/E-cepTudikaT
no 30 a6o no 100 BUPOBHMK, LLO YkpaiHa BignoBigHOCTI €BponeiichbKin

TabneTok y dnakoHi;
no 1 conakoHy B
KapTOHHIl kopobui

34iACHIOE NEPBUHHE Ta
BTOPWHHE NaKyBaHHS:
OpioH Kopnope#uH,
diHnaHAais;
AnbTepHaTUBHUI
BUPOGHMK, LLO
3[iNCHIOE KOHTPOIb
aKocTi: KBiHTa -
AHaniTika c.p.o.,
Yecbka Pecnybnika;
AnbTepHaTUBHUI
BUPOGHMK, LLO
3[iICHIOE BTOPUHHE
nakyBaHHSsi, KOHTPOIb
SIKOCTI | BUNYCK cepint
(ansa nakyBaHHs Ne
100): ToBapucTBO 3
obmexeHoto
BiAnoBiganbHICTO
"KYCYM ©APM",
YkpaiHa

dapmakonei/moHorpadii. NMogaHHA HoBoro
abo oHoBMeHoro cepTudikarta BianoBiAHOCTI
abo Buny4deHHs ceptudikata BignoBigHOCTI
€Bponencbkin dapmakonei: ana A®l; ans
BUXigHOro Matepiany/peareHTy/npomMixXHOro
NPOAYKTY, LLO BUKOPUCTOBYIOTBLCS Y
BUpOGHMUTBI A®I; ANs 4OMOMDKHOT
peyoBUHM (cepTuddikat BiaNoBIAHOCTI
€Bponecbkin dapmakonei) - Hosui
cepTudikaT Big HOBOro BUpobHuKa (3amiHa
abo JOMOBHEHHS) - NOAaHHA HOBOTO
cepTudgikaTa BignoBigHOCTI €Bponeiichbkii
dapmakonei Ne R1-CEP 2005-057 - Rev 04
Ons aitoyoi pevoBuHM Kapbigonu Big HOBOroO
anbTepHaTMBHOro BUpobHuka Divi's
Laboratories Limited, IHgis; 3miHn | Tuny -
3miHu 3 akocTi. A®I. KoHTponb A®I. 3miHa y
mMeTogax BunpobyBaHHs ADI abo BuxigHoro
marepiany/npoMiXXHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETHCS Y NPOLIECi
BMpOoGHMUTBa ADI (iHLWi 3MiHM y MeTodax
BMNpobyBaHHs (BKMo4aoum 3amiHy abo
nonoBHeHHs) A®Il abo
BWXiAHOro/NPOMIDKHOrO MPOAYKTY) -
[OOMOBHEHHS anbTepHaTUBHUM METOLOM
aHanisy Ans BU3Ha4YeHHs po3Mipy YacTUHOK
nitoyoi peqoBUHM kapbigonu BUpobHMLTBA
Divi's Laboratories Limited, IHais;; 3miHn |
Tuny - 3MiHK 3 sikocTi. CepTudpikat
BignoBigHocTi/'E-cepTudikat BianoBigHOCTI
€Bponelicbkinn hapmakonei/moHorpadii.
MopaHHsa HoBoro abo OHOBMNEHOIO
cepTudikaTa BignoBigHOCTi abo BUNyYeHHs!
cepTugikaTa BignoBigHOCTi €Bponeichbkii
capmakonei: ana A®I; onsa BuxigHoro
maTepiany/peareHTy/npoMiXKHOTO NMPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI;
Onsi JONOMiXXHOT peqoBUHU (cepTudikaT
BignoBigHocTi €Bponenchkii hapmakonei) -
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
OHoBneHnn ceptudpikat Big yxe
3aTBEepAKEHOro BUPobHWMKa - NofaHHs
OHOBJIEHOro cepTudpikata BignNoOBIAHOCTI
€Bponevickkin hapmakonei Ne R1-CEP
2005-057 - Rev 05 gns gito4oi pevoBuHU
kapbigonu Big BMpobHuka Divi's Laboratories
Limited, IHais
91. | KOPITIKOH pO34mMH ANns iH’exkuinn, | ToBapucTso Ykpaina KOHTPOIb SKOCTI, Ykpaina BHECEHHS 3MiH [0 peecTpauifiHnX 3a - UA/4857/02/01
0,6 mr/mn; no 1 mn B 3 BUNYCK cepii: MaTepianis: 3miHu | TMny - 3MiHM 3 AKOCTI. peuenmom
amnyni, no 10 amnyn | obmexeHoto ToBapucTtBeo 3 [oToBMI nikapcbknii 3acib. KoHTponb
y nayi 3 KapTOHy; Bignosiganb obmexeHot roTOBOrO fikapcbkoro 3acoby. 3MiHa
no 1 mn B amnyni, HiCcTIO BiANOBiganNbHICTIO napameTpie cneuudikauin Ta/abo
no 10 amnyny "dapmaueBT "[locnigHui 3aBop [0NYyCTUMMX MEX FOTOBOrO NikapCbKoro
Gnictepi, no 1 n4Ha "M'HUNIC", YkpaiHa; BCi 3acoby (BUNyYEHHsI HE3HAYHOTO MOKa3HKKa
Gnictepy B navui 3 KOMNaHis cTapgii BupobHuuTea, (Hanpuknag 3acTapinoro nokasHuka, Takoro
KapTOHY; No 1 Mn B "3popos's" KOHTPOIb SKOCTI, SIK 3anax Ta cMmak, abo igeHTudikaLis
amnyni, no 5 amnyn BWMNYCK Cepil: 6apBHUKIB 4/ cMakoBMx A06aBOK))
y 6nicTepi, no 2 ToBapucTtBeo 3 BunyyeHHs 3acTapinoro nokasHuka
6nictepu B nayui 3 oBMmexXeHo «AHOMarnbHa TOKCUYHICTb» Y 3B’sI3KY 3
KapTOHY BiAMOBIAANBHICTIO BTPATO YMHHOCTI Ta BUMy4YeHHAM 3 EP
"papmaueBTnYHa
KoMnaHis "3gopos's”,
YKkpaina
92. | KOPOHAN® 5 | TabneTtku, BKpUTI TOB YkpaiHa AT "CaHeka CnoBaubka BHECEHHS 3MiH [0 peecTpauiiHux 3a - UA/3117/01/02
NniBKOBOIO "CaHodi- dapmachbtoTikans", Pecny6nika/ marepianis: 3MiHu | Tuny - 3MiHM 3 SKOCTi. peuernmom
o6ornoHkoto, no 5 wr, ABeHTiC Cnosaubka PymyHis [oToBWI Nikapcbkui 3aci6. 3MiHN y
no 10 Tabnetok y YkpaiHa" Pecny6nika; C.C. BMPOGHMUTBI. 3MiHa po3mipy cepii
6nicTepi; no 3 abo "3enTiBa C.A.", (Bkrroyaro4mM gianasoH po3mipy cepii)
no 6 Gnictepis y PymyHis roTOBOro MiKapCbKoro 3acoby (36inbLUeHHs
KapTOHHiI kopobuyj; 0o 10 pasiB NOpiBHSHO i3 3aTBEPAKEHUM
no 15 Tabnetok y pO3MipoM) BBEAEHHSA JOAATKOBOrO PO3Mipy
6nictepi; no 2 abo cepii 13 5 000 000 Tabnetok (800, 000,00
no 4 6nictepu B r) 3atBepmxeHo: 200 000 TabneTok (32,000,
KapTOHHiI kopobui 00 r), 1 350 000 Tabnetok (216,000,00 r), 2
700 000 TabneTok (432,000,00 r)
B3anponoHosaHo: 200 000 TabneTok (32,000,
00 r), 1 350 000 Tabnetok (216,000,00 r), 2
700 000 TabnieTok (432,000,00 r), 5 000 000
Tabnetok (800, 000,00 r)
93. | KOPCAP® TabneTkn, BKpUTI AT YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnX 3a He UA/17796/01/01
MOHO NniBKOBOKO "®dapmak” «MIKPOXIM», YkpaiHa maTepianis: 3miHa 3asiBHuka J13 (MIBIT) peuenmom nidnsieae

o6ornoHkoto, no 80
mr, no 10 TabneTok
y 6nicTepi, no 3
Gnictepn y nayui 3
KapToHy abo no 9
GnictepiB y nayui 3
KapTOHY

(nabopaTopist izmko-
XiMiYHOro aHanisy Ta
KOHTPOHO
BMPOGHMLTBA;
nabopartopis
GionoriyHoro aHaniay;
BignoBiganbHUN 3a
BUWMYCK Cepii, He

(BnacHuka peecTpauifiHoOro NoCBiAYEHHS)
(3rigHo Haka3y MO3 Big 23.07.2015 Ne 460):
TepMiH BBEAEHHS 3MiH NPOTAroM 6 micsauiB
nicns 3aTBepaXKeHHs. 3MiHu | Tuny -
AamMiHicTpaTVBHI 3MiHU. 3MiHa Ha3BK
nikapcbkoro 3acoby - 3miHa Ha3su [T13
3atBepaxeHo: ADENIZ AOEHI3
3anponoHoBaHo: CORSAR MONO
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep

peecmpayiliHo2o

noceio4yeHHs1

BKItO4aum
KOHTponb/BMNpobyBaH
HS cepii; BUpobHUYa
AiNbHULS; topuanyHa
agpeca BUpobHuKa)

KOPCAP® MOHO
TepMiH BBEAEHHS 3MiH NPOTAroM 6 micsauis
nicnsa 3aTBepAXeHHs. 3MiHu | Tuny - 3MiHK
oo 6esnekun/ehekTUBHOCTI Ta
apmakoHarnsgy. BeenerHs abo 3miHn go
y3aranbHeHNX AaHuX Npo cUcTemy
dapmakoHarnsay (BBeAeHHS y3aranbHEeHUX
AaHunx npo cuctemy cpapmakoHarnsgy, amiHa
YNOBHOBaXeHOi 0cobu, BignosigansHoi 3a
34iiCHeHHs hapmakoHarnsay; KOHTakTHoOT
ocobu 3 chapmakoHarnagy 3asiBHUKa ans
34iNCHeHHs chapmakoHarnsaay B YkpaiHi,
SIKLLIO BOHA BiAAMiHHA Bif YNOBHOBaXEHOI
ocobu, BignoBiganbHoi 3a 3AINCHEHHS
hapmakoHarnsgy (BKMoYaryy KOHTaKTHi
naHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
anna cuctemn dpapmakoHarnsgy)
3MiHa ynoBHoBakeHoi 0cobu 3asiBHMKA,
BignoBiganbHOI 3a hbapmakoHarnag. Litova
pepakuia: €sctpaTosa IpuHa IropisHa.
[NponoHoBaHa pepakuis: Kopaepo MNanuHa
AHZpiiBHa. 3MiHa KOHTAKTHUX AaHWX
yMOBHOBaXeHOI 0cobyu 3asBHMKa,
BignoBiganbHoi 3a hapMakoHarnsg. 3miHa
MiCLie3HaXOMKEHHA MacTep-ganna cuctemm
bapmakoHarnsgy Ta noro Homepa. 3miHa
Micus 30iMCHEHHS OCHOBHOI OisiNbHOCTI 3
apmakoHarnsgy. 3miHu | Tuny - 3miHn
wono 6esnekun/edhekTUBHOCTI Ta
papmakoHarnsigy (iHwi 3amiHn) BHeceHHs
3MiH go po3ainy «MapkyBaHHa» MKA N3
B3aTtBepaxeHo: MapkyBaHHs. [logaeTtbes.
3anponoHoBaHo: MapkyBaHHsi. 3rigHo
3aTBEPKEHOTO TEKCTY MapKyBaHHs. 3MiHM
BHECEHO B IHCTPYKLIito AN MEANYHOro
3aCTOCYBaHHS Nikapcbkoro 3acoby Ao
po3giny "3asBHuK. MicLe3HaxomKeHHs!
3asBHMKA" Ta AK HACNIQLLLOK OHOBIIEHO TEKCT
MapyBaHHS YNaKOBKM NiKapCbKoro 3acooy.
TepMiH BBEAEHHS 3MiH NPOTAroM 6 micsauis
nicnsa 3aTBepAKEHHs!

94.

KOPCAP®
MOHO

TabneTku, BKPUTI
NNiBKOBOIO
obornoHkot, no 160
Mr, no 10 TabneTok
y 6nicTepi, no 3
Gnictepn y nayui 3
KapToHy abo no 9
GnicTepiB y nayui 3

AT
"®apmak”

YkpaiHa

TOB HB®
«MIKPOXIM», YkpaiHa
(nabopaTopis dismko-

XiMiYHOro aHanisy Ta
KOHTPOIO
BUPOOHMLTBA;
nabopartopis
GionoriyHoro aHaniay;

YkpaiHa

BHECEHHS 3MiH 0 peecTpauinHnx
matepianis: 3miHa 3asBHuka J13 (MIBIT)
(BnacHuka peecTpaLiiHoro NocBig4YeHHs)
(3rigHo Haka3y MO3 Big 23.07.2015 Ne 460):
TepMiH BBEAEHHS 3MiH NPOTAroM 6 micsauiB
nicns 3aTBepaXeHHs. 3MiHn | Tuny -
AaMiHicTpaTMBHI 3MiHW. 3MiHa Ha3BU
nikapcbkoro 3acoby - 3miHa Ha3su 13

3a
peuerimom

He
nidnsieae

UA/17796/01/02
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

KapToHY

BignoBiganbHUN 3a
BWMNYCK Cepil, He
BKITOYaK0YN
KOHTpOrnb/BUNpobyBaH
Hs1 cepii; BUpoBGHMYa
OiNbHULS; lopuanyHa
agpeca BUpOOHYKa)

3areepgxeHo: ADENIZ ADEHI3
3anponoHoBaHo: CORSAR MONO
KOPCAP® MOHO
TepMiH BBEAEHHS 3MiH NPOTAroM 6 micsauiB
nicns 3aTeepakKeHHs. 3MiHn | Tuny - 3MiHn
oo 6esnekun/edhekTUBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3miHv oo
y3aranbHeHUX AaHux npo cuctemy
dapmakoHarnsay (BBeAeHHS y3aranbHEeHUX
OaHux npo cuctemy cphapmakoHarnsgy, amiHa
yNoBHOBaXeHoi ocobu, BiAnoBiaanbHoi 3a
30iNCHEHHs hapMakoHarnsaay; KOHTakTHOT
ocobu 3 chapmakoHarnagy 3asiBHuKa ons
3[iNCHeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLIO BOHA BiAAMiHHA Bif YNOBHOBaXeEHOI
ocobu, BianoBiganbHOI 3a 34iNCHEeHHS
dapmakoHarnsaay (BKNoYaryy KOHTaKTHi
naHi) Ta/abo 3MiHW y po3MilLeHHi MacTep-
cavina cuctemn chapmakoHarnsay)
3MiHa ynoBHOBakeHoi 0cobu 3asiBHUKA,
BignoBigansHoi 3a hapmakoHarnag. fitova
penakuis: €sctpaTtoBa IpuHa IropieHa.
MponoHoBaHna pepakuisa: Kopaepo NanunHa
AHapiiBHa. 3MiHa KOHTAKTHUX AaHWX
yMNoBHOBaXeHOI 0coby 3asBHMKa,
BiAMNOBiAanbHOI 3a dapmakoHarnsg. 3MiHa
MicLe3HaxomKeHHs MacTep-anna cuctemu
dapmakoHarnsgy Ta oro Homepa. 3MiHa
MicLS 30iNCHEHHSI OCHOBHOT AisiNbHOCTI 3
apmakoHarnsgy. 3miHu | Tuny - 3miHn
wono 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3amiHn) BHeceHHA
3MiH go po3ainy «MapkyBaHHa» MKA N3
3aTtBepaoxeHo: MapkyBaHHs. [logaeTtbes.
3anponoHoBaHo: MapkyBaHHs. 3rigHo
3aTBEPPKEHOTO TEKCTY MapKyBaHHS. 3MiHM
BHECEHO B IHCTPYKLto AN MEANYHOTO
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao
po3giny "3asaBHuK. MicuesHaxomKeHHs
3asBHMKA" Ta K HACNiQLLOK OHOBMNEHO TEKCT
MapyBaHHS YNaKoBKM NiKapCbKoro 3acoby.
TepMiH BBEAEHHS 3MiH NPOTAroM 6 micauiB
nicnsi 3aTBEpAXKEHHS

95.

KPAMMANIKA

TabneTkn, BKpUTI
NniBKOBOKO
obGornoHkoto, no 500
mr; no 10 TabneTok
y 6nicTepi; no 3
Gnictepu y

MicTtpan
Kenitan
MeHepxmeH
T JlimiTen

AHrnis

anbTepHaTUBHA
nepBUHHA yNakoBKa,
BTOPWHHA yNaKoBKa:
SAPMATEH
IHTEPHELLHN CA,
peuis; BUpoBHULTBO

Ipeuis

BHECEHHS 3MiH IO peecTpauiiHnX
marepianis: TexXHIYHa nomwunka (3rigHo
Haka3y MOS3 Big 23.07.2015 Ne 460) -

BunpaBneHo TeXHiIYHy NMOMWIKY B iHCTPYKLi
ANs MEeAMYHOro 3aCTOCYBaHHS NikapcbKoro
3acoby B po3gini "Cnoci6 3acTocyBaHHs Ta

3a
peuerimom

UA/18941/01/02
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[IponoBkeHHs 1oaarka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
KapTOHHIN nayi roTOBOI NikapCbKoi [osun", a came BUy4YeHO Ha3By
cdopmMu, NepBrHHa Ta pedepeHTHOro nikapcbkoro 3acoby.
BTOPWHHA yNaKkoBKa, 3a3HaveHe BUNpaBrieHHst Bignosigae
KOHTpOrb cepil, Marepianam peecTpauiiHoro 4ocke
BUMNYCK cepil:
PapmateH CA, Npeuis
96. | KPAMMANIKA | TabneTku, BKpUTI Mictpan AHrnis anbTepHaTUBHa Ipeuis BHECEHHS 3MiH A0 peecTpauifiHnX 3a - UA/18941/01/01
NniBKOBOO Kenitan nepBrHHA ynakoBkKa, marepianis: TEXHIYHa Nomwunka (3rigHo peuernmom
o6onoHkoto, no 250 MeHegxmeH BTOPWHHA yMaKoBKa: Hakazy MO3 Big 23.07.2015 Ne 460) -
mr; no 10 TabneTok T NimiTeq, SAPMATEH BunpaBneHo TexHIYHY NOMUIIKY B iHCTPYKLT
y 6nicTepi; no 3 IHTEPHELLUHI CA, AN MeQMYHOro 3aCTOCYBaHHSI NikapCbKOro
Gnictepn y peuist; BUPOGHULTBO 3acoby B po3aini "Cnoci6 3actocyBaHHs Ta
KapTOHHIN nayui roTOBOI NiKapCbKOi po3n", a came BUNy4YeHoO Ha3By
cdopmMu, NepBMHHA Ta pedepeHTHOro nikapcbkoro 3acoby.
BTOPWHHA yNaKkoBKa, 3asHaueHe BUNpaBrieHHst Bignosigae
KOHTpPOIb cepii, marepianam peecTpaLuiiHoro 4ocke
BWMNYCK Cepil:
PapmateH CA, Npeuis
97. | KCAPENTO® | Tabnetku, BKpUTI Banep Al HimeuumnH Banep Al Himeuunna BHECEHHS 3MiH [0 peecTpauifiHnX 3a - UA/9201/01/01
NniBKOBOIO a marepianis: 3MiHu | Tuny - 3MiHM 3 SKOCTi. peuernmom

o6ornoHkoto, no 10
mr; Ne 5 (5x1): mo 5
Tabnetok y bnictepi;
no 1 Gnicrepy y
KapTOHHIN nayi; Ne
10 (10x1), Ne 100
(10x10): no 10
Tabnetok y 6nictepi;
no 1 abo no 10
GnicTepiB y
KapTOHHIN navi

CepTudikat BignosigHocTi/E-cepTudikaT
BigNOBIQHOCTI €BponencChbKil
dapmakonei/moHorpadii. 3miHW, NoB'A3aHi 3
HeoOXigHICTIO NpMBeAeHHs Y BigNOBIAHICTbL
0o moHorpadii A®Y abo €sponencbkoi
capmakonei, abo iHWOi HaLioHanbHOI
dapmakonei gepxasu €C (3miHa y
crneundikaisx, noe'sdaHa 3i aMiHamu B
OoY, abo €sponelicbkii hapmakonei, abo
iHLWIiM HauioHanbHIN bapmakonei aepxasu
€C) 3miHn y cneundikauii '3 3a
nokasHukom «KinbKkicHe BU3Ha4YeHHsA», a
came: 3MiHa OMHULb BUMipIOBaHHS 3
mr/TabneTtky Ha «%». 3MiHu | TMNY - 3MiHK 3
skocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBiaHOCTI EBponenchKil
apmakonei/MoHorpadii. 3miHW, noB'a3aHi 3
HeOoOXiAHICTIO NpMBEEHHS Y BiANOBIAHICTb
0o MoHorpadgii 1Y abo €sponencekoi
dapmakonei, abo iHLWOoi HaLlioHanbHOT
capmakonei gepxasu €C (3miHa y
cneungikauisx, nos's3aHa 3i aMiHamu B
[OoY, abo €sponeiicbkint hapmakonei, abo
iHLLIM HauioHanbHIN hapmakonei Aepxasu
€C) Bunyyatotbest Tectu TLWX Ta BIKC ans
nokasHuka «laeHTuadikaLisa» 3 KOHTPOnto
akocTi [T13. 3miHun | Tuny - 3MmiHK 3 AKocTi.
Ceptudikat BignosigHocTi/lE-cepTudikaT
BignoBigHOCTi €Bponenchkii
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

dapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
HeobXiAHICTIO NPMBEAEHHS Y BiANOBIAHICTb
0o moHorpadii 1dY abo €Bponencbkoi
capmakonei, abo iHWOoi HaLioHanbHOT
dapmakonei gepxasu €C (3miHa y
cneumikauiax, nos'sa3aHa 3i 3amiHamu B
oY, abo €Bponelicbkii hapmakonei, abo
iHLIN HauioHanbHIN hapmakonei Aepxasu
€C) amiHun y cneundikauii M3 3a
nokasHmkom «CynpoBigHi 4OMILLKMY . 3MiHN |
Tuny - 3MiHn 3 skocTi. CepTudpikar
BignosigHocTi/FE-cepTudikaT BigNoBigHOCTI
€BponeWcbkin dhapmakonei/MoHorpadii.
3MiHK, NoB'A3aHi 3 HeOOXiaHICTIO
nNpUBEAEHHSA Y BIANOBIAHICTb 40 MOHOrpadii
[oY abo €sponevickbkoi hapmakonei, abo
iHLWOT HaUioHanbHOI hapmakonei Aepxasu
€C (3miHa y cneuudikauisix, nop's3aHa 3i
3MiHamu B [1®Y, abo €Bponeincbkin
capmakonei, abo iHLWin HauioHanbHin
capmakonei aepxasu €C) gogaBaHHs
po3ginie €® ana TectiB MikpobionoriyHoi
yactotu y po3gini 3.2.P.5.6. 3minun | Tuny -
3MiHn 3 skocTi. CepTuddikar
BignosigHocTi/ME-cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei/moHorpadii.
3MiHuW, noB'a3aHi 3 HeobXiaHICTO
npvBeAeHHs Y BIANOBIAHICTb A0 MOHOrpadil
[dY abo €sponericbkoi hapmakonei, abo
iHWOI HauioHanbHOI hapmakonei Aepxasu
€C (3miHa y cneuudikauisix, noB'a3aHa 3i
3MiHamu B [1®Y, abo €Bponencokin
dapmakonei, abo iHWil HauioHanbHin
dapmakonei gepxasu €C) pefakuinHa
3MiHa LLOJO OHOBIEHHS TEKCTY TECTYBaHHS
Ha MikpobionoriyHy ynctoty ansa M3. 3miHn
| Tuny - 3miHK 3 sikocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BiANoOBIigHOCTI
€Bponelicbkinn hapmakonei/moHorpadii.
3MiHuK, noB'a3aHi 3 HeobXiaHICTO
npuBeAeHHs y BiAMNOBIAHICTb A0 MOHOrpadii
[dY abo €sponelicbkoi hapmakonei, abo
iHWOI HauioHanbHOI hapmakonei aepxasu
€C (3MmiHa y cneuudpikauisix, nos'a3aHa 3i
3MiHamu B [1®Y, abo €Bponencbkin
dapmakonei, abo iHLWi HauioHanbHin
dapmakonei gepxasu €C) pegakuinHi 3MiHn
y po3gini 3.2.P.5.6. 3a nokasHukamu
«30BHIiWHIN BUMsia» Ta «MapkyBaHHsi




99

[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

Tabnetku». 3MiHM | TUNy - 3MiHKU 3 AKOCTI.
Ceptudpikat BignosigHocTi/lE-cepTudikat
BignoBigHOCTI €Bponeiichbkii
dapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
HeobXigHICTIO NpMBeAEHHSs Y BiANOBIAHICTb
0o mMoHorpadii 1dY abo €Bponencbkoi
capmakonei, abo iHWOoi HaLioHanbHOT
dapmakonei gepxasu €C (3miHa y
cneumikauiax, nos'a3aHa 3i 3amiHamu B
oY, abo €Bponelicbkii hapmakonei, abo
iHLIN HauioHanbHIN hapmakonei Aepxasu
€C) gonoBHeHHs po3giny 3.2.P.5.6.
YTOUHIOKOYO0 iHChopMaLieto Woao
BignoBigHocTi BuMoram €sp. ®apm. Ta
iHCbopMaLieto LWOAO KOMEPLINHUX cepin npu
BNBOPI NokasHWKIB SIKOCTi Ans cneuundikauii.
3MmiHu | TUny - 3miHm 3 akocTi. API. (iHwwi
3MiHM) BUNpaBnsiETbCSA TUNorpadivyHa
nomunka y po3aini 3.2.P.5.6., a came
Kopekuis yacy posnagy 3 10 oo 15 xBunuH.
3MinHn | Tuny - 3MiHm 3 sikocTi. ADI. (iHwWi
3MiHM) pegakuinHi npaBku 4o po3ainis
3.2.P.5.1.,3.2.P.5.2. Ta 3.2.P.5.6. wopno
OHOBMEHHS AOKYMEHTY 0 HOBOro dhopmaTty
Ta NOCUNaHHA Ha HOMepW BepCin
peecTpauinHOro OKyMeHTY. 3MiHu | Tuny -
3miHu 3 akocTi. CepTudikat
BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponelicbkin hapmakonei/moHorpadii.
3MiHuW, noB'a3aHi 3 HeobXiaHICTO
npvBeAeHHs Y BIANOBIAHICTb A0 MOHOrpadil
[dY abo E€sponericbkoi hapmakonei, abo
iHWOI HauioHanbHOI hapmakonei aepxasu
€C (3miHa y cneuudikauisix, nos'a3aHa 3i
3MiHamu B [1®Y, abo €Bponencokin
chbapmaxkonei, abo iHLWin HauioHanbHin
dapmakonei gepxasu €C) BBoAUTbCS
BMNPOOYyBaHHSA Ta KpuTepii NPURHATHOCTI
o040 igeHTudikauii «lgeHTudikauia A» Ta
«laeHTndikauis B» ona KOHTponto SAKOCTi
3. 3minum | TUNY - 3miHK 3 skocTi. MoToBMNI
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHWi 3MiHK) 3mMiHa MoBWM
BuknageHHss MKA J13 3 pocincekoi Ha
YKPaiHCbKy

98.

JIANPOHEKC
T

Kpanni O4Hi, pO34mH,
50 mkr/mn no 2,5 mn
y brakoHi-
KpanenbHuui; no 1

Hekctdapm
m6X

Pecny6bnik
a ABcTpis

MOBHUIN LMK
BMPOGHMLTBA:

PADAPM CA, IMpeuis;

cTepunisadis

peuis/
Himeyuunna

BHECEHHS 3MiH 0 peecTpauinHnx
matepianis: 3amiHu | TMny - 3MiHW 3 AKOCTI.
Ceptudikat BignosigHocTi/lE-cepTudikaT

BignoBigHOCTi €Bponenchkii

3a
peuenmom

UA/17532/01/01
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[IponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

bnakoHy-
KpanenbHuui y
KapTOHHIl kopobui

NEPBUHHOI YNaKOBKM:
BB®
CrepinizewHccepsic,
HimeyuunHa

dapmakonei/moHorpadii. MogaHHsA HOBOrO
abo oHoBneHoro cepTudikarta BiANoBiAHOCTI
abo Buny4deHHs ceptudpikata BignoBigHOCTI
€Bponecbkin dapmakonei: gna A®l; ans
BMXigHOro martepiany/peareHTy/npoOMiKHOrO
NPOAYKTY, LLO BUKOPUCTOBYIOTLCS Y
BUPoGHMUTBI APl; Ans ONOMIKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI
€Bponecbkin dapmakonei) - Hosui
cepTudikat Ha HectepunbHUn ADI, skuin
6yae BUKOpUCTOBYBaTUCA ANs BUPOOHMLTBA
CTEPUIIBHOTO NiKapCbKoro 3acoby, sKLLO
BOJa BMKOPUCTOBYETLCSI HA OCTaHHIX eTanax
CUHTE3y Ta MaTepian He BiNbHWUi Big
GakTepianbHUX eHOAO0TOKCUHIB - NoAaHHs
HOBOro cepTucpikaTa BigNoOBIAHOCTI
€sponewicbkin Papmakonei RO-CEP2021-
058-Rev 00 (3atBepaxeHo:DMF ) ans
Lil0401 PEYOBMHWN NaTaHONPOCT Bid yXe
3aTBepaKeHoro BMpobHuka Yonsung Fine
Chemicals Co., Ltd., Republic of Korea

99.

JIEBOKOM

Tabnetkn no 250
Mr/25 mr; no 10
Tabnetok y Gnictepi;
no 3 a6o 10
GnicTtepis B
KapTOHHIN navui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt"

Ykpaina

BHECEHHS 3MiH 40 peecTpaLiiHMX
matepianis: 3miHu | Tuny - 3MiHK WwWoao
Ge3nekn/ecdeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHa y KOpOTKill XapakTepucTumui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta
IHCTPYKUIii ANs MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHoO OHOBMOBAHOIO 3BITY 3
©e3neku nikapcbkoro 3acoby, abo
JocnimxeHb 3 6e3neky 3acTocyBaHHs
nikapcbkoro 3acoby B nicnspeecTpauiiHni
nepiof, abo sik pesynbTaT OLiHK/ 3BIiTY 3
gocnigpkeHb, NPOBeAeHNX BignoBigHO A0
nnauy negiatpuyHux gocnimkers (PIP) (iHwi
3MiHM) 3MiHM BHECEHO [0 iHCTPYKUiT Ans
MEAMNYHOrO 3aCTOCYBaHHsI NikapCbKoro
3acoby y po3ain "MobivHi peakuii”
BiMNOBIQHO 4O OHOBEHOI iHhopmaLlii 3
6e3neku Qito4oi pe4HoBUHM.
BBeaeHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
3aTBEPOKEHHS

3a
peuenmom

He
nidnsieae

UA/7844/02/01

100.

JIEBOKOM
PETAPO

TabneTtku
NPOOHroBaHoi Aii,
BKPUTI MITiBKOBOO
obonoHkoto, 200
mr/50 mr, no 10
Tabnetok y 6nictepi,
no 3 abo no 10
GnicTepis B

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauinHnx
marepianis: 3miHu | Tuny - 3miHun Woao
6e3nekn/edheKTMBHOCTI Ta dhapmakoHarnsay.
3MiHa y KOpOTKill XapakTepucTuLi
nikapcbkoro 3acoby, TeKCTi MapKyBaHHs Ta
IHCTPYKLUii ANa MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHoO OHOBMOBAHOIO 3BITy 3
6e3neku nikapcbkoro 3acoby, abo

3a
peuerimom

He
nidnsieae

UA/7844/01/01
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[IponoBkeHHs noaaTka 3

Homep

Ne
n/n

Hasea
JliKapCcbKO20

®Popma sunycky
(nikapcbka ¢gpopma,

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

peecmpayiliHo2o
noceio4yeHHs1

3acoby

ynakoeka)
KapTOHHIN nayui

JocnimxkeHb 3 6e3neky 3acTocyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpauiiHuii
nepion, abo sik pesynbTaT OLiHKM 3BiTY 3
[ocnigpkeHb, NpoBeaeHnX BianoBigHo Ao
nnany negiatpuuHux gocnimkers (PIP) (iHwi
3MiHM) - 3MiHN BHECEHO B IHCTPYKLito Ans
MeAMYHOro 3aCTOCYBaHHSI NikapCbKoro
3acoby Ao posginy "MobiuHi peakuii"
BiZNOBIOHO O OHOBMEHOI iHhopMaLii Wwoao
6e3nekn 3aCToCyBaHHS Ail04nX PEYOBUH
3rigHo 3 pekomeHaauieto PRAC. BeegeHHs
3MiH NpOTAroM 6-T MicsuiB nicns
3aTBEpPOKEHHS

UA/7014/01/01

101.

JIOPATAOUH

Tabnetkun no 10 wr,
no 10 TabneTtok y
Gnictepi; no 1
Gnictepy B navui

MAT
"KviBmegnp
enapar”

Ykpaina

MAT
"KviBmegnpenapat"”

Ykpaina

BHECEHHS 3MiH 0 peecTpauifiHnX
maTepianie: TexHi4yHa nomurnka (3rigHo
Haka3zy MO3 Big 23.07.2015 Ne 460) -

BunpaBneHHs TeXHIYHOI MOMWUIKK, 3rigHO
n.2.4. n.n. 4 po3giny VI Hakazy MO3 YkpaiHu
Bifg 26.08.2005p. Ne 426 (y pepakuii Hakasy
MO3 Ykpainu Big 23.07.2015 p Ne 460) y
3aTBepmakeHnx MKA N3 (meToam KOHTPoOno),
a came HeBIAnoBIOHICTb PO3LUMPEHOT Ta
CKOPOYEHOI (hopMynn po3paxyHKy
pe3ynbTaTy KOHTPOJIO 3a NMOKa3HUKOM
«CynposigHi gomillkuy (B pesynbTari
CKOPOYEHHS koedilieHT mae ByTu piBHUM
20000, a 3a3Ha4eHo 20). 3a3HaveHe
BUNpPaBneHHS Bignosigae marepianam
peECTPaLiMHOro A0Che

6e3
peuenma

3a

UA/1717/01/01

102.

JIOPUHOEH®
A

Masb no 15 r B Ty6i,
no 1 Ty6i B kopobui

TOB
«BAYL
XENC»

YkpaiHa

dapm3saBog €nbda
AT.

MNonblia

BHECEHHS 3MiH 0 peecTpauinHnX
marepianis: 3MiHu | Tuny - 3MiHM 3 SKOCTi.
[oToBMI Nikapcbkui 3acib. Cuctema
KOHTelHep/3aKkynoptoBanbHui 3aci6. 3miHa y
NEepPBUHHIN yNakoBLi FOTOBOrO NikapCbKoro
3aco0y (iHwWwi 3mMiHW) oHoBNeHHs p. 3.2.P.7.
Cuctema KoHTeliHep/ 3aKynoptoBanbHUMN
3acib, a came BuaaneHHs ogHoro 3 BuaiB
matepiany Ans koBnayka, Lo
HarBMHYyeTLCH, @ came MoninponineHy.
BatBepaxeHo: plastic screw cap (HD PE or
PP); 3anponoHoBaHo: plastic screw cap
(HDPE polyethylene). 3miHu | Tuny - 3miHn 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6. Cuctema
KOHTeNHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpiB cneuudgikadi Ta/abo
OONYCTUMUX MeX NepBUHHOT YNakoBKu
roTOBOro MikapCbKoro 3acoby (iHLi 3MiHN)
BHECEHHS 3MiH 40 cneuudikauii nepBUHHOT

yNakoBKW rOTOBOIO Mikapcbkoro 3acoby

peuenmom
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(Tube), a came gnsa nokasHuka Overprint
(Organoleptic method). 3miHu | TURY - 3MiHK
3 skoCTi. FOTOBMIA NikapCbKuii 3aci6.
CucTemMa KoHTenHep/3aKynoptoBanbHUi
3aci6. 3miHa napameTpiB cneumdikauin
Ta/abo [oNyCTUMUX MEX NEPBUHHOI
yNaKOBKM FOTOBOrO NiKapCbkoro 3acoby (iHLi
3MiHM) BHECEHHS 3MiH 40 cneuudikauii
NepBUHHOI YNaKoBKM rOTOBOTO JikapCbKOro
3acoby, a came ans nokasHuka Text (Visual
method). 3minu | TMny - 3miHK 3 gKocTi.
["oToBMI Nikapcbkmit 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3acit. 3miHa
napameTpiB cneundikauin Ta/abo
O0NYyCTUMUX MEX NEPBUHHOI YNaKOBKM
roTOBOrO NiKapcbKoro 3acoby (iHLi 3MiHW)
BHECEHHS 3MiH 40 creumdikalii nepBUHHOT
yNaKoBKM rOTOBOTO NiKapCbKoro 3acoby
(Tube), a came ans nokasHuka Tube outer
diameter (Metric method). 3miHwn | Tuny -
3MiHM 3 sikocTi. [oTOBMI Nikapcbkuii 3acit.
CucTemMa KoHTenHep/3akynoproBanbHUiA
3acib. 3miHa napameTpiB cneundikaLin
Ta/abo [onyCTUMUX MeX NEPBUHHOI
yNaKoBKM FOTOBOrO NikapCbKoro 3acoby (iHwi
3MiHM) BHECEHHS 3MiH 40 cneuudikauii
NepBMHHOI YNaKoBKWN rOTOBOrO MikapCbKoro
3acoby, a came Ans nokasHuka Side surface
length (Metric method). 3miHu | Tuny - 3miHn
3 gKocTi. FoToBUIA NikapcbKuii 3aci6.
CucTeMa KoHTenHep/3aKynoproBanbHUi
3aci6. 3miHa napameTpiB cneundikaLin
Ta/abo [onyCTUMUX MeX NEPBUHHOI
yNaKoBKM FOTOBOrO NiKapCbKoro 3acoby (iHwi
3MiHM) BHECEHHS 3MiH [0 cneuudikauii
NepBUHHOI YNaKOBKM rOTOBOTO JlikapCbKOro
3acoby, a came ans nokasHuka Overprint
colouration (Visual method). 3minu | Tvny -
3MiHM 3 akocTi. [oToBMI Nikapcbkuii 3acit.
CucTeMa KoHTelnHep/3aKynoproBanbHUi
3acib. 3miHa napameTpiB cneundikaLin
Ta/abo [oMyCTUMUX MeX NEPBUHHOI
YMaKOBKM FOTOBOrO NiKapCbKoro 3acoby (iHwi
3MiHM) BHECEHHS 3MiH 40 cneuudikauii
NepBUHHOI YNaKOBK/ rOTOBOTO I1ikapCbKOro
3acoby, a caMme Ans nokasHuka Screw cap
colour (Visual method). 3miHu | Tuny - 3miHn
3 gKocTi. FoToBUIA NikapcbKuii 3aci6.
CucTeMa KOHTeHep/3akynoproBanbHUi
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3aci6. 3miHa napameTpiB cneuudikadin
Ta/abo [oNyCTUMUX MEX NEPBUHHOI
YNaKoBKM rOTOBOTO fMikapCbKoro 3acoby
(BMNYyYEHHSA HE3HAYHOrO MoKa3HMKa
(ranpuvknag 3acTapinoro nokasHukay))
BHECEHHS 3MiH 40 cneuudikauii nepBUHHOT
yNaKoBKM rOTOBOrO MikapCbKoro 3acoby
(Tube), a came BUMYYEHHS HE3HA4YHOIO
nokasHuka Tube wall thickness. 3miHu | Tuny
- 3MiHu 3 sikoCTi. FOTOBMIA NikapCbkuii 3aci6.
CuncTtema KoHTenHep/3akynoproBanbHUi
3aci6. 3miHa napameTpiB cneuudikawin
Ta/abo [oNyCTUMUX MEX NEPBUHHOT
yMaKOBKW FOTOBOIO NiKapCbKoro 3acoby
(BMNYYEHHSA HE3HAYHOrO MoKa3HMKa
(Hanpuknag 3acTapinoro nokasHuka))
BHECEHHS 3MiH 40 creumdikalii nepBUHHOT
yNaKoBKM rOTOBOTO fikapCbKoro 3acoby
(Tube), a came BUNy4eHHSA HE3HAYHOTO
nokasHuka Tube and screw cap mass. 3miHn
| TMny - 3MiHK 3 skocCTi. FOTOBMIA NikapCbKuii
3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpie cneuudikauin Ta/abo
[OMNYCTUMUX MeX NepBUHHOI YNakoBKu
roTOBOrO NiKapCbKoro 3acoby (BUMyYeHHs
He3Ha4yHoro MnokasHuka (Hanpuknag
3acTapifioro NokasHuka)) BHECEHHS 3MiH A0
cneuudikaLii NepBUHHOT YNaKoBKN rOTOBOro
nikapcbkoro 3acoby, a came BUNy4YeHHs
He3HayHoro nokasHuka Outer enamel. 3MiHn
| Tuny - 3MiHK 3 AkocTi. Fo0TOBMI MikapCcbkuii
3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3acit. 3MiHa
napameTpiB cneuudikauin Ta/abo
[0NYyCTUMMUX MEX NEPBUHHOI YNaKoBKN
roTOBOro NikapCcbKoro 3acoby (BUNy4YeHHs
He3HaYyHOro MNokasHuka (Hanpuknag
3acTapinoro nokasHuka)) BHECEHHS 3MiH A0
cneundikauii NepBUHHOI YNakoBKW1 rOTOBOrO
nikapcbkoro 3acoby (Tube), a came
BUIyYEHHS1 HE3HAYHOro nokasHwuka Lacquer
and enamel resistance to squeezing. 3MmiHu |
TMny - 3MiHK 3 SKOCTi. [OTOBMIA NiKapCbKNiA
3acib. Cucrtema
KOHTeWHep/3aKkynoptoBanbHuii 3acit. 3miHa
napameTpiB cneundikauin Ta/abo
[0NYCTUMUX MeX NepBUHHOT YNakoBKU
rOTOBOrO J1iKapCbKOro 3acoby (BUNy4YeHHs
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He3Ha4yHOro nokasHuka (Hanpuknag
3acTapinoro nokasHuka)) BHECEHHS 3MiH A0
cneumdikaLii NepBUHHOI YNakoBKMN rOTOBOTO

nikapcbkoro 3acoby, a came BUNyYeHHs
He3Ha4yHoro nokasHuka Latex ring. 3miHu |
TMny - 3MiHK 3 AKOCTIi. FOTOBUIA NikapCbKMin

3acib. Cuctema
KOHTEeWHep/3aKkynoptoBarnbHuiA 3acit. 3miHa
napameTpie cneuudikauin Ta/abo

[ONYCTUMUX MeX NEepBUHHOI YNakoBKu
roTOBOIO MiKapCbKOro 3acoby (BUMYYEHHS

He3Ha4yHoro MnokasHuka (Hanpuknag
3acTapiforo NokasHuka)) BHECEHHS 3MiH A0
cneuudikaLii NepBNHHOT YNaKoBKN rOTOBOrO

nikapcbkoro 3acoby, a came BUNy4YeHHs

He3Ha4yHoro nokasHuka Pharmatceutical

code. 3miHu | Tuny - 3miHK 3 akocTi. FoToBMI
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuii 3acit. 3miHa
napameTpiB cneundikauin Ta/abo

[ONYCTUMUX MeX NEePBUHHOI YNakoBKu
roTOBOrO NMikapCbKoro 3acoby (BUNy4YeHHs

He3HaYyHOro MNokasHuka (Hanpuknag
3acTapifioro NokasHuka)) BHECEHHS 3MiH A0
crneundikauii NepBUHHOI YNaKOBKWN rOTOBOIO

nikapcbkoro 3acoby, a came BUIyYEHHSI
He3Ha4yHoro nokasHuka Latex ring tightness.
3MmiHu | TMNY - 3miHK 3 skocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3acit. 3MiHa
napameTpiB cneuudikaui Ta/abo
[0NYyCTUMMUX MEX NEPBUHHOI YNaKoBKN
roTOBOro NikapCcbKoro 3acoby (BUNy4YeHHs

He3Ha4yHoro nokasHuka (Hanpuknag
3acTapinoro nokasHuka)) BHECEHHS 3MiH A0
cneuudikaLii NepBUHHOT YNaKoBKN rOTOBOro

nikapcbkoro 3acoby, a came BUNyYeHHs
He3Ha4Horo nokasHuka Latex basis weight.

3miHu | TUNYy - 3miHK 3 gkocTi. FoToBUIA

nikapcbkuii 3aci6. Cuctema
KOHTeMHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo

OOMNYCTUMUX MeX NepBUHHOT YNakoBKu
roTOBOrO NiKapCbKoro 3acoby (BUMyYeHHs

He3HaYHOro MNokasHuka (Hanpuknag
3acTapiforo nNokasHuka)) BHECEHHS 3MiH A0
cneuudikaLii NepBUHHOT YNakoBKN rOTOBOroO

nikapcbkoro 3acoby, a came BUIyYEHHSI
HesHa4Horo nokasHuka Lacquer. 3MiHu |
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My - 3MiHK 3 AKOCTI. FOTOBUIA NikapCbKMin
3aci6. Cucrema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpie cneuudikauin Ta/abo
A0NYyCTUMMUX MEX NEPBUHHOI yNaKoBKN
roToBOro nikapcbkoro 3acoby (4oaaBaHHst
abo 3amiHa nokasHvKa 3a pesynbTatamu
pocnigxeHb 3 6e3nekn abo siKocTi)
BHECEHHS 3MiH 40 cneuudikauii nepBUHHOT
yMakoBKM rOTOBOrO NikapcbKoro 3acoby, a
came JofaBaHHs HOBOro napameTpa 3
BigMOBIAHNM METOLAOM BUNPODOYBaHHS
Continuity of lacquer coating (Instrumental
control). 3MiHn | Tuny - 3MiHK 3 GKOCTi.
["oToBMI nikapcbkuit 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3acit. 3miHa
napameTpiB cneundikauin Ta/abo
O0NyCTUMUX MEX NEPBUHHOI YNaKOBKM
roToBOro NMikapcbKoro 3acoby (4ogaBaHHst
abo 3amiHa nokasHvKa 3a pesynbTatamu
nocnimpkeHb 3 6e3nekn abo SKocTi)
BHECEHHS 3MiH 40 cneundikaLii nepBUHHOT
yNaKkoBKM FOTOBOTO NikapCbKoro 3acoby, a
came fofaBaHHs HOBOro napamMeTpa 3
BiQMOBIAHMM METOAOM BUNPODYyBaHHs A0
cneuudikauii ynakosku Identification of the
internal lacquer coating material (IR
spctrum) Ph. Eur. 2.2.24. 3minu | Tvny -
3MiHM 3 akocTi. [oToBMI Nikapcbkuii 3acib.
CucTeMa KoHTelnHep/3aKynoptoBanbHUi
3acib. 3miHa napameTpiB cneundgikaLin
Ta/abo [oMyCTUMUX MeX NEPBUHHOI
yNaKoBKM FOTOBOrO NiKapCbKoro 3acoby
(mopaBaHHs abo 3amiHa nokasHuka 3a
pesynbTatamu gocrimxeHb 3 6e3nekn abo
SIKOCTi) BHECEHHS 3MiH A0 cneumdikauii
NepBMHHOI YNaKoBKW rOTOBOrO MikapCbKoro
3acoby, a came JoAaBaHHA HOBOTO
napametpa 3 BiANOBiAHMM METOLO0M
BunpobyBsaHHs Identification of the latex (IR
spctrum) Ph. Eur. 2.2.24. 3miHn | Tvny -
3MiHM 3 akocTi. [oToBMI Nikapcbkui 3acib.
CucTeMa KoHTelnHep/3aKynoproBanbHUi
3acib. 3miHa napameTpiB cneundikaLin
Ta/abo [oMyCTUMUX MeX NEPBUHHOI
YNaKOBKM FOTOBOrO NiKapCbKoro 3acoby
(mopaBaHHsA abo 3amiHa noka3Huka 3a
pesynbTaTtamu SocrifxeHb 3 6e3nekn abo
SIKOCTi) BHECEHHS 3MiH 0 cneundikadii
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NepBUHHOI YNaKoBKM rOTOBOTO IikapCbKOro
3acoby, a came JodaBaHHA HOBOTO
napametpa 3 Bi4noBiAHMM METOAOM
BUnNpobyBaHHs Identification of the screw
cap's material (IR spctrum) Ph. Eur. 2.2.24
103. | IOPUHAEH® | ma3sb, no 15 ry 1Yy6i; TOB "bayw YkpaiHa dapmsaBog €nbca Monbwa BHECEHHS 3MiH O peecTpauiiHnX 3a - UA/1718/01/01
C no 1 1y6i y kopobui Xenc" AT. marepianis: 3minu | TMny - 3MiHM 3 AKOCTI. peuernmom

[oToBWI Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuii 3acit. 3miHa
napameTpie cneuudikauin Ta/abo
A0NYyCTUMMUX MEX NEPBUHHOI yNaKoBKN
roTOBOrO NMikapCbKoro 3acoby (BUNy4YeHHs
He3Ha4yHoro nokasHuka (Hanpuknag
3acTapinoro nokasHuka)) BHECEHHS 3MiH A0
cneumaikauin NnepB1UHHOI YNaKkoBKM rOTOBOIO
nikapcbkoro 3acoby (Tube), a came
BUITYyYEHHSA HEe3Ha4yHoro nokasHuka Tube wall
thickness. 3miHu | TUny - 3MiHK 3 AKOCTI.
["oToBMI Nikapcbkuit 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpie cneuudikauin Ta/abo
[ONYCTUMUX MeX NEePBUHHOI YNakoBKu
roTOBOro NiKapCbKoro 3acoby (BUMyYeHHs
He3Ha4yHoro nokasHuka (Hanpuknag
3acTapiforo NokasHuka)) BHECEHHS 3MiH A0
cneumdikauin NepBMHHOI YNakoBKW rOTOBOrO
nikapcbkoro 3acoby (Tube), a came
BWIyYEHHS1 HE3HaYHOro nokasHuka Lacquer
and enamel resistance to squeezing. 3MmiHn |
TMny - 3MiHK 3 siKOCTi. [OTOBMIA NiKapCbKui
3aci6. Cucrema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpiB cneuudikadi Ta/abo
OOMNYCTUMUX MeX NEepBUHHOT YNaKkoBKu
roTOBOrO NiKapCbKoro 3acoby (BUMyYeHHs
He3Ha4yHoro nokasHuka (Hanpuknag
3acTapinoro NokasHuka)) BHECEHHS 3MiH A0
cneumdikauin NepBMHHOI YNakoBKW rOTOBOIO
nikapcbkoro 3acoby (Tube), a came
BUIyYeHHs1 He3Ha4Horo nokasHuka Tube and
screw cap mass. 3miHu | Tuny - 3miHu 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBanbHui 3aci6. 3miHa y
mMeToAax BUNPOoOyBaHHSA NEPBUHHOT
yMaKOBKM FOTOBOrO NikapCbKoro 3acoby (iHLwi
3MiHW Y MeToAax BUNpobyBaHb (BKMHOYa0Ym
3amiHy abo JofaBaHHs)) BHECEHHS 3MiH IO
crneundikaLi NepBMHHOI YNakoBKM rOTOBOMO
nikapcbkoro 3acoby (Tube), a came 3MiHa
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onvcy metogy Ans nokasHuka Overprint (
Organoleptic method). 3MmiHn | TURY - 3MiHK
3 skoCTi. FOTOBMIA NikapCbKuii 3aci6.
CucTemMa KoHTenHep/3aKynoptoBanbHUi
3aci6. 3miHa y meTofax BuNpobyBaHHs
NepBUHHOI YNaKOBKM rOTOBOTO JikapCbKOro
3aco0by (iHwi 3MiHM y MeToaax BUNpobyBaHb
(Bkntoyvaroun 3amiHy abo goaaBaHHs))
BHECEHHS 3MiH 40 cneuudikauin nepBUHHOT
yMakoBKM rOTOBOrO NikapcbKoro 3acoby, a
came 3MiHW onucy MeToay ANs NoKa3HWKa
Text (Visual method). 3miHu | Tuny - 3miHn 3
sikocTi. [oToBMI nikapcbkuii 3acib. Cuctema
KOHTeWHep/3aKynoproBarnbHui 3aci6. 3miHa y
mMeToAdax BUNPobyBaHHS NEPBUHHOT
yNaKoOBKW FOTOBOrO NiKapcbkoro 3acoby (iHLi
3MiHN Y MeTogdax BUNpobyBaHb (BKITHOYa4m
3amiHy abo goaaBaHHs)) BHECEHHS 3MiH 40
cneumikauin NnepB1HHOI YNakoBKM rOTOBOIO
nikapcekoro 3acoby (Tube), a came 3miHa
onvcy meTtody Ans nokasHuka Tube outer
diameter (Metric method). 3minu | TUny -
3MiHM 3 akocTi. [oToBMI Nikapcbkui 3aciob.
CucTeMa KoHTelHep/3aKynoptoBanbHUi
3acib. 3miHa y meTodax BUNpobyBaHHst
NepBUHHOI YNaKOBKM rOTOBOTO JlikapCbKOro
3aco0y (iHwWi 3amiHK y MeToaax BUNpobyBaHb
(Bkntovaroumn 3amiHy abo gopaBaHHs))
BHECEHHS 3MiH 0 cneuudikauin nepBUHHOT
yMakoBKM FOTOBOrO NikapcbKoro 3acoby, a
came 3MiHa onucy MeToay Ans nokasHuka
Side surface length (Metric method). 3miHn |
TMny - 3MiHK 3 siKOCTi. [OTOBMIA NiKapCbKuiA
3aci6. Cuctema
KOHTeWHep/3aKynopoBarnbHui 3aci6. 3miHa y
mMeToAax BMNPOoOyBaHHSA NEPBUHHOT
yNaKoBKM FOTOBOrO NiKapCbKoro 3acoby (iHwWi
3MiHM Y MeTogdax BUNpobyBaHb (BKITHOYa4m
3amiHy abo JofaBaHHs)) BHECEHHS 3MiH IO
crneundikaLi NepBMHHOI YNakoBKM rOTOBOMO
nikapcbKkoro 3acoby, a came 3MiHa onucy
meToay Ans nokasHuka Overprint colouration
(Visual method). 3minHu | Tvny - 3miHK 3
skocTi. [oToBMI Nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKynopoBanbHuiA 3aci6. 3miHa y
MeToAax BUNPOOYyBaHHS NEPBUHHOT
YNaKoBKM rOTOBOrO NiKapCbKOro 3acoby (iHLwi
3MiHM Yy MeToAax BUNpobyBaHb (BKITHOYaK4m
3aMiHy abo JofaBaHHs1)) BHECEHHS 3MiH 10
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crneunikaLii NepBMHHOT YNakoBKM rOTOBOMO
nikapcbkoro 3acoby, a came 3miHa onucy
mMeToay Ans nokasHuka Screw cap colour
(Visual method). 3miHu | TMNy - 3MiHK 3
sikocTi. FoToBUIA Nikapcbkuin 3aci6. Cuctema
KOHTeWHep/3aKynoptoBanbHuiA 3acio. 3MiHa y
MeTofax BUNpobyBaHHsS NEPBUHHOT
yNaKoBKM rOTOBOTO fikapCbKoro 3acoby (iHLwi
3MiHM Yy MeToAax BUNpobyBaHb (BKIHOYa4m
3amiHy abo foaaBaHHs)) BHECEHHS 3MiH 40
cneumdikaLin NepBMHHOI YNakoBK/ rOTOBOrO
nikapcbkoro 3acoby, a came JofaBaHHs
onucy meTtoay Ans nokasHuka ldentification
of the internal lacquer coating’s material (IR
spectrum) Ph. Eur. 2.2.24. 3Mminu | Tuny -
3MiHM 3 skocTi. [oTOoBMI Nikapcbkuii 3acit.
CucTema KoHTenHep/3aKynoproBanbHUi
3aci6. 3miHa y meTogax BunpobyBaHHs
NepBMHHOI YNAKOBKM rOTOBOrO NiKapCbKoro
3aco0y (iHwi 3amiHn y MmeTogax BunpobyBaHb
(BKNtoYaoun 3amiHy abo AoaaBaHHs))
BHECEHHS 3MiH 40 crneundikauii nepBUHHOI
yNaKkoBKM FOTOBOTO NikapCbKoro 3acoby, a
came fofaBaHHs onucy MeToay Ans
nokasHuka ldentification of the latex (IR
spectrum) Ph. Eur. 2.2.24. 3minu | Tuny -
3MmiHu 3 aKocTi. FoToBMIA Nikapcbkui 3acib.
CucTeMa KoHTelnHep/3aKynoproBanbHUi
3aci6. 3miHa y meTodax BUNpobyBaHHs
NepBMHHOI YNaKoBKW rOTOBOrO MikapCbKoro
3aco0y (iHwWi 3amiHK y MeToaax BUNpobyBaHb
(Bkrtoyaroumn 3amiHy abo AoaaBaHHs))
BHECEHHS 3MiH 40 cneuudikauin nepBuHHOT
yMakoBKM FOTOBOrO NikapcbKoro 3acoby, a
came [ofaBaHHs ONNCY MeToay BU3HAYEHHS
ans nokasHuka Continuity of lacquer coating
(Instrumental method)
3miHu | TUny - 3miHK 3 gkocTi. FoToBUI
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHuiA 3acit. 3miHa
napameTpiB cneundikauin Ta/abo
[0NYCTUMUX MeX NepBUHHOT YNakoBKU
roTOBOro MikapCbKoro 3acoby (iHLwi 3MiHM)
BHECEHHS 3MiH [0 cneuudikauii nepBUHHOT
yNakoBKM FOTOBOTO NikapCbKoro 3acoby, a
camMe 3MiHWM 4oNyCTUMUX MeX y crneumdikaLii
i3 BigNoBigHMM MeToLoM BUNPODBYBaHHs Ans
n. Identification of screw cap’s material (IR
spectrum) Ph. Eur. 2.2.24.
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n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
104. | NIOTEIHA Tabnetku BariHanbHi | AT "Apnamen Monbwa AT "Agameg ®apma” Monbwa BHECEHHS 3MiH [0 peecTpauiiHnX 3a He UA/5244/01/02
no 100 mr; no 15 dapma" marepianis: 3MiHu | Tuny - 3MiHK 3 SKOCTI. peuernmom nidnszae

TabneTtok y Gnictepi;
no 2 6nictepu
pasom 3
annikaTopom B
KapTOHHiI KOpoOLyi;
no 15 tabnetok y
Gnictepi; no 2
Gnictepn 6e3
annikatopa B
KapTOHHIl kopobui

Ceptudpikat BignosigHocTi/E-cepTudikaT
BignoBigHOCTI €BponeiichbKin
dapmakonei/moHorpadii. NMogaHHA HoBoro
abo oHoBMeHoro cepTudikarta BianoBigHOCTI
abo Buny4deHHs ceptudpikata BignoBigHOCTI
€Bponencbkin dapmakonei: ana A®l; ans
BUXigHOro MaTepiany/peareHTy/npomMixXHOro
NPOAYKTY, LLO BUKOPUCTOBYIOTLCS Y
BUPOGHMUTBI ADI; Ans 4ONOMiIKHOI
peyoBuMHM (cepTuddikat BiaNoBIgHOCTI
€Bponecbkin dhapmakonei) - Hosui
cepTudikaT Big HOBOro BUpobHuKa (3amiHa
abo OOMOBHEHHS) NOAAHHSA HOBOMO
cepTudgikaTa BignoBigHOCTI €Bponeiichbkii
dapmakonei Ne RO-CEP 2013-328 - Rev 02
ana gioyoi pedosuHn Progesterone Big
HoBoro Bnpo6Huka Hubei Gedian Humanwell
Pharmaceutical Co., Ltd., China
(BonoBHeHHS). 3MiHK | TUNY - 3MiHK 3 AKOCTI.
CepTudikat BignosigHocTi/E-cepTudikaT
BigNOBIQHOCTI €BponencChbKil
dapmakonei/moHorpadii. MogaHHsA HOBOroO
abo oHoBMeHoro cepTudikarta BianoBiAHOCTI
abo Buny4eHHs cepTudikata BignoBigHOCTI
€Bponelicbkini hapmakonei: ans A®l; ons
BMXifHOro MaTtepiany/peareHTy/NpoMiXXHOro
NpOAYKTY, O BUKOPUCTOBYHOTBLCS Y
BUPOGHMUTBI ADI; Ans 4ONOMIKHOI
peyoBUHYK (cepTudikaT BigNOBIAHOCTI
€Bponevickkin dpapmakonei) - OHOBNEHWUI
cepTudikart Bif yXXe 3aTBepoKEHOr0
BMPOGHMKa - NOAaHHS1 OHOBIIEHOTO
cepTudikaTa BignoBigHOCTi €BponechbKii
dapmakonei Ne R1-CEP 2013-328 - Rev 00
ans gitodoi peyosnHu Progesterone
BMpob6HuKka Hubei Gedian Humanwell
Pharmaceutical Co., Ltd., China
(monoBHeHHs). 3miHu | TUNy - 3MiHK 3 sIKOCTI.
AQ®I. KoHTponb A®I. 3miHa y napameTpax
cneundikaLi Ta/abo JonyCTUMNX MEX,
BM3HaYeHuX y cneuudikauisx Ha AdI, abo
BUXIOHWA/NPOMDKHWUIA NPOOYKT/peareHT, LWo
BMKOPUCTOBYHOTLCS Y NpoLeCi BUpOOHULTBA
AQDI| (nonoBHeHHs cneuumdikaii HoBUM
NOKa3HUKOM SKOCTi Ta BiAMOBIAHUM METOAOM
BUNpobyBaHHs) AONOBHEHHS cneumdikadii
ans gitodoi pedosnHU Progesterone HoBUM
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[IponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

nokasHukom Particle size (non-micronised) —
not less than 90% of particles (not more than
70 um 3 BigNOBIGHUM METOO0M
BunpobysaHHs (laser diffraction Ph. Eur.
2.9.31). 3Minn | TUny - 3miHn 3 axocTi. API.
KoHTponb A®L. 3miHa y napameTtpax
cneumndikaui Ta/abo JonyCTUMNX MEX,
BM3Ha4yeHux y crneundikauisx Ha Adl, abo
BUXIOHUA/NPOMIKHWUIA NPOAYKT/peareHT, LWo
BVKOPVCTOBYIOTbCS Y NpoLeci BUpobHMLTBa
AQDI| (BUNYyYEHHS HE3HAYHOTO NMOKa3HUKa
AIKOCTi (Hanpuknaz BUINy4YeHHs 3acTapinoro
nokasHMKa)) BUIydeHHs i3 cneuudikauii ans
nito4oi pevoBuHu Progesterone
BUpobHMUTBa Zhejiang Shenzhou
Pharmaceutical Co., Ltd. nokasHuka Particle
size distribution» (X99<190 ym, X90<120
um, X50 <30 um, 16<8 um (laser diffraction
Ph. Eur. 2.9.31)). Ak Hacnigok, Bigbynuce
3MiHu B p. «Cknag» MKA N3, 3okpema
3MiHEHO Ha3BY Ait040I pe4OoBUHU 4Ns
BUpobHuKa Zhejiang Shenzhou
Pharmaceutical Co., Ltd. 3 «nporectepoH
MiKPOHI30BaHMI» Ha «NPOrecTepoH». 3MiHu
BHECEHO B iHCTPYKL0 ANs Mean4Horo
3acToCcyBaHHS NikapCcbKoro 3acoby y po3ain
«Cknaa» (gitoya peyoBMHa) 3 BiANOBIAHNMMN
3MiHaMK y TEKCTi MapKyBaHHS YNaKoBKM
nikapcbkoro 3acoby

105.

JIIOTEIHA

TabneTku BariHanbHi
no 200 mr; no 10
Tabnetok y 6nictepi;
no 2 abo no 3
Gnictepn pasom 3
annikatopom B
KapTOHHiI kopobuyj;
no 10 Tabnetok y
6nictepi; no 2 abo
no 3 6nictepu 6e3
annikatopa B
KapTOHHiI kopobLyi

AT "Apamep
dapma”

MNonblia

AT "Agameg ®apma”

MNonblia

BHECEHHS 3MiH A0 peecTpauinHnx
matepianis: 3MiHu | Tuny - 3MiHK 3 sIKOCTi.
Ceptudikat BignosigHocTi/lE-cepTudikat

BignoBigHOCTI €Bponemnchkii
apmakonei/moHorpadii. NMogaHHsA HoBOro
abo oHoBreHoOro cepTudikaTta BiANOBIAHOCTI
abo BuUny4eHHs cepTudikata BignoBigHoOCTI
€Bponelicbkini hapmakonei: ans A®l; ana
BVXifHOro MaTtepiany/peareHTy/npoOMipKHOTO
NPOAYKTY, LLO BUKOPUCTOBYHOTECH Y
BUPOGHMUTBI ADI; Ans 4ONOMIKHOI
peyoBUHYM (cepTuddikaT BigNOBIAHOCTI
€Bponelicbkili hapmakonei) - Hosuit
cepTudikaT Big HOBOro BUpobHuKa (3amiHa
abo [OMOBHEHHS) NoAaHHSA HOBOTO
cepTudikaTa BignoBigHOCTi EBpoNechbkin
capmaxkonei Ne RO-CEP 2013-328 - Rev 02
ons gitoyoi peyoBuHu Progesterone Big,
HoBoro Bupo6Huka Hubei Gedian Humanwell
Pharmaceutical Co., Ltd., China

3a
peuerimom

He
nidnsieae

UA/5244/01/03
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[IponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

(BonoBHeHHS). 3MiHK | TUNY - 3MiHK 3 AKOCTI.
Ceptudpikat BignosigHocTi/lE-cepTudikat
BignoBigHOCTI €Bponeiichbkii
dapmakonei/moHorpadii. MogaHHsA HOBOrO
abo oHoBneHoro cepTudikarta BiAnNoBiAHOCTI
abo Buny4deHHs ceptudpikata BignoBigHOCTI
€Bponecbkin dapmakonei: gna A®l; ans
BMXigHOro martepiany/peareHTy/npoOMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BUpPoGHMUTBI APl; Ans ONOMKHOT
peyoBuHM (cepTudikaT BigNOBIAHOCTI
€Bponeickkin hapmakonei) - OHoBReHWU
cepTuaikar Bif yXXe 3aTBEpPAXEHOro
BMPOOHMKa - NOAaHHS OHOBMEHOTO
cepTudikaTa BignoBigHOCTI €Bponeiichbkii
dapmaxkonei Ne R1-CEP 2013-328 - Rev 00
ans gitodoi peyosunHu Progesterone
BMpobHuka Hubei Gedian Humanwell
Pharmaceutical Co., Ltd., China
(monoBHeHHs). 3miHu | TMNy - 3MiHM 3 AKOCTI.
A®I. KoHTponb ADL. 3miHa y napameTpax
cneundikai Ta/abo JonyCTUMNX MEX,
BM3Ha4eHux y cneuudikauisx Ha AdDl, abo
BUXIOHWA/NPOMIKHWUIA NpOaYKT/peareHT, LWo
BMKOPVCTOBYIOTbCS Y NpoLeci BUpobHMLTBa
A®I (nonoBHeHHS cneumdikaLyii HOBUM
NoKa3HWKOM SIKOCTi Ta BignoBigHMM MeTo40M
BUNpobyBaHHs1) 4ONOBHEHHS cneundikadii
ans gitodoi peyoBuHu Progesterone HoBUM
nokasHukom Particle size (non-micronised) —
not less than 90% of particles (not more than
70 pm 3 BigNOBIAHNM METOOOM
BunpobysaHHs (laser diffraction Ph. Eur.
2.9.31). 3minun | TUny - 3miHu 3 sikocTi. AdDI.
KoHTponb A®I. 3miHa y napameTpax
cneundikali Ta/abo JonyCTUMNX MEX,
BMU3HaYeHux y cneuudikauisx Ha AdI, abo
BVXiAHUIA/MPOMIXKHWI NPOAYKT/pearexT, Lo
BMKOPWUCTOBYHOTLCS Y NpoLieci BUpobHuLTBa
AQDI| (BUNYyYEHHSI HE3HAYHOTO MOKa3HUKa
AKOCTi (Hanpuknaz BUIy4YeHHs 3acTapinoro
NoKa3HUKa)) BUIyYeHHs i3 cneundikaii ans
aitoyvoi pevoBuHU Progesterone
BMpobHMUTBa Zhejiang Shenzhou
Pharmaceutical Co., Ltd. nokasHuka Particle
size distribution» (X99<190 ym, X90 <120
um, X50 <30 um, 16<8 um (laser diffraction
Ph. Eur. 2.9.31)). Ak Hacnigok, Bigbynuce
3MiHu B p. «Cknag» MKA 113, 3okpema
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[IponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

3MiHEHO Ha3BY Lil040i PpevyoBUHU Ans
BMpobHuKa Zhejiang Shenzhou
Pharmaceutical Co., Ltd. 3 «nporectepoH
MiKPOHI30BaHMI» Ha «NPOrecTepoH». 3MiHu
BHECEHO B iHCTPYKLiO ANs MeANYHOro
3acTocyBaHHS NikapcbKoro 3acoby y po3ain
«Cknag» (gitoya pevoBuHa) 3 BigNOBIAHMMM
3MiHaMK y TEKCTi MapKyBaHHS YNaKkoBKW
nikapcbkoro 3acoby

106.

JIIOTEIHA

TabneTku BariHanbHi
no 50 mr no 15
TabneTtok y Gnictepi;
no 2 6nictepu B
KapTOHHIN kopobLi

AT "Apamvepg
dapma"

MNonbLa

AT "Agameg ®apma”

MNonbLia

BHECEHHS 3MiH [0 peecTpaLiiHnX
marepianis: 3MiHu | Tuny - 3MiHM 3 SKOCTi.
CepTudikat BignosigHocTi/E-cepTudikaT

BignoBigHOCTI €Bponeiichbkin
dapmakonei/moHorpadii. NMogaHHA HoBoro
abo oHoBMeHoro cepTudikarta BianoBiAHOCTI
abo Buny4deHHs ceptudikata BignoBigHOCTI
€Bponencbkin dapmakonei: gna A®l; ans
BUXigHOro MaTepiany/peareHTy/npomMixXHOro
NPOAYKTY, LLO BUKOPUCTOBYIOTLCS Y
BUpo6HMUTBI A®I; ANs 4OMNOMDKHOT
peyoBUHM (cepTuddikat BigNoBIAHOCTI
€Bponecbkin dapmakonei) - Hosui
cepTudikaT Big HOBOro BUpobHuKa (3amiHa
abo OOMOBHEHHS) NOAAHHSA HOBOMO
cepTudikaTa BignoBigHOCTi EBpoNechbkin
capmaxkonei Ne RO-CEP 2013-328 - Rev 02
ans gitodoi peyosunHu Progesterone Big
HoBoro Bupo6Huka Hubei Gedian Humanwell
Pharmaceutical Co., Ltd., China
(monoBHeHHs). 3miHu | TUNy - 3MiHK 3 sKOCTI.
Ceptudikat BignosigHocTi/lE-cepTudikaT
BigNOBIOHOCTI €BponenchbKii
apmakonei/MmoHorpadii. NMogaHHA HoBOro
abo oHoBREeHOro cepTudikaTta BignoBigHOCTI
abo BunyYeHHs cepTudikata BignoBigHOCTI
€Bponelicbkini hapmakonei: ans A®l; ona
BMXifHOro MaTtepiany/peareHTy/npoMi>XHOro
NPOAYKTY, LLIO BUKOPUCTOBYIOTLCS Y
BUPOGHMUTBI ADI; Ansi 4ONOMIKHOI
peyoBUHYM (cepTudikaT BigNOBIAHOCTI
€Bponevickkin dhapmakonei) - OHoBNEHWUI
cepTudikart Bif yXe 3aTBepaKEHOro

BMPOGHMKa - NOAaHHS1 OHOBIEHOTO

cepTugikaTa BignoBigHOCTi €Bponeichbkii
capmaxkonei Ne R1-CEP 2013-328 - Rev 00
ans gitodoi peyosunHu Progesterone
BMpo6HMKa Hubei Gedian Humanwell
Pharmaceutical Co., Ltd., China
(monoBHeHHs). 3MiHu | TMny - 3MiHKM 3 sKOCTI.

3a
peuenmom

He
nidnsieae

UA/5244/01/01
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[IponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

ADI. KoHTponb A®I. 3miHa y napameTpax
cneuudikauivi Ta/abo JOMYCTUMUX MEX,
BU3Ha4YeHuX y cneumdikauisx Ha Adl, abo
BUXIOHWA/NPOMIKHWUIA NPOAYKT/peareHT, LWo
BMKOPMCTOBYIOTLCS Y NpoLeci BUpoBHULTBA
ADI| (monoBHeHHs cneuudikadii HoBUM
NoKa3HWKOM SIKOCTi Ta BignoBigHMM MeTo40M
BMNPOOYBaHHs) AONOBHEHHS crneumdikauii
Ans gitoyoi pevoBuHN Progesterone HoBUM
nokasHukom Particle size (non-micronised) —
not less than 90% of particles (not more than
70 ym 3 BiANOBIAHMM METOLOM
BunpobysaHHs (laser diffraction Ph. Eur.
2.9.31). 3minum | TUny - 3miHn 3 axocTi. API.
KoHTponb A®L. 3miHa y napameTtpax
cneuundikaui Ta/abo AoNyCTUMNX MEX,
BM3Ha4eHux y cneuudikauisx Ha APl abo
BUXIOHWA/NPOMIKHWUIA NPOaYKT/peareHT, LWo
BMKOPVCTOBYIOTbCS Y NpoLeci BUpobHMLTBa
AP (BUNyYEHHS HE3HAYHOTO NMOKa3HUKa
AKOCTi (Hanpuknaz BUINy4YeHHs 3acTapinoro
NnokasHWKa)) BUNy4eHHs i3 cneundikauii ans
nito4oi pevoBuHu Progesterone
BUpobHMUTBa Zhejiang Shenzhou
Pharmaceutical Co., Ltd. nokasHuka Particle
size distribution» (X99<190 um, X90 <120
um, X50 <30 ym, 16<8 um (laser diffraction
Ph. Eur. 2.9.31)). Ak Hacnigok, Bigbynucb
3MiHu B p. «Cknag» MKA N3, 3okpema
3MiHEeHO Ha3BYy [Aito40i pevyoBUHU Ans
BMpo6GHMKa Zhejiang Shenzhou
Pharmaceutical Co., Ltd. 3 «nporectepoH
MIKPOHi30BaHWUI» Ha «NpPOrecTepoH». 3MiHu
BHECEHO B iHCTPYKL0 ANs Mean4Horo
3acTOCyBaHHS NikapCcbKoro 3acoby y po3ain
«Cknaa» (piroya peyoBrHa) 3 BiANOBIAHNUMMN
3MiHaMK y TEKCTi MapKyBaHHS YNaKoBKM
nikapcbkoro 3acoby

107.

MELITAH

kancynu no 300 mr,
no 10 kancyny
6nictepi; no 3 abo 6
GnicTepiB y nauui 3
KapTOHY

AT
«dapmak»

YkpaiHa

AT «dapmak»

YkpaiHa

BHECEHHS 3MiH 40 peecTpauinHnx
marepianis: 3miHu | Tuny - 3miHun Woao
6e3nekn/edheKTMBHOCTI Ta dhapmakoHarnsay.
3MiHa y KOpOTKill XapakTepucTumui
nikapcbkoro 3acoby, TeKCTi MapKyBaHHs Ta
IHCTPYKLUiT ANa MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHoO OHOBMOBAHOIO 3BITY 3
6e3neku nikapcbkoro 3acoby, abo
AocnimkeHb 3 6e3neky 3acTocyBaHHSA
nikapcbkoro 3acoby B nicnsipeecTpauiiini
nepiof, abo sik pesynbTaT OLiHK/ 3BITY 3

3a
peuerimom

He
nidnsieae

UA/12318/01/02
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[IponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

[ocnigpkeHb, NpoBeaeHnX BianoBigHo Ao
nnaHy negiatpuynHmx gocnigpkenrs (PIP)
(3MiHy y3rokeHo 3 KOMNETEHTHUM
YNOBHOBaXXEHUM OpraHoMm) - 3MiHM BHECEHO
00 IHCTPYKUii ANs MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3gin "MobivHi
peakuii” BignoBigHO 4O OHOBMEHOI
iHcbopmalii 3 6e3neku Ailoyoi pevoBMHU.
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBepAKeHHs; 3MiHK | Tuny - 3MiHK Wopo
6e3nekn/echeKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHW) - OHOBMNEHHSI TEKCTY
MapKyBaHHS1 YNakoBKM fikapcbkoro 3acoby,
a came BUIy4YeHO BUKITaJEeHHSI TEKCTY
MapKyBaHHS POCINCbKOK MOBOK. BBeaeHHs
3MiH NpOTAroM 6-T MicsuiB nicns
3aTBepAKEHHS; 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsay
(iHWi 3miHW) - OHOBMNEHHSI TEKCTY
MapKyBaHHS YNaKOBKM fikapCbkoro 3acoby,
a came 4odaHo Ha3By Ailo40i pe4oBUHMU
YKpaiHCbKOK MOBOW. BBEeAEHHSA 3MiH
npoTsArom 6-T1 MicsAUIB NicNs 3aTBEPAXKEHHS

108.

MEQOrICTUH
®

TabneTku no 16 mr
no 10 Tabnetok y
Gnictepi; no 3
Gnictepu B
KapTOHHiI kopobui

Mepokemi
nTa

Kinp

Mepokemi JIT[]
(UeHTpanbHui
3asop), Kinp
dapmaveBTiw
AHaniTiw
JTabopaTtopiym [yiBeH
B.B., Higepnanaun

Kinp/
Higepnanaun

BHECEHHS 3MiH 40 peecTpaLiiHMX
matepianis: 3miHu | Tuny - AgmiHicTpaTuBHI
3MiHW. 3MiHa Ha3BM NikapcbKoro 3acoby -
3miHa Ha3BM nikapcbkoro 3acoby, y 3B'A3Ky
[0AaBaHHA 3HaKy TOProBoi Mapku 0 Ha3BM
N3. 3atBepmxero: MEAOINCTUH /
MEDOHISTINE
3anponoHosoHo: MEAOMCTUH® /
MEDOHISTINE TepmiH BBeAEHHSI 3MiH
NpOTArom 6 MicsAUiB NicNs 3aTBEPIKEHHS.
3Mminu | TUNY - 3miHn Wwopo
6esnekn/edekTMBHOCTI Ta hapmakoHarnagy
(iHWi 3MiHKM) 3MiHK BHECEHO [0 TEKCTY
MapKyBaHHS! NepBUHHOI YNaKoBKu
nikapcbkoro 3acoby B . 4. «JATA
SAKIHYEHHA TEPMIHY NPUOATHOCTI»
Ta [0 TEKCTY MapKyBaHHS BTOPUHHOI
ynakoBku B n. 8. «AATA 3AKIHYEHHA
TEPMIHY MPUOATHOCTI», n. 12.
«HOMEP PEECTPALIIMHOIO
MOCBIOYEHHSA», n. 13. «<HOMEP CEPIT
JIKAPCBbKOI'O 3ACOBY», n. 17. «IHLE».
TepMiH BBEAEHHS 3MiH NPOTAroM 6 micsauiB
nicns 3aTBEpAXKEHHS.

3a
peuerimom

He
nidnsieae

UA/13526/01/01

109.

MEQOrICTUH
®

TabneTtku no 24 mr
no 10 Tabnetok y

Mepnokemi
nTa

Kinp

Mepokemi 1T}
(UeHTpanbHui

Kinp/
Higepnanau

BHECEHHS 3MiH 0 peecTpauinHnx
matepianis: 3miHu | Tuny - AgMiHicTpaTuBHI

3a
peuerimom

He
nidnsieae

UA/13526/01/02
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[IponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep

peecmpayiliHo2o

noceio4yeHHs1

Gnictepi; no 3
6nictepu B
KapTOHHIl kopobui

3aBog), Kinp
dapmavneBTiw
AHaniTiw
JlabopaTtopiym [lyiBeH
B.B., Higepnanan

3MiHW. 3MiHa Ha3BM NikapcbKkoro 3acoby -
3MiHa Ha3BM fnikapcbKoro 3acoby, y 3B'A3ky
[0o[aBaHHs 3HaKy TOProBOi Mapku 40 Ha3BU
J13. 3atBepaxeHo: MEOOICTUH /
MEDOHISTINE
3anponoHoBoHo: MEAOMCTUH® /
MEDOHISTINE TepmiH BBeAeHHS 3MiH
NpoTArom 6 MicsAUIB NicNsa 3aTBEPIKEHHS.
3MinHun | Tuny - 3MiHKM Wwopo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHK) 3MiHN BHECEHO [0 TEKCTY
MapKyBaHHSI NEPBUHHOI YNaKoBKM
nikapcbkoro 3acoby B n. 4. «JATA
SAKIHYEHHA TEPMIHY NPUOATHOCTI»
Ta [0 TEKCTY MapKyBaHHS BTOPUHHOT
ynakoBku B n. 8. « JATA 3AKIHYEHHA
TEPMIHY MPUOATHOCTI», n. 12.
«HOMEP PEECTPAL|IMHOIO
MNOCBIOYEHHSA», n. 13. «<HOMEP CEPI|
JIIKAPCBKOIO 3ACOBY», n. 17. «IHLWE».
TepMmiH BBEAEHHS 3MiH NPOTSArom 6 micauis
nicnsa 3aTBepaXXEHHS.

110.

MEJIOKCUKA
M

PO34MH ANis iH'EKLIN,
15 mr/1,5 Mn no 5
amnyn y 6nicrepi; no
1 6nictepy y
KapTOHHIN navui

TOB
«BEPKAHA

+»

YkpaiHa

lMpuBaTHe akuioHepHe
TOBapPUCTBO "Jlekxim-
Xapkis"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHnX
mMaTepianis: 3MiHu | TUny - 3MiHK 3 SKOCTi.
Ceptudikat BignosigHocTi/lE-cepTudikaT

BigNOBIOHOCTI €BponenchbKii
apmakonei/moHorpadii. NMogaHHsA HoBOro
abo oHoBReHoro cepTudikarta BignoBigHOCTI
abo BunyYeHHs cepTudikata BignoBigHOCTI
€Bponelicbkini hapmakonei: ans A®l; ana
BMXifHOro MaTtepiany/peareHTy/NpoMiXXHOro
NPOAYKTY, LLIO BUKOPUCTOBYIOTLCS Y
BUPOGHMUTBI ADI; Ans 4ONOMIKHOI
peyoBuHYM (cepTudikaT BigNOBIAHOCTI
€Bponelicbkint hapmakonei) - Hosui
cepTudikaT Big HOBOro BUpobHuKa (3amiHa
abo [OMOBHEHHS)

NoAaHHS HOBOTO cepTudikaTta BignoBiAHOCTI
€sponeiicbkint papmakonei Ne R1-CEP
2014-261 - Rev 00 gns gito4oi pevoBuHU
Meloxicam Big HoBOro BUpobHuKa Swati
Spentose PVT. LTD., India (3onoBHEHHS).

3a
peuerimom

UA/14486/01/01

111.

MENnocco

PO34MH ANs iH'eKLIN,
15 mr/1,5mn no 1,5
MA B amnyni; no 5
amnyn y 6nictepi y
navui 3 KapToHy

TOB HB®
«MIKPOXIM

»

YkpaiHa

TOB HB®
«MIKPOXIM», YkpaiHa
(nabopaTopist izmko-

XiMi4HOro aHanisy Ta
KOHTPOJIO
BUpoGHMUTBaA); TOB
HB® «MIKPOXIM»,

YkpaiHa

BHECEHHS 3MiH 0 peecTpauinHnx
maTtepianis: 3miHu | Tuny - 3miHn Wono

6e3nekn/ehekTMBHOCTI Ta dhapmakoHarnsgy.

3MiHa y KOpOTKill XapakTepucTumui
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHSA Ta
IHCTPYKUIii ANs MeaMYHOro 3aCTOCYBaHHS Ha
nigcTaBsi perynspHo OHOBMKOBAHOIO 3BITY 3

3a
peuenmom

He
nionsieae

UA/19320/01/01




116

[IponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
YkpaiHa (nabopatopis 6e3neku nikapcbkoro 3acoby, abo
GionoriyHoro aHanisy); nocnimxkeHb 3 6e3neky 3acTocyBaHHs
TOB HB® nikapcbkoro 3acoby B nicnsapeecTpauinHuii
«MIKPOXIM», YkpaiHa nepion, abo sik pesynbTaT OUiHKM 3BiTY 3
(BMpobHMYa AocnifgxeHb, NpoBeAeHVX BiAnNoBiAHO 40
ninbHuus); TOB HBO® nnaxy negiatpnyHmx gocnimxkers (PIP)
«MIKPOXIM», YkpaiHa (3MiHy y3rokeHo 3 KOMNETEHTHUM
(BignosiganbHWn 3a YNOBHOBaXEHNM OpraHoMm).
BUNYyCK cepii, He 3MiHV BHECEHO B |HCTPYKLi0 AN MeANYHOro
BKIOYaK0YN 3aCcTOCyBaHHSI Nikapcbkoro 3acoby Ao
KOHTponb/BMNpobyBaH posginy "3acTtocyBaHHS y nepioa BariTHOCTi
HS cepii) abo rogyBaHHs rpyaa” wopo 6esneku
3aCTOCyBaHHS Ailo40i pe4oBUHM BignNoBigHO
0o pekomeHgauii PRAC. BBeaeHHs 3miH
NPOTArom 6-T1 MicsAUIB NicNsA 3aTBEPAXEHHS.
112. | MENOCCO Tabnetkn no 7,5 mr TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux 3a He UA/18276/01/01
no 10 Tabnetok y "MIKPOXIM" «MIKPOXIM», YkpaiHa matepianis: 3miHu | TUny - 3miHun Woao peuernmom nionszae
Gnictepi; no 2 (ropnanyHa agpeca 6e3nekn/eceKkTUBHOCTI Ta hbapmakoHarnsgy.
Grictepn y nayui 3 BUpoGHMKa); TOB 3MiHa y KOpOTKil XapaKTepucTuLi
KapToHy; no 20 HB® «MIKPOXIM», nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
TabneTtok y 6aHui; YkpaiHa IHCTPYKUIT ANA MeANYHOro 3acToCyBaHHS Ha
no 1 6aHui y nayui 3 (BignoBiganbHW 3a niacTasi perynsapHoO OHOBIOBAHOIO 3BiTY 3
KapTOHY BMPOGHMLITBO Ta 6esnekn nikapcbkoro 3acoby, abo
KOHTpOnb/BMNpoOyBaH nocnimxeHb 3 6e3neky 3acTocyBaHHS
HS cepil, BKNtoYaouum nikapcbkoro 3acoby B nicnspeecTpauiiHni
Bunyck cepii); TOB nepiof, abo sik pesynbTaT OLiHK/ 3BTy 3
HB® «MIKPOXIM», gocnigpkeHb, NPOBeAeHNX BignoBigHO A0
YkpaiHa nnaHy negiatpuyHmx gocnigpkers (PIP)
(BignoBiganbHun 3a (3MiHYy y3rofHkeHO 3 KOMMNETEHTHUM
BUNYCK cepii, He YNOBHOBaXXEHNM OpraHoM).
BKIHOYa0YN 3MiHN BHeceHO B |HCTpPyKLi0 Ans MeaUYHOro
KOHTpOrnb/BMNpobyBaH 3aCTOCYBaHHS Nikapcbkoro 3acoby Ao
HS cepii) po3giny "3actocyBaHHs y nepiof BariTHOCTI
abo rogyBaHHsa rpyaak” wopno 6e3neku
3aCTOCyBaHHS [ito40i pevyoBMHM BigNOBIOHO
0o pekomeHaadii PRAC. BBegeHHs 3MiH
NpoTArom 6-T1 MicsAUIB NicNs 3aTBepAKEHHS
113. | MENNOCCO Tabnetkun no 15 mr TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnX 3a He UA/18276/01/02
no 10 Tabnetok y "MIKPOXIM" «MIKPOXIM», YkpaiHa marepianis: 3miHu | Tuny - 3miHu Woao peuenmom nionsizae

GnicTepi; no 2
Gnictepn y nayui 3
KapToHy; no 20
TabneTok y 6aHLui;
no 1 6aHui y nayui 3
KapTOHY

(opupmnyHa agpeca
BUpoGHMKa); TOB
HB® «MIKPOXIM»,
YkpaiHa
(BignoBiganbHW 3a
BMPOGHMLTBO Ta
KOHTpOnb/BMNpobyBaH
HS cepii, BKMoYa4m
Bunyck cepii); TOB
HB® «MIKPOXIM»,

6e3nekn/ehekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHa y KOPOTKill XapakTepucTumLi
nikapcbkoro 3acoby, TeKCTi MapKyBaHHs Ta
IHCTPYKUii ANs MeAMYHOro 3aCTOCYBaHHS Ha
niacTaBsi perynspHO OHOBMIOBAHOIO 3BiTY 3
6e3neku nikapcbkoro 3acoby, abo
pocnifxeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B nicnspeecTpauiiHni
nepiof, abo sik pe3ynbTaT OLiHK/ 3BITY 3
JocnigpkeHb, NPOBeAeHNX BignoBigHo A0




117 [IponoBkeHHs noaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
YkpaiHa nnaxy negiatpuyHmx gocnimxkers (PIP)
(BignosiganbHWn 3a (3MiHY y3ropkeHO 3 KOMMNETEHTHUM
BUNYyCK cepii, He YNOBHOBaXXEHUM OpraHom).
BKIIOYa0OYN 3MiHN BHeceHO B IHCTPYKLjt0 ANS MEAUNYHOTO
KOHTpOnb/BMNpobyBaH 3aCcTOCyBaHHS fnikapcbKkoro 3acoby Ao
HS cepii) po3ainy "3actocyBaHHs y nepion BariTHOCTI
abo rogyBaHHs rpyaak” wopo 6esneku
3aCToCyBaHHS Aito4oi pevyoBMHM BigNOBIgHO
0o pekomeHgauii PRAC. BBeaeHHs 3MiH
npoTsArom 6-T1 MicsILiB Nicns 3aTBEpAYKEHHS
114. | METAQOHY pPO34nH opanbHun, 1 N.MonTteHi i ITanis J1.MonTeHi i K. gei ITanis BHECEHHS 3MiH 0 peecTpauinHux 3a He UA/7186/01/01
riAPOXNOPWU | mr/mn; ans K. pei ®.nni &.nni AnitTi Cocieta matepianis: 3miHu | Tuny - 3MiHK Woao peuenmom nionsieae
0O MONTEHI 04HOO030BUX AniTTi ni Esepunuio C.n.A. 6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
dnakoHiB: Mo 5 mn, Cocieta gi 3MiHa y KOPOTKill XapakTepucTuui
10 mn, 20 mn abo 60 Esepumuio nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
My pnakoHi B C.n.A. IHCTPYKUIT ANA MeANYHOro 3acToCcyBaHHs Ha
KapTOHHIl ynakoBLi; nigcTaBi perynsipHO OHOBMKOBAHOIO 3BITy 3
nns 6aratogo3oBuxX 6e3neku nikapcbkoro 3acoby, abo
cnakoHis: no 100 nocnimpkeHb 3 6e3nekn 3acTocyBaHHs
My onakoHi 3 nikapcbkoro 3acoby B nicnsapeecTpauiiinmn
KPULLEYKOHO, L0 nepiof, abo sik pesynbTaT OLiHK/ 3BITY 3
HarBMHYyeTbCS, 3 OocnimxeHb, NPOBEAEHMUX BignoBigHO A0
KOHTpOIem nepLuoro nnaHy negiatpuynmx gocnigpkers (PIP)
BiOKPUTTS, (3MiHY y3rofxeHO 3 KOMMNETEHTHUM
yLlinbHEHo YMNOBHOBaXEHNM OpraHoM)
nonieTUNeHoBoK 3MiHM BHECEHO [0 iHCTPYKUiT AN MeanyHoro
NpoKnaaKolo, pa3om 3acTocyBaHHS Nikapcbkoro 3acoby y po3ainu
3 MipHUM KOBMAa4YKoM "B3aemogis 3 iHW1MK fikapCbKUMM
B KQPTOHHIl 3acobamu Ta iHWi BUAn B3aemogiin",
ynakosui; no 1000 "OcobnusocTi 3actocyBaHHs", "Crocib
MA 'y doNakoHi 3 3acTocyBaHHA Ta gosun", "lMepenosyBaHHs",
KPULLIEYKOIO, LLIO "Mob6iyHi peakuii" BiANOBIAHO JO OHOBMEHOT
HarBMHYyeTbCS, 3 iHpopmalLii 3 6e3neku Aio4oi peyYoBUHM.
KOHTpOMEeM NepLLoro
BiOKPUTTS,
yLinbHEHO
nonieTMneHoBow
NPOKNaaKolo, pasom
3 MipHUM KOBMAYKOM
115. | METAOQOHY PO34MH opanbHui, 5 N.MonTeHi i ITanis N.MonTeHi i K. gei ITanisa BHECEHHS 3MiH 0 peecTpauinHnx 3a He UA/7186/01/02
rigPOXNoOPU | mr/mn; no 1000 mny K. oei ®.nni &.nni AnitTi CocieTa matepianis: 3miHu | Tuny - 3MiHK WwWoao peuenmom nidnsieae
0O MONTEHI dnakoHi 3 AniTTi ai Esepuuuio C.n.A. 6e3nekn/echekTMBHOCTI Ta dhapmakoHarnsgy.
KPULLIEYKOIO, LLO CocieTa gi 3MiHa y KOpOTKill XapakTepucTumui
HarBMHYy€eTbLCH, 3 E3zepunuio niKkapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
KOHTPOMeM nepLuoro C.n.A. IHCTPYKUii ANs MeAMYHOro 3aCTOCYBaHHS Ha

BiAKpUTTS,
YLLiNbHEHOK
nonieTMneHoBow
NpoKNaaKkow, pasom

nigcTasi perynsipHoO OHOBMOBAHOIO 3BITy 3
©e3neku nikapcbkoro 3acoby, abo
pocnifxeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B nicnspeecTpauiiini
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

3 MipHUM KOBMa4YKoM

nepion, abo sik pesynbTaT OUiHKM 3BiTY 3
JocnimpkeHb, NPOBEAEHNX BigNOBIgHO 40
nnaxy negiatpnyHmx gocnigmxkers (PIP)
(3MiHy y3rokeHo 3 KOMNETEHTHUM
YMOBHOBaXEHNM OpraHoM)
3MiHWM BHECEHO A0 iHCTPYKLiT AN MeanyHoro
3aCToCyBaHHSA Nikapcbkoro 3acoby y po3ainu
"B3aemogisi 3 iHWM1MK fikapCbKuMm
3acobamu Ta iHWi BUan B3aemopin",
"OcobnueocTi 3acTtocyBaHHsA", "Cnocib
3acTocyBaHHs Ta gosun", "lMepenosyBaHHs",
"Mo6iyHi peakuii" BiANOBIAHO 4O OHOBMEHOT
iHdopMauii 3 6e3nekun 4ito40i Ppe4oBUHMN.

116.

METUITYPAL
mnas3
MIPAMICTUH
oM

Mas3b; no 15 r abo 30
ry 1y6i; no 1 Ty6i B
navui

MpAT
"dapmaueBT
nyHa dipma

"NapHuug"

YkpaiHa

MpAT
"papmaueBTnYHa
dipma "dapHuuga"

Ykpaina

BHECEHHS 3MiH 0 peecTpauifiHnX
MaTepianis: 3aMiHu |l Tuny - 3miHn Wwoao
Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHU y KOPOTKil XapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKUIT ANA MeANYHOro 3acToCcyBaHHS Yy
3B’A3KY i3 HOBYMMW JAHUMMU 3 SIKOCTI,
OOKMIHIYHUMM, KIiHIYHUMK gaHUMK Ta
OaHuMK 3 hapMakoHarnsgy - 3MiHM BHECEHi
00 [HCTpyKUii NS MeguMYHOro 3acTocyBaHHs
nikapcbKkoro 3acoby o posginy
"®apmakonorivHi BNacTMBOCTI.
dapmakoamHamika" BiANoBiaHO A0
MaTepianis peecTpauiiHoro 4OCbe.
BBeaeHHs 3MiH NnpoTsrom 6-Tu MicauiB nicns
3aTBEPOKEHHS

6e3
peuenma

He
nidnsieae

UA/1750/01/01

117.

MYKOCOn

PO34nH Ans iHdYs3in,
7,5 mr/mn; no 2 mn B
amnyni; no 5 aéo 10
amnyn y naJui 3
KapToHy abo no 5
amnyn y 6nictepi; no
1 abo 2 6nictepu B
nadui 3 KapToHy

MpusaTHe
akuioHepHe
TOBapUCTBO

"Nekxim-
Xapkis"

YkpaiHa

[MpuBaTHe akuioHepHe
TOBapUCTBO "Jlekxim-
Xapki"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauinHnx
matepianis: 3miHu | Tuny - 3MiHW 3 AKOCTI.
Ceptudikat BignosigHocTi/lE-cepTudikat

BignoBigHOCTI €Bponeinchkii
apmakonei/MmoHorpadii. NMoaaHHsA HoBOro
abo oHoBreHoOro cepTudikaTta BiANOBIAHOCTI
abo BuUny4eHHs cepTudikata BignoBigHoCTI
€Bponelicbkini hapmakonei: ans A®l; ona
BVXifHOTrO MaTtepiany/peareHTy/npoOMiKHOIo
NPOAYKTY, LLO BUKOPUCTOBYHOTECH Y
BUPOGHMUTBI ADI; Ans 4ONOMIKHOI
peyoBUHYM (cepTuddikaT BigNOBIAHOCTI
€Bponeiicbkint apmakonei) - OHOBMNEHWI
cepTudikart Bif yxe 3aTBepaKEHOr0

BMpOGHWKa. MNogaHHA OHOBNEHOro
cepTudikaTa BignosigHOCTi EBponeiichbkin

capmaxkonei Ne R1-CEP 2004-201 - Rev 05
(3atBepmkeHo: R1-CEP 2004-201 - Rev 04)
Ans gitoyoi pevoBuHN ambpokcony
ripOXMopuAY Bif BXe 3aTBEPIKEHOr0

3a
peuenmom

UA/6958/02/01
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

BUpobHMKa Shilpa Medicare Limited, India
AKUA 3MiHMB Ha3By Ha SHILPA PHARMA
LIFESCIENCES LIMITED, India.

118.

HAMPO®®

TabneTku, BKPUTI
NNiBKOBOIO
obornoHkKot, no 275
mr no 10 TabneTtok y
GnicTepi; no 1 abo 2
Gnictepn B
KapTOHHil kopobui

TOB
"YOPIA
MEOVLINH"

Ykpaina

YOoPIg MEANLIMH

INTAY CAH. BE TIXK.

A.LL.

TypeyunHa

BHECEHHS 3MiH [0 peecTpauifiHnX
matepianis: 3miHu | Tvny - 3MiHK WwWoao

6e3nekn/eceKTUBHOCTI Ta hbapmakoHarnsgy.

3MiHa y KOPOTKil XapakTepucTumui
nikapcbkoro 3acoby, TEKCTI MapKyBaHHs Ta
iHCTPYKLUIii 4N MEAMYHOro 3aCTOCYBaHHS Ha
niacTasi perynsapHoO OHOBIOBAHOIO 3BiTY 3
6e3neku nikapcbkoro 3acoby, abo
JocnimxeHb 3 6e3neky 3acTocyBaHHS
nikapcbkoro 3acoby B nicrnsipeecTpauiiHunii
nepiof, abo sk pesynbTaT OLiHK/ 3BTy 3
[ocnigpkeHb, NpoBeaeHnX BiaNoBIigHO Ao
nnaHy negiatpuyHmx gocnimxkers (PIP)
(3MiHy y3rogkeHo 3 KOMNETEHTHUM
yNOBHOBaXEHNM OpraHoM)
3MiHWM BHECEHO A0 iHCTPYKUiT AN MeanyHoro
3aCTOCYBaHHS NiKapcbkoro 3acoby Ao
po3ainy "3actocyBaHHs y nepiof BariTHOCTI
abo rogyBaHHs rpyaato” BignosigHo Ao
pekomeHaauin CMDh. TepMiH BBEAEHHS
3MiH NpoTArom 6 micauis nicnsa
3aTBEPOKEHHS.

3a
peuenmom

He
nidnsieae

UA/12506/01/01

119.

HAMPO®®

TabneTkn, BKpUTI
NniBKOBOIO
o6ornoHkot, no 550
mr no 10 TabneTok y
6nicTepi; no 1 abo 2
Gnictepu B
KapTOHHIN kopobLyi

TOB
"yopPng
MEOMLNH"

YkpaiHa

yopPig MEANLIMH
INAY CAH. BE TIIX.
AL

TypeydnHa

BHECEHHS 3MiH 0 peecTpauiiHnX
matepianis: 3miHu | Tuny - 3miHn wopao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay.
3MiHa y KOPOTKil XapakTepucTumui
nikapcbkoro 3acoby, TeKCTi MapKyBaHHSA Ta
iHCTPYKLUIii AN MEAMYHOro 3aCTOCyBaHHS Ha
nigcTaBsi perynspHO OHOBMIOBAHOIO 3BiTY 3
6e3neku nikapcbkoro 3acoby, abo
pocnigxeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B nicnsapeecTpauiiini
nepiof, abo sik pe3ynbTaT OLiHK/ 3BITY 3
gocnigpkeHb, NPOBeAeHNX BignoBigHo A0
nnaHy negiatpuynHmx gocnigpkers (PIP)
(3MiHy y3rogxeHo 3 KOMNeTEHTHUM
YNOBHOBaXX€HUM OpraHoMm)
3MiHM BHECEHO A0 iHCTPYKLiT AN MeguyHoro
3aCTOCyBaHHS fikapcbKkoro 3acoby Ao
po3giny "3actocyBaHHs y nepiof BariTHOCTI
abo rogyBaHHSA rpyaao” BignosigHo ao
pekomeHaauiin CMDh. TepMiH BBeAeHHS
3MiH NpoTHArom 6 micsAuiB nicns
3aTBEpPOKEHHS.

3a
peuerimom

He
nidnsieae

UA/12506/01/02

120.

HAMPO®®

TabneTku, BKPUTI
NniBKOBOO

TOB
"YOoPNA

YkpaiHa

YOPNA MEAVLIAH
INIAY CAH. BE TIIX.

TypeyunHa

BHECEHHS 3MiH 0 peecTpauinHnx
martepianis: 3MiHu | Tuny - 3mMiHn Woao

3a
peuenmom

He
nionsieae

UA/12506/01/01
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Ymosu

Peknamye

Homep

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

aidnycky

aHHS*

peecmpayiliHo2o

noceio4yeHHs1

obornoHkKot, no 275
mr; no 10 TabneTok
y BnicTepi; no 1 abo
2 6nictepu B
KapTOHHiI kopobui

MEOWLNH"

A.LL.

6e3nekn/echeKTUBHOCTI Ta hbapmakoHarnsgy.
3MiHUN y KOPOTKiN XapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
iHCTPYKLUIii NS MEAMYHOro 3acTOCyBaHHS
reHepuYHuX/ribpuaHux/GionogdioHmMx
nikapcbkunx 3acobiB nicns BHECEHHSN Tiel
caMoi 3MiHM Ha pedbepeHTHWI NpenapaT
(3MiHa He nNoTpebye HaflaHHS KOAHMX HOBMX
[0[aTKOBMX AaHuX) - 3MiHW BHECEHO A0
IHCTPYKUiT ANA MeAMYHOro 3acToCyBaHHS
nikapcbkoro 3acoby Ao po3ainy "Moka3aHHs"
(YyTOYHEHHS Ha3BW CUHOPOMY Ta BHECEHHS
[0OAaTKOBKX 3aCTEPEXEHb), @ TAKOX A0
po3ainie "®apmMakonorivyHi BnactueocTi”,
"MpoTunokasaHHs", "B3aaemogisa 3 iHwWumMmn
nikapcbknumu 3acobamu Ta iHWi BUaAn
B3aemogin", "OcobnueocTi 3acTocyBaHHA",
"3acTocyBaHHs y nepiog BariTHocTi abo
rogyBaHHs rpyaaw” (BHECEHHS 40AaTKOBUX
3actepexeHb), "MNepenosyBaHHs", "MNobiYHI
peakuii”, "3gaTHicTb BNAMBaTU Ha WBMAKICTb
peakuii Nnpn KepyBaHHi aBTOTPAHCMOPTOM
abo iHWuMKn mexaniamamun" BignoBigHo 0o
iHdbopmaLii pedhepeHTHOro nikapcbkux
3acob6is8 APRANAX 275 mg, comprime
pellicule Ta APRANAX 550 mg, comprime
pellicule secable. BBegeHHs 3MiH npoTsirom
6-TW MicAaUiB Nicnsa 3aTBEPAXEHHS

UA/12506/01/02

121.

HAMPO®®

TabneTkn, BKpUTI
NniBKOBOIO
obornoHkot, no 550
mr; no 10 TabneTok
y bnicTepi; no 1 abo
2 Gnictepu B
KapTOHHIN kopobLyi

TOB
"yoprPng
MEOWLNH"

YkpaiHa

yoprng MEANLIMH
INAY CAH. BE TIIX.
A.LL.

TypeydnHa

BHECEHHS! 3MiH 0 peecTpauifiHnX
matepianis: 3miHu | Tuny - 3miHun Woao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHU y KOPOTKil XapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta
IHCTPYKLUii ANS MeAMYHOro 3aCTOCYBaHHS
reHepuYHNX/ribpnaHux/6ionoaidoHnx
nikapcbkunx 3acobiB nicnst BHECEHHs Tiel
caMoi 3MiHV Ha pedbepeHTHUI NpenapaT
(3miHa He noTpebye HagaHHSA XOOHMX HOBUX
[0[aTKoBMX AaHuX) - 3MiHW BHECEHO A0
IHCTpYyKUiT ANsi MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby o po3giny "lMNokasaHHs"
(YTOYHEHHS! HAa3BW CUHOPOMY Ta BHECEHHS
[0OATKOBUX 3aCTEPEXEHb), @ TAKOX A0
po3ginie "®apmMakornoriyHi BnactueocTi”,
"MpoTunokasaHHs", "B3aemogisa 3 iHWmMmn
nikapcbknMu 3acobamu Ta iHLWi Buan
B3aemogin", "OcobnmBocTi 3acTocyBaHHSA",
"3acTocyBaHHs y nepiog BariTHOCTi abo

rogyBaHHs rpyaa” (BHeceHHs1 404aTKOBMX

3a
peuerimom

He
nidnsieae
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[IponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
3acTtepexeHb), "MNepenosyBaHHs", "MoGiYHi
peakuii”, "3gaTHiCTb BNAMBaTU Ha WBMAKICTb
peakuii Npu KepyBaHHi aBTOTPaHCMOPTOM
abo iHwWnMK mexaHiamamun" BignoeigHo oo
iHcbopMmalLii pedhepeHTHOro nikapcbknx
3acobiB APRANAX 275 mg, comprime
pellicule Ta APRANAX 550 mg, comprime
pellicule secable. BBegeHHs 3MiH npoTsarom
6-TV MicsaLiB nicns 3aTBEPOKEHHS
122. | HEWPUCHIIH- | TabneTku, BKpUTI ToBapucTBO YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH O peecTpauiiHnX 3a He UA/1178/01/02
300POB'A NniBKOBOKO 3 BMPOGHMLTBA, maTtepianis: 3MiHu | Tuny - 3MiHK 3 AKOCTI. peuenmom nidnsieae
060s0oHKO, Mo 1 Mr, | obMexeHot KOHTPOIb SKOCTI, [oToBMI Nikapcbkuii 3aci6. 3miHn y
no 10 Tabnetok y Bignosiganb BUMYCK Cepil: BUPOGHMLTBI. 3MiHa iMnopTepa/amiHu, Lo
GnicTepi; no 2 abo HiCTIO ToBapucTso 3 CTOCYIOTbCS BUMYCKY Cepil Ta KOHTPOIO
no 6 Gnictepis y "dapmaueBT oBMmexXeHo SIKOCTi FOTOBOro nikapcbkoro 3acoby (3amiHa
KapTOHHIl kopobui M4Ha BiANOBIgaNbHICTIO abo gogaBaHHsi BUPOOHUKa, WO BignoBigae
KOMMaHis "®apmaueBTnyHa 3a BBe3eHHA Ta/abo Bunyck cepii) - He
"3popos's" KoMnaHis "3gopos's”, BKITHOYaK04M KOHTPONb/BUNPOBYBaHHS cepii -
YkpaiHa nonasaHHA hyHKLiT BUNYCKY cepii 4o BXe
BCi cTagii 3aTBEepaKeHoro BMpobHuka TOB
BUPOBHMUTBA, “©APMEKC I'PYI1”, YkpaiHa (YkpaiHa,
KOHTPOIb SKOCTI, 08301, Kuiecbka 06n., M. Bopucnine, Byn.
BMNYCK cepii: LLleBueHka, 6ya. 100) BignosigansHoro 3a
ToBapucTtBeo 3 BCi cTagii BUpOOHMLUTBA, KOHTPOSb SIKOCTI.
obmexeHoto 3MiHu BHeceHi B po3ainu "BupobHuk" Ta
BignoBiganbHiCcTO "Micues3HaxomkeHHst BApOOHUKa Ta agpeca
"®APMEKC Irpyn", Micusi NPOBaKEHHS NOro AianbHOCT" B
YkpaiHa IHCTPYKLUiIO AN MeAUYHOro 3aCTOCYBaHHS y
3B’A3Ky 3 BBEAEHHAM 40OATKOBOI
BMPOGHMYOT AiNbHULI Ta sIK HACMIAOK -
BigNOBIAHI 3MiHW Y TEKCTi MapKyBaHHS
yNakoBKM Nikapcbkoro 3acoby. BeeaeHHs
3MiH NpoTSrom 6-Tu MicauiB nicns
3aTBEpKEHHS; 3MiHuM | Tuny - 3MiHM WwWoao
6esnekn/edekTMBHOCTI Ta hapmakoHarnagy
(iHWi 3MiHK) - He3HayHi 3MiHW B TeKCTi
MapKyBaHHSA NEPBUHHOI Ta BTOPUHHOI
yNakoBKM NiKapCbKoro 3acoby, a Takox
BUMyYeHHs iHdopMaLlii, 3a3HayeHoi
pocincbko MOBOK. BBeaeHHs 3MiH
npoTsArom 6-T1 MicsLIB Nicns 3aTBEPAKEHHS
123. | HEMPUCNIH- | TabneTku, BKkpuTi ToBapucTBo YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 0 peecTpauinHnx 3a He UA/1178/01/03
300POB'A NniBKOBOO 3 BMPOGHMLTBA, matepianis: 3amiHu | Tuny - 3miHM 3 sIKOCTI. peuenmom nionsizae
06oroHKot, No 2 Mr, | obmexeHoro KOHTPOIb SKOCTI, [oToBWI Nikapcbkui 3aci6. 3MiHU y
no 10 Tabnetok y Bignosiganb BUMYCK cepii: BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo
GnicTepi; no 2 abo HiCTIO ToBapwucTtBo 3 CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOM0
no 6 Gnictepis y "®apmaneBT obmexeHo SIKOCTi FOTOBOTO NiKapcbKoro 3acoby (3amiHa
KapTOHHiI kopobuyi M4Ha BiANoBiganbHICTIO abo gopaBaHHs BUPOOHMKa, Lo Bignosigae
KOMnNaHis "PapmaLeBTUYHa 3a BBe3eHHs1 Ta/abo Bunyck cepii) - He
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[IponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
"3popos's" KoMnaHis "3gopos's”, BKITHOYAK04M KOHTPONbL/BUNPOBYBaHHS cepii -
Ykpaina AopasaHHS yHKLIT BUNYCKy cepii A0 Bxe
BCi cTagii 3aTBepakeHoro BMpobHuka TOB
BUPOGHMUTBA, “©OAPMEKC I'PYIT”, YkpaiHa (YkpaiHa,
KOHTPOIb AKOCTI, 08301, KviBcbka 06n., M. Bopucnine, Byn.
BUMYCK Cepii: LLleBuyeHka, 6ya. 100) BignosigansHoro 3a
ToBapucTtBeo 3 BCi cTagii BUpOOHMLUTBA, KOHTPOSb SIKOCTI.
obmexeHoto 3MiHM BHeceHi B po3ainu "BupobHuk" Ta
BiANOBIgANbHICTIO "MicuesHaxoaxeHHsi BUpoOHUKa Ta agpeca
"®APMEKC Irpyn", MicLa NpoBadXXeHHS Noro AisnbHocTi" B
Ykpaina IHCTPYKLUIiO ANS MEANYHOTO 3aCTOCYBaHHS Y
3B’A3KY 3 BBEAEHHSIM [04aTKOBOI
BUPOBHMYOI AinbHMLI Ta K HAcnigokK -
BiAMOBIAHI 3MiHW Y TEKCTi MapKyBaHHS
ynakoBku nikapcbkoro 3acoby. BeeaeHHs
3MiH NpOTAroM 6-T MicsuiB nicns
3aTBepAKEHHS1; 3MiHu | Tuny - 3MiHK Wwoao
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsay
(iHWi 3miHK) - HeaHauHi 3MiHKM B TeKCTi
MapKyBaHHsi MEPBUHHOI Ta BTOPUHHOI
yNaKkoBKM MikapCbKoro 3acoby, a Takox
BUNYYEHHS iHbopMaLlii, 3a3Ha4YeHoi
POCINCbKO MOBOK. BBEAEHHS 3MiH
npoTsaromM 6-Tn MicsaLiB Nicnsa 3aTBepAXeHHs
124. | HEMPUCNIH- | Tabnetku, BkpuTi ToBapucTBo YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 0 peecTpauinHnx 3a He UA/1178/01/04
3[00POB'A NniBKOBOO 3 BMPOGHMLTBA, matepianis: 3miHu | Tuny - 3MiHW 3 AKOCTI. peuernmom nionszae
o6ornoHkoto, no 4 Mr, | obmexeHoro KOHTPOrb SIKOCTI, [oToBWMI Nikapcbkuii 3aci6. 3MiHKU y
no 10 Tabnetok y Bignosigans BUMYCK cepii: BUPOGHMLTBI. 3MiHa imnopTepa/3miHu, LWwo
6nicTepi; no 2 abo HiCTIO ToBapucTso 3 CTOCYIOTbCS BUMYCKY Cepil Ta KOHTPOIiO
no 6 Gnictepis y "®apmaueBT obmexeHoto SIKOCTi FOTOBOrO NikapcbKoro 3acoby (3amiHa
KapTOHHiI kopobui M4Ha BiANoOBiganbHICTIO abo gopaBaHHS BUPOGHMKa, Lo Bignosigae
KOMMaHis "®apmaueBTnyHa 3a BBe3eHHA Ta/abo Bunyck cepii) - He
"3popos's" KoMnaHis "3aopos's”, BKJT04AK0UM KOHTPOb/BUNPOGYBaHHS cepii -
YkpaiHa JofaBaHHA YHKLIT BUNYCKY cepii 40 BXe
BCi cTagii 3aTBEepAkeHoro BMpobHuka TOB
BMPOGHMLTBA, “OAPMEKC 'PYI”, YkpaiHa (YkpaiHa,
KOHTPOrb SIKOCTI, 08301, KviBcbka 06n1., M. Bopucninb, Byn.
BUMYCK cepii: LLleBueHka, 6ya. 100) BignosigansHOro 3a
ToBapucTtBo 3 BCi cTagii BUpOGHMLUTBA, KOHTPOIb SIKOCTI.
obmexeHo 3MiHM BHeceHi B po3ainu "BupobHuk" Ta

BiAnoBiganbHIiCTO
"®APMEKC I'Pyn",
YkpaiHa

"Micue3HaxomkeHHsi BUApOOHUKa Ta agpeca
MicUsi NPOBaKEHHS MOro AisanbHOCT" B
iHCTpYKLUil0 ANs MeanYHOro 3acTOCyBaHHS Y
3B’A3KY 3 BBEAEHHAM L0OATKOBOI
BUPOGHMYOT AiNbHULI Ta sIK HACMIAOK -
BigMNOBIgHI 3MiHW Y TEKCTi MapKyBaHHS
yNakoBKM Nikapcbkoro 3acoby. BeeaeHHs
3MiH NpoTSirom 6-Tu MicsuiB nicnsa
3aTBEpPAKEHHS; 3MiHM | Tuny - 3MiHKM Woao
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[IponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHW) - He3HayHi 3MiHW B TeKCTi
MapKyBaHHS NEPBUHHOI Ta BTOPUHHOT
ynakoBKM NikapcbKoro 3acoby, a Takox
BUIyYeHHS iHcpopmalii, 3a3HaveHoil
pOCifCbKO MOBOK. BBeaeHHS 3MiH
npoTArom 6-T1 MicsILiB Nicns 3aTBepAKEHHS
125. | HIKOPETTE® | rymka xyBarnbHa MakHin Ab LBeuis MakHin Ab LBeuis BHECEHHS 3MiH 0 peecTpauinHux bes nidnsieae UA/10734/01/02
3UMOBA nikyBarnbHa no 4 mr; matepianis: 3miHu Il Tuny - 3MiHK Wwopo peuenma
M'ATA no 15 rymok 6e3nekn/eceKTUBHOCTI Ta hbapmakoHarnsgy.
KyBarnbHUX y 3MiHU y KOPOTKiN XapakTepucTuLi
Gnictepi ; no 2 nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
Gnictepu B IHCTPYKUIT ANA MeANYHOro 3acToCcyBaHHS Yy
KapTOHHI ynakoBLj 3B’A3KY i3 HOBVMMW JAHUMWU 3 SIKOCTI,
OOKMIHIYHUMM, KIiHIYHUMK gaHUMK Ta
naHuMK 3 papMakoHarnsgy - 3MiHu
BHECEHO B iHCTPYKLiO ANs Mean4HOro
3aCTOCyBaHHsI NikapcbKoro 3acoby Ao
po3ainis "OcobnuBocTi 3acTocyBaHHA" Ta
"Mob6iuHi peakuii". BBeAeHHS 3MiH NpoTarom
6-TV MicaLiB Nicnsa 3aTBEPAKEHHS.
126. | HIKOPETTE® | rymka xyBanbHa MakHin Ab LLsewis MakHin Ab Lsewis BHECEHHS 3MiH [0 peecTpauifiHnX bes nionszae UA/10734/01/01
3UMOBA nikyBarnbHa Mo 2 Mr; matepianis: 3miHu Il Tuny - 3MiHn Wwopo peuenma
M'ATA no 15 rymok Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
KyBarnbHUX y 3MiHU y KOPOTKil XapakTepucTuLi
GnicTepi ; no 2 nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
Gnictepu B IHCTPYKLUii ANS MeAMYHOro 3aCTOCYBaHHS y
KapTOHHIl ynakoBuj 3B’A3KY i3 HOBUMMW JAHUMU 3 SIKOCTI,
DOKMIHIYHUMW, KIIHIYHUMKW JaHUMK Ta
OaHnMu 3 dhapmakoHarnsgy - 3minu
BHECEHO B iHCTPYKLiO ANS Mean4HOro
3aCTOCYBaHHS Nikapcbkoro 3acoby Ao
po3ginis "OcobnmBocTi 3acTocyBaHHs" Ta
"MobiuHi peakuii". BBegeHHs 3MiH NpoTsirom
6-TK MicALIB nicns 3aTBEpAXKEHHS.
127. | HIKOPETTE® | rymka XyBanbHa MakHin Ab LLBeuis MakHin AB LLBeuis BHECEHHS! 3MiH 10 peecTpauiiHnX bes nionsieae UA/8921/01/01
31 CMAKOM nikyBarnbHa no 2 Mr; matepianis: 3miHu Il Tuny - 3MiHK Wwopo peuenma
CBIDKUX no 15 rymok 6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
®PYKTIB XKyBanbHUX y 3MiHU y KOPOTKil XapakTepucTuLi

Gnictepi; no 2
6nictepu B
KapTOHHIN ynakoBLj

nikapcbKkoro 3acoby, TEKCTi MapKyBaHHSA Ta
iHCTPYKLUii ANs MEQUYHOro 3aCTOCYBaHHS y
3B’A3KY i3 HOBUMMW JAaHUMMU 3 SIKOCTI,
DOKMIHIYHUMU, KIIHIYHUMKW JaHUMK Ta
AaHvMu 3 hapmakoHarnagy 3MiHu BHECEHO
B IHCTPYKLUilO ANst MEAUYHOIO 3aCTOCYBaHHS
nikapcbKkoro 3acoby o po3gainis
"OcobnueocTi 3acTtocyBaHHA" Ta "TMOGIYHI
peakuii”. BBeaeHHs 3MiH NpoTArom 6-Tu
MiCsILIiB Micnsi 3aTBEPOKEHHS
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
128. | HIKOPETTE® | rymka xyBaribHa MakHin Ab LBeuis MakHin Ab LLBeuis BHECEHHS 3MiH O peecTpauiHnX 6es nionsieae UA/8921/01/02
31 CMAKOM nikyBarnbHa no 4 wmr; matepianis: 3miHu Il Tuny - 3MiHn Wwoao peuenma
CBIKUX no 15 rymok 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
®PYKTIB XKyBanbHUX Y 3MiHM Y KOPOTKi XapaKTepucTumui
6nicTepi; no 2 nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
6nictepu B iHCTPYKLUIii 4N MEAMYHOro 3aCTOCYBaHHS Yy
KapTOHHIN ynakoBLj 3B’A3KY i3 HOBUMMW JAHMMMU 3 SIKOCTI,
DOKMIHIYHUMW, KIiHIYHUMKW JaHUMK Ta
AaHvMu 3 papmakoHarnagy 3MiHu BHECEHO
B IHCTPYKLUIi0 451 MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3ainis
"OcobnueocTi 3actocyBaHHA" Ta "MOGiYHI
peakuii”. BBegeHHst 3MiH NpoTArom 6-tu
MiCsILIiB Micnsi 3aTBEPAKEHHSA
129. | HIKOPETTE® | rymka yBarbHa MakHin Ab LLBeuis MakHin AB LLBeuis BHECEHHS 3MiH [0 peecTpauiiHnx 6es nionsieae UA/8878/01/01
31 CMAKOM nikyBarnbHa no 4 mr; maTepianis: 3miHu Il Tuny - 3MiHK Wwopo peuenma
CBIXOI no 15 rymok 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay.
M'ATU XKyBanbHUX Y 3MiHM Y KOPOTKil XapaKkTepucTumui
Gnictepi; no 2 nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
Gnictepu B iHCTPYKUIii AN MEAMYHOro 3aCTOCYBaHHS Y
KapTOHHIN ynakoBLj 3B’A3KY i3 HOBUMM JaHUMMU 3 SIKOCTI,
OOKMIHIYHUMM, KIiHIYHUMK gaHUMK Ta
naHumu 3 dpapmMakoHarnagy - 3MiHu
BHECEHO B iHCTPYKLIIO ANs Mean4Horo
3aCTOCYBaHHsI NikapcbKoro 3acoby Ao
po3ainis "OcobnuBocTi 3acTocyBaHHA" Ta
"MobiuHi peakuii". BBegeHHs 3MiH NpoTsirom
6-TK MicAaUiB Nicnsa 3aTBEPAXEHHS
130. | HIKOPETTE® | rymka xyBanbHa MakHin Ab LLsewis MakHin Ab LLisewis BHECEHHS 3MiH 0 peecTpauiiHnX bes nionszae UA/8878/01/02
31 CMAKOM nikyBanbHa no 2 mr; matepianis: 3miHu Il Tuny - 3miHn wWono peuenma
CBIXOI no 15 rymok 6e3nekn/eekTUBHOCTI Ta hapmakoHarnsay.
M'ATU KyBarnbHUX y 3MiHUN y KOPOTKil XapakTepucTuLi
GnicTepi; no 2 nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta
Gnictepu B IHCTPYKUii ANS MeAMYHOro 3aCTOCYBaHHS y
KapTOHHIl ynakoBuj 3B’A3KY i3 HOBUMMW JAHUMU 3 SIKOCTI,
OOKMIHIYHUMM, KIiHIYHUMK gaHUMK Ta
OaHnMu 3 hapmakoHarnsgy - 3minu
BHECEHO B iHCTPYKLiIO ANs Mean4HOro
3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao
po3ginis "OcobnmBocTi 3acTocyBaHHs" Ta
"MoGiyHi peakuii”. BBeaeHHs1 3MiH NpoTArom
6-TK MicAaUiB Nicns 3aTBEPAXEHHS
131. | HIKOPETTE® | nbogsiHUkn MakHin Ab LBeuis MakHin Ab LBeuis BHECEHHS 3MiH O peecTpaLiiHnX be3 nionsieae UA/14535/01/01
KPUXXAHA NpecoBaHi no 2 mr; MaTepianis: 3aMiHu |l Tuny - 3miHn Wwoao peuenma
M'ATA no 20 NboAsHUKIB Y 6e3nekn/echekTMBHOCTI Ta dhapmakoHarnsgy.

dnin-ynakosui

3MiHUN y KOPOTKil XapakTepucTuLi
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHSA Ta
IHCTPYKLUii ANS MeAMYHOro 3aCTOCYBaHHS y

3B’A3KY i3 HOBMMMW JAHMMMU 3 SIKOCTI,
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[IponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

OOKIIHIYHUMM, KIiHIYHUMK gaHUMK Ta
AaHnMm 3 dpapmakoHarnsgy. 3MiH1 BHECEHO
B iHCTPYKLIit0 ANst MEANYHOIO 3aCTOCYBaHHS

nikapcbkoro 3acoby o po3gainis
"OcobnueocTi 3acTocyBaHHs" Ta "MMo6iYHi
peakuii”. BBeaeHHs 3MiH NpoTarom 6-Tu
MicAUiB Nicnsa 3aTBEPAXEHHS.

132.

HIKOPETTE®
KPUXXAHA
M'ATA

NbOASHUKM
npecosaHi no 4 wmr;
no 20 NboAsHUKIB y
dnin-ynakosui

MakHin Ab

LBeuis

MakHin Ab

LBeuis

BHECEHHS 3MiH [0 peecTpauifiHnX
MaTepianis: 3aMiHu |l Tuny - 3miHn Wwoao
6e3nekn/eceKTUBHOCTI Ta hbapmakoHarnsgy.
3MiHUN y KOPOTKiN XapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKUIT ANA MeANYHOro 3acToCcyBaHHS Yy
3B’A3KY i3 HOBVMMW JAHUMWU 3 SIKOCTI,
OOKMIHIYHUMM, KIiHIYHUMK gaHUMK Ta
OaHnmMu 3 dpapmakoHarnsgy. 3MiHu BHECEHO
B iHCTPYKLit0 ANSt MEANYHOIO 3aCTOCYBaHHSA
nikapcbkoro 3acoby o po3sainis
"OcobnueocTi 3actocyBaHHA" Ta "MOGIYHI
peakuii”. BBeaeHHs 3MiH NpOTArom 6-Tn
MicAUiB Nicnsa 3aTBEPAXEHHS.

be3
peuenma

nidnsieae

UA/14535/01/02

133.

HIMECYNIAQ

NOPOLLIOK
rpaHynbLOBaHuMn Ans
oparnbHOi cycneHaii,
100 mr/2r;n02ry
cawe; no 10 cawe
abo 30 cawe y nayui
3 KapTOHy

NAT
"Ximdapmsa
BOA
"YepBoHa
3ipka"

YkpaiHa

MAT "Ximdbapmsasoz
"YepsoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauifiHnX
matepianis: 3miHu | Tuny - 3miHun Woao
6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHa y KOPOTKil XapakTepucTuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta
IHCTPYKUIii ANs MeAMYHOro 3aCTOCYBaHHS Ha
nigcTaBsi perynspHO OHOBMIOBAHOIO 3BiTY 3
©e3neku nikapcbkoro 3acoby, abo
JocnimxeHb 3 6e3neky 3acTocyBaHHs
nikapcbkoro 3acoby B micrnspeecTpauinHuii
nepiof, abo sik pesynbTaT OLiHK/ 3BTy 3
gocnigpkeHb, NPOBeAeHNX BignoBigHo A0
nnaHy negiatpuyHmx gocnigpkenrs (PIP)
(3MiHy y3romkeHo 3 KOMNETEHTHUM
YNOBHOBaXEHNM OpraHoM) - 3MiHU BHECEHO
00 IHCTPYKUii ANS MeAWYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby y po3ainu "OcobnueocTi
3actocyBaHHs", "MobiyHi peakuii” BignosigHO
[0 OHOBIEHOI iHpopMmalii 3 6e3neku ajtoyoi
peyoBuHN. BBEAEHHSA 3MiH NpoTsarom 3-x
MicsiLiB Nicnsi 3aTBEPOXKEHHS

3a
peuyenmom

He
nidnsieae

UA/19690/01/01

134.

HIMECYNIAQ

MOpOLLIOK
rpaHynboBaHuiA Ans
oparnbHOi cycneHaii,
100 mr/2rno2ry
cawe; no 10 cawe
abo 30 cawe y nayui
3 KapTOHY

NAT
"Ximdapmsa
BOA
"YepBoHa
3ipka"

YkpaiHa

MAT "Ximdapmsasoz
"YepsoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiHnX
matepianis: 3miHu | Tuny - 3MiHK Woao
6e3nekn/echekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHa y KOpOTKill XapakTepucTumLi
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHSA Ta
IHCTPYKUii ANs MeaMYHOro 3aCTOCYBaHHS Ha
nigcTaBsi perynspHoO OHOBMIOBAHOIO 3BiTY 3

3a
peuenmom

He
nionsieae

UA/19690/01/01
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[IponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

6e3neku nikapcbkoro 3acoby, abo
nocnimxkeHb 3 6e3neky 3acTocyBaHHS
nikapcbkoro 3acoby B nicrnsipeecTpauiiHuii
nepion, abo sik pesynbTaT OUiHKM 3BiTY 3
JocnimpkeHb, NPOBEAEHNX BigNoBigHO A0
nnaxy negiatpnyHmx gocnimxkers (PIP)
(3MiHY y3rofxeHO 3 KOMMNETEHTHUM
YNOBHOBaXEHNM OpraHoM)
3MiHWM BHECEHO A0 iHCTPYKLiT AN MeanyHoro
3acTocyBaHHS NikapcbKoro 3acoby y po3ain
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpygar” BignoeigHo 4o
OHOBJEHOI iHpopmalii 3 6esnekn aitoyoi
peyoBMHU. TepMiH BBEAEHHS 3MiH MPOTAroM
3 MicauiB nicnsa 3aTBepAXEHHS.

135.

HOBAPUHI®

KinbLe BariHanbHe,
11,7 mr/2,7 mr, no 1
Kinbuto y cawe; no 1
calle B KapTOHHIW
KopobLi

OpraHoH
CeHTpan lct
m6X

Lsenuapi
a

3a NOBHWM LIMKIOM:
H.B. OpraHoH

Higepnanam

BHECEHHS 3MiH 40 peecTpaLiiHMX
matepianis: 3miHu | Tuny - 3MiHK Woao
6e3nekn/ecdeKkTUBHOCTI Ta hbapmakoHarnsgy.
BBeneHHs abo 3miHM J0 y3aranbHeHux
[aHuX Npo cuctemy dapmakoHarnsgy
(BBEOEHHS y3ararnbHeHVX AaHuX Npo
cuctemy apmakoHarnsay, amiHa
yrNoBHOBaXeHoI ocobu, BianoBiganbHoi 3a
30iNCHEHHs hapMakoHarnsaay; KOHTakTHOT
ocobu 3 chapmakoHarnsgy 3asiBHuKa ons
3[iNcHeHHs dhapmakoHarnagy B YkpaiHi,
AKLWO BOHa BiAMIHHA Bif YNOBHOBaXeHO|
ocobu, BianoBiganbHOI 3a 3AiNCHEeHHS
dapmakoHarnsaay (BKNoYaryy KOHTaKTHi
AaHi) Ta/abo 3MiHM y po3MmilLeHHi MacTep-
aina cuctemu papmakoHarnsgy) 3miHa
yMOBHOBaXeHOI 0cobu 3asBHYKa,
BiAgnoBiganesHoil 3a dhapmakoHarnag,.
[itova pepakuin: MapiaHHa Bank-
KopTeHpaag. MNponoHoBaHa peaakuis:
Doktop ®epHaHaa TaBapec. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobu
3asiBHMKA, BigNoBiganbHoOI 3a
hapmakoHarnsig. 3miHa MicLe3HaxomKeHHs!
MacTep-ganna cuctemu papmakoHarnsgy.

3a
peuyenmom

UA/9613/01/01

136.

HOBOCEBEH
®

NMOPOLLIOK
niodpinisoBaHun ans
NPUroTyBaHHSs!
PO34MHY A5Is iH'eKLin
no 5 mr (250 KMO) 1
CKISIHWUN (PrIakoH 3
niocpinizoBaHum
MOPOLLIKOM Y
KoMmnnekTi 3 1

A/T Hoeo
Hopgaick

Oania

BMPOBHWK Ajtoyoi
PEeYOBVHW, FOTOBOTO
npoAaykTy Ta
BMPOGHMK,
BignoBiganbHUN 3a
BUMYCK Cepili roTOBOrO
npoaykty: A/T Hoso
Hopgaick, daHis;
AinbHUUA

Oanisa/
HimevuunHa

BHECEHHS 3MiH IO peecTpaLiiH1X
marepianis: 3miHu | Tuny - 3miHun Woao
6e3nekn/ehekTMBHOCTI Ta dhapmakoHarnsgy.
BHeceHHs abo 3miHa(1) Ao 3000B'A3aHb Ta
YMOB BMAaYi peecTpaLinHoro noceigveHHs,
BKItoyatoum MnaH ynpasniHHS pusnkamm
(3acTocyBaHHS TEKCTY, SIKUA NMOTOKEHWNN 3
KOMMETEHTHVM OpraHom) - 3asiBHUKOM
HaJaHo OHOBMEHWI 3rigHO 3 BUMOramu Ao

3a
peuerimom

UA/5178/01/04
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
nonepeaHL0 BMPOGHULTBA, Ha SiKil CraHpgapTtusoBaHoro dopmary
3arnoBHEHNM nNpoBOANTLCA (EMA/PRAC/613102/2015 Rev.2
LUNPULIOM, SIKUIA KOHTpOrnb/BUNpobyBaH accompanying GVP , Module V Rev.2,
MiCTUTb 5 Mn HS1 cepii roToBOro Human Medicines Evaluation Guidance on
PO3YNHHNKA npoaykty: A/T Hoso the format of the risk management plan
(ricTnamH, Boga ons Hopgaick, Oanis; A/T (RMP) in the EU — in integrated format) Ta
iH'eKLiN), LUTOKOM Hoeo Hopgaick, daHis; NOroAXXeHHS 3 KOMMNETEHTHUM OpraHoM nnaH
NopLLHSA, HinbHWUA, Ha akin ynpaeniHHS pu3nkamn Bepcisa 8.2 ans
nepexigHukom ans NPOBOANTLCSA nikapcbkoro 3acoby HOBOCEBEH®,
¢bnakoHa B BUrOTOBMNEHHS NOpOLLOK nioginisoBaHnin 4Ns NpUroTyBaHHA
iHOMBIQyanbHiIn PO3YMHHUKA Y po34nHy Ans iH'ekyin no 5 mr (250 KMO) 1
ynakoBLUi y nonepegHb0 CKNsiHUI chnakoH 3 niodpinisoBaHum
KapTOHHil kopobui HanoOBHEHOMY LUMPULL NOPOLLKOM Yy KOMMAEKTi 3 1 nonepeaHbL0
Ta oro NepBuHHE 3aMOBHEHVM LUMPULIOM, SKUIA MICTUTb 5 M
nakyBaHHs: BeTtep PO34MHHMKA (FiCTUAMH, BoAa ANS iH'eKLii),
Papma-depTiryHr LUTOKOM MOPLLUHS, NepexigHNKOM Ans
'm6X yHa Ko. KT, dnakoHa B iHAMBIAyanbHiN ynakosLi y
Himeuyuuna; dinbHuus KapTOHHiI KOpOOL Nicrs NOromKeHHs 3MiHN
BMPOBHMUTBA, Ha SKil Bepcii [TYP koMnNeTeHTHUM opraHom
npoBOAUTLCS 3asiBHUKA
KOHTponb/BUNpobyBaH
HSl PO3YMHHWMKA Y
nonepeaHLo
HanoBHEHOMY
wnpuui:Betrep
Papma-depTiryHr
"v6X yHa Ko. KT,
Himeuyuuna; dinbHuus
BUPOBHMUTBA, Ha SAKiN
npoBoANTLCS
BTOPWHHE NaKyBaHHS
rOTOBOIO NPOAYKTY:
A/T Hoso Hopgick,
[aHis; ginbHuusa
BUPOBHMUTBA, Ha SKIN
npoBOAUTLCS
BUPOGHMLTBO
Hepo3dacoBaHoro
NpoaykKTy,
iNbTpyBaHHS,
HamnoBHEHHS Ta
niodiniaavis NOpoLLKy:
A/T Hoso Hopgick,
HaHisi
137. | HOBOCEBEH | nopouuok A/T Hoso OaHis BUPOGHMK Ajto4oi Oanis/ BHECEHHS 3MiH 10 peecTpaLiiHnX 3a - UA/5178/01/05
® niodpinisoBaHnn ans Hopgaick pevYoBUHN, FOTOBOIO Himevuunna matepianis: 3miHu | Tuny - 3miHu Woao peuenmom
NPUroTyBaHHA npoaykTy Ta 6e3nekn/ecbeKTUBHOCTI Ta hapmakoHarnsgy.
PO34MHY ANs iH'eKLin BMPOGHMUK, BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta

no 2 mr (100 KMO) 1

BignoBiganbHUIN 3a

YMOB BMAaYi peecTpauinHOro NoceigvyeHHs,
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[IponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
CKNAHUIN PNakoH 3 BUMYCK CEpiit FOTOBOrO BKNtoyaroum NnaH ynpasniHHA pu3nkamum
niodinisosaHnm npoaykty: A/T Hoeo (3acTocyBaHHS TEKCTY, KU NMOTOAKEHNN 3
NOPOLLKOM y Hopaick, OaHis; KOMMETEHTHUM OpraHoMm) - 3asiBHUKOM
KOMMNeKTi 3 1 AinbHUUA HagaHO OHOBIEHW 3rigHO 3 BUMOramm oo
nonepenHLo BMPOGHMLTBA, Ha siKili CTtaHgapTtu3oBaHoro hopmarty
3arnoBHEHNM NPOBOANTLCA (EMA/PRAC/613102/2015 Rev.2
LUNPULIOM, SIKUIA KOHTpOrnb/BUNpobyBaH accompanying GVP , Module V Rev.2,
MIiCTUTb 2 Mn HS cepii roToBoro Human Medicines Evaluation Guidance on
PO34YMHHUKA npogykty: A/T Hoeo the format of the risk management plan
(ricTnamH, Boga ons Hopgaick, Oanis; A/T (RMP) in the EU — in integrated format) nnax
iH'eKUiN), LUTOKOM HoBo Hopgick, OaHis; ynpaBniHHA pusmkamu Bepcisa 8.2 ans
NOpPLUHS, LinbHUus, Ha aKink nikapcbkoro 3acoby HOBOCEBEH®,
nepexigHukom ans NpoOBOAMTLCA NopOLLOK niodinisoBaHnin 4nNs NpUroTyBaHHs
dnakoHa B BUrOTOBIEHHS PO34unHy ANns iH'ekuin no 2 mr (100 KMO) 1
iHOMBIayanbHin PO3YMHHUKA Y CKNsiHUIM cpnakoH 3 niodpinisoBaHnum
ynakoBLj y nonepeaHL0 NOPOLLKOM Y KOMMIEKTi 3 1 nonepegHs0
KapTOHHIN kopobLi HanoOBHEHOMY LLUNPWL 3aMOBHEHVM LUMPULIOM, SKUIA MICTUTb 2 M1
Ta Moro nepBuHHe PO34MHHMKA (FiCTUAMH, BoAa ANS iH'eKLii),
nakyBaHHsi: BeTtep LUTOKOM MOPLLUHS, NepexigHNKOM Ans
Papma-depTiryHr dnakoHa B iHAMBIAyanbHi ynakosLi y
'm6X yHa Ko. KT, KapTOHHiI KOpoOL Nicrs NOromKeHHS 3MiHN
Himeuyuuna; dinbHuus Bepcii [TYP koMneTeHTHUM opraHom
BMPOBHMUTBA, Ha SKIN 3asiBHMKa
npoBoAUTLCS
KOHTpOnb/BUNpoOyBaH
HSl PO3YMHHWMKA Y
nonepeaHLo
HanoBHEHOMY
wnpuui:BetTep
dapma-depTiryHr
"v6X yHa Ko. KT,
Himevuuna; OdinbHuus
BMPOGHULTBA, Ha siKil
npoBoANTLCS
BTOPWHHE NaKyBaHHS
roTOBOrO MPOAYKTY:
A/T Hoso Hopgick,
[HaHis; ginbHUUs
BUPOBHMUTBA, Ha SKIN
npoBOAUTLCS
BUPOOHMLTBO
Hepo3dacoBaHoro
npoAaykTy,
inbTPyBaHHSA,
HaMoBHEHHSA Ta
niodpinizauis NOPOLUKY:
A/T Hoeo Hopagaick,
HaHis
138. | HYBIIXKUN® Tabnetku no 150 wmr; TOB «TeBa YkpaiHa BUPOGHMLITBO CLUA/ BHECEHHS 3MiH 10 peecTpauiiHnX 3a - UA/17446/01/02
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[IponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
no 7 TabneTok y YkpaiHa» Hepo3adhacoBaHoi Xopsaris marepianis: 3miHu | Tuny - AgMiHiCTpaTUBHI peuenmom
6nictepi, no 1 npoaykKLuii, KOHTPOnb 3MiHW. 3miHa HalMeHyBaHHs Ta/abo agpecu
Gnictepy y kopobuj; cepii: Micusi NpoBaKeHHS AisNbHOCTI
no 10 Tabnetok y Lledanon TOB, CLUA BUPOGHMKa/iMnopTepa rotoBOro fikapCcbkoro
6nictepi, no 3 nepBrvHHe, BTOPUHHE 3acoby, BKnovaoum AinbHULI BUMyCcKy cepii
6nictepn y kopobui nakyBaHHA Ta 4O3BiN abo MicLe NnpoBeaeHHs! KOHTPOSHO SKOCTI.
Ha BUMYCK cepii: (misnbHiCTb, 3a Ky Bignosinae
MNIBA Xpsatcka BMPOBHWMK/iMNOpTep, He BKIOYaUM BUNYCK
0.0.0., XopBarisi cepint). 3miHa Ha3Bm BUpobHMKa J13
BignoBigansHoOro 3a BUPOOHULTBO
Hepo3dacoBaHoi NPoAYKLii, KOHTPONb cepii.
Appeca 3anuwaeTtbes 6e3 3amiH. BupobHuya
OiNbHUUA, HaMMEHYBaHHA AKOT 3MIHEHO, Ta
BCi BUpOOHMYi onepaLii 3anuwanTbes
HE3MiHHUMW. 3MiHV BHECEHI B TEKCT
MapKyBaHHs1 yakoBKM MikapcbKoro 3acoby
(TMTynbHa CTOpiHKa) WOAO HaMeHYBaHHS
BUPOGHMKA.
139. | HYBIOXUN® Tabnetkun no 250 wmr; TOB «TeBa YkpaiHa BUPOBHMLTBO CLUA/ BHECEHHS 3MiH [0 peecTpauiiHux 3a - UA/17446/01/03
no 7 tabnetok y YkpaiHa» HeposdacoBaHoi Xopgaris marepianis: 3miHu | Tuny - AgMiHicTpaTuBHiI peuernmom
Gnictepi, no 1 npoayKuii, KOHTPONb 3MiHW. 3MiHa HaiMeHyBaHHsI Ta/abo agpecu
Gnictepy y kopobuj; cepii: MicLA NPpOBaaXEHHS OisNbHOCTI
no 10 tabnetoky Lledanon TOB, CLUA BUPOOHMKa/iMnopTepa rotoBOro nikapCbkoro
6nictepi, no 3 nepBuHHE, BTOPUHHE 3acoby, BK4aoum ginbHULI BUNYyCcKy cepii
Gnictepn y kopobui nakyBaHHs Ta 4O3BIN abo Micue npoBeaeHHs1 KOHTPOIKO SKOCTI.
Ha BUMYCK cepii: (misnbHiCTb, 3a AKky BignoBinae
MINIBA XpsaTcka BMPOGHMK/iMNOPTEp, HE BKIOYaYM BUMYCK
4.0.0., XopBaris cepin). 3miHa Ha3Bu BUpobHuka N3
BignoBigansHOro 3a BUPOOHULITBO
HepoaacoBaHOi NpoAyKLUii, KOHTPOrb cepil.
Apnpeca 3anuwaetbcst 6e3 3MiH. BupobHuya
DiNbHUUSA, HAMEHYBaHHS SIKOi 3MIHEHO, Ta
BCi BUpoOHMYi onepaLii 3anuwatTbes
HE3MIHHUMW. 3MiHV BHECEHI B TEKCT
MapKyBaHHS yMakoBKM MiKapCbKoro 3acoby
(TMTYNbHa CTOpiHKa) WOoA0 HaiMeHyBaHHS
BMPOGHMKa.
140. | HYBIIXKUN® Tabnetku no 50 wr; TOB «TeBa YkpaiHa BUPOOHMLTBO CLIA/ BHECEHHS 3MiH O peecTpaLiiH1X 3a - UA/17446/01/01
no 10 Tabnetok y YkpaiHa» Hepo3adhacoBaHoI Xopsaris MaTepianis: 3MiHu | Tuny - AgMiHiCTpaTUBHI peuenmom
GnicTepi, no 3 NPOoAYKUii, KOHTPOIb 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
Gnictepn y kopobui cepii: MicUsi NPOBaKEHHS AiNbHOCTI

Lledpanon TOB, CLUA

nepBUHHE, BTOPUHHE

nakyBaHHs Ta J03Bir
Ha BUMYCK cepii:
MNIBA XpsaTcka
[0.0.0., XopBarisi

BMPOOHWKa/imnopTepa roToBoro nikapcbKoro
3acoby, BKMOYa4u AinbHUL BUNYCKy cepil
abo micLe npoBeAeHHs1 KOHTPOSTKO AKOCTI.
(misnbHicTb, 3a sky Bignosigae
BMPOOHMK/iIMNOpTep, He BKIKOYaoUM BUNYCK
cepin). 3miHa Ha3Bu BUpobHuka 13
BiANoOBiganbHOro 3a BUpoGHULTBO
HeposdpacoBaHOi NpoAyKLUii, KOHTPOIb cepil.
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[IponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
Agnpeca 3anuwaetbes 6e3 3miH. BupobHuya
OiNbHMUSA, HalMEeHYBaHHS SIKOi 3MIHEHO, Ta
BCi BMpOBOHMYI onepauii 3anuwwaTbest
HE3MIHHUMW. 3MiHV BHECEHI B TEKCT
MapKyBaHHS1 YNakoBKW Nikapcbkoro 3acoby
(TMTyNbHa CTOpiHKa) WoA0 HaiMeHyBaHHS
BUPOGHMKA.
141. | OPA®EH cycneHsig opanbHa 3 | 3AT "IHTENI Jlutea JTABOPATOPIO Icnanis BHECEHHS 3MiH [0 peecTpauifiHnX bes UA/12520/01/01
anenbCUHOBUM FEHEPWKC ANbOO-HOHIOH, C.N. matepianis: 3miHu | Tuny - 3MiHK Woao peuenma
cmakom, 100 mr/5 HOPLO" 6e3nekn/ecbeKTUBHOCTI Ta hbapmakoHarnsgy.
mn no 200 mny 3MiHa y KOPOTKil XapakTepucTumui
cnakoHi; no 1 nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
cnakoHy B IHCTPYKUIT ANA MeANYHOro 3acToCyBaHHS Ha
KOMMIEKTi 3i nigcTaBi perynsipHO OHOBMKOBAHOIO 3BITy 3
wnpuuem- 6e3neku nikapcbkoro 3acoby, abo
[03aTopoM Y JocnimxeHb 3 6e3neky 3acTocyBaHHS
KapTOHHIN kopobLi nikapcbkoro 3acoby B nicnsapeecTpauiiinmi
nepion, abo sik pesynbTaT OUiHKM 3BiTY 3
[ocnigpkeHb, NpoBeaeHnX BiaNoBIigHO Ao
nnaHy negiatpuynmx gocnigpkers (PIP)
(3MiHY y3rofxeHO 3 KOMMNETEHTHUM
yNOBHOBaXEHNM OpraHoM)
3MiHM BHECEHO B IHCTPYKLIiO ANt MEAUYHOTO
3aCTOCYBaHHSsI NikapcbKoro 3acoby Ao
po3giny "3actocyBaHHs y nepiof BariTHOCTI
abo rogyBaHHSA rpyaao” BignosigHoO Ao
OHOBIeHoI iHopMaLii woao 6eaneku
3acToCyBaHHS Aito4ol pevyoBMHY 3rigHo 3
pekomeHgauieto PRAC.
142. | OPEB® Karncynm m'siki no BepiHrep HimeuumH MepBuHHe (GnicTepwn) HimeuunHa BHECEHHS! 3MiH 10 peecTpauiiHnX 3a UA/16115/01/01
100 wmr, no 10 IHrenbxanm a Ta BTOPVHHE matepianis: 3miHu | Tuny - 3MiHW 3 AKOCTI. peuernmom
Kancyn y énicrepi; IHTEepHeLwHN nakyBaHHs, A®I|. KoHTponb A®I. 3miHa y meToaax
no 6 Gnictepis y m6X MapKyBaHHS, BunpobyBaHHs A®| abo BMXigHOro

KapTOHHIN ynakoBLj

KOHTPOIb AKOCTI,
KOHTPOIb SKOCTi 3a
MOKa3HWKOM
MikpobionoriyHa
yucToTa Ta BUMYyCK
cepin nikapcbkoro
3acoby:
BepiHrep IHrenbxanm
dapma Mm6X i Ko.KT,
HimeuunHa
Bupo6HuLTBO,
ynakoBka Ta KOHTPOnb
sIKoCTi (3a
BUKITIOYEHHAM
MikpobionoriyHoT
ynctoTu) kancyn bulk

maTepiany/npoMixXHOro NPoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETBCH Y NMPOLIECI
BUPOGHMLUTBA ADI (HE3HAYHI 3MiHN Y
3aTBEpPAKEHUX MeToAax BUNPoOyBaHHS) -
OHoeneHHs B n.3.2.S.2.3.KoHTponb
MaTepianis, a came He3HauHi 3MiHu B
aHaniTnyHin metoamui «Formaldehyde
Residuals by HPLC» ans 1-
Methylpiperazine, sikuin € BuxigHoto
PEYOBUHOIO AN Ail040I PeYOBUHU
HiHTeaaHi6 e3unart; 3MiHu | Tuny - 3miHu 3
sikocTi. [oToBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOro MikapCbKoro 3acoby (iHLi 3MiHN) -
Mepeknapg Tekcty MKA Ha ykpaiHCbKy MOBY;
3MmiHu | TUNY - 3miHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb JONOMiXHMX
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[IponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1

(He posdhacoBaHoi
npoaykuii):
KaTaneHT HimeyunHa
Eb6epbax M'vbX,
HimeuyunHa
AnbTepHaTuBHa
nabopatopis gns
NpoBeAEHHS
KOHTPONHO SIKOCTi (32
BVKIMIOYEHHSAM
Mikpo6ionoriyHoi
YNCTOTH):

A enn Em WUTABTECT
Jlabop dyp AHaniTmk
yHA
Crab6initatcnpydyHr
'M6X, HimeuunHa
AnbTepHaTuBHa
nabopatopis gns
NnpoBeaAeHHs
KOHTPOMIO SIKOCTi
Mikpo6ionoriyHoi
YUCTOTU:

CIC Inctutyt
®peseHiyc MM6X,
HimeyunHa
TNa6op JIC CE eHg Ko.
KI', HimevdmHa

peyoBuH. 3MiHa y MeTodax BUNpobyBaHHA
AOMOMDKHOT PEYOBUMHN (HE3HAYHI 3MiHN Y
3aTBEpKEHUX MeTofax BUnpobyBaHb) -
HesHauHi 3miHK B MeToAi KOHTpOno «Assay
Glycerol» 4onomixXHOI pe4oBUHM CyCneH3ii
3arnisa okcua, (YepBOHOTrO Ta >XOBTOr0) 3
rniuepvHoM 85%; 3minu | Tuny - 3miHu 3
sikocTi. FoToBMIA Nikapcbkuid 3acib. KoHTponb
OOMOMIXHMX Pe4yoBUH. 3MiHa y MeToaax
BUNPOOYBaHHSA A4ONOMIKHOI pEYOBUHM
(He3HayHi 3MiHM y 3aTBEPMKEHUX MeToAax
BUNpobyBaHb) - HeaHauHi 3MiHM B
aHaniTnyHin npoueaypi «Assay of L-alpha-
Phosphatidyl Choline» metogom TLC ans
ponomixxHoi pedoBuHu Phosal 53 MCT;
3MinHn | TMny - 3MiHm 3 sikocTi. [oToBUIA
nikapcbkui 3aci6. KoHTponb AONOMDKHMX
peyoBuH. 3MiHa y MeTodax BUNpobyBaHHSA
[OMOMIDKHOI PEYOBUHM (HE3HAYHI 3MiHK Y
3aTBEpKEHNX MeTofax BunpobyBsaHb) -
HesHauyHi 3MiHM B MeTof4ax KOHTPOMo
[OMOMIDKHOT peYOBMHU AeHaTYypOBaHOro
eTaHony 3a nokasHukamu «GC method
determination (assay) of ethanol and
aceton», «GC method testing of methanol»,
«Total acid determination»; 3minu | Tuny -
AJMiHicTpaTuBHI 3MiHW. BunyyeHHs
BMPOGHMYOI AinbHULI (BKMHOYaYM OinbHUL
ans A®l, npomixxHoro npoaykty abo
roTOBOrO fikapcbKkoro 3acoby, AinbHULi Anst
npoBeAeHHs NakyBaHHsI, BUPOOHNKa,
BignoBigansHOro 3a BUNycK cepin, Mmicue
NpoBeaEHHS KOHTPO cepii) abo
nocravanbHuKa BUXigHOro Matepiany,
peareHTy abo AONOMDKHOT PEYOBUHM (SIKLLIO
3a3HayeHo y AockE) - Bunyyenns
anbTepHaTUBHOI AiNbHULi ANS BTOPUHHOMO
nakyBaHHsi Ta MapKyBaHHs LLiteremanH
JlboHdepnakyHreH yHa NoricTipwep Cepsic
e. KYn'H HiH Ew, 14, 48268, NpeseH,
HimeyurHa; 3minm | Tuny - AgmiHictpaTuBHI
3MiHW. Bruny4eHHs BUpOGHMYOT AinbHUL
(Bkntovatoum ainbHuui ans A®l, npomMixHoro
npoaykTy abo rotoBoro nikapcekoro 3acoby,
OiNbHUL ANS MPOBEAEHHS NaKyBaHHS,
BUPOGHWKa, BiANoBiAanbHOro 3a BUMycK
cepin, MicLe NpoBeAEeHHS KOHTPOIO cepii)
abo nocTtavarnbHMKa BUXigHOro marepiany,
peareHTy abo JONOMiXXKHOT PEYOBUHM (SIKLLIO
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[IponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep

peecmpayiliHo2o

noceio4yeHHs1

3a3HayeHo y AockeE) - BunyyeHHs
anbTepHaTUBHOI AiNbHWLi 41151 BTOPUHHOIO
nakyBaHHsi Ta MapkyBaHHs PapmJToHr
dapwma JlogxicTik TM6X CimeHcwTpacce 1,
59199, BoHeH, HimewunHa; 3miHn | Tuny -
AOMiHICTpaTMBHI 3MiHW. Buny4eHHsa
BUPOBHMYOT OinNbHUL (BKNIOYA0UN AinbHUL
ansa A®l, npomixHoro npoaykty abo
roTOBOrO JlikapCcbKoro 3acoby, AinbHuLi Ans
npoBefeHHs NakyBaHHSsI, BUPOOHNKa,
BignoBiganbHOro 3a BMNycK cepin, Mmicue
NPOBEAEHHST KOHTPOIO cepii) abo
nocravanbHuKa BUXigHOro Matepiany,
peareHTy abo AOMOMDKHOI PEYOBUHM (SIKLLIO
3a3HayeHo y Aocke) - BunyyeHHs
anbTepHaTuBHOI Nabopatopii ans
NpoBeAeHHS KOHTPOMIO SKOCTI (3a
BUKIHOYEHHAM MikpoGionoriyHoi YncToTn)
HysicaH TM6XBewirHep LWTp. 13, 89213 Hon-
YnbMm, HimeyynHa

143.

O®EB®

Kancynu M’ ki no
150 mr, no 10
kancyn y énicrepi;
no 6 Gnictepis y
KapTOHHIN ynakoBLj

BepiHrep
IHrenbxanm
IHTEepHeLwwHN

m6X

HimeuvuuH
a

MepBuHHe (BnicTepwn)
Ta BTOPWHHE
nakyBaHHsi,
MapKyBaHHS,
KOHTPOIb AKOCTI,
KOHTPOIb SKOCTi 3a
MOKa3HWKOM
MikpobionoriyHa
yucToTa Ta BUMYyCK
cepin nikapcbKoro
3acoby:
BepiHrep IHrenbxanm
Papma 'M6X i Ko.KT,
HimeuunHa
BupobHuuTBo,
ynakoBka Ta KOHTpOnb
sIKoCTi (3a
BUKITIOYEHHAM
MikpobionoriyHoT
ynctoTtu) kancyn bulk
(He posdhacoBaHoi
npoaykuii):
KataneHt HiveuunHa
E6epbax Mv6X,
HimeuunHa
AnbTepHaTMBHa
nabopartopis ans
npoBefeHHs
KOHTPOIIO AKOCTi (3a

HimevuunHa

BHECEHHS 3MiH 40 peecTpaLiiHnX
mMaTepianis: 3MiHu | TUnNy - 3MiHK 3 SKOCTi.
A®I|. KoHTponb A®L. 3miHa y meToaax
BunpobysaHHa APl abo BMXigHOro
maTepiany/npoMixXHOro NPoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCH Y NPOLIECH
BUPOGHMLUTBA ADI (HE3HAYHI 3MiHK Y
3aTBEpPAKEHUX MeToAax BUNPoOyBaHHS) -
OHoeneHHs B n.3.2.S.2.3.KoHTponb
MaTepianis, a caMme He3HauHi 3MiHV B
aHaniTnyHin meToaumui «Formaldehyde
Residuals by HPLC» ans 1-
Methylpiperazine, sikvuin € BuxigHot
PEYOBUHOIO AN Ail040I PeYOBUHU
HiHTeaaHi6 esunar; 3MiHu | Tuny - 3miHu 3
sikocTi. [oTOBMIA Nikapcbkuii 3aci6. KoHTpornb
roTOBOro MikapcbKoro 3acoby (iHLi 3MiHn) -
Mepeknaa Tekcty MKA Ha ykpaiHCbKy MOBY;
3MmiHu | TUNY - 3miHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb JONOMiXHMX
peyoByH. 3MiHa y MmeTodax BUNpobyBaHHA
[OOMOMDKXHOT pEYOBUHU (HE3HAYHI 3MiHUW Y
3aTBEPKEHNX MeToAax BUNpobyBaHb) -
HesHauyHi 3mMiHM B MeTOoAi KOHTpoMto «Assay
Glycerol» gonomixkHoi pe4oBUHM cycneHsii
3ani3a okcug (4epBOHOrO Ta KOBTOrO) 3
rniuepvHoM 85%; 3minu | Tuny - 3miHun 3
sikocTi. [oToBMIA Nikapcbkuii 3aci6. KoHTpornb
[OMOMiIXXHMX pedoBUH. 3MiHa y MeToaax

3a
peuerimom

UA/16115/01/02
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[IponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
BUKIMIOYEHHSAM BUNpPoByBaHHS AOMOMIXXHOI PEYOBUHU
Mikpo6ionoriyHoi (He3HayHi 3MiHM y 3aTBEPMKEHUX MeToAax
YMCTOTH): BUNpobyBaHb) - HeaHauHi 3MiHM B
A eHg Em LUTABTECT aHaniTu4Hii npoueaypi «Assay of L-alpha-
Jla6bop cyp AHanituk Phosphatidyl Choline» metogom TLC gns
YHA nonomixxHoi pedouHu Phosal 53 MCT;
CrabinitatcnpydyHr 3MminHn | TMny - 3MiHuM 3 siKocTi. [oToBUIA
'mM6X, HimeuuunHa nikapcbkuin 3aci6. KOHTponb AOMOMiKHUX
AnbTepHaTuBHa peyoBuH. 3MiHa y MeTodax BUNpobyBaHHA
nabopatopis gns [OMOMIDKHOI PEYOBUHM (HE3HAYHI 3MiHK Y
NpoBeAEHHS 3aTBEPYKEHMX MeTofax BUNpobyBaHb) -

KOHTPOMIO SIKOCTi
Mikpo6ionoriyHoi
YUCTOTU:

CIC Inctutyt
®peseHiyc M'M6X,
HimeyunHa
JTabop J1C CE eHng Ko.
KI, HimewunHa

Hes3HayHi 3MiHM B MeTOAax KOHTPOIo
[OMOMIDKHOT peYOBMHU AEHATYpPOBaHOIo
eTaHony 3a nokasHukamu «GC method

determination (assay) of ethanol and

aceton», «GC method testing of methanol»,
«Total acid determination»; 3miHu | Tuny -
AOMiHICTpaTUBHI 3MiHW. BunyyeHHs
BUPOBHMYOT OinNbHUL (BKNHOYaouN AinbHULI
ans A®l, npomixxHoro npoaykty abo
roTOBOrO Jlikapcbkoro 3acoby, AinbHULi Ans
npoBeAeHHs NakyBaHHs1, BUPOOHNKa,
BignoBiganbHOro 3a BMMNycK cepin, micue
NPOBEAEHHST KOHTPOIIO cepii) abo
nocrtavarnbHuKa BMXigHOro Martepiany,
peareHTy abo AONOMDKHOT PEYOBUHM (SIKLLIO
3a3HayeHo y AocbE) - BunyyeHHs
anbTepHaTUBHOI AiNbHULi ANS BTOPUHHOMO
nakyBaHHS Ta MapkyBaHHs LLIteremaHH
JlboHdepnakyHreH yHa NoricTipwep Cepsic
e. KYr'H HiH Ew, 14, 48268, NpeseH,
HimeyunHa; 3minm | Tuny - AgmiHictpaTuBHi
3MiHW. BunyyeHHst BUpOGHMYOI AinbHULI
(Bkntovatoum ainbHuui ans A®l, npomMixxHoro
npoaykTy abo rotoBoro nikapcekoro 3acofy,

OiNbHULI AN NPOBEAEHHST NaKyBaHHS,

BMPOGHKKa, BiAnoBiganbHOro 3a BMMycK
cepiii, Micue NpoBeAeHHSA KOHTPOIO cepii)
abo nocTtavarnbHuKa BUXigHOro marepiany,
peareHTy abo JONOMiXHOT PEHOBUHY (SIKLLIO
3a3HayeHo y AockE) - BunyyeHHs
anbTepPHATUBHOI AiNbHULi 41151 BTOPUHHOIO
nakyBaHHsi Ta MapkyBaHHs PapmJToHr
dapwma JlogxicTik TM6X CimeHcwTpacce 1,
59199, BoHeH, HimewunHa; 3miHu | Tuny -
AOMiHicTpaTUBHI 3MiHW. BunyyeHHs
BUPOBHMYOT AinNbHULL (BKNIOYAOYN AinbHUL
ans A®Il, npomixHoro npoaykty abo
roTOBOrO fikapcbKkoro 3acoby, AinbHUUi Anst
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[IponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
npoBefeHHs NakyBaHHSsI, BUPOOHNKa,
BignoBiganbHOro 3a BMNycK cepin, micue
NPOBEAEHHST KOHTPOIIO cepii) abo
nocravarnbHuKa BUXigHOro Martepiany,
peareHTy abo JOMOMIXKHOT PEYOBUHY (SIKLLO
3a3HayeHo y AockeE) - BunyyeHHs
anbTepHaTuBHOI Naboparopii ans
npoBeAeHHs KOHTPOMIO AKOCTI (3a
BUKIHOYEHHAM MikpoGionoriyHoi YncToTn)
HysicaH TM6XBewirHep LWTp. 13, 89213 Hon-
YnbMm, HimevyynHa
144. | NAKINITAKCE | koHueHTpaT gns Akkopg, Monbwa BupobHuLTBO Inpis/ BHECEHHS 3MiH [0 peecTpauiiHux 3a UA/13924/01/01
1 AKKOPO PO34MHy Ang Xenckea roTOBOrO NiKapCbKoro Benuka marepianis: 3miHu | Tuny - AgMiHiCTpaTuBHI peuenmom
iHdpysin, 6 mr/mn; no Moncka Cn. 3acoby, BUpOBOHNLTBO Bpurtanis/ 3MiHW. 3MiHa HaMeHyBaHHs Ta/abo agpecu
5 mn (30 mr), no 3.0.0. bulk, nepsuHHe ITanis/ MicLS NPpOBaAXEHHS OisANbHOCTI
16,7 mn (100 wmr), no nakyBaHHS, BTOPUHHE YropwuHa BUPOGHMKa/iMnopTepa rotToBoro fikapcbkoro

50 mn (300 mr) y
cnakoHi; no 1

cnakoHy y
KapTOHHIN kopobLi

nakyBaHHSi, KOHTPOIb
SKOCTI cepii:
IHTac
dapmacbioTikan3
Nimiten, IHaia
BTopuHHe nakyBaHHs:
Axkopp Xernckea
Nimiten, Benuka
BpuTaHis
BignosiganbHuii 3a
BUMYCK cepii:
Akkoppg Xenckea
JimiTen, Benuka
BpuTaHis
Bupo6HuuTBO
roTOBOrO NikapCbKoro
3acoby, nepBuHHe Ta
BTOPVHHE NakKyBaHHS,
KOHTPOb SKOCTi cepii
(anbTepHaTUBHUIA
BUPOGHMK):
IHTac
dapmachbioTikanc
Nimiten, IHaia
KoHTponb sKkocTi
cepin:
AcTpoH Pe3bopy
Tlimiten, Benuka
BpuTaHis
KoHTponb sikocTi
cepin:
NABAHANIBIC C.P.N,
ITanis

3acoby, BKMIOYA4M AinbHULI BUNYCKy cepii
abo Micue npoBedeHHs1 KOHTPOSIO SKOCTI.
(misnbHiCTb, 3a SKy BignoBioae

BMPOGHMK/iIMNOPTEP, HE BKIMOYaYM BUMYCK
cepint) - 3miHa agpecy BUpobHMKa

BiANoOBiganbHOro 3a BUpOBOHNLTBO rOTOBOIO

nikapcbKkoro 3acoby, NpeBUHHE Ta BTOPUHHE
nakyBaHHS, KOHTPOMb AKOCTi cepii
(anbTepHaTUBHUIA BUPOBHUK): IHTaC

dapwmacetoTikanc Jlimitea, IHAis, 6e3 3MiHu
MicLsl po3TallyBaHHS BUPOOGHMYOrO

MangaH4unka
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[IponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
KoHTponb sKoCTi
cepini:
dapmasanig J1T4.
Mikpo6ionoriyHa
naboparopis,
YropuwuHa
145. | MAKNITAKCE | koHueHTpart Ans M.BIOTEK Benuka Barionis ®apma Kanapa BHECEHHS 3MiH 0 peecTpauinHux 3a UA/19384/01/01
Nn-Mb po34nHy Ans NIMITEQ Bputanis KopnopeniH marepianis: 3aminu | TMny - 3MiHM 3 AKOCTI. peuernmom
iHdy3in no 6 mr/mn, [oToBwWI nikapcbkuii 3aci6. CTabinbHICTb.
no 5 mMn y dnakoHi; 3MiHa y TepMiHax npugaTHocTi abo ymoBax
no 1 abo 10 36epiraHHsi FOTOBOrO NikapCbKoro 3acoby
nakoHiB y nayui 3 (iHWi 3MiHK) - BHECEHHS 3MiH 0 p. «YMOBM
KapToHy abo no 25 30epiraHHsI», a caMe — BUNyYEeHHs
dnakoHiB y NOTKy 3 iHdopmauii «He 3amopoxyBaTtn» Ta
KapTOHY 3 BHeCEeHHs iHdbopmaLii «3amopoXyBaHHSA He
neperopofKkamu, Lo Mae HeraTMBHOro BNAMBY Ha npenapart. B
BKPUTWIN TOBCTOIO oxonopxeHomy J13 MoXyTb yTBOptOBaTUCS
TepMOo36iKHO npeuuniTati, WO 3HOBY PO3UYNHAIOTLCS NPU
nnieskoto; no 16,7 mn [OCArHEHHI KiMHaTHOI TemnepaTtypu npun
y donakoHi; no 1 abo He3Ha4yHoMy rnomilyBaHHi abo 6e3 Hboro.
5 donakoHiB y nayui AKLO PO3YMH 3aNULIAETLCA KanaMmyTHUM
3 kapToHy abo no 16 abo SKLLO MICTUTbL HEePO34MHHUI ocag,
rakoHiB y NOTKy 3 briakoH cnig BUKMHYTU» 3MiHU BHECEHI B
KapTOHy 3 iHCTPYKUIiO ANsi MeAN4HOro 3acTOCyBaHHS
neperopogkamu, Lo nikapcbkoro 3acoby y po3ain "YmoBsu
BKPUTWI TOBCTOIO 36epiraHHs" 3 BigNoOBIAHNMMM 3MiHaMK B
TepMOo36iKHO TEKCTi MapKyBaHHS YNaKkoBOK
nniBkoto; No 25 mn
abo no 50 mny
dnakoHi; no 1 abo 4
dnakoHu y nayui 3
KapTOHY
146. | MAMNABEPUH | po3uuH ans iH'ekuin, | ToBapucTBO YkpaiHa KOHTPOrb SIKOCTI, YkpaiHa BHECEHHS 3MiH A0 peecTpauinHnx 3a UA/6110/01/01
Yy 20 mr/mn; no 2 mn B 3 BUNYCK cepii: matepianis: 3amiHu | Tuny - 3miHM 3 AKOCTI. peuenmom
FIAPOXNOPU | amnyni, mo 10 amnyn | obmexeHoto ToBapucTso 3 [oToBWI Nikapcbkui 3aci6. KoHTponb
o y navi 3 KapToHy, Bignosigans obmexeHoto roToBOro nikapcbkoro 3acoby. 3MiHa
no 2 mn B amnyni, HiCcTIO BiANOBigaNbHICTIO napameTpiB cneuudikaui Ta/abo
no 10 amnyny "®apmaneBT "NocnigHun 3aBog [0NyCTUMMUX MEX rOTOBOTO fiKapCbKOro
GnicTepi, no 1 n4Ha "THUJIC", YkpaiHa; BCi 3acoby (BUNyYEHHsI HE3HAYHOTO MOKa3HMKa
Gnictepy B nauui 3 KOMnNaHis cTagii BUpobHMUTBA, (Hanpwvknag 3acTapinoro rnokasHuka, Takoro
KapTOHY "3popos's" KOHTPOIb SKOCTI, SIK 3anax Ta cmak, abo igeHTudikauis
BUWMYCK cepil: GapBHUKIB Y/ CMaKOBUX JO6ABOK)).
ToBapucTtBo 3 Buny4yeHHs 3acTtapinoro nokasHuka
obmexeHoto «AHOMarnbHa TOKCUYHICTb» Y 3B’A3KY 3
BiANoBiganbHICTIO BTPaTO YMHHOCTI Ta BUNyYeHHsIM 3 EP.
"PapmaLeBTUYHa
KoMnaHisi "3gopos's”,
YKpaiHa
147. | MPOTEKOH® | Tabnetku, BKpUTI OPrAHOCU OAE EBepTomkeH Jland IHAgis BHECEHHS 3MiH O peecTpauiiHnX bes UA/3347/01/01
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[IponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
o6onoHkoto no 10 H CaeHcus JlimiTeq, matepianis: 3miHu Il Tuny - 3MiHK 3 sAKOCTI. peuenma
TabneTok y 6nicTepi; | TAM®CAEH IHaia; Cara A®I. BupobHunuTteo. 3miHa BUpobHuMKa
no 3 Gnictepn y CH3 (Ed TNandpcaeHcna BUXIiQHOro/NMPOMIDKHOTO NPOAYKTY/peareHTy,
naywi 3 KapToHy; no 3ET ) Nimiteq, IHaia LLIO BUKOPUCTOBYHOTLCS Y BUPOBGHUYOMY
10 Tabnetok y npoueci A®l, abo 3miHa BUpobHuKa
Gnictepi; no 3 (BKntoyaoum, oe HeobxigHo, micue
Gnictepn y nayui 3 NPOBEAEHHST KOHTPOIO sikocTi) ADI (3a
KapTOHyY; No 3 nayku BiJCYTHOCTi cepTudikaTa BignoBigHOCTI
y nayli 3 KApTOHYy; €Bponencokin dapmakonei y
no 30, 60 a6o 120 3aTBEpAKEHOMY A0Che)(BBEAEHHS HOBOrO
TabneTok y BMpobHuka A®I 3 HagaHHsSM macTep-charina
KOHTeWHepi; no 1 Ha A®l) [logaBaHHsA HOBOro BUpobHMka AdI
KOHTENHepY B nayui rnokosamiHy cynbdarty Jiaxing Hengjie
3 KapTOHY Biopharmaceutical Co., Ltd., China. 3
HagaHHsSM MacTep-canna Ha Ad|
148. | MPOTEKOH® | Tabnetku, BKpUTI OPIrAHOCHU OAE EBepTomkeH Jland IHgis BHECEHHS 3MiH [0 peecTpauiiHux - UA/3348/01/01
obornoHkoto in bulk: H CaeHcus JlimiTeq, matepianis: 3miHu Il Tuny - 3MiHW 3 AKOCTI.
no 2500 TabneTok y NAASCAEH IHgis; Cara A®l. Bupo6HMLTBO. 3MiHa BUPOGHMKa
nakeTax y kopobui 3 CH3 (Ed INandpcaeHcns BUXIiQHOro/MPOMiDKHOTO NPOAYKTY/peareHTy,
rodpokapToHy 3ETI) Timiten, IHais LLIO BUKOPUCTOBYHOTLCS Y BUPOOHUYOMY
npoueci A®Il, abo 3miHa BUpOOHMKa
(BKkntoyatoumn, oe HeobxigHo, micue
npoBeAeHHs KOHTponto sikocTi) AdI (3a
BiACYTHOCTI cepTudikaTa BianoBigHOCTI
€Bponelicbkini hapmakonei y
3aTBEPAKEHOMY [OCHE)(BBEAEHHS HOBOIO
BUpOGHMKa AD| 3 HagaHHSM MacTep-danna
Ha A®l) JonaBaHHs HoBOro BUpoGHUMKa AdI
rnoko3aminy cynbdary Jiaxing Hengjie
Biopharmaceutical Co., Ltd., China. 3
HaJaHHSAM MacTep-canna Ha AdI
149. | MPO®UKOP® | po3uuH Ans iH eKUin, MpuBaTHe YkpaiHa MpuBaTHe akuioHepHe Ykpaina BHECEHHS 3MiH 0 peecTpauiiHnX 3a UA/17628/01/01
5 mr/mn; no 2 mn akuioHepHe TOBapUCTBO "flekxim- matepianis: 3amiHu | Tuny - 3miHM 3 AKOCTI. peuenmom
abo 4 mn B amnyni; TOBapuCTBO Xapkis" Ceptudikat BignosigHocTi/lE-cepTudikaT
no 5 amnyny "Nekxim- BigNOBIOHOCTI €BponenchbKii
6nicTepi; no 1 abo 2 Xapkis" apmakonei/MmoHorpadii. NMogaHHA HoBOro

6nictepu y nayuj; no
2 mn abo 4 mn B
amnyni; no 100
amnyn y nadui

abo oHoBREeHOro cepTudikaTta BignoBigHOCTI
abo BunyYeHHs cepTudikata BignoBigHOCTI
€Bponelicbkini hapmakonei: ans A®l; ans
BMXifHOro MaTtepiany/peareHTy/NpoOMiXXHOrO
NPOAYKTY, LLIO BUKOPUCTOBYIOTBCS Y
BUPOGHMUTBI ADI; Ansi 4ONOMIKHOI
peyoBUHYM (cepTudikaT BigNOBIAHOCTI
€Bponevickkin dhapmakonei) - OHoBNEHWUI
cepTudikart Bif yXe 3aTBepaKEHOro
BMpOobHWKa. MoaaHHs OHOBNEHOro
cepTugikaTa BignoBigHOCTI €BponeichbKii
capmaxkonei Ne R1-CEP 2010-278 - Rev 01
(3aTBepmkeHo: R1-CEP 2010-278 - Rev 00)




Ne Haszea

®Popma sunycky

3aseHUK
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[IponoBkeHHs noaaTka 3

n/n

JliKapCcbKO20
3acoby

(nikapcbka ¢gpopma,
ynakoeka)

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o

150.

PAMA3IO H

Tabnetkn, 5 mr/12,5

AT

Ons Aitoyoi pevyoBUHM Topacemigy Big
3aTBepOKeHOro BMpoGHUMKa Ipca
Laboratories Limited, India.

noceio4yeHHs1

151.

PEBMOKCUK

mr, no 10 TabneTok
y bnicTepi; no 3 abo
10 6nictepiB y

KapTOHHiI kopobui

Tabnetku no 15 wr,

"®apmak”

AT

Ykpaina

YkpaiHa

Axtasic 1T

ManbTa

BHECEHHS 3MiH [0 peecTpauifiHnX
marepianis: 3miHa 3assHuka 113 (MIBIT)
(BnacHuka peecTpaLiiHoro NocBig4YeHHs)

nicnsa 3aTBepAXeHHst; 3MiHu | Tuny - 3MiHK
oo 6esnekun/edhekTUBHOCTI Ta

y3araribHeHuX gaHux npo cuctemy

YNOBHOBaXeHOi 0cobu, BignosigansHoi 3a
30iNCHEHHs hapMakoHarnsaay; KOHTakTHOT
ocobu 3 chapmakoHarnsgy 3asiBHuUKa Ans
34iNCHeHHs hapmakoHarnsaay B YkpaiHi,
SIKLLIO BOHA BiAAMiHHA Bif YNOBHOBaXEHOI
ocobu, BignoBiganbHoI 3a 3AINCHEHHS
hapmakoHarnsgy (BKMoYarym KOHTaKTHi
naHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
darna cuctemn hapmakoHarnsgy) - 3miHa
YNOBHOBa)eHOI 0Co6U 3asiBHYMKA,
BignosiganeHoi 3a dhapmakoHarnag. Hitova
pepakuis: IBaH Kimnpiy / Ivan Cimprich.
MponoHoBaHa pepakuis: Kopaepo NanvHa
AHgpiiBHa. 3MiHa KOHTaAKTHUX AaHWX
yMOBHOBaXeHOI 0cobu 3asBHMKa,
BigMNoBiganbHoi 3a hapmakoHarnag. 3MiHa
MicLe3HaxomKeHHs MacTep-anna cuctemu
bapmakoHarnsgy Ta noro Homepa. 3miHa
Micus 30iMCHEHHS OCHOBHOI AisiNbHOCTI 3
apmakoHarnsgy; 3minu | Tuny - 3miHn
wono 6esnekun/edhekTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3amiHn) - 3miHn
BHECEHO [0 TEKCTY MapKyBaHHs1 NEPBUHHOI
yMaKoBKW nikapcbKkoro 3acoby B . 6.
«IHLWE» Ta fo TeKcTy MapKyBaHHS
BTOPUWHHOI ynakoBku B n. 12. «<HOMEP
PEECTPAL|IMHOIO MOCBIAYEHHS, n.
16. «IHPOPMALIA, AKA HAHOCUTLCA
LIPUOTOM BPAVNAx, n. 17. «IHLLE».
TepMiH BBEAEHHS 3MiH NPOTAroM 6 micsauiB
nicnsi 3aTBEpAXKEHHS

(3rigHo Hakasy MO3 Big 23.07.2015 Ne 460)
TepMiH BBEAEHHS 3MiH NPOTAroM 6 micauis
apmakoHarnsgy. BeenerHs abo 3MiHu go

hapmakoHarnsay (BBeAeHHs y3aranbHeHUX
AaHnx npo cuctemy cpapmakoHarnsgy, 3amiHa

3a
peuenmom

UA/15655/01/01

AM®

no 10 Tabnetok y
GnicTepi; no 1 abo 2

"®apmak”

Gnictepu y navui

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauinHnx
marepianis: 3miHu Il Tuny - 3miHun 3 AkocTi.
A®|. BupobHuuTBO. 3MiHM B NpoLeci

BUpoGHMUTBa ADI (iHWi 3MiHM) NogaHHs

3a
peuenmom

UA/17042/01/02
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[IponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

oHoBrneHoro DMF Big Bupo6bHuka AdI
Menokcukam - Derivados Quimicos S.A.U.,
Icnanis.

152.

PEBMOKCUK
AM®

Tabnetku no 7,5 wr,
no 10 Tabnetok y
Gnictepi; no 1 abo 2
6nictepu y nayui

AT
"®apmak”

Ykpaina

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpauifiHnX
marepianis: 3miHu Il Tuny - 3miHun 3 AKocTi.
A®I. BUpobHMLTBO. 3MiHK B NpoLEeci
BMpobHuUTBa A®I (iHLWi 3MiHM) NoaaHHSA
oHoBneHoro DMF Big BupobHuka Ad|
Menokcukam - Derivados Quimicos S.A.U.,
Icnanis.

3a
peuenmom

UA/17042/01/01

153.

PEBMOKCUK
AM®

Tabnetkn no 7,5 mr
no 10 TabneTtok y
6nictepi; no 1 abo 2
Gnictepn y navui

AT
"dapmak”

Ykpaina

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpauifiHnX
matepianis: 3miHu | Tuny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay.
3MiHa y KOPOTKil XapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
iHCTPYKLUIii AN MEAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHO OHOBMIOBAHOIO 3BiTY 3
6e3neku nikapcbkoro 3acoby, abo
AocnimkeHb 3 6e3neky 3acTocyBaHHSA
nikapcbkoro 3acoby B nicnsapeecTpauiiinmn
nepion, abo sik pesynbTaT OLiHKM 3BiTY 3
JocnimpkeHb, NPOBEAEHNX BigNoBIgHO A0
nnaHy negiatpuynmx gocnimpkers (PIP)
(3MiHY y3rofXeHO 3 KOMMNETEHTHUM
YMOBHOBaXEHNM OpraHoM)
3MiHM BHeceHo Ao IHCTpyKLUii ans
MEAMYHOrO 3aCTOCYBaHHsI NiKapCbKoro
3acoby no posainis "OcobnuBocTi
3acTtocyBaHHs", "Mo6iyHi peakuii” BignoBigHO
o iHdopmalii 3 6e3neku nikapcbkoro
3acoby. TepMiH BBEAEHHS 3MiH NMPOTAroM 6
MicsILLiB Micnsi 3aTBEPOKEHHS.

3a
peuerimom

UA/17042/01/01

154.

PEBMOKCUK
AM®

Tabnetkun no 15 mr
no 10 tabnetok y
6nictepi; no 1 abo 2
Gnictepu y navui

AT
"®apmak”

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauinHnX
matepianis: 3miHu | Tuny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
3MiHa y KOpOTKill XapakTepucTumui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta
iHCTPYKLUIii AN MEAMYHOro 3aCTOCyBaHHS Ha
nigcTasi perynsipHoO OHOBMKOBAHOIO 3BITY 3
©e3neku nikapcbkoro 3acoby, abo
AocnimxkeHb 3 6e3neky 3acTocyBaHHSA
nikapcbkoro 3acoby B nicnsipeecTpauiiiui
nepion, abo sik pesynbTaT OLiHKM 3BiTY 3
[ocnimpkeHb, NPOBEAEHNX BigNoOBIgHO A0
nnaHy negiatpuyHmx gocnimxeHs (PIP)
(3MiHy y3rogkeHo 3 KOMNETEHTHUM
YMOBHOBaXXEHNM OpraHoM)
3MiHM BHeceHo A0 IHCTpyKLii Ans
MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro

3a
peuenmom

UA/17042/01/02
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[IponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep

peecmpayiliHo2o

noceio4yeHHs1

3acoby no posainis "OcobnueocTi
3actocyBaHHs", "MobiyHi peakuii” BignoBigHO
0o iHopmalii 3 6e3nekn nikapcbkoro
3acoby. TepMiH BBeAEHHS 3MiH NPOTAroM 6
MicsLiB micnsi 3aTBEpPOXEHHS.

1565.

PEHIANb®

TabneTtkn, BKPUTI
NNiBKOBOIO
o6ornoHkot, no 25
mr, no 10 TabneTok
B BnicTepi; no 3
Gnictepu B nayui

MNAT
"Kviemegnp
enapat”

YkpaiHa

MAT
"KuiBmegnpenapart”,
YkpaiHa (pacyBaHHs 3
copmum in bulk cdipmu-
BUpobHMKa Agamen
®apma C.A., MonbLya)

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiHnX
marepianis: 3minu | TMny - 3MiHM 3 AKOCTI.
Ceptudpikat BignosigHocTi/lE-cepTudikat

BignoBigHOCTI €Bponeiichbkii
dapmakonei/moHorpadii. MogaHHsA HOBOrO
abo oHoBrneHoro cepTudikarta BiAnNoBiAHOCTI
abo Buny4deHHs ceptudikata BignoBigHOCTI
€Bponecbkin dapmakonei: gna A®l; ans
BVXifHOro martepiany/peareHTy/npoOMiKHOTO
NPOAYKTY, O BUKOPUCTOBYHOTECH Y
BUpo6HMUTBI APl; Ans ONOMIKHOT
peyoBuHM (cepTuddikaT BiANOBIAHOCTI
€Bponecbkin dapmakonei) - Hosui
cepTudikaT Bif BXe 3aTBEPO)KEHOr0
BUpobHMKa. [MogaHHA HOBOro cepTudikaTa
BignoBigHoOCTI €Bponeinchkin thapmakonei Ne
RO-CEP 2019-028 - Rev 01 ans Adl
ennepeHoHy Bif BXe 3aTBepAXeHOro
BUpobHmKa Aurisco Pharmaceutical Co.,
Ltd., Kutan. 3minm | Tuny - 3MiHn 3 sikocTi.
Ceptudikat BignosigHocTi/lE-cepTudikat
BignoBigHOCTI €Bponenchkii
apmakonei/MmoHorpadii. NMogaHHsA HoBOro
abo oHoBreHoOro cepTudikarta BiANOBIAHOCTI
abo BUny4eHHs cepTudikata BignoBigHoCTI
€Bponelicbkini hapmakonei: ans A®l; ona
BVXifHOro MaTtepiany/peareHTy/npoOMipKHOTO
NMPOAYKTY, O BUKOPUCTOBYHOTECH Y
BUPOGHMUTBI ADI; Ans 4ONOMIKHOI
peyoBuHYM (cepTuddikaT BiANOBIAHOCTI
€Bponevicbkinn apmakonei) - OHOBNEHWN
cepTudikart Bif yXXe 3aTBepoKEHOr0

BMpOGHWKa. MNogaHHA OHOBNEHOro
cepTudikaTa BignoBigHOCTi EBpoNechbkin

capmaxkonei Ne R1-CEP 2015-268 - Rev 00
(3aTBepmkeHo: RO-CEP 2015-268 - Rev 01)
ansa A®l ennepeHoHy Bif BXe
3aTBEPKEHOr0 BUPOBHUKa Aurisco
Pharmaceutical Co., Ltd., Kutaw.

3a
peuenmom

UA/14299/01/01

156.

PEHIANb®

TabneTku, BKPUTI
NniBKOBOKO
o6onoHkoto, no 50
mr, no 10 TabneTtok
B 6GnicTepi; no 3

NAT
"Kuismegnp
enapat”

YkpaiHa

NAT
"KuiBmegnpenapart”,
YkpaiHa (pacyBaHHs 3
copmu in bulk dipmu-
BMpOGHUKa Agamen

YkpaiHa

BHECEHHS 3MiH 0 peecTpauinHnx
matepianis: 3amiHu | Tuny - 3miHM 3 sIKOCTI.
Ceptudikat BignosigHocTi/lE-cepTudikaT

BianoBigHOCTI €Bponeinchkii
dapmakonei/MmoHorpadii. NMogaHHsA HoBoro

3a
peuerimom

UA/14299/01/02
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[IponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

Gnictepu B nayui

®apma C.A., MonbLua)

abo oHoBMeHoro cepTudikarta BianoBigHOCTI
abo BuUny4YeHHs cepTudikaTa BiANoBiAHOCTI
€Bponecbkin dapmakonei: gna A®l; ans
BUXigHOro MaTepiany/peareHTy/npomixXHOro
NpOAYKTY, O BUKOPUCTOBYIOTLCS Y
BUpPoGHMUTBI APl; Ans ONOMKHOT
peyoBUHM (cepTuddikat BiaNOBIAHOCTI
€sponencbkint hapmakonei) - Hosun
cepTudikaT Bif BXe 3aTBEpO)KEHOro
BUpo6HMKa. MogaHHA HoBOro cepTudikaTa
BiANoBigHOCTI €Bponencekin dapmakonei Ne
RO-CEP 2019-028 - Rev 01 gnsa A®I
ennepeHoHy Big BXe 3aTBEpPOKEHOrO
BMpobHuka Aurisco Pharmaceutical Co.,
Ltd., Kutain. 3miHn | TMny - 3MiHM 3 IKOCTI.
CepTudikat BignosigHocTi/E-cepTudikaT
BigNOBIQHOCTI €BpoONencChbKil
tapmakonei/moHorpadii. MogaHHsA HOBOrO
abo oHoBMeHoro cepTudikarta BianoBiAHOCTI
abo BunyYeHHs cepTudikaTa BignoBigHOCTI
€Bponecbkin dapmakonei: gna A®l; ans
BUXigHOro MaTepiany/peareHTy/npomMixXHOro
NpOAYKTY, L0 BUKOPUCTOBYHOTBLCS Y
BUpo6HMUTBI APl; Ans ONOMIKHOT
peyoBUHYM (cepTuddikaT BigNoBIAHOCTI
€Bponewicbkin dpapmakonei) - OHOBNEHWUI
cepTudikart Bif yXXe 3aTBepoKEHOrO
BUPOGHWKa. MNogaHHsA OHOBNEHOrO
cepTudikaTa BignoBigHOCTi €BponechbKii
capmaxkonei Ne R1-CEP 2015-268 - Rev 00
(3aTBepmkeHo: RO-CEP 2015-268 - Rev 01)
ans A®| ennepeHoHy Bif BXe
3aTBEPKEHOr0 BMPOBHUKa Aurisco
Pharmaceutical Co., Ltd., Kutaw.

157.

PEMNNATAN

KOHLEHTpaT Ansi
PO34MHyY Ans
iHdpysin, 1 mr/mn; no
3,5 Mn KoHLEeHTpaTy
y cbnakoHi, no 1
drnakoHy B
KapTOHHiI kopobLyi

Takepa
dapmacbioTi
Kans
IHTEepHeLwHN
ATl IpnaHgis
BpeHy

Ipnangis

BiAnoBiganbHWI 3a
Bunyck cepii: LWanep
dapmacbioTikansa
Ipnangis Jimitea,
Ipnangis;
BUPOGHULTBO
nikapcbkoro 3acooy,
KOHTPOrb SIKOCTi cepii,
BidyarnbHa iHcnekuis:
Bettep ®apma-
PeprirtoHr F'M6X EHA
Ko. KT, HimeuunHa;
BUPOOHMLTBO
nikapcbkoro 3acoby,
KOHTponb sikocTi [13:

Ipnangis/
Himeuumnna/
CLIA/
Cnony4yeHe
KoponisctBO
/
Hioepnanamn

BHECEHHS 3MiH 0 peecTpauiiHnX
matepianis: 3MiHu | Tuny - 3MiHK 3 sIKOCTi.
A®I. BupobHuuTBO. 3MiHM B NpoLeci
BMPOGHMLUTBa AD| (He3Ha4Ha 3miHa y
npoteci BupobHuuTea Adl)
He3Ha4Ha 3MiHa y BUPOOHMYOMY npoLieci
L4401 pevoBmHK (arancuaasmu anbga), Wwo
nonsirae y 36inblUeHHi BanigoBaHOi KinbKoCTi
LIMKIiB BUKOPUCTaHHSI XpoMaTorpadiyHoi
KOINOHKM Ans renapuwHy 3 3 uuknis go 20
uuknis. BBegeHHs1 3MiH NpoTaromM 6-tu
MicsaUiB nicns 3aTBepXeHHs. 3miHu || Tuny -
3MiHn 3 akocTi. A®l. BupobHuuTBo. 3MiHa
BMPOGHMKa BUXiOHOMO/MPOMiXXHOIO
NpoAYKTy/peareHTy, Lo BUKOPUCTOBYIOTLCS

3a
peuerimom

UA/15890/01/01
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[IponoBkeHHs noaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
KengxiH baiodapma, y BUpo6HM14omy npoueci AP, abo amiHa
NITA (n6a EmepoxeHT BUPOGHMKa (BKIOYaoun, Ae HeobxiaHo,
BarioConywwiHa MicLle NpoBefeHHs KOHTPOTo sikocTi) ADI
(CibiAn), CLLA; (3a BigcyTHOCTI cepTudpikaTa BignoBigHOCTI
KOHTPOIb SKOCTI cepii, €sponencbkint hapmakonei y
BidyanbHa iHCreKuis: 3aTBEPAKEHOMY A0ChE)(BBEAEHHSI HOBOIO
BetTep ®apma- BMpoGHMKa API, konun He NogaeTbcs MacTep-
®eprirtoHr MTM6X EHa dann Ha A®I Ta Lo BUMarae 3Ha4Hoi 3MiHU
Ko. KI', HimeuuunHa; 00 BignoBigHoro po3giny gocke Ha Adl)
BeTttep ®apma- BBEAEHHS [OOATKOBOI anbTepHaTUBHOI
DeprirtoHr F'M6X EHA ainbHuui Shire Human Genetic Therapies
Ko. KI', HimeuunHa; Inc., 400 Shire Way, Lexington MA
Bi3yarnbHa iHCNeKLis: 02421,USA, BignosiganbHoi 3a npowec
BetTep ®apma- KynbTuUBYBaHHSA Ta 360py KNiTWH B XO4i
deprirtoHr TM6X EHA BUPOBHMUTBA HEOYMLLIEHOI NPOMDKHOIO
Ko. KT, HimeuyunHa; nNpoaykKTy arancuaasu anbca. BeeaeHHs
KOHTpOnb sikocTi M13: 3MiH NpOTSArom 6-Tu MicsLiB nicns
LLanep XbtomeH 3aTBepaAKEHHA
[xeHeTik Tepanic,
CLUA; KOHTpOnb SKOCTi
cepii: Yapnb3a Pisep
JlabopaTtopis AnneHg
JIto, Ipnangis; KosaHc
ITabopaTopis JimiTeq,
Crony4yeHe
KoponiscTBo;
MapKyBaHHsi Ta
nakyBaHHs,
OncTpubyuis rotoBoro
nikapcbkoro 3acoby:
EmiHeHT Cepsices
KopnopenwwH, CLUA;
LIEWYER Cannnai
YenH, HigepnaHaw;
LIiEnyEn Cannnan
YenH, Hinepnanagm
158. | PIHA3AN® crpen HasanbHUi, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS! 3MiH 10 peecTpauiiHnX 6es UA/1751/02/01
nosoBaHun 0,5 "dapmaueBT "dapmaueBTUYHa MaTepianis: 3miHn | Tuny - 3MiHM 3 AKOCTI. peuenma
mr/mn; no 10 mny nyHa dipma dipma "OapHuus” Ceptudpikat BignosigHocTi/lE-cepTudikaT
cdnakoHi, no 1 "OapHuus”

dnakoHy 3
[03YH04MM Hacocom
y navui

BignoBigHOCTI €Bponeinchkii

dapmakonei/moHorpadii. 3miHW, NoB'a3aHi 3
HeobXigHICTI0 NpMBeAeHHs Y BiANOBIOHICTb

0o MoHorpadgii 1®Y abo €sponencekoi

capmakonei, abo iHWOoi HaLioHanbHOT

dapmakonei aepxasu €C (iHLWi 3MiHW) 3MiHK
00 cneundikauii i3 BignoBigHMMU MeTog4aMm
KOHTPOJHO SIKOCTi Ha [OMOMIDKHY PeYOBUHY

BeH3ankoHito xnopuz 3a nokasHukamm

«Onucy, «Po34nHHICTbY, «laeHTndikauisy,




142 [IponoBkeHHs noaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
«CepefHs BigHOCHa MornekynsipHa maca i
CNiBBIAHOLIEHHS ankinbHUX KOMMOHEHTIBY,
«domiwkn A, B i C», «AMiHM i coni amiHiB»,
«KinbkicHe BU3Ha4YeHHs», « KUCNOTHICTb»
Ons npyBeAeHHst 4O BUMOr MoHorpadii €
«Benzalkonium Chloride» 3 ypaxyBaHHsIM
cTunictukmn oy
159. | PIHA3AN® crpen HasanbHuw, MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauifiHnX bes UA/1751/02/02
nosoaHuii no 1,0 "dapmaueBT "papmaueBTUYHa MaTepianis: 3miHn | TMny - 3MiHM 3 AKOCTI. peuenma
mr/mn; no 10 mny n4yHa cbipma dipma "OapHuus" Ceptudpikat BignosigHocTi/E-cepTudikaT
cdnakoHi, no 1 "OapHuus” BigMNOBIQHOCTI €BponenchbKii
bnakoHy 3 tapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
[,03YH4YMM HacoCoM HeoOXigHICTIO NpMBeAeHHs Y BigNOBIAHICTb
y nayui 0o moHorpadii A®Y abo €sponencbkoi
capmakonei, abo iHWOoi HaLlioHanbHOI
capmakonei aepxaeu €C (iHWi 3MiHW) 3MiHK
0o crneundikauii i3 BignoBigHMMU meTogamm
KOHTPOIIO SIKOCTi Ha AOMOMIDKHY Pe4OBUHY
BeH3ankoHito xnopug 3a nokasHukamm
«Onucy, «Po3unHHICTbY, «laeHTudikauisy,
«CepefHs BigHOCHa MornekynsipHa mMaca i
CNiBBiAHOLWIEHHS ankinbHUX KOMMOHEHTIBY,
«Jomiwkn A, B i C», «AMiHM i coni amiHiBy,
«KinbkicHe BU3Ha4YeHHs», «KUCNOTHICTbY
ONsi NpUBEAEHHS 4O BUMOT MOHorpadii €
«Benzalkonium Chloride» 3 ypaxyBaHHAM
cTunictukn oY
160. | PIHTEPA PO34MH ANS iHPDY3in ToBapuctBo YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH 0 peecTpauiiHnX 3a UA/19574/01/01
PO34YUH no 200 mn abo no 3 obmexeHo marepianis: 3MiHu | Tuny - 3MiHM 3 SKOCTi. peuenmom
400 mn y nAsLwkax, obmexeHo BiANoOBiganbHICTIO [oToBMI Nikapcbkuin 3acib. Cuctema
no 250 mn a6o no Bignosigans dipma "Hosodapm- KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa
500 mn y nakeTax HiCTIO (pipma BiocuHTes" nocravarnbHUKa nakyBanbHUX MaTtepianis
"HoBodapMm- ab0o KOMMMEKTYOUMX (SIKLLO 3a3Ha4YeHO B
BiocuHTes" Jocbe) (3amiHa abo JoaaBaHHs

nocTayarnbHvKa) — BBeEHHs 404aTKOBOro
nocravanbHWKa NakyBarnbHUX MaTepianis Ta
KOMMMEKTYIOUMX ANS BUrOTOBNEHHS NaKeTiB
BMacHoro BMpobHuuTBea (nniBka nonimepHa
Ans BurotoBrneHHsi naketis PolyCine GmbH
Ta Tpybka nonimepHa PolyCine GmbH
BupobHuuTBa PolyCine GmbH, HimeuyuunHa).
3aTBepaxeHo: MNakeTu noniMepHi BnacHoro
BMPOOHMLTBA, POPMYBaHHS AKUX
3[iACHIOETBCA 3 NNIBKM NoniMepHoi Ansi
BUroToBreHHs nakeTis Magiflex film ta
Tpy6ku nonimepHoi Magiflex tube
Bupo6HuuTBa S.I.F.RA. EST. S.p.a, ITanis).
B3anponoHoBaHo: [MakeTu nonimepHi
BMaCcHOro BUPOOHMLITBA, POPMYBaHHS SIKUX
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3[iACHIOETBCA 3 NANIBKW NoniMepHoi ans
BurotosneHHs naketis Magiflex film ta
Tpy6ku nonimepHoi Magiflex tube
BupobHuuTea S.I.LF.RA. EST. S.p.a, Itanis)
abo nniBkM noniMepHoi Ansi BUTOTOBINEHHS
nakeTiB Ta TpyOku noniMepHoi BUpOGHMLTBA
PolyCine GmbH, HimeyunHa

161.

POKCUMIM

NOPOLLIOK A4S
PO34MHY ANg iH'eKUin
no 1,0 r; 1 conakoH 3
NOPOLLIKOM B
KOMMAEKTi 3 1
amMnyrnoto
PO34MHHUKA (BOAM
ans iv’ekuin) no 10
MI1 Y KapTOHHIN
KopobLi

TOB
"YOoPNa
MEOVLINH"

Ykpaina

dapmaBixH CaH. Be
Tigpk. A.LL.

TypeyunHa

BHECEHHS 3MiH [0 peecTpauiiHnX
matepianis: 3miHu | Tuny - 3MiHK Woao
6e3nekn/eceKTUBHOCTI Ta hbapmakoHarnsgy.
BHeceHHs abo 3miHa(u) fo 3060B'A3aHb Ta
YMOB BuAaui peecTpauinHoro nocBig4eHHs,
BKMtovatoum MnaH ynpaeniHHA pusnkamm
(3acTocyBaHHS TEKCTY, KU NMOTOAKEHWNN 3
KOMMETEHTHUM opraHoM) 3asiBHUKOM
HaJaHO OHOBMEHWI NiaH ynpaBiHHS
pusukamm Bepcis 1.1. 3MiHN BHECEHO A0
yacTuH: | «3aranbHa iHhopmauisi», Il
«Cneumdikauis 3 6e3nekmy, lll «MnaH 3
apmakoHarnsgy», IV «Mnaxdu wopo
nicnapeecTpauinHmx 4ocnigxeHb
edeKTUBHOCTI», V «3axoan 3 MiHimisauii
pusukie», VI «Pestome nnaHy ynpasniHHSA
pusmkammy, VII «dogaTkuy y 38’a3Ky 3
BUAANeHHAM BaXNMBUX ifEeHTUMDIKOBaAHMX
PU3KKIB, BaXIMBMX NOTEHLIMHUX PU3NKIB, @
TakoX BMAanNeHHs BiACYTHLOI iHdopmaLlii
BignoBsigHo go HaRP Assessment Report for
cefepime. Ctpykrypy MYPa 6yno oHoBneHo
BigNoBigHO Jo pekomeHAaadii Guideline on
good pharmacovigilance practices (GVP)
Module V — Risk management systems (Rev
2). Pe3tome nnaHy ynpasniHHsSI pyU3vkamu
Bepcis 1.1 gogaetbcs

3a
peuyerimom

UA/15288/01/01

162.

PO®ACT

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 20
mr; no 10 TabneTok
y 6nicTepi; no 3
Gnictepu B
KapTOHHiI kopobLyi

AypobiHgo
®dapwma ITa

IHAin

AypobiHgo Papma
Nimitea- KOHiT VII

IHais

BHECEHHS 3MiH 0 peecTpauiiHnX
matepianis: 3miHu | Tuny - 3miHun Woao
6e3nekn/ecekTMBHOCTI Ta dhapmakoHarnsay.
3MiHa y KOPOTKil XapakTepucTumui
nikapcbkoro 3acoby, TeKCTi MapKyBaHHs Ta
IHCTPYKUii ANs MeAMYHOro 3aCTOCYBaHHS Ha
niacTaBsi perynspHoO OHOBMIOBAHOIO 3BiTY 3
6e3neku nikapcokoro 3acoby, abo
pocnifxeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B micrnspeecTpaLinHui
nepiof, abo sik pe3ynbTaT OLiHK/ 3BITY 3
gocnimpkeHb, NPOBeAeHNX BignoBigHo A0
nnaHy negiatpuyHux gocnigpkers (PIP)
(3MiHy y3rogxeHo 3 KOMNeTEHTHUM
YNOBHOBaXX€HUM OpraHoMm) - 3MiHW BHECEHO

3a
peuerimom

UA/14580/01/02
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00 iHCTPYKLUIi ANst MEAMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu:
"OcobnumeocTi 3acTocyBaHHs", "Mo6iYHi
peakuii” BignoBigHO 4O OHOBMEHOI
iHpopmalii 3 6e3nekn gito4oi pey4oBUHM
163. | PO®ACT TabneTtkn, BKPUTI AypobiHgo IHgis AypobiHgo ®apma IHais BHECEHHS 3MiH O peecTpauiiHnX 3a UA/14580/01/01
NniBKOBOO dapwma Jl1a Timitea- FOHIT VII matepianis: 3miHu | Tuny - 3miHun Woao peuernmom
obonoHkoto, no 10 6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsgy.
mr; no 10 TabneTok 3MiHa y KOpOTKil XapaKkTepucTuLi
y 6nicTepi; no 3 nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta
6nictepu B iHCTPYKUIii AN MEeAMYHOro 3aCTOCyBaHHS Ha
KapTOHHIl kopobui niacTasi perynsapHoO OHOBIOBAHOIO 3BiTY 3
6e3neku nikapcbkoro 3acoby, abo
AocnimkeHb 3 6e3neky 3acTocyBaHHSA
nikapcbkoro 3acoby B nicrnsipeecTpauiiHunii
nepion, abo sik pesynbTaT OLiHKM 3BiTY 3
JocnimpkeHb, NPOBEAEHNX BigNOBIgHO 40
nnaHy negiatpuyHmx gocnimkers (PIP)
(3MiHY y3rofXeHO 3 KOMMNETEHTHUM
YNOBHOBaXEHNM OpraHoM) - 3MiHN BHECEHO
00 HCTPYKUii ANst MEAMYHOro 3acTOCyBaHHA
nikapcbKkoro 3acoby y po3ainu:
"OcobnueocTi 3actocyBaHHA", "MMo6IYHi
peakuii" BianoBigHO 4O OHOBMNEHOI
iHpopMmalii 3 6e3nekn gitoyoi peyHoBUHM
164. | CANO®AIDbK | rpaHynu Op. ®anbk HimeuumnH BignosiganbHuii 3a Himeuunna BHECEHHS 3MiH 0 peecTpauiiHnX 3a UA/3745/01/04
racTpoOpPe3nUCTEHTHI dapma a BUNYCK cepin matepianis: 3MiHu | Tuny - 3MiHK 3 sIKOCTi. peuenmom
NPOJIOHrOBaHOI Aii mM6X KIHLLEEBOro NpoAyKTy: [oToBWI Nikapcbkui 3aci6. KoHTponb

no1,5rno2,79r
rpaHyn y nakeri
"Npany-CTtukc"; no
35 nakerTiB y kopobui
3 KapTOHY

Op. ®anbk Papma
'M6X, HimeuyuunHa;
BUPOBHMK O30BaHOI
dopmu, NepBUHHE,
BTOPWHHE NaKyBaHHS
Ta KOHTPOIb SIKOCTI:
JlosaH ®apma N'mbX,
HimeuyunHa; ®apbin
dapma 'mbX,
HimeuunHa; BUpobHMK,
BignoBiganbHUIN 3a
nepBUHHE, BTOPUHHE
nakyBaHHs Ta
KOHTPOIb SIKOCTI:
JlozaH ®apma MM6X
(Ewbax cawr),
HimeuumHa; BUpoBHUK,
BignoBiganbHUN 3a
KOHTPOIb SIKOCTi:
HaykoBo-gocnigHui
iHCTUTYT Xennenep

roToBOro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneundikaui Ta/abo
[0NyCTUMMUX MEX rOTOBOTO JTiKapCbKOro
3acoby (3BY)XEHHS1 AOMYCTUMMNX MEX)
3BYXEHHS1 OMYCTUMUX MeX cneumdikauii
'N3 3a nokasHukom «BmicT 5-
amiHocaniuunosoi kucnotu» 3 95 - 105 % o
95,0 - 105,0 %. 3MiHu | TYNY - 3miHn 3
sikocTi. [oToBMIA Nikapcbkuii 3aci6. KoHTpornb
roTOBOro nikapcbKoro 3acoby. 3miHa y
MeTofax BUNpoOyBaHHS rOTOBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHNX MeTofax BUNpobyBaHHs)
3MiHM B MeTogi koHTpornto M3 3a
nokasHuKoM «laeHTudikauis 5-
amiHocaniuunoBoi KUCNOTU», a caMe 3MiHa
Aiana3oHy AOBXWH xBunb Big 220-360 HM go
200-400 Hm (meTop B, Ph.Eur. 2.2.25) 3MiHn
| Tuny - 3MiHK 3 AKocTi. FOTOBMI MikapCbKuii
3aci6. KoHTponb roToBOro nikapcbkoro
3acoby. 3miHa y MeTofax BUNpobyBaHHs
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'M6X, HimeuyuunHa; roTOBOrO JlikapcbKoro 3acoby (HeaHa4yHa
3MiHa y 3aTBEpPKEHNX MeTofax

BMPOGHMUK,
BignoBiganbHUN 3a
KOHTPOSb SIKOCTi:
anndamveg PAPBIN
ApuHanmitTens Mm6X,
HimevuunHa

BUNPOOYBaHHs) BUINyYEHHS napameTpy
«3aniso» B MeToai «lgeHTUYHICcTb / BapBHMK
— TUTaHy OioKCUA» Ta BUNPAaBMEHHSI
OpYyKapCbKoi MOMUIKM Y BiANOBIAHOCTI 4O
BanigosaHoi metoaukn. Meton
ineHTudikauii 6yB NOMUKOBO ONUcaHWi Ans
niokcuay TMTaHy Ta okcuay 3anisa. 3miHum |
TMny - 3MiHK 3 AKOCTIi. FOTOBUIA NikapCbKMin
3aci6. KoHTpornb roToBoro nikapcbkoro
3acoby. 3miHa y MeTogax BMnpobyBaHHs
roTOBOrO fikapcbKkoro 3acoby (He3HayHa
3MiHa y 3aTBEPKEHNX MeTofax
BUNpPoByBaHHs1) 3MiHN B 3aTBEP)KEHOMY
MeToai BunpobyBaHHs 113 3a nokasHMkom
«BuBinbHeHHs gitoyoi pevosuHn» (Ph. Eur.
2.9.3.), a came 3amiHa meToay B, sikuia
3apa3s BUKOPUCTOBYETLCS Ha BapiaHT A, o6
peanizyBaTy NOBHICTIO aBTOMaTu3oBaHe
TecTyBaHHsi Ta Bigbip npob.
3MminHn | TMny - 3MiHmM 3 siKocTi. [oToBUIA
nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax
BMUNpobyBaHHsi FOTOBOrO NikapCcbkoro 3acoby
(iHWi 3MiHM y meTofax BunpobyBaHb
(Bkntoyatoum 3amiHy abo JOMOBHEHHS))
3amiHa meToay BunpobysaHHsA 113 ans
BU3HAYEHHS iAeHTUiIKaLi, YNCTOTK Ta BMICT
5-amiHocaniunnoBoi KUCNOTK 3 MeToay
HPLC Ha meTton UPLC .
3miHu | TUny - 3miHK 3 gkocTi. FoToBUI
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax
BMNpobyBaHHS FOTOBOrO NikapCbKoro 3acoby
(iHWi 3MiHM y meTofax BunpobyBaHb
(Bkntoyatoum 3amiHy abo JOMOBHEHHS))
OHOBIIEHHS MeToay X AN BU3HAYEHHSA
3aM1LIKOBOrO BMICTY PO3UYMHHUKA eTaHony.
MeTog rasoBoi xpomaTtorpadii (MX)
3aMiHEeHO Ha aHanoriYHun, ane GinbLu
Cy4YacHuin meTog, 3 BUkopucTaHHam GC
headspace. 3miHu | Tuny - 3miHK 3 siKoCTi.
[oToBWI Nikapcbkui 3aci6. KoHTponb
roTOBOro nikapcbKkoro 3acoby. 3miHa y
MeToAax BUNpPoOyBaHHS rOTOBOrO
nikapcbkoro 3acoby (iHLWwi 3aMiHu y meToaax

BunNpobyBaHb (BKNoYaum 3aMmiHy abo
[ONOBHEHHS1)) BUITYYEHHSI NapaMeTpy
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«Cwmyra nponyckaHHsi» (bandwidth) B meTogi
BUNpPobYyBaHHs «BuBINbHEHHS Aitoyoi
PEYOBUHMY, OCKIMbKN SABNSETHCA
HECyTTEBUM A5 OLiHKM po34ymHeHoro Adl.
3MmiHu | TUny - 3miHK 3 AkocTi. FoToBUN
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax
BMNPOBYBaHHS roTOBOro Nikapcbkoro 3acoby
(iHWi 3miHK y MeTogax BunNpobyBaHb
(BKroYatoum 3amiHy abo [4ONOBHEHHS))
3MiHW B pPO3paxyHKOBIn hopmyni meToay
BUNPoOYyBaHHS «BuBinbHEHHs aitoyoi
PEYOBUHMY, @ caMe anbTepHaTUBHUI
PO3paxyHOK BUBINIbHEHHS MiKapCbKOro
3acoby Ha KUCMOTHIN cTagii. 3miHn | Tuny -
3MiHM 3 skocTi. [oTOoBMI Nikapcbkuii 3acit.
KoHTponb roToBOro rnikapcbkoro 3acooy.
3miHa y MmeTogax BUNpobyBaHHS roTOBOro
nikapcbkoro 3acoby (iHwi 3aMiHM y MeTogax
BunNpobyBaHb (BKNoYaum 3aMmiHy abo
[OMOBHEHHS)) 3MiHM B pO3paxyHKOBIl
dopmyni metTogy BUNpobyBaHHs
«BuBinbHeHHs gitoyoi pevoBuHMY . Kopekuis
opMynu po3paxyHKy BUBINIbHEHHS
npenapaty B 6ycpepHoMy po3unHi 3
ypaxyBaHHSIM BUBIMbHEHHS B KUCMOTHIN
cragii

165.

CAHOPUH

Kpanni HasanbHi,
po3unH 0,5 mr/mn;
no 10 mn y donakoHi
3i ckna; no 1
dnakoHy,
ocHaLleHoMy
KpanenbHuLeto Ta
KPULLIKOKO Y
KapTOHHiI kopobui

"KcaHTic
dapma
Nimiteq"

Kinp

Tesa Yex IHgacTpi3
C.p.0., Yecbka
Pecny6bnika
CaHeka
®apmachbtoTikans AT,
CnoBaubka
Pecny6bnika

Yecbka
Pecny6bnika/
CnoBaubka
Pecny6bnika

BHECEHHS 3MiH 0 peecTpauinHnx
matepianis: 3miHu | Tuny - 3MiHW 3 AKOCTI.
[oToBwMI Nikapcbkuii 3aci6. CTabinbHICTb.

3miHa y TepmiHax npupgaTHocTi abo ymoBax
30epiraHHsi rOTOBOro nikapcbkoro 3acoby
(3MeHLLeHHs TepMiHy NpuAaTHOCTi FOTOBOrO
nikapcbkoro 3acoby) - [ins Toprosoi
YMaKoBKM - 3MiHa TEPMiHY NpMAATHOCTI
nikapcbkoro 3acoby 3 4 fo 2 pokiB. 3MiHK
BHeceHi B po3ain "TepmiH npuaaTHocTi" B
iHCTPYKLiO AN MEAMYHOro 3aCTOCYBaHHSI
nikapcbkoro 3acoby; 3MiHu | Tuny - 3miHu 3
sikocTi. [oToBMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudgikadi Ta/abo
[OMYCTUMKX MEX roTOBOro NiKapcbKoro
3aco0y (iHwWi 3mMiHW) - NpuBeaAeHHS
3aTBepmkeHoi cneumdikauii J13 go
opuriHanbHUX MaTepianis BUpOGHUKa 3a
nokasHukom "O6'em BMICTy KOHTelHepa";
3miHu Il Tuny - 3miHn 3 sikocTi. FoToBMIA
nikapcbkuii 3aci6. KoHTponb rotoBoro

6e3
peuenma

UA/2455/02/01
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nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo 4OMyCTUMUX MEX
roTOBOrO fikapcbKoro 3acoby (3miHa
3HaxoQMTbCS No3a 3aTBEepPAKEHUMMN
A0NyCTUMMMU Mexamu crneuudikadin) -
MponoHyeTbCs y3roauT HOPMyBaHHS
NPOTSAroM TePMiHy NpuaaTHOCTI BMICTY
mMeTunnapabeHy go 3HaveHHsi 0,80 — 1,20
mr/mn
166. | CENTONETE NboAsHUKN, 3 Mr/1 KPKA, a.4., CnogeHiss | BMpo6HMUTBO "in bulk”, CnoBeHis BHECEHHS 3MiH O peecTpauiiHnX 6es UA/16726/01/01
® TOTAN Mr 10 8 NbOASHMKIB Hoso mecTo nepBuHHa Ta matepianis: 3minu | Tvny - 3MiHM 3 AKOCTI. peuenma
JIMMOH TA y 6nicTepi, no 1, no BTOPMHHA yNakoBKa, CepTudikat BignosigHocTi/E-cepTudikaT
BY3UHA 2, no 3, no 4 abo no KOHTPOSb cepii): BignoBigHOCTI €Bponeiichbkin
5 6nictepiB y KPKA, a.4., Hoso dapmakonei/moHorpadii. NMogaHHA HoBoro
KapTOHHIl kopobui mecTo, CrnoBeHis; abo oHoBMeHoro cepTudikarta BianoBiAHOCTI
KOHTPOIb cepii: abo Buny4deHHs cepTudikata BignoBiAHOCTI
KPKA, a.a., Hoso €Bponencbkin dapmakonei: gna A®l; ans
mecTo, CrnoBeHis; BUXigHOro Matepiany/peareHTy/npomixxHoro
KOHTPOrb Ta BUMYCK NPOAYKTY, LLO BUKOPUCTOBYIOTLCS Y
cepii: KPKA, o.4., BUpo6HMUTBI A®I; ANs 4OMNOMDKHOT
Hoso mecTo, peyoBUHM (cepTuddikat BigNoBIAHOCTI
CnoBeHisi; KOHTPOIb €Bponecbkin dapmakonei) - Hosui
cepii: HN30X cepTudikaT Bifg BXe 3aTBEPAKEHOrO
(HauioHanbHi BMPOBHMKA - NoAaHHS HOBOro cepTudikata
nabopartopis 3a BignoBigHocCTi €Bponenchkii hapmakonei
34paB'e, OKOIE iH RO-CEP 2020-286-Rev 00 gnsa A®I
xpaHo), CroBeHisi 6eH3ngamiHy rigpoxnopus i Bxe
3aTBepaxeHoro BupobHuka Centaur
Pharmaceuticals Private Limited, IHgisa
167. | CUHTYNAP® | Tabnetku, BKpUTI OpraHoH LLsenuapi Bupo6Huk Benuka BHECEHHS! 3MiH 10 peecTpauiiHnX 3a UA/10208/01/03
NniBKOBOO CeHtpan lct A Hepo3dacoBaHoi Bpurtanis/ matepianis: 3miHu | Tuny - 3miHn woao peuernmom
obornoHkoto, no 10 m6X npoaykKuii, nepBMHHa Hinepnangn | 6e3neku/edpekTnBHOCTI Ta hapmakoHarnagy.
Mr no 14 TabneTok y Ta BTOPVHHA / BBeneHHs abo 3miHM J0 y3aranbHeHux
GnicTepi; no 2 yrnakoBKa, KOHTPOSb Benbris AaHuX Npo cuctemy dapmakoHarnsgy

Gnictepu B
KapTOHHiI kopobui

AKOCTi:
OpraHoH ®apma (UK)
Nimiten, Benuka
Bputanis
MepBuHHa Ta
BTOPVHHA YNaKoBKa,
KOHTPOIb SKOCTI,
[03BiN Ha BUNYCK
cepii:

Mepk Wapn i Joym
B.B., Higepnanaun
[o3Bin Ha BMNyck
cepii:
OpraHoH XelcT 68,
Benebris

(BBEOEHHS y3aranbHEeHVX AaHWX Npo
cuctemy papmakoHarnsgy, amiHa
yrnoBHOBaXeHOoI ocobu, BignosigansHoi 3a
3AiNCHEHHA hapmaKkoHarnsay; KOHTaKTHOI
ocobwu 3 hapmakoHarnsay 3asBHUKa Ans
34icHeHHs dapmakoHarnagy B YkpaiHi,
SIKLLO BOHA BiAMIHHA BiJ YNMOBHOBaXEHOT
ocobu, BianoBiganbHOI 3a 3AiNCHEHHSA
chapmakoHarnsay (BKMOYao4n KOHTaKTHI
naHi) Ta/abo 3MiHNM y po3MilLeHHi MacTep-
paina cuctemu hapmakoHarnsgy) 3miHa
yMNOBHOBaXeHOI 0cobY 3asiBHMKA,
BifnoBigansHoi 3a dhapmakoHarnsg,.
[itoya pepakuin: MapiaHHa Bank-
KopTeHpaag. [NponoHoBaHa peakuisi:
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[IponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
HokTop ®epHaHaa TaBapec. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXXEHOI 0cO6U
3asBHMKa, BignoBiganbHoi 3a
dapmakoHarnag. 3miHa MicLue3HaxomKeHHs
macTtep-canna cuctemu dapmakoHarnagy.
168. | CONEUUCT TabneTtkn, BKPUTI 3eHrTiBa, K.C. Yecbka BUPOGHMLTBO "in bulk”, Icnanis BHECEHHS 3MiH O peecTpauiiHnX 3a UA/18015/01/01
NniBKOBOO Pecnybnik nepBuHHe Ta marepianis: 3miHu | Tuny - AgMiHicTpaTnBHi peuernmom
06010HKOo, M0 5 Mr, a BTOPWHHE NaKyBaHHS, 3MiHW. 3miHa HalMeHyBaHHs Ta/abo agpecu
no 15 tabneTok B KOHTPOSb SKOCTI, MicLS NpOBaaXXEHHS OisNbHOCTI
Gnictepi; no 2 BignoBsigae 3a BMNycK BUPOGHMKa/iMnopTepa rotoBOro nikapcbkoro
6nictepu B cepii: 3acoby, BKnovaoum AinbHULI BUMYyCKy cepii
KapTOHHIN nayui Hewnpadapm abo MicLe npoBeaeHHs! KOHTPOSHO SIKOCTI.
dapmacbioTukansa (misnbHiCTb, 3a SKy Bignosigoae
C.J1., Icnanis BMPOGHMK/iMNOpTEp, BKIOYaKYM BUMYCK
MikpobionoriyHe cepint) - 3miHa Ha3Bu BUpoGHKKa 113
TecTyBaHHA BignosigansHoro 3a BUpo6bHMUTBO "in bulk",
(anbTepHaTUBHO): NnepBUHHE Ta BTOPUHHE NaKyBaHHS,
MIKPO-BIOC, CI, KOHTPOJb SIKOCTI, BiANoBigae 3a BMMyCK
Icnanis cepii. BupobHunya ginbHMUsA Ta BCi BUPOOHWUI
onepadii 3anuLalTbCst HE3MIHHUMUW. 3MiHU
BHeceHi B po3ain "BupobHuk" y 3B’s3Ky 3i
3MiHOI Ha3BM BMPOGHWMKA B iHCTPYKLitO Ansi
MEeOUYHOro 3aCTOCYBaHHSI NiKapCbKoro
3acoby, ik HacnifgokK - BiANOBIgHI 3MiHW Y
TEKCTi MapKyBaHHS! yNakoBKW fikapCbKOro
3acoby. BBegeHHs 3MiH npoTsirom 6-11
MicsiLiB Micns 3aTBEpPOXKEHHS
169. | CONEUUCT TabneTkn, BKPUTI 3eHTiBa, K.C. Yecbka BUpPoOHMLTBO "in bulk”, Icnanis BHECEHHS 3MiH O peecTpaLiiHnX 3a UA/18015/01/02
NniBKOBOO Pecny6bnik nepBuHHe Ta marepianis: 3miHu | Tuny - AgMiHicTpaTmBHiI peuernmom
o6onoHkoto, no 10 a BTOPWHHE MaKyBaHHS, 3MiHW. 3miHa HaliMeHyBaHHs Ta/abo agpecu

Mmr, no 15 TabneTtok
B 6nicTepi; no 2
Gnictepu B
KapTOHHIN navui

KOHTPOIb SKOCTI,
BignoBigae 3a BMNyck
cepii:
Henpadapm
dapmacboTukan3
C.J1., IcnaHis
MikpobionoriyHe
TECTyBaHHS
(anbTepHaTUBHO):
MIKPO-BIOC, CIl,
Icnanis

MiCUsi NPOBaPKEHHS AiNbHOCTI
BMPOBHVKa/iMnopTepa roToBoro Nikapcbkoro
3acoby, BKMOYa4u AinbHULI BUNYCKy cepii

abo Micue npoBeaeHHs1 KOHTPOIKO SKOCTI.

(misnbHIiCTb, 3a AKky BignoBinae

BMPOGHMK/iMNopTEp, BKIOYaKYX BUMYCK
cepin) - 3miHa Ha3Bu BUpoGHUMKa 13
BignosigansHoro 3a BMpo6bHuuUTBO "in bulk"”,
nepBUHHE Ta BTOPUHHE NaKyBaHHS,
KOHTPOSb SIKOCTI, BiANOBiAae 3a BMMyCK
cepii. BupobHuya ginbHUUA Ta BCi BUPOOHWUI
onepaLlii 3anuLwalTbCs HE3MIHHUMU. 3MiHK
BHECeHi B po3ain "BupobHuK" y 3B’s13Ky 3i
3MiHOI Ha3BM BMPOOHMKA B iHCTPYKLitO Ans
MEAMYHOrO 3aCTOCYBaHHsI NikapCbKoro
3acoby, sik HacnigokK - BiANOBIAHI 3MiHW y
TEKCTi MapKyBaHHS yNaKOBKW NiKapCbKoro
3acoby. BBegeHHs 3MiH npoTsiroM 6-Tu
MiCsILiB Micnsi 3aTBEPOKEHHS
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[IponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
170. | COUPT po3uunH 70%, no 100 DOIM KHnw YkpaiHa MpAT "Bionik" YkpaiHa BHECEHHS 3MiH 0 peecTpauinHnx 3a UA/17700/01/01
ETUNOBUNA Mn y conakoHax, no Bitanin maTtepianis: 3miHu | Tuny - 3miHn Woao peuernmom
70% 1 n, 5 ny nnsawkax Bonogumup 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
cKknsHMX, no 1 n, 5 n, oBUY (iHWi 3miHW). BBEAEHHSI TEKCTY MapKyBaHHS
10n,20ny Ans AOAATKOBMX YMaKOBOK MNiKapCbKOro
KaHicTpax 3acoby 6e3 HaHeCeHHs ronorpamu.
noniMepHux
171. | CTAMAPUN NMOPOLLIOK Ta CaHodi PpaHuis MOBHUA LKA ®paHuis/ BHECEHHS 3MiH [0 peecTpauifiHnX 3a UA/16354/01/01
BAKLUUHA PO3YMHHUK ANg Mactep BUPOGHMUTBA, YropwuHa matepianis: 3miHu | Tuny - 3MiHK Woao peuenmom
and cycneHsii ans 3anoBHEHHS, 6e3nekn/eceKTUBHOCTI Ta hbapmakoHarnsgy.
MPO®IAKT iH’EKUiN, He MeHLue niodinizaulis, BBeneHHs abo 3miHM 40 y3aranbHeHWX
UKW XKOBTOI | Hix 1000 MO/go3a nepBuHHE Ta [aHuX Npo cuctemy dapmakoHarnsay
JIMXOMAHKHM | -no 1 gosiy BTOPVHHE NaKyBaHHS, (BBEAEHHS y3aranbHEHUX gaHuX nNpo
(XKUBA dnakoHi Ta KOHTPOIb SKOCTI, cvctemy chapmakoHarnagy, 3amiHa
ATEHYMOBA | po34uHHUK (HaTpito BUMYCK Cepil; YNOBHOBaXeHOi 0cobu, BignosigansHoi 3a
HA) xnopwua, Boga ons MOBHUN LMK 30iNCHEHHs hapMakoHarnsaay; KOHTakTHOT
iH'ekuin) no 0,5 mny BUPOBHMLTBA, ocobu 3 chapmakoHarnsgy 3asiBHuUKa Ans

nonepeaHL0
3arnoBHEHOMY
wnpuuy 3
NPUKPINNeHo
ronkoto; no 1
dnakoHy 3
nopotukom Ta 1
nonepeaHL0
3arMoBHEHOMY
wnpuuy 3
NpuUKpinneHoto
TrOMKOI B KAPTOHHIN
KopobLi;

no 1 dnakoHy 3
nopoLukom Ta 1
nonepeaHL0
3aMnoBHEHOMY
wnpuuy 3
NpUKpinneHoto
ronkow B
CTaHfgapTHO-
EeKCMOPTHIN
ynakoBLi, sika
MiCTUTBCS Y
KapTOHHIN kopobui 3
iHCTpyKUieto ans
Mean4Horo
3aCTOCYBaHHS;
-no 1 posiy
crakoHi Ta
PO3YMHHUK (HaTpito
xrnopwva, Boga ans

nepBuHHe Ta
BTOPVHHE NaKyBaHHS,
KOHTPOIb SKOCTi Ta
BUNYCK cepii
PO3YMHHWKa:
CaHodpi MNacrep,
PdpaHuis
nepBuHHe Ta
BTOPWHHE NaKyBaHHS,
KOHTPOIb AKOCTI,
BUMYCK cepii;
BTOPWHHE NaKyBaHHS,
BUNYCK cepii
PO3YMHHWKa:
CaHodpi MNacrep,
dpaHuis
BTOPVHHE NakKyBaHHS,
BUNYCK cepii:
CaHodi-ABeHTIiC
Mpawsit Ko. N14.,
Mnatdopma norictukn
Ta aucTpubyuii y m.
BypanewrT, YropwwuHa

34iNCHeHHs hapmakoHarnsaay B YkpaiHi,
SIKLLIO BOHA BiAAMiHHA Bif YNOBHOBaXEHOI
ocobu, BignoBiganbHoI 3a 3AINCHEHHS
tapmakoHarnagy (BKMo4arym KOHTaKTHi
naHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
danna cuctemu dpapmakoHarnagy) 3miHa
KOHTaKTHOI 0co0M 3asiBHUKa, BiAnosiaansHoi
3a (pbapmakoHarnsg B YkpaiHi.
[itoua pepakuisi: XogakiBcbka TeTsiHa
BsiyecnasisHa. lNponoHoBaHa pedakuis:
Bapdonomeesa IBaHHa OnekcaHapiBHa.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocobu
3asBHMKa, BiANoOBiAanbLHOI 3a
bapmakoHarnsg B YKpaiHi.
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[IponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

iH'ekwin) no 0,5 mny
nonepeaHLo
3arnoBHEHOMY
Lnpu1Ly 3 ogHieto
abo nsoma
OKPEMUMM TronKamu;
no 1 donakoHy 3
nopotuxkom Ta 1
nonepeaHL0
3arnoBHEHOMY
wnpuuy 3 1 abo 2
OKPEMUMMU ronKamm
y bnicTepi B
KapTOHHIN KOpoOLyi;
-no 1 posiy
cbnakoHi Ta
PO3YMHHUK (HaTpito
xrnopwvg, Boga ans
iH'ekuin) no 0,5 mny
nonepeaHLo
3arnoBHEHOMY
Lnpu1Ly 3 ogHieto
abo gsoma
OKPEMUMM TronKamu;
no 1 dnakoHy 3
nopoLukom Ta 1
nonepeaHL0
3aMnoBHEHOMY
wnpuuy 3 1 abo 2
OKPEMMMMU ronkamm
y bnicTepi B
CTaHOapTHO-
EeKCMOPTHIN
ynakoBLi, sika
MiCTUTBCS Y
KapTOHHIN kopobu,i 3
iHCTpyKUieto Ans
Meau4Horo
3aCTOCyBaHHS.
MapkyBaHHS

YKPaiHCbKOK MOBOHO.

-no 1 gosiy
dnakoHi Ta
PO3YMHHUK (HaTpito
Xropwga, Bogda ans
iH’ekuinn) no 0,5 mn y
nonepeaHLo
3anoBHEHOMY
wnpuuy 3
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[IponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

NPUKPINNeHo
ronkoto; no 1
bnakoHy 3
nopoLukom Ta 1
nonepeaHLo
3arnoBHEHOMY
wnpuuy 3
NPUKPINMeHo
rOSIKOO B KAPTOHHIN
KopobLi 3i CTkepom
YKPaiHCbKOK MOBOIO;
-no 1 posiy
cbnakoHi Ta
PO3YMHHUK (HaTpito
xrnopwvg, Boga ans
iH'ekuin) no 0,5 mny
nonepeaHLo
3arnoBHEHOMY
LnpuLy 3 ogHieto
abo gsoma
OKPEMMUMM ronKamu;
no 1 conakoHy 3
nopotukom Ta 1
nonepeaHL0
3arnoBHEHOMY
wnpuuy 3 1 abo 2
OKPEMMMMU ronkamm
y bnicTepi B
KapTOHHIN kopobui 3i
CTUKEPOM
YKpalHCbKO MOBOKO

172.

CTPO®AHTH
H-Ir

PO34MH Anis iH'EKLN,
0,25 mr/mMn no 1 mn
B amnyni; no 10
amnyn y nayui 3
KapToHy; no 1 mn B
amnyni; no 5 amnyn
y bnicTepi, no 2
Gnictepn y nayui 3
KapToHy; no 1 mn B
amnyni; no 10 amnyn
y GnicTepi, no 1
GnicTepy B nauui 3
KapTOHY

ToBapucTBO
3
obGMexeHo
BianoBsiganb
HiCTIO
"®apmaueBT
N4YHa
KOMNaHis
"3popos's"

YkpaiHa

KOHTPOIb SIKOCTI,
BUNYCK cepii:
ToBapwucTtBo 3
obmexeHo
BiANoOBiganbHICTIO
"[locnigHuii 3aBop
"THUJIC", YkpaiHa; BCi
cTagii BUpobHMUTBA,
KOHTPOIb SIKOCTI,
BUWMYCK Cepil:
ToBapucTtBo 3
obmexeHo
BiAnoBiganbHIiCTO
"PapmaLeBTUYHa
KoMnaHisi "3popos's”,
YkpaiHa

Ykpaina

BHECEHHS 3MiH 0 peecTpauiiHnX
matepianis: 3amiHu | Tuny - 3miHM 3 AKOCTI.
[oToBWMI Nikapcbkuii 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneundikaui Ta/abo
[OMYCTUMMX MEX roTOBOro NikapcbKoro
3acoby (BUMyYEeHHS HE3HAYHOTO MOKAa3HMKa
(Hanpuknag 3acTapinoro nokasHvka, Takoro
sk 3anax Ta cmak, abo igeHTudikaLis
6apBHUKIB Y CMAKOBKX [0OABOK)).
BunyyeHHsi 3acTapinoro nokasHuka
«AHOMarnbHa TOKCUYHICTbY» Y 3B’A3KY 3
BTPATO YMHHOCTI Ta BUNy4YeHHaM 3 EP.

3a
peuerimom

UA/0079/01/01

173.

CYTEHT

Kkancynu no 12,5 mr;
no 7 kancyny

Mdparnzep
IHK.

CLUA

Mdpanzep Itanis C. p.
n.

ITanis

BHECEHHS 3MiH 0 peecTpauinHnx
MaTepianis: 3MiHu | Tuny - AgMiHICTpaTUBHI

3a
peuerimom

UA/7785/01/01
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[IponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

Gnictepi; no 4
6nictepu y
KapTOHHIl kopobui

3MiHW. 3miHa kogy ATX - 3MiHK BHECEHO B
IHCTPYyKUitO ANSt MEANYHOIO 3aCTOCYBaHHSA
nikapcbkoro 3acoby o posginy
"dpapmakoTepaneBTnyHa rpyna. Kog ATX"
BiA4NOBIgHO 40 MiXHAapOAHOro
knacugikatopa BOO3
(http://www.whocc.no/atc_ddd_index/):
3aTBEPKEHO — AHTMHEONNACTUYHI 3acobu,
iHriGiTopy npoTeiHkiHaaun. Kog ATX LO1X
E04 , 3anponoHoBaHO — AHTUHEONIACTUYHI
3acobw, iHribiTopn npoTeiHkiHaan. Kog ATX
LO1E XO01. BBegeHHs 3MiH NpoTArom 6-tn
MicsuiB nicns saaTBepaKeHHs:; 3MiHum | Tuny -
3MmiHn Wwoao 6e3nekn/edheKTUBHOCTI Ta
capmakoHarnagy (iHwi 3miHK) - 3MiHK
BHeceHo Ao po3ainis "OcobnmsocTi
3actocyBaHHA" Ta "To6iyHi peakuii”
IHCTPYKLUIT ANA MeAnYHOro 3acTocyBaHHsA
nikapcbkoro 3acoby BianoBigHO Ao
OHOBMeHoI iHdopmaii Wwoao 6eanekn
3aCTOCyBaHHSA 4itovoi pevoBuHn. BeeaeHHsa
3MiH NpOTAroM 6-Tu MicsuiB nicns
3aTBepAKeHHs1; 3MiHn Il Tuny - 3miHn Wwoao
Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHU y KOPOTKil XapakTepucTuLi
nikapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta
IHCTPYKLUii ANS MeAMYHOro 3aCTOCYBaHHS y
3B’A3KY i3 HOBVMMW JAHUMMU 3 SIKOCTI,
DOKMIHIYHUMW, KIiHIYHUMKW JaHUMK Ta
OaHnMu 3 hapmakoHarnsgy - 3minu
BHECEHO B iHCTPYKL0 ANs Mean4Horo
3aCTOCYBaHHS Nikapcbkoro 3acoby Ao
po3ainie "®apmMakornorivyHi BnactusocTi”,
"OcobnusocTi 3actocyBaHHs", "Crocib
3acTOCyBaHHs Ta Ao3n" Wwoao mogidpikawii
[03yBaHHA Npu nikapcbkin B3aemogii Ta
repiaTpuyHOro BUKopucTaHHsl. BBegeHHs
3MiH NpOTSArom 6-Tu MicsLiB nicns
3aTBEPAKEHHS

174.

CYTEHT

Kancynu no 25 wmr;
no 7 kancyny
GnicTepi; no 4
Gnictepuy
KapTOHHiI kopobLyi

Mdpawnizep
IHK.

CLUA

Mdpanzep Itanis C. p.
n.

ITanis

BHECEHHS 3MiH 0 peecTpauinHnx
marepianis: 3miHu | Tuny - AgMiHicTpaTmBHiI
3MiHW. 3miHa kogy ATX - 3MiHM BHeCEHO B
IHCTPYKUito AN MEAWNYHOrO 3aCTOCYBaHHS
nikapcbKkoro 3acoby o posginy
"®apmakoTepanesTuyHa rpyna. Kog ATX"
BiA4NOBIgHO 40 MXHapOAHOro
knacugikatopa BOO3
(http://www.whocc.no/atc_ddd_index/):
3aTBEPAKEHO — AHTMHEONNACTMYHI 3acobu,

3a
peuenmom

UA/7785/01/02
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[IponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

iHriGiTopn npoTeiHkiHaaun. Kog ATX LO1X
E04 , 3anponoHoBaHO — AHTUHEONNACTUYHI
3acobw, iHribiTopu npoTeiHkiHasn. Kog ATX
LO1E X01. BeegeHHsi 3MiH NpoTarom 6-tu
MicauiB nicns 3aatBepaKeHHs:; 3MiHm | Tuny -
3MiHn Wwoao 6e3nekun/eekTUBHOCTI Ta
capmakoHarnagy (iHwi 3miHK) - 3MiHK
BHECeHO A0 po3ainis "OcobnueocTi
3actocyBaHHA" Ta "MMoGiyHi peakuii”
iHCTPYKLUii ANs MeQMYHOro 3aCTOCyBaHHs
nikapcbkoro 3acoby BiAnNoBiAHO A0
OHOBJEHOI iHhopmalii Wwoao 6esneku
3aCTOCyBaHHS Aitovoi pevoBuHW. BeeaeHHs
3MiH NpOTSArom 6-Tu MicsLiB nicns
3aTBepAKeHHs; 3MiHu Il Tuny - 3miHn Wwopao

6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.

3MiHU y KOPOTKil XapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKUIT ANA MeANYHOro 3acToCcyBaHHS Yy
3B’A3KY i3 HOBUMMW JAHVUMU 3 SIKOCTI,
OOKMIHIYHUMM, KIiHIYHUMK gaHUMK Ta
naHuMK 3 papMakoHarnagy - 3MiHm
BHECEHO B iHCTPYKLiO ANS MeaN4HOro
3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao
po3ainie "®apmakororiyHi BnactueocTi”,
"OcobnueocTi 3acTtocyBaHHs", "Cnocib
3acTocyBaHHA Ta 4o3un" Wwoao Mogidikauii
[03yBaHHA Npw fikapcbKivi B3aeMogii Ta
repiaTpuyHOro BUKOPUCTaHHS. BBegeHHs
3MiH NpoTSrom 6-Tu MicauiB nicns
3aTBEPOKEHHS

175.

CYTEHT

kancynu no 50 wr;
no 7 kancyny
6nicTepi; no 4
Gnictepny
KapTOHHiI kopobui

Mdparnzep
IHK.

CLA

Mdpawnzep ITania C. p.
n.

ITanis

BHECEHHS 3MiH 0 peecTpauiiHnX
MaTepianis: 3MiHu | Tuny - AgMiHiCTpaTUBHI
3MiHW. 3miHa kogy ATX - 3MiHM BHeCeHO B
IHCTPYKUitO ANSt MEANYHOIO 3aCTOCYBaHHSA
nikapcbkoro 3acoby Ao po3ainy
"®PapmakoTepanesTuyHa rpyna. Kog ATX"
BiZNOBIOHO O MibXXKHAPOAHOrO
knacudikatopa BOO3
(http://www.whocc.no/atc_ddd_index/):
3aTBEpAKEHO — AHTUHEONNACTUYHI 3acobu,
iHriGiTopy npoteiHkiHasn. Kog ATX LO1X
E04 , 3anponoHoBaHO — AHTUHEONNACTUYHI
3acobw, iHribiTopu npoTeiHkiHasn. Kog ATX
LO1E XO1. BBegeHHs 3MiH NpoTarom 6-tn
MicauiB nicnsa 3aTBepAXeHHs; 3miHu | Tuny -
3MiHn Wwoao 6e3nekn/eeKkTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3amiHu) - 3miHn
BHECeHo Ao po3ginis "OcobnueocTi

3a
peuerimom

UA/7785/01/03




Ne

Haszea

®Popma sunycky

3aseHUK

Kpaina

Bupo6Huk

154

[IponoBkeHHs noaaTka 3

n/n

JliKapCcbKO20
3acoby

(nikapcbka ¢gpopma,
ynakoeka)

3asieHUKa

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep

peecmpayiliHo2o

noceio4yeHHs1

176.

CYTEHT

kancynu no 37,5 wmr;

3actocyBaHHA" Ta "MMoGiyHi peakuii”
IHCTPYKLUIii AN MEAMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby BianoBigHO A0
OHOBJEHOI iHhopMmalii Wwoao 6e3neku
3acToCyBaHHSA Aito4oi pevyoBuHW. BBegeHHs
3MiH NpoTsArom 6-Tu MicsLiB nicns
3aTBepmAKeHHs; 3MiHn Il Tuny - 3miHn Wwoao

3MiHM Y KOPOTKil XapaKTepucTumui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta
IHCTPYKLUIii AN MEAMYHOro 3aCTOCYBaHHS Y
3B’A3KY i3 HOBUMM JaHUMMU 3 SIKOCTI,
OOKMIHIYHUMM, KIiHIYHUMK gaHUMK Ta
OaHumu 3 dpapmMakoHarnagy - 3MiHu
BHECEHO B iHCTPYKLIO Ans MegUYHOro
3acTocyBaHHs Nikapcbkoro 3acoby Ao
pos3ainie "®apmMakonorivyHi BnactueocTi”,
"OcobnueocTi 3acTocyBaHHs", "Cnocit
3aCTOCyBaHHA Ta [03K" Wwoao mogidikauii
[03yBaHHA Npu nikapcbkin B3aemogii Ta
repiaTpnyYHOro BUKOPUCTaHHS. BBegeHHs
3MiH NpOTAroM 6-Tu MicsuiB nicns
3aTBEPOKEHHS

6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsay.

no 7 kancyny
GnicTepi; no 4
Gnictepuy
KapTOHHiI kopobui

MNdpanzep
IHK.

CLIA

Mdpaiizep ITanis C. p.
n.

ITanis

BHECEHHS 3MiH 40 peecTpaLiiHMX
MaTepianis: 3MiHu | Tuny - AgMiHiCTpaTUBHI
3MiHW. 3miHa kogy ATX - 3MiHM BHeceHo B
IHCTPYKUito AN MEAWNYHOrO 3aCTOCYBaHHS

nikapcbkoro 3acoby Ao po3ainy
"®apmakoTepaneBTuyHa rpyna. Kog ATX"
BiA4NOBIgHO A0 MXHapOAHOro
knacudikatopa BOO3
(http://www.whocc.no/atc_ddd_index/):
3aTBEPAKEHO — AHTUHEONMACTUYHI 3acobu,
iHriGiTopy npoteiHkiHasu. Kog ATX LO1X
E04 , 3anponoHoBaHO — AHTUHEONACTUYHI
3acobu, iHribiTopu npoTeiHkiHasun. Kog ATX
LO1E X01. BBegeHHs1 3MiH NpoTaroMm 6-tu
MicauiB nicns 3aTBepaKeHHs:; 3MiHu | Tuny -
3MmiHu Wwopo 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsgy (iHwi 3amiHm) - 3miHn
BHeCeHo [0 po3ainis "OcobnmBocTi
3actocyBaHHs" Ta "MobiuHi peakuii”
IHCTPYKLUii ANs MeAWUYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby BianoBigHO A0
OHOBIeHoTI iHopMaLii woao 6eaneku
3acTocyBaHHSA Aito4oi pevyoBuHWU. BBegeHHs
3MiH NpOTSArom 6-Tu MicsLiB nicns
3aTBepAkeHHst; 3minm Il Tuny - 3miHu wWoao

6e3nekn/edekTMBHOCTI Ta dpapmakoHarnsgy.

3a
peuerimom

UA/7785/01/04
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[IponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep

peecmpayiliHo2o

noceio4yeHHs1

3MiHM Y KOPOTKil XapaKTepucTuui
nikapcbkoro 3acoby, TEKCTI MapKyBaHHs Ta
iHCTPYKLUIii 4N MEAMYHOro 3aCTOCYBaHHS Yy
3B’A3KY i3 HOBUMM JAHMMMU 3 SIKOCTI,
DOKMIHIYHUMW, KINiHIYHUMKW JaHUMK Ta
naHuMK 3 hapmMakoHarnagy - 3MiHu
BHECEHO B iHCTPYKL0 ANs Mean4Horo
3aCcToCyBaHHS fnikapcbKkoro 3acoby Ao
po3ginie "®apmMakornoriyHi BnactueocTi”,
"OcobnueocTi 3acTtocyBaHHsA", "Cnocib
3acTOCyBaHHs Ta A03n" Wwoao mogidpikawii
[03yBaHHA Npu NikapcbKin B3aemogii Ta
repiaTpuyHOro BUKopucTaHHsl. BBegeHHs
3MiH NpOTSArom 6-Tu MicsLiB nicns
3aTBEPOKEHHS

177.

TENQINIH

Tabnetkn, 80 mr/5
mr; no 10 TabneTok
y bnicTepi; no 3 abo
no 9 Gnictepis y
KapTOHHIN kopobLi

KPKA, o.4.,
HoBo mecTo

CnogeeHisi

BUPOGHMLTBO "in bulk",
nepBUHHE Ta
BTOPWHHE MaKyBaHHS,
KOHTPOSb Ta BUMYCK
cepini: KPKA, o.4.,
Hoso mecTo,
CnoBeHisi; KOHTPOIb
cepini:

KPKA, a.4., Hoso
mecTo, CrnoBeHis

CnoBeHis

BHECEHHS 3MiH 40 peecTpaLiiHMX
matepianis: 3amiHu | TMny - 3MiHW 3 AKOCTI.
CepTudikat BignosigHocTi/E-cepTudikaT

BignoBigHOCTI €Bponeiichbkii
dapmakonei/moHorpadii. NMogaHHA HoBoro
abo oHoBMeHoro cepTudikarta BianoBiAHOCTI
abo Buny4deHHs cepTudikata BignoBigHOCTI
€Bponencbkin dapmakonei: ana A®l; ans
BUXigHOro MaTepiany/peareHTy/npomMixXHOro
NMPOAYKTY, LLO BUKOPUCTOBYHOTECH Y
BUpPOGHMUTBI API; Anst 4OMOMDKHOT
peyoBUHYM (cepTudikaT BigNOBIAHOCTI
€Bponelicbkili hapmakonei) - Hosui
cepTudikaT Bif BXe 3aTBEPAKEHOrO
BUpOGHKKa. MNoaaHHs HoBOro cepTudikaTa
BignoBigHOCTI €Bponenchkin chapmakonei Ne
RO-CEP 2021-254 - Rev 00 aons gito4oi
pevoBUHM TenmMicapTaHy Bif Bxe
3aTBepakeHoro BupobHuka KRKA d.d.,
Novo mesto, CrnoseHis. [lovipHii CEP y
[OonoBHeHHs oo 3ateepmxeHoro CEP 2015-
307 uboro x BupobHuka. 3MiHu | Tuny -
3miHu 3 gkocTi. CepTudikar
BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponelicbkiit hapmakonei/MoHorpadii.
MopaHHsa HoBoro abo OHOBMNEHOTO
cepTudikaTa BignosigHOCTi abo BUNyYeHHs!
cepTudikaTa BignoBigHOCTi EBpoNechbkin
capmakonei: ans A®l; gnsa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykKTy,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
ONs AONOMIKHOI pevoBuHM (cepTudikat
BignoBigHocTi €Bponeincokiii hapmakonei) -
HoBui cepTudikat Big BXe 3aTBepAXeHoro

3a
peuyenmom

UA/17332/01/02
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[IponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1

BUpo6HMKa. MogaHHA HOBOro cepTudikaTa
BiANoBigHOCTI €Bponencekin dapmakonei Ne
RO-CEP 2021-280 - Rev 00 ans gito4oi
pPEeYOBUHM TernMicapTaHy Bif BXe
3aTBepakeHoro BupobHuka KRKA d.d.,
Novo mesto, CrioeeHisi. [ovipHin CEP y
[OoMoBHEHHs fo 3ateepakeHoro CEP 2015-
307 uporo x BupobHwuka. 3MiHu | Tuny -
3MiHn 3 akocTi. CepTudikar
BignosigHocTi/ME-cepTudikaT BiANOBIgHOCTI
€sponeiicbkin hapmakonei/moHorpadii.
MopaHHsa HoBoro abo oHoBNEHOrO
cepTudikaTa BignoBigHOCTIi abo BUNYyYeHHSs!
cepTudikaTa BignoBigHOCTi €BpoNenchbKii
capmakonei: ana Adl; gnsa BuxigHoro
matepiany/peareHTy/npoMiXKHOTO NMPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI;
ONs1 AONOMIKHOI pevoBuHM (cepTuddikat
BignoBigHOCTI €Bponeiickkin hapmakoner) -
OHoBneHun ceptudikaT Bif yxe
3aTBEpKEHOro BMpobOHUKa. [MogaHHs
OHOBJIEHOro cepTudpikata BignNoOBIAHOCTI
€sponericbkin bapmarkonei Ne R1-CEP-
2002-184- Rev-07 (3aTBepmxeHo: R1-CEP-
2002-184- Rev-06) gns A®I amnoaumniHy
becunaty Bif BXe 3aTBepAXeHOro
BMpo6HMKa Unichem Laboratories Limited,
IHAis. 3MiHu | TUNY - 3MiHK 3 SIKOCTi.
Ceptudikat BignosigHocTi/lE-cepTudikat
BignoBigHOCTI €Bponemnchkii
apmakonei/MmoHorpadii. NMogaHHsA HoBOroO
abo oHoBreHoOro cepTudikarta BiANOBIAHOCTI
abo BuUny4eHHs cepTudgikata BignoBigHoOCTI
€Bponelicbkini hapmakonei: ans A®l; ana
BVXifHOro MaTtepiany/peareHTy/npoOMipKHOTO
NPOAYKTY, LLIO BUKOPUCTOBYIOTLCS Y
BUPOGHMUTBI ADI; Ans 4ONOMIKHOI
peyoBuHYM (cepTuddikaT BiANOBIAHOCTI
€Bponevickkin dhapmakonei) - OHoBNEHWUI
cepTudikart Bif yXXe 3aTBepaKEHOro
BMpOGHWKa. MNogaHHA OHOBNEHOro
cepTugikaTa BignoBigHOCTi €Bponeiichbkii
dapmakonei Ne R1-CEP-2015-307- Rev-00
(satBepmkeHo: RO-CEP-2015-307- Rev-02)
Ons Ailoyoi peyoBUHM TenMicapTaHy Bif Bxe
3aTBepakeHoro BupobHuka KRKA d.d.,
Novo mesto, CroBeHis.
3miHu | TUNy - 3miHm 3 akocTi. CepTudikar
BignoBigHocTi/lE-cepTudikat BignoBigHOCTI
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[IponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

€BponeWckkin dapmakonei/MoHorpadii.
[MogaHHsA HOBOro abo OHOBIIEHOTO
cepTudgikaTa BignoBigHOCTIi abo BUNyYEHHs
cepTudikaTa BignoBigHOCTI €Bponeiichbkii
capmakonei: ana A®I; onsa BuxigHoro
maTepiany/peareHTy/npoOMiXKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOBHMUTBI AdI;
ANs AONOMIKHOI peqoBuHK (cepTudikaT
BignoBigHOCTI €Bponevickkin hapmakoner) -
OHoBneHnn ceptudpikat Big yxe
3aTBepAkeHoro BUpobHuka. OHOBNEHWIA
cepTuaikar Bif yXXe 3aTBEpPAXEHOro
BupobHuka(b.1ll.1. (a)-2,IA), nogaHHs
OHOBIEHOro cepTudikaTa BiAnNoBIAHOCTI
€Bponevickkin hapmakonei Ne R1-CEP
2008-217 - Rev 07 (3aTBepmkeHo: R1-CEP
2008-217 - Rev 06) ans Aito4oi pe4oBuHM
TenvicapTaHy Bif BXe 3aTBEpOXKEHOro
Bupo6HMKka Alembic Pharmaceuticals
Limited, IHgia. 3MiHum | Tuny -
AOMiHICTpaTUBHI 3MiHW. BunyyeHHs
BUPOBHMYOT AinNbHUL (BKIHOYaouN AinbHULI
ans A®l, npomixxHoro npoaykty abo
roTOBOrO Jlikapcbkoro 3acoby, AinbHULi Ans
npoBefeHHs NakyBaHHs1, BUPOOHNKa,
BignoBigansHOro 3a BMNycK cepin, micue
NpoBeEHHS KOHTPOI cepii) abo
nocrtavanbHuka BUXigHOro Matepiany,
peareHTy abo AONOMDKHOT PEYOBUHM (SIKLLIO
3a3Ha4YeHo Y 40CbE) BUMYYEHHS BUPOOHMKa
KRKA d.d., Novo mesto, CrnoBeHis (BnacHuk
ASMF) ons gitoyoi pevyoBuHN TenmicapTaH
(ASMF ROS3 — lNpouec 2).

178.

TENQINIH

Tabnetkn, 40 mr/10
mr; no 10 TabneTok
y bnicTepi; no 3 abo
no 9 Gnictepis y
KapTOHHIN kopobLyi

KPKA, o.4.,
HoBo mecTo

CnogBeHisi

BMpOGHMLUTBO "in bulk",
nepBUHHE Ta
BTOPWHHE NaKyBaHHs,
KOHTPOIb Ta BUMYCK
cepini: KPKA, o.4.,
Hoso mecTo,
CroBeHisi; KOHTpOIb
cepin:

KPKA, a.4a., Hoso
mecTo, CrnoBeHis

CnoBeHisi

BHECEHHS 3MiH A0 peecTpauinHnx
matepianis: 3miHu | Tuny - 3MiHW 3 AKOCTI.
Ceptudikat BignosigHocTi/lE-cepTudikaT

BignoBigHOCTI €Bponemnchkii
dapmakonei/moHorpadii. NMogaHHA HoBoro
abo oHoBREHOro cepTudikaTta BignoBigHOCTI
abo BUny4eHHs cepTudgikata BignoBigHOCTI
€Bponencekin dapmakonei: gna A®l; ans
BMXifHOro MaTtepiany/peareHTy/NpoOMiXXHOrO
NPOAYKTY, LLO BUKOPUCTOBYHOTECH Y
BUPOGHMUTBI API; Ans 4OMNOMDKHOT
peyoBUHYM (cepTudikaT BigNOBIAHOCTI
€Bponelicbkiii hapmakonei) - Hosuit
cepTudikaT Bif BXe 3aTBEPAXKEHOrO
BUpOGHWKa. MNoaaHHs HoBOro cepTudikata
BigNoBigHOCTI E€Bponelchkin dhapmakonei Ne

3a
peuenmom

UA/17332/01/01
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[IponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1

RO-CEP 2021-254 - Rev 00 ans gito4oi
peyvyoBUHM TenmicapTaHy Big BXe
3aTBepakeHoro BMpobHuka KRKA d.d.,
Novo mesto, CrioeeHisi. JouipHin CEP y
[onoBHeHHs Ao 3ateBepakeHoro CEP 2015-
307 uboro x BnpobHuka. 3MiHu | Tuny -
3MiHu 3 akocTi. CepTudikat
BignosigHocTi/E-cepTudikaT BiANOBIgHOCTI
€BponeWcbkin dhapmakonei/MoHorpadii.
MopaHHsa HoBoro abo OHOBMNEHOTO
cepTudikaTa BianoBigHOCTI abo BUNyYeHHs!
cepTudgikaTa BignoBigHOCTI €Bponeiichbkii
capmakonei: ana Adl; gnsa BuxigHoro
marepiany/peareHTy/npOMiKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOBHMUTBI AdI;
ONs1 AONOMIKHOI pevoBuHM (cepTuddikat
BiQNOBIQHOCTI €Bponewchkin hapmakoner) -
HoBun ceptudikaTt Big BXE 3aTBEPOKEHOIO
BUpo6HMKa. MogaHHA HoBOro cepTudikaTa
BiAMoOBiAHOCTI €Bponencekin dapmakonei Ne
RO-CEP 2021-280 - Rev 00 ans gito4oi
PEYOBUHK TenMicapTaHy Bifg BXe
3aTBepakeHoro BMpobHuka KRKA d.d.,
Novo mesto, CrioseHisi. [ovipHin CEP y
[OMNOBHEHHs Ao 3aTtBepakeHoro CEP 2015-
307 uboro x BupobHuka. 3miHn | Tuny -
3miHu 3 akocTi. CepTudikat
BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponelicbkin hapmakonei/moHorpadii.
MopaHHs HoBoro abo OHOBMNEHOTO
cepTudikaTa BignosigHOCTi abo BUNyYeHHst
cepTudikaTa BignoBigHOCTI €Bponenchbkiin
capmakonei: ana A®l; ansa BuxigHoro
maTepiany/peareHTy/npoOMiXKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
ANst JONOMIXXHOI peqoBuHM (cepTudikaT
BignoBigHocTi €Bponenchkii hapmakonei) -
OHoBneHun ceptudikaT Bif yxe
3aTBepKEHOro BMpobHuKa. MogaHHs
OHOBIEHOro cepTudikarta BiANOBIgHOCTI
€sponericbkinn bapmakonei Ne R1-CEP-
2002-184- Rev-07 (3aTBepmxeHo: R1-CEP-
2002-184- Rev-06) ans A®l amnoamniHy
Oecunary Big, BXe 3aTBEPOKEHOr0
BMpo6Huka Unichem Laboratories Limited,
IHAis. 3MiHu | TURY - 3MiHK 3 SIKOCTiI.
Ceptudikat BignosigHocTi/lE-cepTudikaT
BigNoBIgHOCTI €BponeichbKi
dapmakonei/MmoHorpadii. NMogaHHs HoBoro
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[IponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1

abo oHoBMeHoro cepTudikarta BianoBigHOCTI
abo BuUny4YeHHs cepTudikaTa BiANoBiAHOCTI
€Bponecbkin dapmakonei: gna A®l; ans
BUXigHOro MaTepiany/peareHTy/npomMixXHoro
NpOAYKTY, O BUKOPUCTOBYIOTLCS Y
BUpPoGHMUTBI APl; Ans ONOMKHOT
peyoBUHM (cepTuddikat BiaNOBIAHOCTI
€sponewcbkin bapmakonei) - OHoBNeHWN
cepTu@ikarT Bif yXXe 3aTBepaAXeHOoro
BMpOGHWMKa. MNogaHHA OHOBNEHOro
cepTudikaTa BignoBigHOCTi €BpoNencChbKii
tapmakonei Ne R1-CEP-2015-307- Rev-00
(3aTBepmkeHo: RO-CEP-2015-307- Rev-02)
Ons Ailoyoi pevoBUHM TeNMicapTaHy Bif BXe
3aTBepakeHoro BMpobHuka KRKA d.d.,
Novo mesto, CrnoBeHis.
3miHu | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/ME-cepTudikaT BigNoBigHOCTI
€BponeWcbkin dhapmakonei/MoHorpadii.
MoaaHHsA HoBoro abo oHOBNEHOrO
cepTugikaTa BignoBigHOCTIi abo BUNYyYeHHs!
cepTudikaTa BignoBigHOCTI €Bponeiichbkii
capmakonei: ans A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiXKHOTO NMPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
ANst AONOMIXXHOI peqoBuHU (cepTudikaT
BignoBigHocTi €Bponenchkii hapmakonei) -
OHoBneHun ceptudikaT Big yxe
3aTBepakeHoro BupobHuka. OHOBRNEHWN
cepTudikart Bif yXXe 3aTBepoKEHOr0
BMPOGHMKa - NOAaHHs1 OHOBIIEHOTO
cepTudikaTa BignoBigHOCTi €BponechbKii
capmaxkonei Ne R1-CEP 2008-217 - Rev 07
(3aTBepmkeHo: R1-CEP 2008-217 - Rev 06)
ONs QiloYoi pevyoBUHU TeNMicapTaHy Bif BXe
3aTBepakeHoro BupobHuka Alembic
Pharmaceuticals Limited, IHgis. 3miHu | Tuny
- AgMmiHiCTpaTuBHI 3MiHW. BunyyeHHs
BUPOBHMYOT AinNbHUL (BKIHOYAOYN AinbHUL
ans A®l, npomixkHoro npoaykty abo
rOTOBOrO fikapcbKoro 3acoby, AinbHULi Ans
NPOBEAEHHS NaKyBaHHS, BUPOOHMKa,
BignosiganbHOro 3a BMNycK cepin, Micue
NPOBEAEHHST KOHTPOIHO cepii) abo
nocrtavarnbHuKa BUXigHOro Martepiany,
peareHTy abo AONOMiKHOT PEYOBUHM (SIKLLIO
3a3HaYeHo y 0CbE) BUMYYEHHS BUPOOHMKa
KRKA d.d., Novo mesto, CrnoBeHisi (BnacHuUk
ASMF) ans gitoyoi pevyoBuHM TenmicapTaH
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[IponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
(ASMF ROS3 — lNpouec 2).
179. | TENQINIH Tabnetkn, 80 mr/10 KPKA, a.a., CnoBeHisi BMPOGHMUTBO "in bulk", CnoBeHis BHECEHHS 3MiH 0 peecTpauinHuX 3a UA/17332/01/03
mr; no 10 TabneTok HoBso mecTo nepBuHHE Ta maTtepianis: 3MiHu | TunNy - 3MiHK 3 AKOCTiI. peuenmom

y 6nicTepi; no 3 abo
no 9 6nictepis y
KapTOHHiIl kopobui

BTOPWHHE MaKyBaHHS,
KOHTPOIb Ta BUMYCK
cepin: KPKA, o.4.,
HoBo mecTo,
CnoBeHisi; KOHTPOIb
cepin:

KPKA, a.4a., Hoso
mecTo, CnoBeHis

Ceptudpikat BignosigHocTi/lE-cepTudikat
BigMNOBIQHOCTI €BponenchbKii
dapmakonei/moHorpadii. MogaHHsA HOBOrO
abo oHoBrneHoro cepTudikarta BiAnNoBiAHOCTI
abo BuUny4eHHs cepTudikaTa BiANoBigHOCTI
€Bponecbkin dapmakonei: gna A®l; ans
BUXigHOro MaTepiany/peareHTy/npomMixXHOro
NPOAYKTY, LLIO BUKOPUCTOBYIOTLCS Y
BUpo6HMUTBI APl; Ans ONOMIKHOT
peyoBUHM (cepTuddikat BiaNoBigHOCTI
€sponelicbkint hapmakonei) - Hosun
cepTudikaT Bif BXe 3aTBEpPO)KEHOro
BUpo6HMKa. MogaHHA HoBOro cepTudikaTa
BiAMNoBigHOCTI €Bponencekin dapmakonei Ne
RO-CEP 2021-254 - Rev 00 ans gito4oi
PEYOBUHK TenMicapTaHy Big BXe
3aTBepakeHoro BupobHuka KRKA d.d.,
Novo mesto, CrioseHisi. [ovipHin CEP y
[OMOBHEHHs Jo 3ateepmkeHoro CEP 2015-
307 uboro x BupobHuka. 3miHn | Tuny -
3MiHn 3 skocTi. CepTudikat
BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponelicbkin hapmakonei/moHorpadii.
MopaHHa HoBOro abo OHOBNEHOrO
cepTudikaTa BignoBigHOCTi abo BUNyYeHHst
cepTudikaTa BignoBigHOCTi €BponechbKii
capmaxkonei: ana A®l; ansa BuxigHoro
maTepiany/peareHTy/npoMiKHOrO NPoaykKTy,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI;
Onsi JONOMiXHOT peqoBuHU (cepTudikaT
BignoBigHocTi €Bponeinchkii hapmakonei) -
HoBuii ceptudikat Big BXe 3aTBepaXeHOro
BUpOGHKKa. MNMoagaHHsA HoBOro cepTudikata
BigNoBigHOCTI €Bponenchkin chapmakonei Ne
RO-CEP 2021-280 - Rev 00 aons gito4oi
pevoBUHM TenmicapTaHy Big BXxe
3aTBepakeHoro BupobHuka KRKA d.d.,
Novo mesto, CrnoseHis. [lovipHii CEP y
[onoBHEeHHs 0o 3ateepmxeHoro CEP 2015-
307 uboro x BUpobHUuka. 3MiHu | Tuny -
3miHu 3 gkocTi. CepTudikar
BignoBigHocTi/'E-cepTudikat BianoBigHOCTi
€Bponelicbkiit hapmakonei/MoHorpadii.
MopaHHsa HoBoro abo oHOBMNEHOTO
cepTudikaTa BignosigHOCTi abo BUNyYeHHs!
cepTtudikaTa BignoBigHOCTi EBponechbkin
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[IponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1

capmakonei: ana A®l; gnsa BuxigHoro
matepiany/peareHTy/npoOMiKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI AdI;
ONs AONOMIKHOI pevoBuHM (cepTuddikat
BigNOBIQHOCTI €Bponewnchbkin hapmakoner) -
OHoBneHnn ceptudpikat Big yxe
3aTBepKEHOro BMpobHuKa. MogaHHs
OHOBIEHOro cepTudikaTa BignNoOBIQHOCTI
€Bponecbkin dapmakonei Ne R1-CEP-
2002-184- Rev-07 (3aTBepmxeHo: R1-CEP-
2002-184- Rev-06) gna A®I amnoamniny
Gecunarty Big Bxe 3aTBEpPOXKEHOro
Bupo6Hmka Unichem Laboratories Limited,
IHAis. 3MiHn | TURy - 3MiHK 3 GKOCTi.
CepTudikat BignosigHocTi/E-cepTudikaT
BignoBigHOCTI €Bponeiichbkin
dapmakonei/moHorpadii. NMoaaHHA HoBoro
abo oHoBMeHoro cepTudikarta BianoBiAHOCTI
abo Buny4deHHs ceptudikata BignoBigHOCTI
€Bponencbkin dapmakonei: ana A®l; ans
BUXigHOro Matepiany/peareHTy/npomMixXHOro
NPOAYKTY, LLO BUKOPUCTOBYIOTBLCS Y
BUpo6HMUTBI A®I; ANs OMNOMDKHOT
peyoBUHM (cepTuddikat BianoBigHOCTI
€Bponevicbkint hapmakonei) - OHOBMNEHW
cepTudikaT Bif yXe 3aTBepAXEHOro
BUPOGHWKa. MNogaHHsA OHOBNEHOrO
cepTudikaTa BignoBigHOCTi EBpoONechbkKin
dapmakonei Ne R1-CEP-2015-307- Rev-00
(3aTBepmxeHo: RO-CEP-2015-307- Rev-02)
Ons Ailyoi pevoBUHM TenMicapTaHy Bif BXxe
3aTBepakeHoro BMpodbHuka KRKA d.d.,
Novo mesto, CrnoBeHis.
3miHu | TUny - 3miHu 3 akocTi. CepTudikat
BignosigHocTi/E-cepTudikaT BiANoBIigHOCTI
€Bponelicbkin hapmakonei/moHorpadii.
MopaHHs HoBoro abo OHOBMNEHOTO
cepTugikaTa BignoBigHOCTIi abo BUNYyYEHHSsI
cepTugikaTa BignoBigHOCTi €Bponeichbkii
capmakonei: ana A®I; onsa BuxigHoro
matepiany/peareHTy/npOMiKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
Onsi JONOMiXHOT peqoBUHU (cepTudikaT
BignNoBIgHOCTI €Bponewicbkin hapmakoner) -
OHoBneHun cepTudikaT Big yxe
3aTBepOKeHOro BUpo6Huka. OHOBREHWI
cepTudikaT Bif yxe 3aTBepAXeHOro
BupobHuka(b.lll.1. (a)-2,lA), nogaHHs
OHOBJIEHOro cepTudikaTta BigNoBIgHOCTI
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[IponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

€Bponevickkin hapmakonei Ne R1-CEP
2008-217 - Rev 07 (3atBepmkeHo: R1-CEP
2008-217 - Rev 06) ans gito4oi pe4oBmHU
TenvicapTaHy Bif BXe 3aTBepa)KeHOro
BMpobHuka Alembic Pharmaceuticals
Limited, IHgis. 3MiHun | Tuny -
AOMiHiCTpaTMBHI 3MiHW. Buny4yeHHa
BMPOGHMYOI AinbHULI (BKMHOYaYM OinbHUL
ansa A®l, npomixkHoro npogykty abo
roTOBOrO JlikapCcbKoro 3acoby, AinbHuLi ans
NpoBeAeHHSs NaKyBaHHsI, BUPOOHWKa,
BiANoOBiganbHOro 3a BUNYyCK cepin, Micue
NPOBEAEHHST KOHTPOIIO cepii) abo
nocrayanbHuKa BUXiOHOro MaTepiany,
peareHTy abo 4ONOMiIKHOT pe4OBUHY (SIKLLO
3a3Ha4YeHO Y 0CbE) BUMYYEHHS BUPOOHMKA
KRKA d.d., Novo mesto, CrnoBeHisi (BnacHuk
ASMF) ons gitodoi peyoBuHU TenmicapTaH
(ASMF ROS3 — INpouec 2).

180.

TENQINIH

Tabnetku, 40 mr/5
mr; no 10 TabneTok
y bnicTepi; no 3 abo
no 9 Gnictepis y
KapTOHHIl kopobui

KPKA, a.4.,
HoBo mecTo

CnoBeHisi

BUpPOOHMLTBO "in bulk”,
nepBuHHE Ta
BTOPWHHE MaKyBaHHS,
KOHTPOIb Ta BUMYCK
cepin: KPKA, o.4.,
Hoso mecTo,
CnoBeHisi; KOHTPOIb
cepin:

KPKA, a.4a., Hoso
mecTo, CrnoBeHis

CrnioBeHis

BHECEHHS 3MiH [0 peecTpauifiHnX
maTepianis: 3MiHu | TUny - 3MiHK 3 SKOCTi.
CepTudikat BignosigHocTi/E-cepTudikaT

BigNOBIQHOCTI €BpoNenchbKil
tapmakonei/moHorpadii. MogaHHsA HOBOroO
abo oHoBReHoOro cepTudikaTta BignoBigHOCTI
abo BunyYeHHs cepTudikata BignoBigHOCTI
€Bponelicbkini hapmakonei: ans A®l; ons
BMXifHOro MaTtepiany/peareHTy/NpoOMiXXHOrO
NPOAYKTY, LLIO BUKOPUCTOBYIOTLCS Y
BUPOGHMUTBI ADI; Ans 4ONOMIKHOI
peyoBUHYK (cepTudikaT BigNoBIAHOCTI
€Bponelicbkint hapmakonei) - Hosui
cepTudikat Bif BXXe 3aTBEpAXEHOro
BUpOGHKKa. MNMoaaHHs HoBOro cepTudikaTa
BiAMNoBigHOCTI €Bponencokin dapmakonei Ne
RO-CEP 2021-254 - Rev 00 ans gito4oi
pevoBUHM TenmicapTaHy Big BXxe
3aTBepakeHoro BMpodHuka KRKA d.d.,
Novo mesto, CrnoseHis. [JovipHiii CEP y
[onoBHEHHs oo 3ateepmxeHoro CEP 2015-
307 uboro x BupobHuka. 3mMiHn | Tuny -
3MmiHu 3 skocTi. CepTudikat
BignoBigHocTi/'E-cepTudikat BianoBigHOCTi
€Bponelicbkint hapmakonei/moHorpadii.

MopaHHa HoBOro abo OHOBNEHOrO

cepTudikaTa BignosigHOCTi abo BUNyYeHHs!

cepTugikaTa BignoBigHOCTi €Bponeichbkii
capmakonei: ana A®l; onsa BuxigHoro

maTepiany/peareHTy/npoMiXKHOro NpoaykKTy,

3a
peuerimom

UA/17332/01/04
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[IponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

LLIO BUKOPUCTOBYIOTLCS Y BUPOBHMUTBI AdI;
ANs AONOMIKHOI peqoBuHU (cepTudikat
BignoBigHOCTI €Bponevickkin hapmakoner) -
HoBun ceptudcpikaTt Big BXE 3aTBEPOKEHOrO
BUpOGHYKa. MNMoaaHHs HoBoro cepTudikata
BiNoBigHOCTI €Bponeinchkin dapmakonei Ne
RO-CEP 2021-280 - Rev 00 ans gito4oi
peyvyoBUHM TenmicapTaHy Big BXe
3aTBepakeHoro BMpobHuka KRKA d.d.,
Novo mesto, CrioeeHisi. [ovipHin CEP y
[onoBHeHHs Ao 3ateBepmkeHoro CEP 2015-
307 uboro x BnpobHMka. 3MiHu | Tuny -
3MiHn 3 skocTi. CepTuddikat
BignosigHocTi/E-cepTudikaT BiANoBigHOCTI
€Bponecbkin dhapmakonei/MoHorpadii.
MopaHHsa HoBoro abo OHOBMNEHOIrO
cepTugikaTa BignoBigHOCTi abo BUNyYeHHs
cepTudikaTa BignoBigHOCTI €Bponeiichbkii
capmakonei: ana Adl; gnsa BuxigHoro
matepiany/peareHTy/npOMiKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOBHMUTBI AdI;
ONs1 AONOMIKHOI pevoBuHM (cepTuddikat
BiQNOBIQHOCTI €Bponewicbkin hapmakoner) -
OHoBneHni ceptudikat Big yxe
3aTBEpKEHOro BMpOOHUKa. [MogaHHs
OHOBIEHOro cepTudikaTa BignoBiAHOCTI
€sponelicbkint hapmakonei Ne R1-CEP-
2002-184- Rev-07 (3aTBepmkeHo: R1-CEP-
2002-184- Rev-06) ans A®| amnogmniHy
Gecunarty Bif BXe 3aTBEpPOKEHOrO
BUpo6HMKa Unichem Laboratories Limited,
IHAis. 3MiHn | TUNy - 3MiHK 3 GKoCTi.
Ceptudikat BignosigHocTi/lE-cepTudikaT
BignoBigHOCTI €Bponemnchkii
dapmakonei/moHorpadii. NMogaHHA HoBoro
abo oHoBreHOro cepTudikarta BiANOBIAHOCTI
abo BuUny4eHHs cepTudikaTa BignoBigHoCTI
€Bponencbkin dapmakonei: gna A®l; ans
BVXifHOTrO MaTepiarny/peareHTy/npoOMiDKHOTO
NPOAYKTY, LLO BUKOPUCTOBYHOTBLCS Y
BUPOGHMUTBI API; Ans 4OMNOMDKHOT
peyoBMHYM (cepTuddikaT BigNOBIAHOCTI
€Bponevicbkint apmakonei) - OHOBMNEHWI
cepTudikaT Bif yxe 3aTBepaKeHOro
BUpOGHWKa. MNogaHHA OHOBNEHOro
cepTudikaTa BignoBigHOCTIi EBpoNechbkin
dapmakonei Ne R1-CEP-2015-307- Rev-00
(3aTBepmxeHo: RO-CEP-2015-307- Rev-02)
Ons Ailyoi pevoBUHM TenMicapTaHy Bif BXe
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[IponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

3aTBepakeHoro BMpobHuka KRKA d.d.,
Novo mesto, CrioBeHisi.
3MinHun | TMny - 3miHm 3 sikocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaT BigNoBigHOCTI
€sponeicbkin hapmakonei/moHorpadii.
MopaHHsa HoBoro abo OHOBMNEHOTO
cepTudgikaTa BignoBigHOCTIi abo BUNyYEHHs
cepTudikaTa BignoBigHOCTi €BpoNenChbKii
capmakonei: ana A®l; gnsa BuxigHoro
maTepiany/peareHTy/npoMiXKHOTO MPOAYKTY,
LLLO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI AdI;
ONs1 AONOMIKHOI pevoBuHM (cepTuddikat
BignoBigHOCTI €Bponeiicbkin hapmakoner) -
OHoBneHun ceptudikaT Bif yxe
3aTBepOKeHoro BUpo6Huka. OHOBRNEHWI
cepTuaikar Bif yXXe 3aTBEpPAXEHOro
BupobHuka(b.lll.1. (a)-2,l1A), nogaHHs
OHOBJIEHOro cepTudpikata BignNoOBIAHOCTI
€Bponevickkin hapmakonei Ne R1-CEP
2008-217 - Rev 07 (3atBepmkeHo: R1-CEP
2008-217 - Rev 06) ans gito4oi pe4oBmHU
TenvicapTaHy Bif BXe 3aTBEpOXKEHOro
BunpobHuka Alembic Pharmaceuticals
Limited, IHgis. 3MiHun | Tuny -
AOMiHiCTpaTUBHI 3MiHW. BunyyeHHs
BUPOBHMYOT OinNbHULL (BKIFOYAOYN AinbHUL
ans A®l, npomixxHoro npogykty abo
roTOBOrO fikapcbKkoro 3acoby, AinbHULi Anst
NPOBEAEHHS NaKyBaHHS, BUPOOHKKa,
BignosiganbHOro 3a BMMNycK cepin, Micue
nNpoBeaEeHHS KOHTPO cepii) abo
nocrayanbHuKa BUXiOHOrO MaTepiany,
peareHTy abo AONOMiXXHOT PEYOBUHM (SIKLLIO
3a3Ha4YeHo Y 40CbE) BUMYYEHHS BUPOOHMKa
KRKA d.d., Novo mesto, CrnoBeHisi (BnacHuk
ASMF) ons gitoyoi pevyoBuHN TenmicapTaH
(ASMF ROS3 — lNpouec 2).

181.

TENNPEC

Tabnetku no 40 wr,
no 14 Tabnetok y
GnicTepi; no 2 abo
no 7 onictepis y
KapTOHHIN navui

AT
"®apmak”

YkpaiHa

MoBHWUI UMKN
BMPOOHMLTBA, BUMYCK
cepii:
JTABOPATOPIOC
JIIKOHCA, C.A,,
IcnaHis
KoHTponb sikocTi:
NABOPATOPIO
EYEBAPHE, C.A,,
Icnanis

Icnanis

BHECEHHS! 3MiH 0 peecTpauifiHnX
mMaTepianis: 3miHa 3asiBHuka J13 (MIBIM)
(BnacHuka peecTpauifiHoOro NocBiAYEHHS)
(3rigHo Hakasy MO3 Big 23.07.2015 Ne 460)
TepMiH BBEAEHHS 3MiH NPOTAroM 6 micsauis
nicnsi 3aTBepaKeHHs1; 3MiHu | TUny - 3MiHK
oo 6esnekun/edhekTBHOCTI Ta
dapmakoHarnsgy. BeenerHs abo 3amiHn go
y3aranbHeHUX AaHux Npo cuctemy
dapmakoHarnagy (BBeOeHHS y3aranbHEeHUxX
OaHunx npo cuctemy cpapMmakoHarnsay, amiHa
yrnoBHOBaXeHOI ocobu, BignosigansHoi 3a

3a
peuerimom

UA/15893/01/02
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[IponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep

peecmpayiliHo2o

noceio4yeHHs1

3AiiCHEeHHs hapmakoHarnsay; KOHTakTHOT
ocobu 3 chapmakoHarnsgy 3asiBHUKa ons
3piicHeHHs hapmakoHarnagy B YkpaiHi,
SKLLO BOHA BiAMIHHA Bi yNOBHOBaXeHO1
ocobu, BignoBiganbHoi 3a 34iNCHEHHS
apmakoHarnsay (BKoYaryy KOHTaKTHi
naHi) Ta/abo 3aMiHM y po3MilLeHHi MacTep-
anna cuctemn capmakoHarnsgy) - 3miHa
YNOBHOBa)EHOI 0CO0U 3asiBHYMKA,
BignoBigansHoi 3a hapmakoHarnag. Hitova
pepakuis: IBaH Kimnpidy / Ivan Cimprich.
[NponoHoBaHa pepakuis: Kopaepo ManuHa
AHapiiBHa. 3MiHa KOHTAKTHUX AaHWX
yMOBHOBaXeHOI 0cobu 3asiBHMKa,
BignoBiganbHoi 3a hapMakoHarnsg. 3miHa
MiCLie3HaXoMKEHHA MacTep-danna cuctemm
dapmakoHarnsay Ta noro Homepa. 3MiHa
Micus 30iMCHEHHSA OCHOBHOI OisiNbHOCTI 3
dapmakoHarnagy; 3mMiiu | Tuny - 3miHn
woao 6esnekun/edhekTUBHOCTI Ta
capmakoHarnsgy (iHwi 3amiHW)- 3MiHK
BHECEHO [0 TEKCTY MapKyBaHHs NEPBUHHOI
yMaKoBKW nikapcbKoro 3acoby B . 6.
«IHWE» Ta oo TekcTy MapKyBaHHs
BTOPUWHHOI ynakoBku B n. 12. «<HOMEP
PEECTPAL|IMHOIO NMOCBIAYEHHS, n.
17. «IHWE». TepMiH BBEAEHHS 3MiH
npoTsirom 6 MicsiliB nicns 3aTBepaKeHHS

182.

TENNPEC

Tabnetku no 80 wmr,
no 14 Tabnetok y
6nicTepi; no 2 abo
no 7 énictepis y
KapTOHHIN navui

AT
"®apmak”

YkpaiHa

MoBHWUI UMKN
BMPOOHMLTBA, BUMYCK
cepii:
JTABOPATOPIOC
JIIKOHCA, C.A,,
Icnanis
KoHTponb sikocTi:
NABOPATOPIO
EYEBAPHE, C.A,,
Icnanis

Icnanis

BHECEHHS! 3MiH 0 peecTpauifiHnX
marepianis: 3miHa 3asiBHuka J13 (MIBI)
(BnacHuka peecTpauiniHoro NocBigYeHHS)
(3rigHo Hakaszy MO3 Big 23.07.2015 Ne 460)
TepMiH BBEAEHHS 3MiH NPOTAroM 6 micsauis
nicnsi 3aTBepaXeHHs1; 3MiHn | Tuny - 3MiHu
wono 6esnekun/edhekTUBHOCTI Ta
dapmakoHarnsgy. BeegerHs abo 3amiHn go
y3aranbHeHUX AaHUX Npo cUcTeMy
dapmakoHarnsaay (BBeAEHHS y3aranbHEeHUX
OaHux npo cuctemMy cpapmakoHarnsay, amiHa
yrnoBHOBaXxeHoI ocobu, BignosigansHoi 3a
3AiCHEHH bapmakoHarnsiay; KOHTakTHOT
ocobu 3 chapmakoHarnagy 3asiBHUKa ons
34icHeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLO BOHA BiAMIHHA BiJ yNMOBHOBaXEHOT
ocobu, BianoBiganbHOI 3a 3AiNCHEHHSA
hapmakoHarnsigy (BKMoYarym KOHTaKTHi
naHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
darina cuctemu chapmakoHarnsigy) - 3miHa
YNOBHOBaXEHOI 0cObY 3asIBHMKA,

3a
peuerimom

UA/15893/01/03
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[IponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

BignoBigansHoi 3a hapmakoHarnag. Hitova
pepakuis: 1BaH Kimnpiy / Ivan Cimprich.
[NponoHoBaHa pepakuis: Kopaepo ManuHa
AHppiiBHa. 3MiHa KOHTAKTHUX OAHUX
YNOBHOBaXeHOi 0cobu 3asBHUKA,
BignoBiganbHoi 3a hapMakoHarnsg. 3miHa
MicLie3HaXoQKeHHA MacTep-ganna cuctemu
dapmakoHarnsay Ta noro Homepa. 3MiHa
MicLS 30iMCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnagy; 3mMiiu | Tuny - 3miHn
wono Gesnekn/edhekTUBHOCTI Ta
cdapmakoHarnsgy (iHwi 3miHM)- 3MiHK
BHECEHO [0 TeKCTY MapKyBaHHS NePBUHHOT
yMNaKoBKW nikapcbKkoro 3acoby B . 6.
«IHLWE» Ta 0o TeKkcTy MapKyBaHHS
BTOPWHHOI ynakosku B n. 12. «<HOMEP
PEECTPALIIMHOIO MOCBIAYEHHS», n.
17. «IHWE». TepMmiH BBEAEHHSA 3MiH
npoTarom 6 mMicauis nicnsa 3aTBEPLKEHHA

183.

TENNPEC

Tabnetkun no 20 wr,
no 14 tabnetok y
Gnictepi; no 2 abo
no 7 énictepis y
KapTOHHIN nayui

AT
"dapmak”

YkpaiHa

MoBHWUI UMKN
BMPOGHMLTBA, BUMYCK
cepii:
JIABOPATOPIOC
JIIKOHCA, C.A,,
Icnanis
KoHTponb sikocTi:
JNNABOPATOPIO
EYEBAPHE, C.A,,
Icnanis

Icnanis

BHECEHHS 3MiH [0 peecTpauifiHnX
MaTepianis: aMiHa 3asBHuKka J13 (MIBIT)
(BrnacHuKka peecTpaLiiHoro Noceig4YeHHs)
(3rigHo Hakasy MO3 Big 23.07.2015 Ne 460)
TepMmiH BBEAEHHS 3MiH NPOTSArom 6 micauis
nicnsi 3aTBepaXeHHs; 3MiHu | Tuny - 3MiHu
wono 6esnekun/edhekTUBHOCTI Ta
dapmakoHarnsgy. BeegerHs abo 3miHn go
y3aranbHeHUX AaHux Npo cUcTemy
dapmakoHarnagy (BBeOeHHS y3aranbHEeHNxX
OaHux npo cuctemy cpapMmakoHarnsay, amiHa
yrnoBHOBaXxeHoI ocobu, BignosigansHoi 3a
3AiNCHEHHA hapmaKkoHarnsay; KOHTaKTHOI
ocobu 3 chapmakoHarnagy 3asiBHUKa ons
34iicHeHHs dapmakoHarnagy B YkpaiHi,
SIKLLO BOHa BiAMIHHA Bif yNMOBHOBaXEHOT
ocobu, BianoBiganbHOI 3a 30iNCHEHHS
hapmakoHarnsiay (BKMoYaryy KOHTaKTHi
OaHi) Ta/abo 3MiHM y po3MmilLleHHi MacTep-
arina cuctemu hapmakoHarnsigy) - 3miHa
YyMNOBHOBaXeHOI 0cobY 3asiBHMKA,
BignoBigansHoi 3a hapmakoHarnag. Hitova
pepakuis: IBaH Kimnpiy / Ivan Cimprich.
MponoHoBaHa pepakuis: Kopaepo NanvHa
AHppiiBHa. 3MiHa KOHTAKTHUX JAHUX
YyNOBHOBaXeHOI 0cobY 3asiBHMKA,
BiANoBiganbHoi 3a hapmakoHarnag. 3MiHa
MicLie3HaxXOMKeHHs MacTep-canna cuctemm
dapmakoHarnsigy Ta oro Homepa. 3MiHa
Micus 30iNCHEHHSA OCHOBHOI AisiNbHOCTI 3

3a
peuerimom

UA/15893/01/01
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[IponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep

peecmpayiliHo2o

noceio4yeHHs1

dapmakoHarnagy; 3mMiiu | Tuny - 3miHn
wono 6esnekn/edhekTUBHOCTI Ta
capmakoHarnsgy (iHwi 3miHW)- 3MiHK
BHECEHO [0 TEKCTY MapKyBaHHSs MEPBUHHOT
yMaKoBKM fikapcbkoro 3acoby B n. 6.
«IHWE» Ta fo TekcTy MapKyBaHHS
BTOPWHHOI ynakoBku B n. 12. «<HOMEP
PEECTPAL|IIMHOIO NMOCBIAYEHHS», n.
17. «IHWE». TepMiH BBEOEHHS 3MiH
npoTsrom 6 MicsUiB nicnsi 3aTBepAKEHHS

184.

TOPACEMIA

NOPOLLIOK
(cybeTaHuin) y
NOABINHNX
nonieTuneHoBmx
Milkax gns
dapmaLeBTUYHOro
3aCTOCyBaHHs

MpuBaTHe
akuioHepHe
TOBapUCTBO

"Nekxim-
Xapkis"

Ykpaina

INKA JTJABOPATOPIC
JUIMITEQ

IHAis

BHECEHHS 3MiH A0 peecTpauifiHnX
mMaTepianis: 3MiHu | Tuny - 3MiHK 3 SKOCTi.
CepTudikat BignosigHocTi/E-cepTudikaT

BigNOBIQHOCTI €BpoONencChbKil
tapmakonei/moHorpadii. MogaHHsA HOBOrO
abo oHoBMeHoro cepTudikarta BianoBiAHOCTI
abo BunyYeHHs cepTudikaTa BignoBigHOCTI
€Bponecbkin dapmakonei: gna A®l; ans
BUXigHOro Matepiany/peareHTy/npomMixXHOro
NPOAYKTY, LLIO BUKOPUCTOBYIOTLCS Y
BUpo6HMUTBI APl; Ans ONOMIKHOT
peyoBUHM (cepTuddikat BiaNoBIAHOCTI
€sponewicbkin apmakonei) - OHoBNEeHWN
cepTuaikar Big yXXe 3aTBepaAXeHoro

BUPOGHWKa. MNogaHHsA OHOBNEHOrO
cepTudikaTa BignoBigHOCTi €BponechbKii

capmaxkonei Ne R1-CEP 2010-278 - Rev 01
(3aTBepokeHo: R1-CEP 2010-278 - Rev 00).
Y 3B’A3KYy 3 HE3HAYHNMM 3MiHAMK y agpeci
BUPOGHYMKa 6e3 3MiHN hakTUYHOrO Micust
BMPOGHMLTBA. YTOUYHEHHSI HAanMUCaHHs Ha3BU
BMPOBHMKa.

UA/16588/01/01

185.

TOPHIA PI

PO34MH AN iH eKUiN,
5 mr/mn, no 4 mn B
amnyni, no 5 amnyn
y bnicTepi, no 1
Gnictepy B nauui

MpusaTHe
akuioHepHe
TOBapuCTBO

"Nekxim-
Xapkis"

YkpaiHa

[MpuBaTHe akuioHepHe
TOBapUCTBO "flekxim-
Xapki"

YkpaiHa

BHECEHHS 3MiH A0 peecTpauinHnx
matepianis: 3amiHu | Tuny - 3miHM 3 AKOCTI.
Ceptudikat BignosigHocTi/lE-cepTudikat

BignoBigHOCTI €Bponemnchkii
apmakonei/MmoHorpadii. NMogaHHsA HoBOro
abo oHoBreHoOro cepTudikaTta BiANOBIAHOCTI
abo BUny4eHHs cepTugikata BignosigHoCTi
€Bponelicbkini hapmakonei: ans A®l; ans
BVXifHOTrO MaTepiarny/peareHTy/npoOMiDKHOTO
NPOAYKTY, LLO BUKOPUCTOBYHOTECS Y
BUPOGHMUTBI ADI; Ans 4ONOMIKHOI
peyoBUHYM (cepTuddikaT BigNOBIAHOCTI
€Bponevicbkint papmakonei) - OHOBMNEHWI
cepTudikart Bif yXXe 3aTBepaKEHOro

BMpO6HWKa. MNogaHHA OHOBNEHOro

cepTudikaTa BignoBigHOCTIi EBpoNechbkin
capmakonei Ne R1-CEP 2010-278 - Rev 01

3a
peuerimom

UA/18488/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
(3aTBepmkeHo: R1-CEP 2010-278 - Rev 00)
Ons Ailyoi pevoBuHM Topacemiagy Big
3aTBepOkeHoro BMpobHuka Ipca
Laboratories Limited, IHgis.
186. | TOTEMA Po3uunH opanbHui, JTABOPATO PpaHuis IHHOTepa LUysi PpaHuis BHECEHHS 3MiH A0 peecTpauifiHnX bes UA/7854/01/01
no 10 mn B amnyni; PIA marepianis: 3miHu | Tuny - AgMiHiCTpaTUBHI peuenma
no 10 amnyn B IHHOTEK 3MiHW. 3MmiHa Ha3Bu AD| abo gonoMiKHOT
YapyHKOBIN IHTEPHACb pPEYOBUHN.
ynakoBLi; no 2 MOHAIb 3MiHa Ha3BW [ONOMIXKHOT Pe4OBUHN Y

YapyHKOBi YMaKoBKM
B KapTOHHIl Kopobui

BiZNOBIQHOCTI [0 Ajtoyvoi pegakuii
moHorpadii Ph.Eur.0445 «Citric acid».
3aTtBepaxeHo: Knucnota numoHHa 6e3BogHa.
3anponoHoBaHo: KucnoTta nuMoHHa. 3miHn
BHECEHO A0 |HCTPYKLii ANs MeanyHoro
3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao
po3ainy "Cknag" (3mMiHa Ha3BM JOMNOMIKHOI
peyoBUHM 6e3 haKTUYHOT 3MiHM JOMOMKHUX
PEYOoBMH) 3 BigNOBIAHUMW 3MiHAMW B TEKCTI
MapKyBaHHs1 yNakoBKM NikapcbKoro 3acoby.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepPAKEHHs. 3MiHu | Tuny -
AOMiHicTpaTUBHI 3MiHW. 3MiHa Ha3Bu ADI
abo [oMOMiIXKHOI pedyoBMHU. 3MiHa Ha3BK
LitoY40T pe4YoBUHU, NOB’'sI3aHe i3 OHOBMNEHHSIM
MoHorpadii Ph.Eur. 0493 «Ferrous
gluconate hydrate». [itoua peyoBuHa
3anumnacs HeaMiHHoO, 3MiHUNacs nuiie
Ha3Ba. 3aTBepaXeHo: 3anisa rnokoHaT
3anponoHosaHo: 3ani3a rmokoHar rigpart.
3MiHM BHeceHo A0 IHCTpyKLii Ans
MEAMNYHOrO 3aCTOCYBaHHsI NikapCbKoro
3acoby no posainy "Cknag" (3miHa Ha3su
Aitoyoi pevoBUHU 6e3 hakTUYHOIT 3MiHK
[iloYMX pevyoBUH) 3 BiANOBIAHUMM 3MiHAMK B
TEKCTi MapKyBaHHS YNakoBKW IikapCbKOro
3acoby. BBegeHHs 3MiH npoTsiroM 6-Tu
MicauiB nicnsa 3aTBepAXeHHs. 3miHu | Tuny -
3miHu 3 gkocTi. CepTudikar
BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponelicbkiit hapmakonei/MoHorpadii.
MopaHHsa HoBoro abo oHOBMNEHOTO
cepTudikaTa BignosigHOCTi abo BUNyYeHHs!
cepTudikaTa BignoBigHOCTi EBpoNechbkin
capmakonei: ans A®l; gnsa BuxigHoro
maTepiany/peareHTy/npoOMiXKHOTO NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
ONst JOMOMIXXHOI peqoBuHU (cepTudikaT
BignoBigHocTi EBponenchkiii hapmakonei) -
OHoBneHWn cepTudikaT Big yxe
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
3aTBEpYKEHOrO BUPOGHMKa. MoaaHHs

OHOBIEHOro cepTudikaTty BiANOBIQHOCTI
€ponevickkin hapmakonei CEP Ne R1-CEP
2001-444-Rev 03 gns pito4oi pe4oBnHU
3ani3a rnokoHaT rigpart Big 3aTBepaKEHOro
BUpo6Hmka Dr. Paul Lohmann GmbH & Co.
KGaA, Germany (3atBepaxeHo: CEP Ne R1-
CEP 2001-444-Rev 02). Y BignosigHoCTi 40
ICH Q3D, BunpobyBaHHs Ha ApceH,
KobGanbT, Hikenb Ta BaHagin BkntoveHi ao
cneundikauii A®I, Ta BUny4eHo TecT Ha
Bapi. 3miHu | TMny - 3MiHK 3 sIKOCTI.
[oToBuMI nikapcbkuii 3acib. KoHTponb
roTOBOro nikapcbKkoro 3acoby. 3miHa y
MeTofdax BMNpobyBaHHS roTOBOIO
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHNX MeToAax BUNpobyBaHHS).
BunpasneHHs HeTo4YHOCTEN B
3aTBepAkeHoMy MeTogi BunpobysaHHs M3
3a nokasHukom «MikpobionoriyHa yictoTar.
HenTpanisytoumin po3unHHuk TSLHC
3aMiHIOETBCA HENTPani3yt4mMM PO34YUHHUKOM
LSH (naypwncynbdat ricTuanH), ocKinbku
BiH 3aBXau i BukopucroBysascs. Onuc
meToay B MKA oHoBRnoeTbCs y
BianosigHocTi n.3.2.P.5.2. AHaniTn4Hi
mMeToauku. 3miHu | Tuny - 3miHn Wwopao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHWwi 3MiHK). OHOBMEHHS TEKCTY
MapKyBaHHs! yNakoBKM MikapcbKoro 3acoby 3
BUAANEHHSM TEKCTY MapKyBaHHS YMakoBKU
nikapcbkoro 3acoby poCifCbKOK MOBOIO.
BBeaeHHs 3MiH NnpoTsarom 6-tu micauiB nicns
3aTBEpPAKEHHS. 3MiHM | TUny - 3MiHKM 3
skocTi. [oToBMI Nikapcbkui 3aci6. Onuc Ta
cknap (iHwi 3amiHn). 3a3HaveHHs cknagy
apomatusatopa «TyTTi ®pyTTi» Ta 6apBHUKa
kapameni amiaky (E 150 c) B po3gini
«Cknag» MK#A. Cknag AONOMDKHUX PEYOBWH
He 3MiHMBCS. 3MiHM BHECEHO A0 IHCTpYKUii
0N MEQMYHOrO 3aCTOCYBaHHSI NiKapCbKoro
3acoby no posainy "Cknaa" (3a3HavyeHHst
cknagy apomaruaartopa «TyTTi QpyTTi» Ta
6apBHuka kapameni amiaky (E 150 c) 6e3
haKTUYHOI 3MiHU cKnagy AOMOMDKHMX
pPEYOBYH) 3 BIAMNOBIAHMMU 3MiHAMW B TEKCTI
MapKyBaHHS YMaKOBKM fikapCbKoro 3acoby.
BBeneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns

3aTBepAkeHHs. 3minm Il Tuny - 3miHn wWoao
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peecmpayiliHo2o
noceio4yeHHs1

6e3nekn/echeKTUBHOCTI Ta hbapmakoHarnsgy.
3MiHUN y KOPOTKiN XapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
iHCTPYKLUIii NS MEAMYHOro 3aCTOCYBaHHS Yy
3B’A3KY i3 HOBUMMW JAaHUMWU 3 SIKOCTI,
OOKIHIYHUMM, KIiHIYHUMK gaHUMK Ta
OaHnMu 3 dpapmakoHarnsgy. 3MiHu BHECEHO
00 [HCTpyKUii NS MegnMYHOro 3acTocyBaHHs
nikapcbKkoro 3acoby o po3sgainis
"dapmakonoriyHi BnactusocTi", "lMokasaHHA"
(penaroBaHo TekCT po3ainy 6e3 akTuyHoi
3MiHM nokasaHb), "lNpoTunokasaHHs",
"B3aemogis 3 iHWUMK NikapCbKUMKN
3acobamu Ta iHWi BUan B3aemogiin",
"OcobnuBocTi 3acTocyBaHHNA",
"3acTocyBaHHs y nepiog BariTHocTi abo
rogyBaHHsi rpyaar”, "3gatHicTb BnnvBaTtu
Ha LWBKWAKICTb peakLuii Npu KepyBaHHi
aBTOTpaHCNOpPTOM abo iHWKMMK
MexaHiamamu", "Cnocib 3acTtocyBaHHs Ta
posun”, "MepenosysaHHs", "MobiuHi peakuii”,
a TakoX [0 TEKCTY MapKyBaHHS yNaKoBKu
nikapcbkoro 3acoby B n.n. 7, 15 (peaakuinHi
npaBKK TEKCTY) BiANOBIAHO 4O MaTepianis
peecTpauifiHoro gocke. BeBegeHHs 3aMiH
NPOTArom 6-Tu MiCsILIiB MicNsi 3aTBEPOXKEHHS.

187.

YPOJIECAH®

kancynu no 10
Kancyn y énicrepi;
no 4 6nictepu B
nayui

MAT
"Kuismegnp
enapat”

YkpaiHa

NAT
"KuiBmegnpenapat"

YkpaiHa

BHECEHHS 3MiH A0 peecTpauinHnx
MaTepianis: 3MiHu | Tuny - AgMiHiCTpaTUBHI
3MiHW. BunyveHHs BUpOGHMYOT AinbHUL
(Bkntovatoum ainbHuui ans A®l, npomMixxHoro
npoaykTy abo rotoBoro nikapcbkoro 3acoby,
OinNbHULI AN NPOBEAEHHST NaKyBaHHS,
BMPOOHWKa, BiANOBIAaNbLHOrO 3a BUMYCK
cepiii, Micue NpoBeAeHHS KOHTPOrto cepii)
abo nocTavanbHKKa BUXigHOTO MaTtepiany,
peareHTy abo JONOMiXHOT PEYOBUHM (SIKLLIO
3a3HayYeHo y AOCbE) BUNYYEHHS BUPOOHUKa
«Cwubipcbki HaTypanbHi onii», P®
NPOMiXKHOro NpoAyKTy Ans cybcTtaHuii Anmui
onii (Anuui onis ecpipHa) BupobHuuTea MAT
"lannudapm”, Ykpaina. 3minn | Tuny -
AOMiHicTpaTUBHI 3MiHW. BunyyeHHs
BMPOGHMYOI AinbHUUI (BKMHOYa4YM OinbHUL
ans A®Il, npomixHoro npoaykty abo
roTOBOrO fikapcbkoro 3acoby, AinbHULi Anst
npoBeAeHHs NakyBaHHS, BUPOOHUKa,
BignoBigansHOro 3a BMNycK cepin, Micue
nNpoBeEHHS KOHTPO cepii) abo
nocravanbH1Ka BUXIiQHOro matepiany,

6e3
peuenma

UA/10393/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1

peareHTy abo LONOMiIKHOT pe4OBUHM (SIKLLO
3a3Ha4YeHO Y 10CbE) BUMYYEHHS BUPOOHMKA
A®I Onis anuui, a came komnaHii «Cnbipcbki
HaTypanbHi onii» P i3 peecTpauiiHoro
Aocbe Ha 13 YponecaH®, kancynu. 3minu |
TMny - 3MiHK 3 akocTi. A®Il. KoHTponb ADI.
3miHa y napameTpax crneundikauii Ta/abo
OONYCTUMUX MEX, BUSHAYEHUX Y
cneundikauisx Ha AP, abo
BUXIOHUA/NPOMIKHWUIA NPOAYKT/peareHT, LWo
BMKOPMCTOBYIOTLCS Y NpoLeci BUpoBHMLTBA
A (iHWi 3MiHW) - BHECEHHS 3MiH Y
cneungikauito APl Anuui onis (Anwvui onis
edipHa), onis 3a T. «PO34YMHHICTEY
(npuBeaeHHs cneumdikauii BXigHoOro
KoHTpornto Adl y BignoBigHiCTb Ao
marepianis AM® BupobHuka onii anwuui).
3MiHn | TMny - 3MiHm 3 sikocTi. AdI.
KoHTponb A®l. 3miHa y meTogax
BunpobysaHHs A®| abo BMXigHOro
maTepiany/npoMixXHOro NpoadykTy/peareHTy,
LLIO BUKOPUCTOBYETLCS Y NPOLIECi
BMpoGHMUTBa ADI (iHWi 3MiHM y MeTodax
BUNpobyBaHHs (BKNtoYaoun 3amiHy abo
nonoBHeHHs) A®l abo
BVXiAHOro/NpOMIDKHOTO MPOAYKTY) -
BHECEeHHS 3MiH Y cneumdikauiio Ta metoam
KoHTponto A®I Anuui onis (Anuui onis
edipHa), onid 3a T. «laeHTudikauis»
(npvBegeHHs cneumdikaLii Ta MeToauk
BXigHoro koHTposnto A®l y BignoBigHicTb 40
MaTtepianis IM® BupobHuka onii
anuui).CynyTHs 3miHa- 3MiHu 3 sikocTi. ADI.
KoHTponb A®l. 3miHa y napameTpax
cneundikauiv Ta/abo JonyCcTUMNX MEX,
BM3HaYeHuX y cneuudikauisx Ha Adl, abo
BUXiOAHUA/NPOMIXXHWUI NpoAyKT/peareHT, Lo
BMKOPVCTOBYIOTbCH Y NpoLeci BUpobHMLTBa
A®I (iHWwi 3MiHK). 3MiHK | TUNY - 3MiHK 3
skocTi. A®Il. KoHtponb A®I. 3miHa y
napameTpax cneuudikauin Ta/abo
OOMNYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha A®l, abo
BUXIOHWA/NPOMDKHWUIA NPOOYKT/peareHT, LWo
BVKOPVCTOBYIOTLCS Y NMpoLeci BUPOGHMLTBA
ADI (iHWi 3MiHW) - BHECEHHS 3MiH Y
cneundikauito APl Anuui onia (Anwvui onis
edipHa), onis 3a T. «3anoMneHHs»
(npvBeeHHs cneumdikaLii BXigHoro
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
KoHTpornto Ad| y BignoBigHiCTb 80

matepianis AM® BupobHuka onii snuui).
3MiHn | TMNY - 3MiHm 3 sikocTi. ADI.
KoHTponb A®L. 3miHa y napameTtpax
cneuudikauiv Ta/abo JOMYCTUMUX MEX,
BU3Ha4YeHuX y cneumdikauisx Ha Adl, abo
BUXIOHUA/NPOMIKHWUIA NPOAYKT/peareHT, LWo
BMKOPVCTOBYIOTLCS Y NpoLeci BUpobHULTBA
AP (iHWi 3miHK)
- BHECEHHS 3MiH Y cneundikaLio Ta metogun
koHTponto A®I Anwnui onia (Anwuui onis
edipHa), onis 3a T. «KinbkicHe BU3HAYEHHA»
(npuBeaeHHs cneumdikaLii Ta MeToguk
BXigHoro koHTponto A®! y BigNoBiAHICTb O
maTepianis IM® BupoGHuKka onii anuui).
CynyTHs1 3MiHa- 3MiHu 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y meTogax
BunpobysaHHa APl abo BMXxigHOro
maTepiany/npoMixXHOro NpoaykTy/peareHTy,
LLIO BUKOPUCTOBYETLCH Y NMPOLIECH
BMpobHMuTBa ADI (iHWi 3MiHM Yy MeTogax
BUNpobyBaHHs (BKNtoYaoun 3amiHy abo
ponoBHeHHs1) A®I abo
BUXigHOro/MPOMiXKHOro NpoAykTy). 3MiHu |
Tuny - 3MiHn 3 sikocTi. A®IL. KoHTponb ADL.
3miHa y napameTpax cneundikauin Ta/abo
[ONYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisix Ha A®l, abo
BVXiOHUA/MPOMIXKHWI NPOAYKT/pearexT, Lo
BMKOPVCTOBYIOTbCS Y NpoLeci BUpobHULTBa
A®I| (nonoBHeHHs cneumdikaLii HOBUM
NOKa3HWKOM SIKOCTi Ta BiANOBIiAHUM METO40M
BUNPOBYBaHHS) — BHECEHHS! 3MiH Y
crneundikaito Ta meToan KoHTporio AdI
Anwnui onis (Anuui onia edpipHa), onis a
came BBe[EHHsI B creumdikaLito Tecty
«OnTnyHe obepTaHHs» y 3B’'A3KY i3
npvBeAEHHs cneumdikauii Ta MeToguk
BXigHOro koHTponto A®I 3rigHo maTepianis
OM® Bupo6Huka onii anuui. 3milu | Tuny -
3miHm 3 akocTi. A®l. KoHtpone A®I. 3miHa y
napameTpax cneuudikauin Ta/abo
OONYCTUMUX MEX, BUSHAYEHUX Y
cneundikauisx Ha A®Il, abo
BUXIOHWA/NPOMDKHWUIA NPOAYKT/peareHT, LWo
BMKOPWCTOBYIOTLCS Y NpoLeci BUpobHULTBa
AQD| (BonoBHeHHs cneuudikadii HOBUM

NOKa3HWKOM SIKOCTi Ta BiANOBIiAHUM METOA0M

BUNPOBYBaHHS1) - BHECEHHS! 3MiH Y
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cneuundikauito Ta MmetToam KoHTporno AdI
Anwnui onis (Anuui onis edpipHa), onis a
came BBeeHHs B cneumdikadiio TecTy
«KupHi onii i ocmoneHi edipHi onii», y
3B’A3KY i3 NpuBeAeHHs cneuundikauii Ta
MEeTOAMK BXigHOro koHTposnto A®I srigHo
maTtepianis IM® BupoGHMKa onii anui.
3MmiHm | Tuny - 3miHu 3 akocTi. ADI.
KoHTponb A®L. 3miHa y napameTtpax
cneumndikaui Ta/abo JonyCTUMNX MEX,
BM3Ha4eHux y crneundikauisx Ha Adl, abo
BUXIOHWA/NPOMIKHWUIA NpOaYKT/peareHT, LWo
BMKOPMCTOBYIOTbCS Y NpoLeci BUpobHMLTBa
A®I (gonoBHeHHS cneumdikaLii HOBUM
NoKa3HWKOM SIKOCTi Ta BignoBigHMM MeTo40oM
BUNPOOYBaHHS) — BHECEHHS 3MiH Y
cneuudikauiio Ta metoan KoHTporio Ad|
Anuui onist (Anuui onist ecbipHa), onis, a
came BBeEeHHs B cneumaikaLito TecTy
«XpomatorpadidHuii npodine", y 38’a3Kky i3
npuBeAeHHA cneumdikauii Ta MeToamk
BXigHoro koHTposnto A®I 3rigHo maTepianis
OM® BupobHuka onii anumui. 3minm Il Tvny -
3MiHun 3 skocTi. A®l. BupobHuuTBO. 3MiHa
BUPOGHMKa BUXIOHOTO/MPOMIXKHOIO
npoayKTy/peareHTy, L0 BUKOPUCTOBYHOTLCS
y BUpo6Hu4omy npoueci A®l, abo 3miHa
BMPOGHKMKa (BKIOYaun, Ae HeobxigHo,
MicLie NpoBeAeHHS KOHTponto sikocTi) AdI
(3a BigcyTHOCTI cepTudikaTa BignoBiAHOCTI
€Bponelicbkini hapmakonei y
3aTBEPKEHOMY A0CHE)(iHLi 3MiHW)
BBEJIEHHS HOBOrO BMPOGHMKa BUXIOHOI
cupoBuHK "A. G. Industries", IHgis ons
cybcranuii Anwvui onii (Anuui onia edipra),
sika BUKOPUCTOBYETLCHA NPU BUPOOHNLTBI
MAT «"annddapm» i3 HagaHHam JM®.

188.

SOABPA3UM®

NMopOLLOK A1
NpUroTyBaHHs
KOHUeHTpaTy (5
Mr/Mn) AN pO34UHY
ans iHgysin; no 5 mr
abo no 35 mry
cdnakoHi; no 1
dnakoHy B
KapTOHHiI kopobui

CaHodi b.B.

HinepnaH
an

BMPOBHMLTBO
KiIH4E€BOro NpPoAyKTY
(fill/finish), koHTpONb
cepii/BunpobyBaHHs,

nepBuHHa Ta
BTOPVHHA YNaKoBKa,

[03BIiN Ha BUMYCK
cepii:

[bxeHsanm lpnaHg

JlimiTen, lpnaHgis

Ipnangis

BHECEHHS! 3MiH 0 peecTpauifiHnX
matepianis: 3miHu | Tuny - AgmiHicTpaTuBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu

3asiBHMKA (BMacHMKa peecTpaLiiHoro
noceigveHHs) 3MiHa Ha3BU 3asiBHUKA
(BnacHuka peecTpauinHoro NoCBiAYEHHS).
Anpeca 3asiBHMKa 3anuaeTbcs 6e3 3MiH.
TepMiH BBEAEHHS 3MiH - MPOTAroM 6 micauis
nicnsi 3aTBepaXeHHs. 3MiHu | TUny - 3MiHK
wono 6esnekun/edhekTUBHOCTI Ta
hapmakoHarnsigy (iHwi 3amiHn) 3miHn
BHECEHI B TEKCT MapKyBaHHS LLOA0

3a
peuerimom

UA/10306/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
YTOYHEHHS iHbopMaLLii CTOCOBHO noroTumny
3asBHUKA. TepMiH BBEAEHHS 3MiH -
npoTsArom 6 MicsLiB nicns 3aTBEPKEHHS.
189. | ®ABPA3UM® | nopoluok gns CaHodi 6.B. | HigepnaH BMPOBOHMLTBO Ipnangis BHECEHHS 3MiH [0 peecTpauifiHnX 3a UA/10306/01/01
NPUroTyBaHHS an KiIH4eBOro NpPoayKTy matepianis: 3miHu | Tuny - 3mMiHn Wwoao peuernmom
KoHueHTpaTty (5 (fill/finish), kOHTPOb 6e3nekn/eceKTUBHOCTI Ta hbapmakoHarnsgy.
Mr/M) AnNs pO34nHY cepii/BunpobyBaHHs, BBeneHHs abo 3miHM 40 y3aranbHeHWX
Ans iHdysin; no 5 mr nepBuHHa Ta AaHuX Npo cuctemy hapmakoHarnsgy
abo no 35 mry BTOPWHHA yNaKkoBKa, (BBEOEHHS y3ararnbHeHVX AaHnX Npo
cnakoHi; no 1 [03BiN Ha BUNYyCK cuctemy apmakoHarnagy, amiHa
dnakoHy B cepii: yNoBHOBaXeHoi ocobu, BiAnoBiaaneHoi 3a
KapTOHHIl kopobui [xeH3anm lpnaHg 30iNCHEHHs hapMakoHarnsaay; KOHTakTHOT
JlimiTea, lpnangis ocobu 3 chapmakoHarnsay 3asiBHuUKa 4ns
3[iNcHeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLIO BOHA BiAAMiIHHA Bif YNOBHOBaXeEHOI
ocobu, BianoBiganbHOI 3a 34iNCHEeHHS
dapmakoHarnsaay (BKoYaryy KOHTaKTHi
naHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
daiina cuctemu hapmakoHarnsgy) 3miHa
yMOBHOBaXeHOI 0cobu 3asBHMKa,
BiAnNoOBiganbHOI 3a hapMakoHarnag.
[Litova pepakuia: Xoaakiscbka TeTsaHa
BsiuecnasieHa. MNponoHoBaHa peaakuis:
Bapdonomeesa IBaHHa OnekcaHapiBHa.
3MiHa KOHTaKTHWUX JaHUX YNOBHOBAXEHOT
ocobu 3asBHKKA, BianoBiganbHOI 3a
hapmakoHarnsig. 3miHa mMicLe3HaxomKeHHs!
MacTep-caina cucteMmy dapmakoHarnsgy
190. | ®ENOQUN Tabnetku 3 TOB «TeBa YkpaiHa BUPOOHMLTBO HimeyuunHa/ BHECEHHS 3MiH O peecTpaLiiH1X 3a UA/4378/01/01
MoaudpikoBaHUM YkpaiHa» Hepo3adpacoBaHoI Yecbka matepianis: 3amiHu | Tuny - 3miHM 3 AKOCTI. peuenmom
BUBINbHEHHAM MO npoaykuii: Knoke Pecny6bnika Ceptudpikat BignosigHocTi/lE-cepTudikaT

2,5wmr, no 10
Tabnetok y 6nictepi;
no 3 a6o no 10
GnicTepis y kopobuli

®apma-Cepsic MEX,
HimevuunHa; nepBmHHa
Ta BTOpPWHHA
ynakoBKa, KOHTPOIb
cepii:
Mepkne 'm6X,
HimewumnHa; no3Bin Ha
BUnNyck cepii: Mepkne
m6X, Himevuuna;
KOHTpOrb cepii Ta
[03BiN Ha BUNYCK
cepii:
TeBa Yex IHgacTpi3
C.p.o., Yecbka
Pecnybnika

BigNOBIQHOCTI €BponewchbKii
apmakonei/MmoHorpadii. NMogaHHsA HoBOro
abo oHoBReHoOro cepTudikaTta BignoBIgHOCTI
abo BunyYeHHs cepTudikata BignoBigHOCTI
€Bponelicbkini hapmakonei: ans A®l; ans
BMXifHOro MaTtepiany/peareHTy/NpoOMiXXHOrO
NPOAYKTY, LLIO BUKOPUCTOBYIOTLCS Y
BUPOGHMUTBI ADI; Anst 4ONOMIKHOI
peyoBUHYM (cepTudikaT BigNOBIAHOCTI
€Bponevickkin dhapmakonei) - OHoBNEHWUI
cepTudikar Bif yXe 3aTBepaKEHOr0
BMpOobHuKa. MoaaHHst OHOBNEHOro
cepTugikaTa BignoBigHOCTi €Bponeichbkii
capmaxkonei Ne R1-CEP 1999-022 - Rev 04
(3aTBepmkeHo: R1-CEP 1999-022 - Rev 03)
onsa A®l Big Bxxe 3aTBepaKEHOro BUPOOHMKA
Cipla Limited, IHgis. 3miHn | Tuny - 3miHu 3
sikocTi. A®Il. KoHTponb A®I. 3miHa y
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
napameTpax crneuudikauin Ta/abo
OOMyCTUMMUX MEX, BUSHAUYEHUX Y
cneundikauisx Ha AP, abo
BUXIOHWA/NPOMIKHWUIA NPOAYKT/peareHT, LWo
BMKOPWUCTOBYIOTBCS Y NpoLieci BUpobHuuTBa
A®I (BUNYYEHHSI HE3HAYHOIO MOKa3HMKa
AKOCTi (Hanpuknaz BUIy4YeHHs 3actapinoro
nokasHuka)) Buny4eHHs 3i cneumndikauii AdI
3aMLLKOBUI PO34YMHHUK METAHON.
191. | ®ENOOQUN Tabnetkn 3 TOB «TeBa YkpaiHa BUPOBHMLTBO Himeyuunna/ BHECEHHS 3MiH O peecTpauiiHnX 3a UA/4378/01/02
MoandikoBaHNM Ykpaina» HeposdacoBaHoi Yecbka marepianis: 3minu | TMny - 3MiHM 3 AKOCTI. peuernmom
BUBINIbHEHHAM M0 5 npoaykuii: Knoke Pecnybnika CepTudikat BignosigHocTi/E-cepTudikaT
mr no 10 TabneTok y dapma-Cepsic 'M6X, BignoBigHOCTI €Bponeiichbkin
GnicTepi; no 3 abo HimeuyumHa; nepBuHHa dapmakonei/moHorpadii. NMogaHHA HoBoro
no 10 GnicTepiB y Ta BTOPUHHA abo oHoBMeHoro cepTudikarta BianoBiAHOCTI
KopobLUi ynakoBKa, KOHTPOSb abo Buny4deHHs cepTudikata BignoBiAHOCTI
cepii: €Bponelicbkint hapmakonei: ans A®l; ona
Mepkne 'm6X, BUXigHOro MaTepiany/peareHTy/npomMixXHOro
HimeuumHa; no3Bin Ha NPOAYKTY, LLO BUKOPUCTOBYIOTLCS Y
BUnyck cepii: Mepkne BUpo6HMUTBI A®I; ANs 4OMNOMDKHOT
'M6X, HimeuyuunHa; peyoBUHM (cepTuddikat BigNoBIAHOCTI
KOHTpPOIb cepii Ta €Bponeiickkin hapmakonei) - OHoBReHWUI
[03BiN Ha BUNYCK cepTudikar Bif yXe 3aTBepOKEHOr0
cepii: BUpPOGHMKA. [NogaHHA OHOBREHoro
Tesa Yex IHgacTpi3 cepTudikaTa BignoBigHOCTi EBpoNechbkin
c.p.o., Yecbka apmakonei Ne R1-CEP 1999-022 - Rev 04
Pecny6bnika (3aTBepmkeHo: R1-CEP 1999-022 - Rev 03)
ans Al Big BXe 3aTBEpAXKEHOrO BUPOOHMKa
Cipla Limited, IHgis. 3miHn | TMny - 3miHn 3
akocTi. A®Il. Kontponb A®I. 3miHa y
napameTpax cneuudikadi Ta/abo
AONYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisix Ha A®l, abo
BUXiOAHUA/MPOMIXXHWUI NPOAYKT/peareHT, Lo
BMKOPVCTOBYIOTbCH Y NpoLeci BUpobHMLTBa
A®I (BUNYYEHHS1 HE3HAYHOrO MOKa3HKKa
AIKOCTi (Hanpuknag BUINy4YeHHs 3acTapinoro
nokasHuka)) Buny4eHHs 3i cneumdikauii AdI
3aNNLLIKOBUIN PO34YMHHUK METAHON.
192. | ®ENOOQUN TabneTkn 3 TOB «TeBa YkpaiHa BUPOGHULTBO Himeuuuna/ BHECEHHS 3MiH 0 peecTpauinHnx 3a UA/4378/01/03
MoaMdikoBaHUM YkpaiHa» Hepo3dacoBaHoi Yecbka matepianis: 3miHu | TMny - 3MiHW 3 AKOCTI. peuernmom
BUBINbHEHHAM o 10 npoaykuii: Knoke Pecny6bnika Ceptudpikat BignosigHocTi/lE-cepTudikaT

Mmr no 10 TabneTtok y
6nictepi; no 3 abo
no 10 GnictepiB y
Kopoo6Li

dapma-Cepsic M6X,
HimeyumHa; nepBrHHa
Ta BTOpPWHHA
ynakoBka, KOHTPOmb
cepii:
Mepkne M'mbX,
HimeyyumHa; 0ossin Ha

BignoBigHOCTi €Bponenchkii
dapmakonei/moHorpadii. NMogaHHA HoBOro
abo oHOBREHOro cepTudikaTta BianoBIgHOCTI
abo BUnyYeHHs1 cepTudgikata BignoBigHOCTI
€Bponencekin dapmakonei: gna A®l; ans
BMXifHOro MaTtepiany/peareHTy/NpoMi>XHOro
NPOAYKTY, O BUKOPUCTOBYHOTLCSH Y
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHS*

Homep
peecmpayiliHo2o
noceio4yeHHs1

Bunyck cepii: Mepkne
6X, Himevuuna;
KOHTpOrb cepii Ta
[03BiN Ha BUMyCK

cepii:
Tesa Yex IHgacTpis
C.p.0., Yecbka
Pecnybnika

BUpPoGHMUTBI APl; Ans ONOMIKHOT
peyoBuHM (cepTudikaT BigNOBIAHOCTI
€Bponenickkin hapmakonei) - OHoBNeHWIA
cepTu@ikaT Bif yXXe 3aTBepaAXeHOoro
BUPOGHWKa. MNoJaHHs OHOBNEHOrO
cepTudgikaTa BignoBigHOCTI €Bponeiichbkii
capmakonei Ne R1-CEP 1999-022 - Rev 04
(3atBepmxero: R1-CEP 1999-022 - Rev 03)
ons A®l Big Bxxe 3aTBepaKEHOro BUPOBHMKa
Cipla Limited, IHgis. 3miHn | TMny - 3MiHn 3
akocTi. A®Il. Kontponb A®I. 3miHa y
napameTpax crneuudikauin Ta/abo
OONYCTUMUX MEX, BUSHAYEHUX Y
cneundikauisx Ha A®Il, abo
BUXIQHWA/NPOMIKHWUIA NpOaYKT/peareHT, LWo
BMKOPVCTOBYIOTbCS Y NpoLeci BUpobHMLTBa
AQDI| (BUNyYEHHS HE3HAYHOTO NMOKa3HUKa
AKOCTi (Hanpuknaz BUINy4YeHHs 3acTapinoro
nokasHuKa)) BUny4eHHs 3i cneundikadii APl
3aIULLIKOBUIN PO3YMHHUK METAHON.

193.

OEHI®PEH

kancynu no 250 mr
no 10 kancyny
6nictepi, no 2
Gnictepn y nayui 3
KapTOHY

My6niyHe
akuioHepHe
TOBapucTBO
"Ximcpapmaa

BOA,

"YepBoHa

3ipka"

YkpaiHa

My6niyHe akuioHepHe
TOBapUCTBO
"Ximcbapm3aasog
"YepsoHa 3ipka"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiHMX
matepianis: 3miHu | Tuny - 3MiHK Woao
6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy
(iHWi 3miHN) BBeaeHHst 4oaaTKOBOro TeKCTy
MapKyBaHHsi BTOPUHHO| yNakoBKU
nikapcbkoro 3acoby i3 3asHa4eHHAM 2D-kogy
y n. 17 IHWE. BBeaeHHsi 3MiH NpoTArom 6-tu
MicsiLiB Nicns 3aTBEpOXKEHHS

3a
peuerimom

UA/18745/01/01

194.

®EHKAPON®

Tabnetku no 50 wmr,
no 15 Tabnetok y
Gnictepi; no 2
Gnictepn B nayui 3
KapTOHY

AT
"OnanHdap
"

IatBis

AT "Onaiticbapm”

Natsisa

BHECEHHS 3MiH 0 peecTpauiiHnX
matepianis: 3MiHu | Tuny - 3MiHK 3 sIKOCTi.
[oToBMI Nikapcbkui 3aci6. 3MiHN y
BMPOBHMLTBI. 3MiHM BUNpobyBaHb abo
[OMYCTUMMX MEX, BCTAHOBMNEHUX Y
cneuudikauisix, nig Yyac BUpobHMUTBa
rOTOBOrO fiKapCbKOro 3acoby (AONOBHEHHS
abo 3amiHa BUNpobyBaHHs B NpoLeci
BMPOOHMLTBA 3a pe3dynbTaTamu AocnidxeHb
3 B6e3neku abo AkocTi) 3amiHa meToay
TOHKoLapoBoi xpomaTorpadii (TLLX) Ha
ynbTpaedeKkTuBHY piguHHy XxpomaTorpadito
Ta He3HauyHi pegakuifHi 3MiHM NokasHuka
«AAkicHi peakuii» B cneundikauii posainy
«lpeHTudikauisi» npu BupobHuuTei M3.
3miHu | TUNYy - 3miHK 3 gkocTi. FoToBUI
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
crneundikauii Ta/abo JoNyCTUMUX MeX
roTOBOrO fikapCbKoro 3acoby (AONOBHEHHS
abo 3aMiHa nokasHuka cneumdikauii 3a

be3
peuenma

UA/3782/01/03
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1

pesynbTaTamu gocnigxkeHb 3 6e3nekun abo
SIKOCTI (32 BUHSITKOM TikapCbkux 3acobis
6ionoriYyHoro/iMyHONOrYHOro NOXOOXKEHHST))
3amiHa meTogy TOHKOLIApOBOi
xpomatorpadii (TLUX) i TuTpyBaHHs Ha
ynbTpaedekTnBHY pianHHy Xxpomarorpadito
(YEPX) y BignosigHocTi go sumor Ph. Eur.,
2.2.29 B cneumdikauii 4ns nokasHuka
«lgeHTudpikauis», pegakuiviHi npasku oo n.
«FAKiCHi peakuii» roToBOro nikapcbkoro
3acoby. 3miHu | Trny - 3miHK 3 siKOCTI.
[oToBuMI nikapcbknii 3acib. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa y
MeToAax BMNPoOyBaHHS rOTOBOIO
nikapcbkoro 3acoby (iHwi 3aMiHM y MeTogax
BUNpobyBaHb (BKNOYayM 3amiHy abo
[OMNOBHEHHS))
3amiHa meToay TOHKOLIApOoBOi
xpomaTorpadii (TLLUX) i TuTpyBaHHs Ha
ynbTpaedekTMBHY piaMHHY Xxpomarorpadito
(YEPX) y BignosigHocTi go sumor Ph. Eur.,
2.2.29 gna nokasHuka «KinbkicHe
BU3HAYEHHS» rOTOBOrO fiKapCbKOro 3acoby.
3MinHn | TMny - 3MiHm 3 sikocTi. [oToBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOBGHMLTBI.
3MiHn BUNpobyBaHb abo AONyCTUMUX MEX,
BCTaHOBIEHMX Yy cneumdikauisx, nig Yac
BMPOGHMLTBA rOTOBOTO fikapcbkoro 3acoby
(monoBHeHHs abo 3amiHa BUNpobyBaHHS B
npoteci BUpobHMLUTBa 3a pe3ynbTatamu
pocrnimkeHb 3 6e3neku abo sikocTi) 3amiHa
TUTPYBaHHS Ha PO3paxyHKOBO-BaroBui
mMeTop Ans nokasHuka « OgHopigHICTb
[o3oBaHux oguHulby» (EP2.9.40) nig yac
BMPOBHMLTBA rOTOBOIO NiKapCbKOro 3acooy.
3miHu | TUNY - 3miHK 3 gkocTi. FoToBUI
nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI.
3MiHM BUNpobyBaHb abo AONyCTUMUX MEX,
BCTaHOBIEHMX Yy cneumdikauisx, nig yac
BMPOGHMLTBA rOTOBOTO fikapcbkoro 3acoby
(monoBHeHHs abo 3amMiHa BUNpoOyBaHHS B
npoueci BMpobHMLUTBa 3a pe3dynbTatamu
pocrnimxkeHb 3 6e3neku abo sikocTi) 3amiHa
MeToAYy TUTPYBaHHS Ha yrbTpaedeKkTUBHY
pianHHy xpomatorpadito (YEPX) y
BignosigHocTi Ao Bumor Ph. Eur., 2.2.29 ans
nokasHukn «KinbkicHe BU3Ha4YeHHs» nig Yac
BMPOBHMLTBA FOTOBOIO NiKapCbKOro 3aco0y.
3MmiHu | TMny - 3miHK 3 sikocTi. FoToBUIA
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1

nikapcbkuii 3aci6. 3miHn y BUpOBGHMUTBI.
3MiHM BUNpobyBaHb abo AOMyCTUMUX MEX,
BCTaHOBIEHNX y crneundikauisx, nig vyac
BMPOGHMLTBA roTOBOrO fikapcbkoro 3acoby
(nonoBHeHHs1 abo 3amiHa BUNpobyBaHHS B
npoteci BUpobHMLUTBa 3a pe3ynbTatamm
pocnigpkeHb 3 6e3nekn abo sikocTi) 3amiHa
MeToAy aHanidy TUTpyBaHHS Ha
ynbTpaedekTnBHY pianHHYy Xxpomarorpadito
(YEPX) y BignosigHocTi go sumor Ph. Eur.,
2.2.29 ons nokasHuka «Po34nHeHHS», nig
Yac BMPOGHMLTBA rOTOBOTO NiKapCbKOro
3acoby. 3MiHu | Tuny - 3miHM 3 SKOCTI.
[oToBWI Nikapcbkui 3aci6. KoHTponb
roToBOro fikapcbkoro 3acoby. 3MiHa
napameTpie cneuudikauin Ta/abo
[OMNYCTUMUKX MEX roTOBOrO NiKapchbKoro
3acoby (gonoBHeHHs1 abo 3amMiHa NokasHuKa
cneumdikauii 3a pesynbTatammn 4OCnigXeHb
3 6e3nekun abo AKOCTi (3a BUHATKOM
nikapcbkux 3acobis
6ionoriyHoro/iMyHONOr4YHOro NOXOAXKEHHS))
3amiHa meToay TOHKOLLApOBOI
xpomaTorpadii (TLUX) Ha ynbTpaedekTuBHy
pianHHy xpomatorpadito (YEPX) y
BignosigHocTi oo Bumor Ph. Eur., 2.2.29;
pedakuinHi 3MiHM B METOAMLI BUSHAYEHHS
Ons nokasHuka «lgeHTugikauis» rotoBoro
nikapcbkoro 3acoby. 3MiHu | Tuny - 3miHu 3
sikocTi. [oTOBMIA Nikapcbkuii 3aci6. KoHTpornb
roToBOro nikapcbkoro 3acoby. 3miHa y
mMeToaax BUNpobyBaHHs FOTOBOTO
nikapcbkoro 3acoby (iHLWi 3MiHM y MeToaax
BUNpobyBaHb (BKNtoYakyn 3aMiHy abo
[OMNOBHEHHS)) 3aMiHa MeToady TUTPYBaHHS
Ha ynbTpaedeKTUBHY PiAVUHHY
xpomaTorpadito (YEPX) y BignosigHocTi oo
Bumor Ph. Eur., 2.2.29 ansa nokasHuka
«PO34YMHEHHSI» TOTOBOTO NiKapCbKOro
3acoby. 3miHu | Tuny - 3miHK 3 sIKOCTI.
[oToBWI Nikapcbkui 3aci6. KoHTponb
roTOBOro nikapcbKkoro 3acoby. 3miHa y
MeTofax BUNPoOyBaHHS rOTOBOIO
nikapcbkoro 3acoby (iHwi 3amMiHM y meTogax
BMNpobyBaHb (BKNoYaun 3aMmiHy abo
[OOMNOBHEHHS)) 3aMiHa MeToay TUTPYBaHHS
Ha po3paxyHKOBO-BaroBui MeTof, B
MeToauLi BU3Ha4YeHHs « OgHOpIgHICTbL
[030BaHNX OAVHWLb» FOTOBOrO NiKapCbKoro
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
3acoby
195. | ®NNYKOHA30 | kancynu no 150 mr MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauifiHnX Ne2, Ne3 - UA/1153/01/03
N-AAPHULA no 1 kancyniy "dapmaueBT "papmaLeBTUYHa MaTepiarniB: yTOYHEHHA peecTpauiliHoro 3a
KOHTYPHIW n4yHa cipma dipma "OapHuusa" Homepa B Haka3i Ne 1839 Bia 23.10.2023 B | peuenmowm;
YapyHKOBIN "NapHuug" npoueci BHeCeHHs 3MiH (3MiHn | Tuny - Ne 1 - 6e3
ynakosui, no 1 3MiHu 3 akocTi. CepTudikat peuenma
KOHTYPHIl BignosigHocTi/E-cepTudikaT BiANOBIAHOCTI
YapyHKOBIN ynakosLi €sponeicbkin hapmakonei/moHorpadii.
y nayui; no 1 3MiHun, noB'a3aHi 3 HeobXiaHICTO
Kancyni y KOHTYPHIn NPVBEAEHHS Y BIANOBIAHICTL 40 MOHOrpagii
YapyHKOBIN [®Y abo Esponelicbkoi hapmakonei, abo
ynakoBui, no 2 abo 3 iHWOT HauioHanbHOT hapmakonei aepxxasu
KOHTYPHI YapyHKOBI €C (iHwi 3miHM) 3MiHa Ao cneumdikauii
yNakoBKW y mavui BXiHOr0 KOHTPOJO i3 BiANOBIAHMMM
MEeTOAaMM KOHTPOJSIKO SKOCTi Ha JAOMOMIDKHY
peyvoBuHy MarHi cteapat 3a NokasHUKamm
«KncnoTHicte abo nyxHicTby, «KinbkicHe
BU3HAYEHHS», «laeHTndikauisy, «Onucy,
«Cynbdatny», «Xnopugmn», «Kagminy,
«CBuHeuby, «Hikenb», «BTpaTa B maci npu
BUCYLLYBaHHi», «MikpobionoriyHa ynctota»
ONs NpUBEAEHHST [0 BUMOT MoHorpadii €0
«Magnesium stearate» 3 ypaxyBaHHAM
ctunictukm oY), Pepakuis B Hakasi -
UA/1153/01/01. BipHa pepakuis -
UA/1153/01/03.
196. | XNIOPO®IIN | koHueHTpaT Ansi ToBapucTBo YkpaiHa KOHTPOrb SIKOCTI, YkpaiHa BHECEHHS 3MiH 40 peecTpauinHnx 3a UA/1556/04/01
T po34nHy Ans 3 BUWMNYCK Cepil: marepianis: 3MiHu | Tuny - 3MiHM 3 SKOCTi. peuernmom
iH’ ekuin, cnmpToBUK, obmexeHo ToBapucTso 3 [oToBWI Nikapcbkui 3aci6. KoHTponb
2,5 mr/mn, no 2 mn B Bignosiganb obmexeHow roToBOro nikapcbkoro 3acoby. 3MiHa
amnynax; no 10 HiCTIO BignoBiganbHiCcTO napameTpiB cneuudikauin Ta/abo
amMnyn y nadui 3 "dapmaueBT "NocnigHunin 3aBoa [OMyCTUMUX MEX rOTOBOTrO NMiKapCbKoro
KapTOHy; No 2 mn B U4Ha "r'HUNC", YkpaiHa; BCi 3acoby (BUINyYEHHsI HE3HAYHOTO MOKa3HKKa
amnyni; no 10 amnyn KOMnaHis cTagii BUpobHMUTBa, (Hanpvknag 3acTapinoro nokasHuka, Takoro
y 6nictepi, no 1 "3popos'a” KOHTPOIb SIKOCTI, SIK 3anax Ta cmak, abo igeHTudikadis
Gnictepy y nauui 3 BUWMNYCK cepil: 6apBHUKIB Y/ cMakoBUX [0OaBOK))
KapTOHY ToBapucTso 3 BunyyeHHs1 3acTapinoro nokasHuka
obmexeHo «AHOMarnbHa TOKCUYHICTb» Y 3B’A3KY 3
BiANoBiganbHiCTIO BTPAaTO0 YMHHOCTI Ta BUNyYeHHsM 3 EP
"PapmaLeBTUYHa
KoMmnaHis "3gopos's”,
YkpaiHa
197. | LE®OAOOKC nopoLuok ans 50 mn dPapma WMoppanis | ®apma IHTepHewieHan Woppakis BHECEHHS 3MiH 10 peecTpauiiHnX 3a UA/4152/01/02
oparnbHoi cycneHnsii IHTepHeLLeH KomnaHi MaTepianis: 3miHn | Tuny - 3MiHM 3 AKOCTI. peuenmom
(100 mr/5 mn); 1 an Komnai [oToBWMI Nikapcbkuii 3aci6. 3MiHU y

rakoH 3 NOPOLLKOM
3 JI0XKKOH0-
[03aTOpOM Y
KapTOHHI kopobui

BMPOGHMLTBI. 3MiHa po3mipy cepii
(BKrTroyaro4mM gianasoH po3mipy cepii)
roTOBOrO MikapCbKoro 3acoby (36inbLUeHHs
00 10 pasiB NOpiBHSHO i3 3aTBEPAKEHUM




3MiHa y KOPOTKil XapakTepucTumui
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
pO3MipoM) foAaHHS anbTepHaTUBHOIO
po3mipy cepii roToBoro nikapcbkoro 3acoby
20 000 chnakoHiB B 4OMNOBHEHHS O BXeE
3aTBepaKeHoro poamipy cepii 10 000
dNaKkoHiIB.
198. | LE®YPOKCWU | Tabnetkn, BKpUTI Canpos CnoBeHis CaHpos 'mM6X - ABcTpisi/ BHECEHHS 3MiH O peecTpauiiHnX 3a UA/5447/02/02
M CAHOO3® NniBKOBOO dapmacbioTi BvpobHuya ainbHuus Himeuunna matepianis: TexHi4yHa nomunka (3rigHo peuernmom
o6GonoHkoto, no 250 Kans g.a. AHTUiHekuinHi T3 Haka3dy MOS3 Big 23.07.2015 Ne 460),
Mr no 7 Tabnetok y Ta XimiyHi Onepadji BunpaBneHHs TEXHIYHOT MOMUITKN Y
Gnictepi; no 2 Kynane (AIXO M3 3aTBepakeHnx MKA J13, a came noMunkoBo
6nictepu B KyHans), ABcTpis He Byna oHoBneHa iHbopmauis Wwoao
KapTOHHIl kopobui BUPOBHMK iH Garnk, OHOBJEHHS JONYCTUMMX HOPM cneumdikauin
KOHTpPOIb cepii, M3 ans nokasHuka «OgHoOpIgHICTL Macu»
nakyBaHHsi: Menled (622 mr-654 mr (TeopeTuyeckas macca:638
dapma 'M6X, Mr), a 3a3HadeHo 619 mr-651 mr
HimevuunHa (TeopeTunyeckast macca:635 mr) gns
no3syBaHHs 250 mr)); (1,245 11,308 r
(TeopeTtuyeckasn macca: 1,276 r), a
3a3HayveHo 1,229 r-1,292 r (TeopeTuyeckas
macca:1,260r)
TabneTku, BKpUTI NNiBKOBOKO 060M0HKO0, N0
250 mr. TabneTkn, BKpUTI NNiBKOBOIO
obornoHkoto, no 500 mr. 3asHaveHe
BUMNpPaBMeHHs BignoBiaae apxiBHUM
MaTepianam peecTpauiiHoro 4ocke
199. | LE®YPOKCU | Tabnetku, BKpUTI CaHpos CnoBeHisi Canpos 'm6X - ABcTpisi/ BHECEHHS 3MiH O peecTpaLiiH1X 3a UA/5447/02/03
M CAHOO3® NniBKOBOO dapmacbioTi BupobHuya ginbHuus Himeyuunna matepianis: TexHi4yHa nomunka (3rigHo peuenmom
obonoHkoto, no 500 Kans3 g.n. AHTUiHekuinHi T3 Haka3dy MO3 Big 23.07.2015 Ne 460),
Mr ro 7 Tabnetok y Ta XimiuHi Onepauyi BunpaBneHHst TeXHIYHOT MOMUIKN Y
GnicTepi; no 2 Kynans (AIXO M3 3aTtBepakeHux MKA 13, a came nomunkoso
Gnictepu B KyHans), ABcTpis He Gyna oHoBneHa iHpopmMauis Wwoao
KapTOHHIN kopobLi BMPOGHWK iH Barnk, OHOBMEHHA AOMYCTMMUX HOPM crieLmndikaLin
KOHTpOrb cepil, M3 pnst nokasHuka «OgHOPIgHICTL Macu»
nakyBaHHsi: MNMenUed (622 mr-654 mr (TeopeTnyeckast macca:638
®apma 'mbX, Mr), a 3a3HayveHo 619 mr-651 mr
HimeyuunHa (TeopeTuyeckasn macca:635 mr) ans
nosyBaHHsA 250 mr)); (1,245 r-1,308 r
(TeopeTtuueckasn macca:1,276r), a
3a3HaveHo 1,229 r-1,292 r (TeopeTuyeckas
macca:1,260r)
TabneTku, BKpUTI NNiBKOBOO 0O60MOHKO, MO
250 mr. Tabnetku, BKpUTI NNIBKOBOO
o6ornoHkot, no 500 Mr. 3a3HaveHe
BUMNPaBIiEHHs BiANOBiAae apXiBHUM
MaTepianam peecTpauiiHoro 4ockbe
200. | LE®YPOKCU | nopotuok ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnX 3a UA/2585/01/02
M-OAPHUUA po3umnHy Ang iH'exkuin | "®apmauesT "®apmaueBTnyHa matepianis: 3miHu | Tuny - 3miHn Wwoao peuernmom
no 0,75 r; 1 donakoH nyHa cipma dipma "OapHuus” 6e3nekn/ehekTMBHOCTI Ta dhapmakoHarnsgy.
3 NMOPOLLKOM Y nayLi; "OapHuus"
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[IponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
5 dnakoHis 3 nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta
NOPOLLIKOM Y iHCTPYKUIii AN MEAMYHOro 3aCTOCyBaHHS Ha
KOHTYPHIN niacTasi perynsapHoO OHOBIOBAHOIO 3BiTY 3
YapyHKOBIl 6e3neku nikapcbkoro 3acoby, abo
ynakosLj; no 1 pocnifxeHb 3 6e3nekn 3acTocyBaHHS
KOHTYPHIN nikapcbkoro 3acoby B nicrnsipeecTpauiiHuii
YapyHKOBI ynakosLi nepion, abo sik pesynbTaT OUiHKM 3BiTY 3
y navui gocnigpkeHb, NPOBEAEHNX BigNoBigHO A0
nnaxy negiatpnyHmx gocnimxkers (PIP)
(3MiHY y3rofixeHO 3 KOMMNETEHTHUM
YMOBHOBaXEeHNM opraHoM) 3MiH1 BHECEHO
00 HCTPYKUii ANst MEAMYHOro 3acTOCyBaHHA
nikapcbkoro 3acoby y po3ginu "OcobnmsocTi
3actocyBaHHs", "Mo6iyHI peakuii” BignoBigHO
[0 OHOBreHoI iHdbopmalii 3 6esneku aitoyoi
peyvyoBuHW. BBeaeHHs 3MiH NpoTArom 6-tn
MiCsILIiB Micnsi 3aTBEPAKEHHSA
201. | LE®YPOKCH | nopoluok ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHnx 3a UA/2585/01/03
M-OAPHUUA po34MHy ons iH'ekuin | "®apmaueBT "papmaueBTnYHa matepianis: 3miHu | Tuny - 3MiHK Woao peuenmom
no1,5r; 1 dnakoH 3 | n4Ha dipma dipma "OapHuuga" 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay.
NOPOLLKOM Yy nayui; 5 "NapHuus" 3MiHa y KOpOTKil XapaKTepucTuLi
cbnakoHiB 3 nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
NOPOLLIKOM Y iHCTPYKLUIii AN MEAMYHOro 3aCTOCyBaHHS Ha
KOHTYPHIN niacTasi perynsapHoO OHOBOBAHOIO 3BiTY 3
YapyHKOBIN 6e3neku nikapcbkoro 3acoby, abo
ynakoBsLj; no 1 AocnimkeHb 3 6e3neku 3acTocyBaHHSA
KOHTYPHIW nikapcbkoro 3acoby B nicnspeecTpauiiini
YapyHKOBIN ynakoBLi nepiof, abo sik pe3ynbTaT OLiHK/ 3BITY 3
y nayui [ocnimpkeHb, NPOBEAEHNX BignoBigHO A0
nnaHy negiatpuyHmx gocnigkers (PIP)
(3MiHY y3ro/XeHO 3 KOMMNETEHTHUM
YMOBHOBaXeHNM opraHomM) 3MiH1 BHECEHO
00 IHCTPYKUii ANS MeAWYHOro 3acToCyBaHHS
nikapcbkoro 3acoby y po3ainu "OcobnueocTi
3acTtocyBaHHs", "Mo6iyHi peakuii” BignoBigHO
[0 OHOBIEHOI iHpopMmalii 3 6e3neku ajtoyoi
peyoBUHU. BBegeHHs 3MiH NpoTarom 6-tn
MiCsILiB Micnsi 3aTBEPOKEHHSA
202. | UWUNNEH NOPOLLIOK Ans MpuBaTHe YkpaiHa [MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH 0 peecTpauinHnx 3a UA/17717/01/01
pPO34MHy Ans akuioHepHe TOBapuUCTBO «Jlekxim- matepianis: 3MiHu | Tuny - 3MiHK 3 sIKOCTi. peuenmom
iHdpysin, 500 mr/500 TOBapUCTBO XapkiB», YkpaiHa [oToBWI Nikapcbkui 3aci6. KoHTponb
mr no 1 a6o 10 abo "Nekxim- (BUPOBHMLTBO 3 roToBOro nikapcbkoro 3acoby. 3miHa y
50 dnakoHiB 3 Xapkis" npoaykuii in bulk MeTofax BUNPoOyBaHHS rOTOBOIO

MOPOLLIKOM Y Mayi

dipMun-BUPOBHYMKa
ACS DOBFAR S.p.A.,
Italy)

nikapcbkoro 3acoby (iHLWwi 3aMiHu y meToaax
BUNpobyBaHb (BKNtoYar4n 3aMiHy abo
[OMNOBHEHHST)) 3MiHa B 3aTBEPOKEHUX

MeTOoZax KOHTPOSO nikapcbkoro 3acoby, a
came oHoBreHo MeToauky KinbkicHoro
BU3HAYEHHS, Y 3B'A3KYy 3i 3MiHOIO YMOB
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[IponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky aHHsT* peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1

XpomaTorpadyBaHHs! (KOJIoHKa, pyxoma
dasa), Sk HacnigoK, OHOBMEHO npoueaypy
Ta po3paxyHKoBi oopmynu BeegeHHsA 3miH
NpoTArom 3-x MicsiLiB Nicnsi 3aTBEPAKEHHS.

3MmiHm | Tuny - 3miHm 3 akocTi. AdI.
KoHTponb A®L. 3miHa y napameTtpax
cneumndikaui Ta/abo JonyCTUMNX MEX,
BM3HaYyeHux y crneundikauisx Ha Adl, abo
BUXIOHUA/NPOMIKHWUIA NPOAYKT/peareHT, LWo
BVIKOPVCTOBYIOTbCS Y NpoLeci BUpobHMLTBa
A®I (gonoBHeHHS cneumdikaLii HOBUM
NoKa3HWKOM SIKOCTi Ta BignoBigHMM MeTo40oM
BUNPoOyBaHHs) B noka3HUKM SKOCTI
"loeHTudpikauia. BucokoedekTnBHa piguHHa
XpomaTtorpadia” 4oAaHO anbTepHATUBHUIA
MeTof Bu3HayYeHHs 2.2.40 CnekTpomeTpis y
GnvxHin iHdpayepsoHin obnacti. MeTtoanky
BM3HAYEHHS O4AHO B METOAM
BUNPOoBYyBaHHS

*y pa3i HeceHHs1 3MiH 0o iHcmpyKuii npo meduyHe 3acmocyeaHHs

B.o. HayaaLHUKA
dapManeBTUYHOTO YIIPABJIiHHS

Jroamuiaa APKO




