MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA
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[Ipo BHeCeHHsI 3MiH [0
peecTpaLjiiHUX MaTepiaiiB
MKapCcbKUX 3aco0iB

BignosigHo g0 cratti 9 3akoHy YkpaiHu «IIpo sikapceki 3acobu»,
nyHkTy 5 IlopsinKy [depskaBHOI peectpariii (repepeecTpaiiii) iKapcbKuX 3aco0iB,
3aTBep/KeHOro rocTaHoBoio Kabinety MinicTpiB Ykpainu Biz 26 TpaBHsa 2005 poky
Ne 376 «IIpo 3arBepmkeHHs1 Ilopsiky pmepkaBHOI peectpauil (repepeectparii)
nmikapcbkux — 3acobiB i po3mipiB  300py 3a iX Jep)kaBHY peecTpailito
(mepepeecTpaliito)», absaiy TpuauaToro miAnyHkTy 10 nmyHKTy 4 IlonoxkeHHSI Mpo
MiHicTepcTBO 0XOpPOHHM 370pOB’Sl YKpaiHU, 3aTBep»KeHOro rnocraHoBoro KabiHety
MinictpiB Ykpainu Big 25 6epe3nsi 2015 poky Ne 267, mynkrty 12 posginy III
[TopsaKy po3r/isigy peecTpalfiiHuX MaTepiasiB Ha JiKapchKi 3aco0H, 1110 TI0/al0ThCs
Ha Jiep>KaBHY peecTpalito (TepepeecTpallito), Ta MaTepialiB NpO BHECEHHS 3MiH [0
peecTpaLiiiHiX MaTepiajiiB NpOTIroM il peecTpaLiiiHOrO MOCBilUeHHST Ha JIiKapChKi
3aco0M, $Ki 3apeecTpoBaHi KoMIleTeHTHUMM opraHamMu Cronyuenux IllTatiB
Amepuky, IllBeiriapii, Sfmonii, ABctpasii, KaHagu, mikapcbKux 3aco0iB, o 3a
L[eHTpa/li30BaHOK  MPOLIeJYPOI0  3apeecTpoBaHi  KOMIIETEHTHUM  OpraHoM
€pornericekoro Coro3y, 3aTBepPIKEHOr0 Haka3oMm MiHicTepcTBa OXOPOHM 37,0pOB'A
Yxpainu Bifg 17 ymuacronaga 2016 poky Ne 1245, 3apeectpoBaHoro B MiHiCTepCTBi
roctyLil Ykpainu 14 rpyansa 2016 poky 3a Ne 1619/29749, Ha nijcTaBi CK/1afeHOr0O
[ep>xaBHUM MiANIPUEMCTBOM  «[lep>KaBHUM eKCIIepTHUM 1ieHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’sl YKpalHW» BUCHOBKY IIPO pe3y/bTaTU PO3IJISAY MaTepiasiB Ipo
BHECEHHS 3MiH [I0 peecTpalliiHMX MarepiaiB Ha JIiKapCbKui 3acib, sKui
3apeecTpOBaHUN KOMIIETEHTHUM opraHoMm €spomneiicbkoro Coro3y, IllBeiriapii abo
CIIA

HAKA3YIO:

1. BHecTn 3MiHM [0 peecTpaliiHUX MarepiamiB Ta [lepXKaBHOTO peecTpy
MiKapchbKUX 3aco0iB YKpaiHu Ha iKapchki 3acobu 3rifHo 3 mogatkoM (mozatok 1).

2. BiAMOBUTH y BHECEHHI 3MiH [0 peecTpalliiHUX MaTepiasiB Ta [lep>KaBHOTro

peecTpy mikKapchbKux 3acobiB YKpaiHM /iKapchbKoro 3acoby 3riflHO 3 J0/laTKOM
(mopaTok 2).



3. KoHTpOJIb 38 BUKOHAHHAM L[bOI'0 HaKa3y IOK/IaCTH Ha 3acTyInHuka MiHicTpa
Inuka P.P.

B.o. MinicTpa Y. CYIIPYH



Aopartok 1

po Hakasy MiHictepcTBa
OXOPOHM 3[0POB’s YKpaiHn
17.05.2019 Ne 1137

NMEPENIK

NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIONOINYHUX MPEMNAPATIB), LLOAO AKUX BYJ/1I1 BHECEHI
3MIHW A0 PEECTPALJIAHNX MATEPIANIB, AKI BHOCATbLCA A0 AEP)XABHOIO PEECTPY NIKAPCbKUNX
3ACOBIB YKPAIHW, AKI SAPEECTPOBAHI KOMMNETEHTHAMN OPFAHAMUW CMNONYYEHUX LUTATIB AMEPUKWU,
LUBENLIAPII, AMOHIT, ABCTPANII, KAHAAWN, NTIKAPCbKUX 3ACOBIB, LLO 3A LEHTPA/II30OBAHOIO

MPOLIEAYPOIO 3APEECTPOBAHI KOMMETEHTHAM OPFAHOM EBPOMENCLKOIro COK3Y

Ne Hassa ®dopma sunycky (nikapcbka ¢ghopma, 3assBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa YmoBu Howmep
n/n JNliKapcbKo20 yrnakoska) Bionycky peecmpayiliHo2o
3acoby nocBi04Y€eHHs1
1. HIKOPETTE® cnpeii AN poTOBOT MOPOXHUHMU, MakHin Ab LLseuis MakHin Ab LLisewjs BHECEHHS 3MiH 40 peecTpalinHmx 6e3 UA/16866/01/01
CBDKA M'ATA n[o3oBaHwuii, 1 mr/go3a, no 150 o3y [OKYMEHTIB: 3MiHa Ha3BU peyenma
thnakoHi Nel a6o Ne2; no 150 no3 nNiKapcbKoro 3acoby (B iHCTPYKLIT
cnpeto y MNET- pnakoHi eMHicTIO 15 Mn, A5 Me4NYHOTO 3aCTOCYBaHHS).
MET- chnakoH 3 MexaHiyHUM TepMiH BBEAEHHS 3MiH NPOTAromM
po3nuaoBayYeM i 3aXUCHUM KanaHom 6-TN MicALIB NicNA 3aTBEPLKEHHS.
NOMILLYOTb Y NNACTUKOBWIA RYTASAp i3
noninponisieHy, no 1 abo 2 Ni1acTMKoBUX
doyTNApK y NNacTMKOBOMY KOHTYPHOMY
KOHTEWHepi i3 KApPTOHHOK OCHOBOK
2. HIMEHPUKC® NOPOLLOK Ta PO3YNHHUK 1A PO3UUHY MOAN3EP CWA hopMyBaHHs Benbrisi/ 3MiHa Ha3BU BUPOOHNYOT AiNbHUL, 3a UA/16901/01/01
OnA iH'ekuild, 1 nosay chnakoni; no 1 EWY.CLMI, BaKLUWHW, PpaHLin LLlo Bignosigae 3a 36epiraHHA peyenmom
thnakoHy 3 nopowkom (1 gosa) B KOPMOPEW HaMoOBHEHHS 6aHKy KMiTWH. [itoya pegakuis:
KOMMNEKTi 3 pO34MHHUKOM (0,5 mn) y LH dhnakoHiB, Wyeth Pharmaceutical Division of
nonepeaHbLO HANOBHEHOMY LUNPUL Ta niogpinizavis, Whyeth Holdings LLC, a subsidiary
[LBOMa rosikaMmn 3anakoBylThb y 61icTep nakyBaHHs/MapK of Pfizer Inc. MponoHoBaHa
Ta BK/1aaloTb Y KApPTOHHY KOPOGKY; no 1 yBaHHS, pepakuisa: Wyeth Pharmaceutical
thnakoHy 3 nopowkom (1 fosa) B KOHTPO/b SKOCTI; Division of Wyeth Holdings LLC.
KOMMAEKTi 3 pO34nHHUKOM (0,5 mn) y nakyBaHHs/MapkK AJpeca 3a/MLWaeTbCA HE3MIHHOI0.
nonepeaHbLO HaNOBHEHOMY LUNpULi 6e3 yBaHHs
rofik1 3anakoByloTb y 6nicTep; 10 PO3YMHHUKA:
6ricTepiB BK1aAalTb Y KAPTOHHY nakcoCwmitKns
KOPOGKY H
Bionoaxikanc
CA, Benbris;
BUNYyCK cepii
PO3UYMHHYIKA:
nakcoCwmiTKns
H




n/n

Ha3ssa
JNliKapcbKo20
3acoby

®opma sunycky (nikapcbka ¢popma,
yrnakoska)

3asaBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsio4eHHs

Bionogxikanc
CA, benbrisi;
nakyBaHHs/Mapk
yBaHHsA
MOPOLLIKY:
nakcoCmitKns
H
Bionopgxikanc
CA, dpaHuis;
chopmyBaHHs Ta
HanoBHEHHS
PO3UMHHNIKa,
MapKyBaHHs,
KOHTPO/Tb AKOCTI
PO3UMHHYMKA:
KataneHt
Benbmpkiym CA,
Benbris;
nakyBaHHs
MOPOLLIKY:
H.B. KPHA C.A,,
Bensbris;
nakyBaHHsa/Mapk
yBaHHS, BUMYCK
cepii
PO3UMHHNIKE,;
nakyBaHHs/Mapk
yBaHHs, BUMYyCK
cepii rotoBoro
NPOAYKTY:
Mdpaiizep
MeHtohekyypuH
r Benbrisa HB,
Benbris

CUMBACTATH
H CAHJ03®

TabneTku, BKpUTI NNiBKOBOO
060/10HKOIO,

no 20 wr, no 10 TabneTok y 6nictepi, no
3 abo 10 6nicTepiB B KAPTOHHI kopobLi

TOB
"CaHpo3
Ykpaina"

YkpaiHa

BMPOGHMLITBO
Hepo3acosaHo
T npoaykuji,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
TecTyBaHHs,
[03BiN Ha
BUMYCK Cepiii:
CaHpos N'pyn
Carnuk
YpyHnepi
Ilnaknapi CaH.
Be Tik. A.C.,

TypeyuunHa/
HimeuuunHa/
PymyHis/
MonbLua/
CnoseHis

BHECEHHS 3MiH 0 peecTpavinHmx
MaTepianis: OHOBMEHHSA
cepTudikaty BignoBiAHOCTI ANs
BXe 3aTBepA)KeHOro B1pobHuKa
aKTUBHOT cybcTaHLil

3a
peuyenmom

UA/16951/01/01




n/n

Ha3ssa
JNliKapcbKo20
3acoby

®opma sunycky (nikapcbka ¢popma,
yrnakoska)

3asaBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsio4eHHs

TypeyuunHa,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
TecTyBaHHS,
[03BiN Ha
BMNYCK Cepiit:
Cantotac
dapma M'v6X,
HimeuumnHa;
TecTyBaHHS,
[03BiN Ha
BMNYCK Cepiit:
C.K. CaHgo3
C.P.N., PymyHis;
nepBuHHE Ta
BTOPWHHE
nakyBaHHS,
TecTyBaHHs,
[03BiN Ha
BMNYCK Cepii:
Nek C.A.,
MonbLua;
nepBuHHe Ta
BTOPUHHE
nakyBaHHS:
Nek
thapmavLeBTUYHa
KomnaHisa 4.4.,
CnoBeHisg

CUMBACTATHU
H CAHAO3®

TabneTkn, BKpUTI NiIBKOBOKO
060/10HKOH,

no 40 mr, no 10 TabneTok y 6nictepi, no
3 abo 10 6nicTepiB B KAPTOHHIN KOPOOLi

TOB
"CaHpo3
YkpaiHa"

YkpaiHa

BMPOBHULITBO
Hepo3ghacoBaHO
T npoAyKuji,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
TecTyBaHHS,
[03BiN Ha
BUWMYCK Cepili:
CaHpos M'pyn
Carnuvk
YpyHnepi
Inaknapi CaH.
Be Tik. A.C.,
TypeuunHa,
nepBuHHe Ta
BTOPWHHE

nakyBaHHSA,

TypeuuunHa/
HimeuuunHa/
PymyHis/
MonbLa

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis: OHOB/EHHSA
cepTudikaTy BignoBigHOCTI A1
BXe 3aTBepKeHOro B1Upo6HMKa
aKTUBHOI cybcTaHLjil

3a
peyenmom

UA/16951/01/02




n/n

Ha3ssa
JNliKapcbKo20
3acoby

®opma sunycky (nikapcbka ¢popma,
yrnakoska)

3asaBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Homep

peecmpayiliHo2o

nocBi0O4Y€eHHs1

e}

TECTyBaHHS,
[03BiN Ha
BMNYCK Cepii:
Cantotac
dapma 'mbX,
HimeuuunHa;
TeCTyBaHHS,
[03BiN Ha
BMNYCK Cepii:
C.K. CaHgo3
.P.N., PymyHis;
nepBuHHe Ta
BTOPVHHE
nakyBaHHS,
TeCcTyBaHHS,
[03Bin Ha
BMNYCK Cepiii:
Nek C.A.,
MonbLa

HauanbHUK Bigainy 3 nutaHb
thapmaueBTUYHOI AiANbHOCTI
[AenaptameHTy BnpoBagKeHHA pedopm

T.M. JIAcKOBCbKUM




NMEPENIK

Aopartok 1

[o Hakasy MiHictepcTBa

OXOPOHM 30POB’s YKpaiHu

17.05.2019 Ne 1137

NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIONOIYHUX NPEMAPATIB), LLOAO AKX BIAMOB/IEHO Y BHECEHI
3MIH 10 PEECTPALINHUX MATEPIANIB, IKI BHOCATLCA A0 AEPXXABHOIO PEECTPY NIIKAPCbKNX 3ACOBIB
YKPAIHW, AKI SAPEECTPOBAHI KOMNETEHTHUMW OPFAHAMW CMIONYYEHUX LUITATIB AMEPVKW, LUBEALIAPII,

ANOHIi, ABCTPANII, KAHAAW, NIKAPCBKUX 3ACOBIB, LLIO 3A LIEHTPA/II30BAHOIO NPOLEAYPOIO
3APEECTPOBAHI KOMMETEHTH/AM OPIFAHOM EBPOMENCBHKOIO COO3Y

Hasea nikapcbko20

®dopma sunycky (nikapcbka

3assHuUK

Kpaina Bupo6HuUk Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n 3acoby ¢hopma, ynakoska) BionycKy peecmpayitiHo2o
nocsio4eHHs1
5. AEKCMEAETOMIAWHY | po3uvH Ans iH'ekuiid, 200 Mkr/2 TOB "tOpis- Ykpaina AHrcy XeHnrpyi MegiuiHc Kutaii BHECEHHS 3MiH O peecTpaLiiiHnX 3a UA/16999/01/01
rigpoxnoprup M1 (100 mMkr/Mn), o 2 My Papm" Ko., N4 marepianis: BUNPaBNEHHS TEXHIYHOT peuenmom
cknsHomy dhnakoHi; no 25 NOMW/IKV B MaTepianax
CKNSAHMX (p1akoHiB B nayli 3 peecTpaLiiHoro Aockbe
KapToHy (peecTpaviiHoMy NoCBigYEHHI,
IHCTPYKLUii ANs MeguyHoro
3aCTOCYyBaHHS, KOPOTKiii
XapaktepucTuui Ta po3gini
"MapkyBaHHS"), @ came: BUSTy4YeHHS
afpecu BUPOOHNMKA; YTOUHEHHS
afpecu BUPo6HMKa
HauvanbHUK Bigainy 3 nutaHb
chapmaueBTUYHOI AiANbHOCTI
[enaptameHTy BpoBagKeHHA pedopm T.M. NIackoBCbKUi
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