NMEPENIK

NIKAPCbKUX 3ACOBIB LOAO AKUX 3ABEPLUEHO PO3IrNAL PEECTPALINHNX MATEPIANIB NMPO BHECEHHSA 3MIH 0

PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALIMHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI 3APEECTPOBAHI

KOMOETEHTHUMW OPTAHAMW CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbKOI KOH®ELEPALLT, ANOHII, ABCTPAII,

KAHAAW, NIKAPCbKNX 3ACOBIB, LLO 3A LLEHTPANIBOBAHOLO MNMPOLIEAYPOLO 3APEECTPOBAHI KOMMNETEHTHAM OPITAHOM
EBPOIMNENCBLKOIo CO3y

Ne Ha3ssa nikapcbko20 dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, BionycKy peecmpayiliHo2o
YnakoBsKa) nocsio4YeHHs1
1. 3IPABEB KOHLeHTpaT Ans Mdcpaiizep CLA 36epiraHHa AdI, CLUA/ TeXHiYHa NoMuska, siky 6yno gonyuieHo 3a UA/18148/01/01
PO34MHYy oNns Env.Ci.Mi. BMPOGHULITBO, NEPBUNHHE Ipnangis/ npw peecTpauii nikapcbkoro 3acoby y peyenmom
iHdpysin, 25 mr/mn; KopnopeiiLuH nakyBaHHs1, TECTyBaHHA Npu Benebris po3aini «<BMpo6HMK(M) nikapcbKoro
no 100 mr/4 mny BUMYCKY, BUNYCK cepil, 3acoby» y peecTpauiiHoMy NoCBigYEHHI,
dnakoHi; no 1 BTOPVHHE NaKyBaHHS, MeToAax KOHTPOJIHO SIKOCTi, TEKCTI
chnakoHy y MapKyBaHHS: MapKyBaHHS YNakoBOK Ta iHCTPYKLT Ans
KapTOHHiii KopobLli 3 dapmauisa i AnmpxoH KomnaHi MeAMYHOro 3aCToCyBaHHsA, a came
MapKyBaHHAM JNC, CWA; HEKOPEKTHe NnepeHeceHHst iHhopmauii
YKPaiHCbKOIO TecTyBaHHA Npu BUMYCKY LLOA0 Ha3BW BUPOBHWKIB, LLO He
MOBOI0; no 400 cepii, TeCTyBaHHs npu BiANOBIAAE 3aTBEPKEHOMY PO3Ainy
Mr/16 M1y dh/1akoHi; LOCAiMKEHHI CTabiNIbHOCTI: nocbe 3.2.P.3.1 BUpo6Huk(1n). 3rigHo
no 1 dpnakoHy y Baet bio®apma [iBixH o [OKYMEHTIB, siKi HajlaBa/IMCb Ha
KapTOHHI Kopobui 3 Baet ®apmaceyTtukasic peecTpavito, a came Mogynb 3, po3gain
MapKyBaHHSIM NNC, CWA; 3.2.P.3.1 BUpo6HWMK(1), Ha3Bn
YKPaiHCbKOIO TecTyBaHHA NP BUMYCKY BMPOOGHWKIB 3a3HaueHi y HacTymHil
MOBOIO; no 100 mr/4 cepii, TeCTyBaHHs npu pepakuii: Pharmacia & Upjohn Company
M1y dhakoHi; no 1 LOCAiMKEHHI CTabiNIbHOCTI: LLC, Pfizer Service Company BV.
dhnakoHy y Mdpaiizep IpnaHgis
KapTOHHiii KopobLli 3 dapmacbloTikans, lpnaHgis;
MapKyBaHHAM Bunyck cepii:
iHO3EeMHOK MOBOIO 3 Mdpaiizep Cepgic KomnaHi
HaHeceHHAM BB, Benbris
CTuKepy
YKpaiHCbKOI
MOBOI0; rno 400
Mr/16 M1y dh/1akoHi;
no 1 pnakoHy y
KapTOHHiii KopobLli 3
MapKyBaHHAM
iHO3eMHOI0 MOBOIO 3
HaHeceHHsAM
CTuKepy
YKPAIHCbKOK MOBOK
2, XANPIMO3 40 PO3UMH ANA iH'EKLN, CaHpo3 'm6X AscTpis KOHTPO/Ib Lseliuapia/ | B.ll.e.3.b, IB - Change in test procedure 3a UA/17973/01/01
40 mr/0,8 mr; no 0,8 (XiMiYHWA/i3NYHNIA): CnoseHis/ for the immediate packaging of the peyenmom
MJ/1 PO3YUHY Y HoBaprTic ®apma LTaiH AT, ABcTpisi/ finished product - Other changes to a
nonepegHsL0 LBeiiyapis; HimeuunHa test procedure (including replacement or
HanoBHEHOMY KOHTpPO/b cepii addition): Change in test procedure for

wnpuyi; no 1 aéo 2
nonepeaHL0

(6ionorivHuif):
HosaprTic ®apma Arl,

the immediate packaging of the finished
product to align the control of residual




Ne | Ha3sa nikapcbko2o ®dopma BUnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayitiHo2o
yrnakoska) nocsioYeHHs
HanoBHEHNX LlBeiiuapis; ethylene oxide after sterilization of the
npuuis y KOHTPO/b cepil syringes with ISO standard procedures
6nictepax y (6ionoriyHui): at the supplier BD.

KapTOHHIA KOpooLi

Nek p.4., NE BupobHnyTBO
MeHrew, CnoBeHis; NOBHWIA
LKA BUPOGHMLTBA:
CaHpo3 'mbX - Bupo6Huua
OinbHULUA ACEeNnTUYHI
Nikapcbki 3acobum
LadTeHay (AcenTnyHi
N3L), AscTpis;
KOHTPO/b cepii
(XiMiYHWA/i3NYHNIA):
€spochiHc PACT 'M6X,
HimeyumnHa;
KOHTpO/b cepii
(MiKpO6IONOriYHWIA -
CTEepW/IbHI NOKA3HUKM,
MiKpO6ioOriYHWiA -
HecTepusibHI MOKa3HUKM):
CaHpo3 'm6X - BupobHuua
OinbHUUA BioTexHooriyHi
Nikapcbki Cy6cTaHuii
Kyngne (BT NICK), ABcTpis;
KOHTpO/b cepii
(6ionoriyHwnif):

CI'C Ananitukc Wseinuapis
Arl, WBeliyapis




