SANOFI ¢

Cepruduxar aHaIH3a H COOTBETCTBHS

HanmeroBauue npenapata; 284 MeraxTpa®, BakLFHa MEHIHIOKOKKOBas romrcaxapunHas (ceporpymm A, C, Y n W-135),
KOHBIOTHPOBAHHAS ¢ b TepHUIHEIM aHATOKCHHOM, B OJHOJ030BOM (riakoHe — Poccust

Oran TpoLecca NMpon3BOACTBA: MapKHPOBKa

Howmep cepun: U7917AB Howmep/apTtikyn Matepraia: 3000595
O6bem/KonnaecTBO: 76 229 ynakoBoK

VYenosua xpanenmns: 2-8 °C

JIata npomsBogcTra: 18 ausaps 2023 r. JlaTa McTeueHws CPOKa TOAHOCTH: AeKka0phb 2024 1.
ITokazaTenn KpHTtepHu npHeM/IeMOCTH Pesysbrar Jata npoBeaeHHsA
HCNBITAHUA
OXOHYATENBHOE TIOATBEPKICHIE TTonoxuTeNbHEIE PE3yIETATEL TTonoxurenbHEIE 31 mepra 2023 1.
MOATHHHOCTH Q96-102 HenbiTanns Ha ceporpynmel A, C, Y u pe3ynBTaTH HCTIEITAHNS Ha
W135, KXOHBIOTHPOBaHHEIE C ceporpymsl A, C, Y u
I1bTepHHBIM aHATOKCHHOM W135, KOHBIOTHPOBAHHEIE
¢ mudTepuiiHEIM
aHATOKCHHOM

CEPTUOUKAT ITPOU3BOAUTEIIA

HacTosmmM TIOATBEPHIAIO, UTO TIPMBEJEHHAs BhINe MH(pOPMAIWs SBISETCS TOMIMHHOM M TOuHOM. OTO cepisi MpofykTa Ghlia
IBTOTORNIEHa/TIPOM3BEIEHA ¢ OCYIECTBIGHHEM KOHTPONS KAYeCTBA HA YKa3aHHBIX HIDKG IUIONIAJKAX B TIONTHOM COOTBETCTBHH C
TpeGoBaHIAMI HaaNeXaleH IPOH3BOACTBeHHOM npakTyky (GMP) MeCTHOTO PeryIISTOPHOIO OpraHa 1 crie I UKasIMI, TPHBEICHHEIMU
B PETWCTPAIMOHHOM YIOCTOBEPEHWH CTPAHBI-MMIIOPTEPa WIH DPETMCTPAIiOHHOM YNOCTOBEPEHMM Ha JEKAapCTBEHHBIH mperapat
(MCcMeye Mble IeKapCTBEHHES [IPEapaTHl) B COOTBETCTBHH ¢ IOChe KITHHITIECKHX HCCIeL0BaHMiL. 3aIHCH O POH3BOACTBE 1 MCTIBITAHAAX
cepyy GBUTH M3y UeHk! 1 IPM3HAHBL COOTBETCTBYIOIIMMH TpeGoBaHIaM GMP, B pe3yIbTaTe 4Ero OT PeryITOPHOTo OpraHa GHLIO MONTyYeHO
TOATBEPXKIEHNE O NIPHHATHH CepTH(HKATOB Ha BEIMYCK cepyu. HiDkerprBe/IcHHAS SJEKTPOHHAS NOAMICh UMEET IOPHANIECKYIO CIILy 1
ABJISIETCS AHAJTIOTOM COGCTBEHHOPYYHOM TIOATHCH JIWIA B COOTBETCTBHHM ¢ TpeGoparmsami GMP n Ceona ¢denepanbhbix npasut CIITA,
pazzmen 21, gacth 11.

JIOKyMeHT 3aBepeH B SJIEKTPOHHOM BHJIE: Wms u pavmmmst TTatpuims Canues (Patricia Sanchez)
JHata 10 ampenst 2023 1. 11:10:45 UTC-4

Boinyckalommii KOHTPOJIb Ka4ecTBa
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