Nnuensna Ne J1012-00102-77/00010585

Paspemenue Ha Boimyck JIIT Ne 522
(B cootBercTBUM ¢ [Iprnoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanwue npoaykra / [Tnarpun®;/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapcTBenHas popma / Ta0JIETKH, TOKPBITHIE TUIEHOYHOM 000JI04KO0i1/
Pharmaceutical form film coated tablets

Jlo3upoBka / 75 mMr /75 mg

Dose

Tun ymakoBku / 10 1T, / 3 KOHTypHas si9eiiKoBasl yllakoBKa / mayka KapTOHHAas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1681225

Bach number

Jlata nmpou3sBoacTBa / 11,12.2025

Date of manufacture

Cpoxk roanoctu / 'ogen 1o 30.11.2027

Expiry date

Pasmep cepun / 9 313 ynmakoBox/ 9 313 packs

Bach size

Crpana HazHaueHus / Poccusi/ Russia

Destination country

Peructpanunonnoe ynocrosepenue | JIII-Ne(010943)-(PI'™-RU) ot 15.07.2025/

/ Marketing authorization JIII-Ne(010943)-(PI"-RU) from 15.07.2025

HopmaTuBHBIH JOKYyMEHT / JIII-Ne(010943)-(PI'-RU)-150725/

Normative document JIII-Ne(010943)-(PI'-RU)-150725

[Tpon3BoACTBO rOTOBOM O61mecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKMN3-
nexkapcTBeHHOH Qpopmbl / Finished | @APMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIH 1Ipoe3 N, 1. 6, cTp. 4, ¢Tp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepBuynas ynaxkoBka / OO1mecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTEIO "MAKMN3-

Primary packaging ®APMA" (OO0 "MAKHN3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. Mocksa, ABTOMOOHJIBHBII 1Tpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuynas ymakoBka / O61mecTBO ¢ OrpaHUYEHHOM 0TBETCTBEHHOCTHIO "MAKI3-

Secondary packaging ®APMA" (OO0 "MAKHN3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIBHEIH IIpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




JNinuensuna Ne J1012-00102-77/00010585

Brinyckaronuit KOHTpOJIb
KauecTBa /
Quality Control

OO61ecTBO ¢ OrpaHUYEHHOM 0TBETCTBEHHOCTHIO "MAKI3-
OAPMA" (OO0 "MAKUN3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOOMIIBHBIH Ipoe3 [, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanune A®C / Knomunorpen/ Clopidogrel
API name
ITpoussoautens ADC / Xerepo Jlparc Jlumuren, Muaus/

API manufacturer

Hetero Drugs Limited, India

Howmep cepun ADOC /
API Bach number

C025050013, CO25050014

Hacrosmum noarsepxaaro, uto nanHas cepust Ne PL1681225 [Tnarpun® tabieTkH, TOKPHITHIE
IJIEHOYHOH 000104K0i, 75 Mr Ne 30, macriopt Ne 539/26 ot 31.03.2026 6bu1a mpou3Be/ieHa H
IIPOKOHTPOJIMPOBAHA B COOTBETCTBUU C NeiicTByromumu [IpaBunamu Hamnexarmeit
MIPOU3BOACTBEHHOM NpakTUKH EBpasuiickoro Jxonomuyeckoro Coro3a U TpeOOBaHUSAMH
PerucrpallnoOHHOTrO 0CBE, a TAKXKE B COOTBETCTBUH CO CIIEHUPHKAIMSIMH 3apEerHCTPHPOBAHHOTO

MPOAYKTA.

JIOKyMEHTBI 10 IPOU3BOACTBY (IPUMEHHMMBIM CTaIUSIM) M KOHTPOJIIO KauecTBa MPOBEPEHBI H

0/100peHBI.

JIroObIe OTKIIOHEHHS pacciieI0BaHbl B COOTBETCTBHU C BHYTPEHHUMH MPOILIEAYPAMH U 0J0OpEHBI
VY H0IHOMOYEHHBIM JIULIOM /

I hereby confirm that this batch was produced and controlled in accordance with the current
Rules of Good Manufacturing Practice of the Eurasian Economic Union and the requirements of
the Marketing dossier, as well as in accordance with the specifications of the registered product
Documents for production (applicable stages) and quality control are verified and approved.
Any deviations are investigated in accordance with internal procedures and approved by an
Authorized Person.
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