JNinuensna Ne 21012-00102-77/00010585

Pasperenue Ha Boimyck JIIT Ne 840
(B cootBetcTBHH ¢ [Ipunoxenrem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HazBanwue npoxykra / [Inarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapcTBeHHas ¢opma / Ta0JIETKH, MOKPBITHIE IEHOYHOM 000I0UKOMH/
Pharmaceutical form film coated tablets

Ho3upoBka / 75 Mr /75 mg

Dose

Tun ynakoBku / 10 mT. / 3 XOHTypHas srYeiiKoBasl yIakoBKa / ayka KapTOHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1140426

Bach number

Jara npou3sBojcTBa / 20.04.2026

Date of manufacture

Cpoxk ronsoctu / 'ogen 1o 30.04.2028

Expiry date

Pasmep cepun / 9 478 ynakoBok/ 9 478 packs

Bach size

Crpana Ha3zHaueHwus / Poccus/ Russia

Destination country

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

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

HopmartuBHbl# 1oKyMeHT / JIII-Ne(010943)-(PT"-RU)-150725/

Normative document JITI-Ne(010943)-(PI"-RU)-150725

ITponsBoacTBO roTOBOM O61ecTBO ¢ OrpaHUYeHHO# OTBeTCTBEHHOCTHIO "MAKI3-
nexkapctBeHHOM ¢opmsl / Finished | PAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHEL Npoe3 , 1. 6, cTp. 4, cTp. 6, c1p. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[IepBuuHnas ynakoBka / O61mecTBO ¢ orpaHMYeHHO# 0TBeTCTBEHHOCTHIO "MAKI3-

Primary packaging ®APMA" (OO0 "MAKU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIBHBIH Ipoe3n, 1. 6, cTp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska / OO1mecTBO ¢ orpaHMYeHHO# O0TBeTCTBEHHOCTHI0 "MAKI3-

Secondary packaging DOAPMA" (OO0 "MAKUN3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBII Tpoe3 N, 1. 6, cTp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nvuensma Ne J1012-00102-77/00010585

BeInyckaromuii KOHTPOJIb
KayecTna /
Quality Control

O61mecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTHIO "MAKI3-
DAPMA" (OO0 "MAKHN3-®PAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOOMIIBHEIH Hpoe3 N, 1. 6, ctp. 4, ¢Tp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazanue A®C / Knonunorpen/ Clopidogrel

API name

[Tpoussomutens ADC / Xerepo [parc Jlumurten, Muaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepuun ADC / C025060018

API Bach number

Hacrosium noarsepxaato, uto gaHHas cepust Ne PL1140426 ITnarpun® TabieTKH, HOKPHITHIE
IUIEHOYHOM 060710uK0H, 75 Mr Ne 30, macropt Ne 885/26 ot 01.06.2026 Gbiia npou3BeneHa 1
IIPOKOHTPOJIMPOBaHA B COOTBETCTBUH ¢ AelcTByromumu [IpaBunamu Hayrexamnei
POU3BOJICTBEHHOM NpaKTHKU EBpasuiickoro DxoHomuyeckoro Coro3a U TpeOOBaHUAMHM
PerucrpannoHHOro 1oche, a Takke B COOTBETCTBUH CO CIICM(DHKAIUSIMH 3apETUCTPHPOBAHHOTO

HPOIYKTA.

JIOKYMEHTBI II0 IPOM3BO/ICTBY (IPHMEHUMBIM CTa IHSM) H KOHTPOJIKO Ka4eCTBA IPOBEPEHH] 1

0100peHBI.

JIroOble OTKIIOHEHHS pacciieIOBaHbI B COOTBETCTBHHU C BHYTPEHHUMH IIPOLIELYPaMH U O10OPEHb
VIOJIHOMOYEHHBIM JIAIIOM /

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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