Nvuensmna Ne /1012-00102-77/00010585

Paspemenne Ha Boimyck JIIT Ne 1709
(B cooteTcTBHM ¢ [Iprnoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanue npoaykra / [Inarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel
INN

JlexapctBeHHas popma /
Pharmaceutical form

TabJIETKH, OKPBITHIE TJIEHOYHON 060JI09KOH/
film coated tablets

Jo3upoBka / 75 mMr/ 75 mg

Dose

Tun ynakoBkwu / 10 wt. / 3 KOHTypHas s4elikoBasl ynakoBKa / Nadyka KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepuu / PL1350926

Bach number

Jlata npou3sBojcTBa / 10.09.2026

Date of manufacture

Cpox rogrocts / T'ozen 1o 31.08.2028

Expiry date

Pasmep cepun /
Bach size

9 378 ynakoBok/ 9 378 packs

Crpana Ha3HaueHus /
Destination country

Poccus/ Russia

Perucrpanuonsoe yaoctoBepenune
/ Marketing authorization

JIII-Ne(010943)-(PI"-RU) ot 15.07.2025/
JIII-Ne(010943)-(PI'-RU) from 15.07.2025

HopmatuBHBI# 0KYMEHT /
Normative document

JITI-Ne(010943)-(PT-RU)-150725/
JII-Ne(010943)-(PT-RU)-150725

[Ipon3BoacTBO roTOBOM
nexapcTBeHHOU hopmel / Finished
dosage form manufacturing

OO1mecTBO ¢ OrpaHHYEHHOI OTBETCTBEHHOCTRIO "MAKM3-
®APMA" (OO0 "MAKU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOOHITBHEIH npoesn, a. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[IepBuunas ymakoBka /

OOw1ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKU3-

Primary packaging ®APMA" (OO0 "MAKM3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOUIIBHEIH npoesn, 1. 6, ctp. 4, ctp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoBka /

OO1mecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTHIO "MAKU3-

Secondary packaging OAPMA" (OO0 "MAKU3-OAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOHILHEIHA TIpoe3, 1. 6, cTp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




JNinueHsna Ne /1012-00102-77/00010585

Brimyckaromuii KOHTpoJIb
KauyecTBa /
Quality Control

OO6w1ecTBO ¢ OrpaHUYeHHOM OTBETCTBEHHOCTHIO "MAKI3-
®APMA" (OO0 "MAKM3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOOHIBHBIH Hpoe3, 1. 6, cTp. 4, ctp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazsanue A®C /
API name

Kiomunorpen/ Clopidogrel

ITpousBoautens ADC /
API manufacturer

Xerepo [lparc Jlumuren, Muaus/
Hetero Drugs Limited, India

Homep ceprur ADC /
AP] Bach number

C0O25080025

Hacrosmum noarseprxaro, uro nannas cepust Ne PL1350926 [Inarpun® tabneTku, MOKpHITHIE
IJICHOYHOH 0060110uK0i, 75 Mr Ne 30, mactopt Ne 1732/26 ot 05.10.2026 6bL1a [IPOU3BEJICHA
IIPOKOHTPOJMPOBaHA B COOTBETCTBHU ¢ AeHCTBYromumMu [IpaBunamu Hamnexarneit
IPOM3BOJCTBEHHOM NpakTHKH EBpasuiickoro Dxonomudeckoro Coro3a u TpeGOBaHUSIMH
Perucrpannonnoro nocke, a Takke B COOTBETCTBUY CO CHEIM(BUKALMAMHA 3apErUCTPUPOBAHHOIO

IPOIYKTA.

JIOKYMEHTbI 10 IPOM3BO/ICTBY (IIPUMEHHMBIM CTAUAM) M KOHTPOIIIO Ka9eCTBa IIPOBEPEHBI H

0100peHBI.

JIro6ple OTKIIOHEHHS PACCiIe0BaHbl B COOTBETCTBHH C BHYTPEHHHMH IIPOLIEAYPAMH ¥ 0100pEHEI
YOJTHOMOYEHHBIM JIUIIOM /

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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