Jnuensuna Ne /1012-00102-77/00010585

Paspemenne Ha Beimyck JIIT Ne 704
(B cootercTBUH ¢ [Tpunokenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanue npomykra / IInarpun®/ Plagril

Name of the product

MHH / Knonuporpen/ Clopidogrel
INN

JlexapcTBeHHas popma /
Pharmaceutical form

TaOJIETKH, TIOKPHITHIE TIEHOYHOH 060JI0UKOl/
film coated tablets

Ho3uposka / 75 mMr /75 mg

Dose

Tun ynakosku / 10 mr. / 3 KOHTYpHas staelikoBast ynakoBka / mauxa KapTOHHast
Package type 10 PCs / 3 blister packs / cardboard packs
Homep cepun / PL1080426

Bach number

Mara npou3sBoscrTaa / 02.04.2026

Date of manufacture

Cpoxk roguoctu / T'onen 1o 31.03.2028

Expiry date

Pasmep cepun / 9 503 ynakoBox/ 9 503 packs

Bach size

Ctpana Ha3zHaueHus /
Destination country

Poccus/ Russia

Peructpanuonnoe ynocropeperne
/ Marketing authorization

JII-Ne(010943)-(PT-RU) o 15.07.2025/
JITI-Ne(010943)-(PT-RU) from 15.07.2025

HopmatuBHBI [oKymeHT /
Normative document

JIII-Ne(010943)-(PT-RU)-150725/
JIII-Ne(010943)-(PT'-RU)-150725

IIpon3BoacTBO roToBOI
JexapcTBeHHOH popmel / Finished
dosage form manufacturing

O61ecTBO ¢ OrpaHAYeHHO# OTBETCTBEHHOCTHIO "MAKI3-
PAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOOUIBHBIIH npoesz, 1. 6, ctp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

IlepBuunas ymaxoBka /

O61ecTBO ¢ OrpaHHYeHHOM OTBETCTBEHHOCTHI0 "MAKI3-

Primary packaging O®APMA" (000 "MAKH3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOGHILHBIH npoesz, A. 6, cp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska /

O61ecTBO ¢ OrpaHMYEHHO OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

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




Nuvuensna Ne J1012-00102-77/00010585

Beimyckaromuit KOHTpOJIb
KavecTBa /
Quality Control

O61mecTBO ¢ OrpaHUYEHHOM 0TBETCTBEHHOCTRIO "MAKM3-
®APMA" (OO0 "MAKHN3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

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

Hazsanue ADC /
API name

Knonunorpen/ Clopidogrel

IIpousBomurens AD®C /
API manufacturer

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

Howmep cepuun ADC /
API Bach number

C0O25050017

Hacrosmum noarsepsxaato, uro nannas cepust Ne PL1080426 ITnarpun® tabieTky, HOKPHITHE
IJICHOYHOH 0007104k, 75 Mr Ne 30, macopt Ne 824/26 ot 15.05.2026 6bLi1a mpou3sBeieHa U
IIPOKOHTPOJIMPOBAHA B COOTBETCTBUH C AcHcTByromumu [IpaBunamu Haanexamei
IPOU3BOJICTBEHHOM NpakTHKu EBpasuiickoro Oxonommdeckoro Coro3a u TpebOBaHUAMH
Perucrpan@oHHOro ocke, a TakKe B COOTBETCTBHH CO CriequpUKaMAMH 3apPErdCTPUPOBAHHOTO

HPOJTyKTA.

JIOKyMEHTEI 110 IPOU3BOACTBY (MIPUMEHMMBIM CTA/IHSIM) M KOHTPOIIIO KaUeCTBa POBEPEHBI H

0J100pEHBI.

JIro6ple OTKIIOHEHHS pacciieJOBaHbI B COOTBETCTBHH ¢ BHYTPEHHUMH IpoLeaypaMu U 0JTI00pEeHBI
Y10IHOMOYEHHBIM JTULIOM /

[ 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.

Yeprymepna H %

YIIo1HOMOYEHHOE JTUIO0
000 «MAKU3-OAPMA »




