Nuuensna Ne 21012-00102-77/00010585

Pa3pemenue Ha Boimyck JIIT Ne 728
(B cootercTBuH ¢ [Ipunoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanwue npoaykra / IInarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapctBenHas ¢opma / Ta0JIETKH, TOKPBITHIE IJIEHOYHOM 000I09KOMH/
Pharmaceutical form film coated tablets

Jo3upoBka / 75 mMr /75 mg

Dose

Tun ynakoBku / 10 mt. / 3 KOHTypHas s4eiikoBas yakoBKa / mayka KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepuu / PL1110426

Bach number

Hata npousBocrtsa / 03.04.2026

Date of manufacture

Cpoxk rogaoctr / 'onen 1o 31.03.2028

Expiry date

Pa3smep cepun / 9 520 ymakoBox/ 9 520 packs

Bach size

Crpana Ha3HayeHus / Poccusi/ Russia

Destination country

Peructpanmonnoe ynocrosepenue | JIIT-Ne(010943)-(PI-RU) ot 15.07.2025/

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

HopmaruBHbIN 1OKyMEHT / JIII-Ne(010943)-(PI'-RU)-150725/

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

IIpon3BoACTBO TOTOBOIH O6mecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTRIO "MAKN3-
nexapcTBeHHON popmsl / Finished | PAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mocksa, ABTOMOOUIBHEIL IIpoe3y, A. 6, ctp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[lepBuunas ymakoBka / OO61ecTBO ¢ OrpaHUYCHHON OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. Mocksa, ABTOMOOWIBHEL Ipoe3n, 1. 6, cTp. 4, cTp. 6, crp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska / O61mecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-

Secondary packaging ®APMA" (OO0 "MAKH3-PAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

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




JNlnuexsuna Ne J1012-00102-77/00010585

Beimyckatromuii KOHTPOJIb
KauyecTBa /
Quality Control

O611ecTBO ¢ OrpaHHYEHHON OTBETCTBEHHOCTHI0 "M AKU3-
OAPMA" (OO0 "MAKI3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOGHIIBHBIH ITpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Ha3sauue A®C /
API name

Knonunorpen/ Clopidogrel

ITpousBoautens ADC /
API manufacturer

Xetepo Mlparc Jlumuren, Maaus/
Hetero Drugs Limited, India

Homep cepun ADC /
API Bach number

C025050017, CO25060018

Hacrosium noarsepsknaro, uro naxzas cepust Ne PL1110426 ITnarpun® tabnetk, HOKPBITHIE
TJICHOYHOM 0001104KOi#, 75 Mr Ne 30, maciopt Ne 827/26 ot 15.05.2026 6bi1a npor3BeaeHa 1
IIPOKOHTPOJIMPOBAHA B COOTBETCTBUH C AeHcTBYromuME [IpaBunamu Hannexameit
NPOU3BOJICTBEHHOH NpakTHKH EBpasuiickoro DxoHoMudeckoro Coro3a 1 Tpe6oBaHHAMH
PerucrpannoHHoro 1ocke, a TakKe B COOTBETCTBUH €O CHIENM(UKAIMSIME 3apETHCTPHPOBAHHOTO

IIPOAYKTA.

JIOKYMEHTBI 110 [IPOM3BOJICTBY (IPAMEHMMBIM CTaHsIM) U KOHTPOJIIO KauecTBa IIPOBEPEHbI i

0100pEHBI.

JIro0ble OTKIIOHEHHS pacciieIoBaHbl B COOTBETCTBHHU C BHYTPEHHHMH IpoLEeypaMH U 0JJ00pEHBI
VT0JIHOMOYEHHBIM JIALIOM /

[ 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.

YepuymnieBny H%

V1oIHOMOYEHHOE JTUI0
000 «<MAKU3-OAPMA »




