JIvuyensmna Ne /1012-00102-77/00010585

Paspemenue Ha Boimyck JIIT Ne 845
(B cooTBetcTBuH ¢ [Ipunoskenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3zBanue npoxykra / IInarpun®/ Plagril

Name of the product

MHH / Kitonuporpen/ Clopidogrel

INN

JlexapcTBeHnas ¢popma / TabJIETKM, TTIOKPBITHIE IIEHOYHOH 060JI0UKOM/
Pharmaceutical form film coated tablets

Ho3upoBka / 75 Mr /75 mg

Dose

Tun ynakosku / 10 . / 3 KoHTYpHAasI sYeiikoBas ynakoBKa / mayka KapTOHHas
Package type : 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1190426

Bach number

Hara npoussoacrea / 22.04.2026

Date of manufacture

Cpox rogsoctu / Tozmen 1o 30.04.2028

Expiry date

Pasmep cepuu / 9 493 ynakoBox/ 9 493 packs

Bach size

Ctpana HasHavenwus / Poccus/ Russia

Destination country

Perucrpanmonnoe ynocrosepenue JII-Ne(010943)-(PT-RU) ot 15.07.2025/

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

HopmartuBHsit oKymeHT / JIII-Ne(010943)-(PT"-RU)-150725/

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

IIpou3BoaCTBO roToBOI! OO61mecTBO ¢ OrpaHHYEHHON OTBETCTBEHHOCTHIO "M AKI3-
iekapcTBeHHON popmel / Finished | ®APMA" (000 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBIIH npoesn, 1. 6, crp. 4, cTp. 6, c1p. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

IlepBuunas ynakoska / O611ecTBO ¢ OrpaHUYEHHOH OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBII npoesn, a. 6, ctp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropununas ynakoska / O61ecTBO ¢ OrpaHHYeHHOM 0TBeTCTBEHHOCTBIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOHJILHBIH npoes, 1. 6, cTp. 4, cp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




JNlvuensua Ne J1012-00102-77/00010585

Brimyckaronumit KOHTPOJIb
KauecTBa /
Quality Control

OO01mecTBO ¢ OrpaHHYEHHON OTBETCTBEHHOCTHIO "MAKU3-
OAPMA" (OO0 "MAKH3-PAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

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

Ha3zBanue A®C /
API name

Knonuporpen/ Clopidogrel

ITpouzBoautens APC /
API manufacturer

Xerepo Jlparc Jlumuren, Unmus/
Hetero Drugs Limited, India

Homep cepun ADC /
API Bach number

C025060020

Hacrosmum noxreepxaaro, uro nannas cepus Ne PL1190426 IInarpun® tabneTkH, MOKPHITHIE
IJICHOYHOH 00010uKoi, 75 Mr Ne 30, macopt Ne 907/26 ot 02.06.2026 6511a IIPOM3BEICHA U
IIPOKOHTPOJIMPOBaHa B COOTBETCTBUH C AeHcTBYromuME [IpaBunamu Hannexameit
IIPOM3BO/ICTBEHHON NpakTUKK EBpasuiickoro DxoHoMuyeckoro Coro3a H TpeGOBaHHAMHE
Perucrpanuonnoro nocke, a Takke B COOTBETCTBHH CO CleNHbUKAIMIME 3apEeruCTPUPOBAHHOTO

IIPOIYKTA.

JIOKYMEHTBI 110 IPOM3BOACTBY (IPHMEHHMBIM CTaIHsIM) U KOHTPOIIO KAYecTBa IPOBEPEHBI H

0JI0OpEHBI.

JIro6Ble OTKIIOHEHHUS PacCieNOBaHbl B COOTBETCTBHH C BHYTPEHHHMH IPONEYyPaMH U OJ00PEHBI
V10IHOMOYEHHBIM JTUIIOM /

[ 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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