JNinuensua Ne 21012-00102-77/00010585

Paspemenne Ha Beimyck JIIT Ne 844
(B cootBetcTBuH ¢ [Ipunoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanue npoayxra / [Inarpun®/ Plagril

Name of the product

MHH / Krnomunorpen/ Clopidogrel

INN

JlekapctBeHnHas dopma / TaOJIETKH, OKPBITHIE IEHOYHOH 060JI04YKO#H/
Pharmaceutical form film coated tablets

Jlo3upoBka / 75 mMr /75 mg

Dose

Tun ynakoskwu / 10 . / 3 KOHTypHAs sYeiiKOBast yriaKoBKa / mavyka KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1180426

Bach number

Jara npousBonctsa / 22.04.2026

Date of manufacture

Cpox rogHoctr / 'onen 10 30.04.2028

Expiry date

Pasmep cepun / 9 498 ynakoBok/ 9 498 packs

Bach size

Crpana Ha3HaueHus / Poccust/ Russia

Destination country

Perucrpannonnoe ynocroseperne | JIII-Ne(010943)-(PI'-RU) ot 15.07.2025/

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

HopmatuBHslii nokymeHT / JIII-Ne(010943)-(PI'-RU)-150725/

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

[IpousBoacTBO rOTOBOM OO1mecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKU3-
nexapcTBeHHO popmsl / Finished | PAPMA" (000 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBIA HIpoe3 T, A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepBuuHas ymakoBka / O6m1ecTBO ¢ OrpaHUYeHHOM 0TBETCTBEHHOCTHIO "M AKI3-

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

Anpec /

Address:

109029, r. Mocksa, ABTOMOGHIBHEII LIpoe3 L, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuynas ynakoska / O6miecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

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




Jlnuersua Ne /1012-00102-77/00010585

Brmyckaromuit KOHTPOJIb
KauecTBa /
Quality Control

OO01mecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKN3-
DAPMA" (OO0 "MAKH3-®PAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

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

Hazpanue ADC / Knonunorpen/ Clopidogrel

API name

ITpousBoautens ADC / Xetepo parc Jlumuren, Unaus/
API manufacturer Hetero Drugs Limited, India
Homep cepun ADC / C025060019, CO25060020

API Bach number

Hacrosium noareepxato, uto nannas cepust Ne PL1180426 IInarpun® tabrieTKH, MOKPHITHIE
IUICHOYHOM 0001109K0#, 75 Mr Ne 30, macopt Ne 902/26 ot 01.06.2026 656112 [IPOU3BEJICHA U
TIPOKOHTPOJIMPOBAHA B COOTBETCTBHH ¢ JeHCTBYIommME [1paBunamu Haurexarmeit
IIPOU3BOACTBEHHOM NpakTHKK EBpasuiickoro Dxonomudeckoro Corosa u TpeGOBaHUAMH

PeFI/ICTpaHI/IOHHOFO AOCBhE, a TAKXKE€ B COOTBETCTBHHU CO CHCLII/I(l)I/IKaHI/IHMI/I 3apETrUCTPUPOBAHHOTO

IPOAYKTa.

JIOKyMEHTBI 110 IPOU3BOCTBY (IPHMEHUMBIM CTIMSIM) H KOHTPOJIIO KAYeCTBA IIPOBEPEHBI U

0100peHBI.

JIt0OBle OTKIIOHEHHUS pacciieIOBaHbl B COOTBETCTBHH C BHYTPEHHHMH IIPOLETYPaMHU U 0100PEHEI
Y IIOTHOMOYEHHBIM 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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