JNnuensna Ne J1012-00102-77/00010585

Paspemenue Ha Boimyck JIIT Ne 1712
(B cooTBercTBHM ¢ [Tpuioxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanue npoaykra / IInarpun®/ Plagril

Name of the product

MHH / Knomunorpen/ Clopidogrel
INN

JlexapcTBeHnas dopma /
Pharmaceutical form

TaOJIETKH, TOKPHITHIE IJIEHOYHOM 0601049KO0#/
film coated tablets

Jlo3upoBka / 75 mr /75 mg

Dose

Tun ynakoBkw / 10 wiT. / 3 XOHTypHas sYeiiKoBas yrakoBKa / mayka KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1380926

Bach number

Jata npousBojicTea / 11.09.2026

Date of manufacture

Cpoxk rogsoctr / 'ozmen 10 31.08.2028

Expiry date

Pa3mep cepun /
Bach size

9 408 ynakoBox/ 9 408 packs

Crpana Ha3zHaueHus /
Destination country

Poccusi/ Russia

Perucrpanuonsoe ynocToBepenue
/ Marketing authorization

JII1-Ne(010943)-(PI"-RU) ot 15.07.2025/
JIII-Ne(010943)-(PI'-RU) from 15.07.2025

HopmatuBHbIif 1OKyMeHT /
Normative document

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

[Tpon3BoacTBO rOTOBOIM
nexapcTBeHHo# Gopmel / Finished
dosage form manufacturing

OO011ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKN3-
®APMA" (OO0 "MAKU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. Mocksa, ABTOMOGHIIBHBII 1poe3 i, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[lepBrynas ynakoBka /

O61mecTBO ¢ OrpaHHYEHHOM 0TBETCTBEHHOCTHIO "M AK3-

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

Anpec /

Address:

109029, r. Mockpa, ABTOMOGHIBHEIIA IIpoe3 A, A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska /

O61mecTBO ¢ OrpaHHYEHHOM 0TBETCTBEHHOCTHI0 "MAK3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOUIBHEIIA [IpOe3 L, 1. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nnuensma Ne J1012-00102-77/00010585

Bremyckaromuii KOHTpOIb
KayecTna /
Quality Control

O61mecTBO ¢ OrpaHUYEHHOM O0TBETCTBEHHOCTHIO "M AK3-
®APMA" (OO0 "MAKU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOGHIIBHEIIA IIpoe3 , 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Ha3zsanue A®C /
API name

Knonunorpen/ Clopidogrel

[TpousBoaurens A®C /
API manufacturer

Xerepo Jlparc JIumuren, Uunus/
Hetero Drugs Limited, India

Howmep cepun ADC /
API Bach number

C025080026

Hacrosimum noarsepskaato, 4o nannas cepust Ne PL1380926 [Tnarpun® TabneTkH, IOKpPITHIE
TJICHOYHO# 0007104K0H, 75 Mr Ne 30, macropt Ne 1750/26 ot 05.10.2026 6bia npou3Be/ieHa U
IIPOKOHTPOJIMPOBAHA B COOTBETCTBUHU C AeiicTBytommMH [IpaBunamu Hagnexammeit
IPOU3BOJICTBEHHOM NpakTukK EBpasuiickoro Oxonomudeckoro Corw3a u TpeGOBaHHAMH
PerucrpanonHoro nocke, a Takke B COOTBETCTBHH CO ClIENUPUKAIHUSAME 3apPETHCTPHPOBAHHOTO

IPOIYKTA.

JIOKyMEHTBI 110 IPOM3BOAICTBY (IPUMEHHUMBIM CTa/HsIM) U KOHTPOJIIO KA4ecTBa IPOBEPEHBI 1

0J100pEHEI.

JIxo6bIe OTKIOHEHHS pacC/eNIOBAHBI B COOTBETCTBHE ¢ BHYTPEHHHMH TIPOIIELYPAMH H 0J0OPEHbI
YII0JJHOMOYEHHBIM JIHIOM /

[ 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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