JnueHsuna Ne /1012-00102-77/00010585

Paspemenue Ha Boimmyck JIIT Ne 729
(B cootBercTBHH ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanue npoaykra / [Inarpun®/ Plagril

Name of the product

MHH / Knomunorpen/ Clopidogrel

INN

JlexapcTBeHHas popma / TabJIETKHU, IOKPHITHIE IIIEHOYHOM 06071049KO0i/
Pharmaceutical form film coated tablets

Jlo3upoBka / 75 mMr/ 75 mg

Dose

Tun ymakoBku / 10 wrt. / 3 KOHTypHAas S9eHKOBas yIakoBKa / IauKa KapTOHHAS
Package type 10 PCs / 3 blister packs / cardboard packs

Homep cepun / PL1120426

Bach number

Jlara npousBojicTBa / 03.04.2026

Date of manufacture

Cpoxk rogaocTr / I'ozmen 1o 31.03.2028

Expiry date

Pazmep cepun / 9 774 ynakoBok/ 9 774 packs

Bach size

Crpana Ha3HaueHHs / Poccus/ Russia

Destination country

Peructpannonnoe ynocrosepenue | JIII-Ne(010943)-(PI'-RU) ot 15.07.2025/

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

HopmartuBHsii nokymenT / JIII-Ne(010943)-(PI'-RU)-150725/

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

IIponsBoacTBO rOTOBOIA O6mecTBO ¢ OrpaHUYeHHO# OTBETCTBEHHOCTHIO "M AKU3-
nexapcTBeHHON popmel / Finished | ®DAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mocksa, ABTOMOOWIBHEI Ipoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

IlepBuynas ynakoBka / O61ecTBO ¢ OrpaHHYEeHHOM OTBETCTBEHHOCTHI0 "M AKI3-

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

Anpec /

Address:

109029, r. Mocksa, ABTOMOOMIBHBIA IIpoe3y, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska / OO61iecTBO ¢ OrpaHUYeHHO# OTBETCTBEHHOCTHIO "M AKI3-

Secondary packaging OAPMA" (OO0 "MAKM3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

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




Jnuensua Ne J1012-00102-77/00010585

Beimyckaromuii KOHTPOJIb
KadecTBa /
Quality Control

O61mecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "M AKN3-
®APMA" (OO0 "MAKH3-PAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOOHIIBHBIN ITPOE3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazanne A®C / Knonunorpen/ Clopidogrel

API name

ITpousoautens ADC / Xetepo [parc Jlumuren, Uuaaus/
API manufacturer Hetero Drugs Limited, India
Homep cepuu ADC / C025050017

API Bach number

Hacrosimm noxrsep:xnaro, uro naxnas cepust Ne PL1120426 ITnarpun® tabnerkw, MOKPBITHIE
IJICHOYHOM 0601104K0H, 75 Mr Ne 30, macmopt Ne 828/26 ot 15.05.2026 6bl1a mpousBeieHa 1
IIPOKOHTPOJIMPOBaHA B COOTBETCTBUU C AeHcTByromuMe [Ipasunamu Hannexameit
IPOU3BOJICTBEHHOH NpakTHKK EBpasuiickoro DxonoMudeckoro Corwsa u Tpe60BaHHAMH
PerucTpannoHHoro 1ocke, a Takke B COOTBETCTBHH €O CHIeLUBUKAIMAMH 3aPETHCTPHPOBAHHOTO

IPOAYKTA.

JIOKYMEHTEI 110 IPOH3BOJICTBY (IPUMEHMMBIM CTa/IUsIM) U KOHTPOJTIO KAYeCTBa IPOBEPEHBI 1

0J100pEeHBL.

JIxo6kIe OTKIIOHEHHS pAcCye/I0BAHBI B COOTBETCTBHY C BHYTPEHHHMH MPOIELYPAMHE H 0J00PEHHI
VY T07IHOMOYEHHBIM JIHIIOM /

[ 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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