JNinuensma Ne 1012-00102-77/00010585

Paspewenue Ha Boimyck JIIT Ne 320
(B cootBercTBuH ¢ [Ipunoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HazBanwue nponykra / [Inarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JIekapctBenHas ¢opma / Ta0JIeTKU, MTOKPHITHIE TJICHOYHON 000I09KOMH/
Pharmaceutical form film coated tablets

Jlo3upoBka / 75 mr /75 mg

Dose

Tun ynakoBku / 10 1t. / 3 KOHTypHas s9eiKkoBast yIakoBKa / ayka KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepuu / PL1090225

Bach number

Jlara nmpousBojacTBa / 17.02.2025

Date of manufacture

Cpok rognoctu / 'onen o 28.02.2027

Expiry date

Pazmep cepuu / 9 812 ynakoBok/ 9 812 packs

Bach size

Crpana Ha3HayeHus / Poccus/ Russia

Destination country

Perucrpannonnoe ynocrosepenue | JIIT-006376 ot 29.07.2020 (nara 3amensr 12.05.2022)/

/ Marketing authorization JIIT1-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmaTuBHBIH TOKyMeEHT / JII1-006376-290720, uzm. Ne 1,2,3/

Normative document JII1-006376-290720, variation Ne 1,23

[Tpou3BOACTBO rOTOBO# OO11ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTELIO "MAKU3-
nexapcTBeHHOH popmel / Finished | PAPMA" (OO0 "MAKU3-O®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mocksa, ABTOMOOHIIBHEI 11poe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[lepBuynas ymakoBka / O61mecTBO ¢ OrpaHUYECHHOM 0TBETCTBEHHOCTHIO "M AKN3-

Primary packaging ®APMA" (OO0 "MAKHN3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIBHBIH Ipoe3 L, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoBka / OO1mecTBO ¢ OrpaHMYEHHON OTBETCTBEHHOCTHIO "MAKN3-

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

Anpec /

Address:

109029, r. Mocka, ABTOMOOMJIBHBIH Ipoe3, 1. 6, ctp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nnuensma Ne J1012-00102-77/00010585

Beimyckarommii KOHTpOJTb OO1mecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-
KauecTBa / OAPMA" (OO0 "MAKHN3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBII Ipoe3, 1. 6, cTp. 4, crp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanune AOC / Knonugnorpen/ Clopidogrel

API name

[TpousBomurens ADC / Xerepo [Jlparc Jlumuren, Unaus/
API manufacturer Hetero Drugs Limited, India
Homep cepun ADC / CP24050007, CP24050008

API Bach number

Hacrosiimm noarsepxnaio, uro nannas cepus Ne PL1090225 [Tnarpun® tabiaeTky, HOKphITHE
IJICHOYHOM 000110uKoH, 75 Mr Ne 30, macmopt Ne 285/25 ot 17.03.2025 6bu1a mpon3BeieHa U
IIPOKOHTPOJIMPOBaHA B COOTBETCTBHH ¢ AelicTByromumu [Ipasunamu Hamnexarmeit
IPOM3BOJICTBEHHOM NpaKkTHKK EBpasuiickoro Dxonomudeckoro Coroza 1 TpeGOBaHHAME
PeructpannoHHoro nocke, a Takke B COOTBETCTBHH €O CHELH(PUKAIMAMHA 3apPETHCTPHPOBAHHOTO
HOpPOAYKTA.

JIOKYMEHTBI 110 IPOU3BOJICTBY (IPUMEHMMBIM CTaMSM) 1 KOHTPOJIKO KA4eCTBA MPOBEPEHBI H
0100pEHBI.

JlioGbIe OTKIIOHEHHS paccieIoBaHbl B COOTBETCTBUH ¢ BHYTPEHHUMH IIPOLIEyPaMH H 0J00PEHBI
VY OIHOMOYEHHBIM JTHIIOM /

I hereby confirm that this batch was produced and controled 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.

AHnpocoB A.A./

V1oaHOMOYEHHOE JIALIO
000 «<MAKHN3-OAPMA»




