NvueHsuna Ne /1012-00102-77/00010585

Paspewienue Ha Boimyck JIIT Ne 1217
(B cooTBercTBUM ¢ [Tpunoxenunem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3zpanue npoaykra /
Name of the product

[Tnarpun®/ Plagril

MHH /
INN

Knonunorpen/ Clopidogrel

JlexapcrBennas hopma /
Pharmaceutical form

TaOJIETKH, TOKPHITHIE TIJICHOYHOH 00071049K0#/
film coated tablets

Jlozuposka / 75 mr /75 mg

Dose

Tun ynakoBku / 10 mT. / 3 KOHTYypHas A4eHKoBas ymaKoBKa / Mayka KapTOHHAS
Package type 10 PCs / 3 blister packs / cardboard packs
Homep cepum / PL1300626

Bach number

Jlata npownsBojcTea / 08.06.2026

Date of manufacture

Cpox rogaoctu / ['osgen 10 31.05.2028

Expiry date

Pa3mep cepun / 9 345 ynaxoBok/ 9 345 packs

Bach size

Crpana Ha3HaueHwus /
Destination country

Poccusi/ Russia

Perucrpauuonnoe yj1ocroBepenme
/ Marketing authorization

JI1-Ne(010943)-(PT-RU) ot 15.07.2025/
JITI-Ne(010943)~(PT-RU) from 15.07.2025

HopmaTuBHBIH TOKYMEHT /
Normative document

JI[1-Ne(010943)-(PT-RU)-150725/
JIT1-Ne(010943)-(PT-RU)-150725

[ Ipor3BOACTBO TOTOBOIM
nekapcTBeHHOo# (hopmel / Finished
dosage form manufacturing

OO0mecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTRIO "MAKHNU3-
DAPMA" (OO0 "MAKHU3-OAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. Mocksa, ABTOMOOHIBHBIH Tpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[lepBuunas ynakoBka /
Primary packaging

OO01IecTBO € OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKH 3-
DAPMA" (OO0 "MAKHU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOOHIIBHBIH TIpoe3L, 1. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoBka /

OO0111eCTBO € OrpaHH4YeHHON OTBETCTBEHHOCTRIO "MAKM 3-

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

Aupec /

Address:

109029, r. Mockpa, ABTOMOOMIIBHBIH mipoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nuuensua Ne 1012-00102-77/00010585

Bbinyckarommi KOHTPOJIb
KadecTna /
Quality Control

OO011ecTBO ¢ OrpaHHYEHHONH OTBETCTBEHHOCTHIO "MAK3-
GAPMA" (OO0 "MAKHU3-OAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOOMIIBLHEIH 1Ipoe3 i, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bid 8

Haspanne ADC /
API name

Knomunorpen/ Clopidogrel

[Tpoussoaurtens ADC /
API manufacturer

Xetepo Jlparc Jlumuren, Unaus/
Hetero Drugs Limited, India

Homep cepuu ADC /
API Bach number

C0O25060023

HacrosituuMm noarsepskaaro, uro ganHas cepus Ne PL1300626 [Inarpun® T1a0iieTKH, HOKPHITHIE
JIEHOYHOM 0005109K0it, 75 Mr Ne 30, macnopt Ne 1201/26 ot 21.07.2026 Obu1a nnpousBe/ieHa U

MPOKOHTPOJMPOBAHA B COOTBETCTBHH ¢ AcicTBYOmuUMH [IpaBunamu Hajuexaren
[IPOM3BOACTBEHHOU MpakTHku EBpasuiickoro Jxonomudeckoro Corosa v TpedoOBaHUAMH

PETHET]JHL[HGHHBFD JOCBE, 4 TAKIKE B COOTBETCTBHH CO CHEHH[E}HK&HHHMH 3apETHCTPHPOBAHHOIO

NpOAYKTA.

,HDK}’MEHTBI Mo MpOHU3BOACTBY (HpHMEHHMHM ETEL[[HHM) H KOHTPOJIKO Ka4eCTBAa NPOBEPCHLI H

0100pEHBI.

JI10OBIE OTKJIOHEHHS paccieIOBaHbl B COOTBETCTBHH ¢ BHYTPEHHUMH IIPOLICAYpPaMH H 0J100peHEI
VIIOJTHOMOYEHHBIM JIMLIOM /

[ 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.

Hepuyuieuy H(BEE?/
. bt

Y0JTHOMOYEHHOE JIUIO
000 «MAKHU3-OAPMA»

2026 1.




