NvueHsua Ne /1012-00102-77/00010585

Paspemenue Ha Bbirmyck JIIT Ne 1208
(B cooTBeTcTBHH ¢ [punoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Hazpanue npoaykra /
Name of the product

[Tnarpun®/ Plagril

MHH /
INN

Knonunorpen/ Clopidogrel

JlekapcrBeHHas gopma /
Pharmaceutical form

TabNeTKH, OKPHITHIE TUIEHOYHOH 000109K0#/
film coated tablets

JlozupoBka / 75 mr/ 75 mg

Dose

Tun ymakoBkH / 10 1T, / 3 KOHTYpHAas g4eiKoBas yrakoBKa / adka KapTOHHas
Package type 10 PCs / 3 blister packs / cardboard packs
Homep cepun / PL1280626

Bach number

JlaTa npousBojcTBa / 08.06.2026

Date of manufacture

Cpok rognoctu / I'ogeH o 31.05.2028

Expiry date

Pa3mep cepuu / 9 336 ynmakoBok/ 9 336 packs

Bach size

Ctpana Ha3Ha4YeHHus /
Destination country

Poccus/ Russia

Perucrparnmontoe y10CTOBEPEHHE
/ Marketing authorization

JIT1-Ne(010943)-(PT-RU) ot 15.07.2025/
JITT-Ne(010943)-(PT'-RU) from 15.07.2025

HopmaTtuBHBIi 10KYMEHT /
Normative document

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

[Ipou3BOACTBO rOTOBOM
nexapcTBeHHOM (opmbl / Finished
dosage form manufacturing

OO6miecTBO ¢ OrpaHHYeHHOM 0TBETCTBEHHOCThIO "MAKW 3-
OAPMA" (OO0 "MAKHU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. Mocksa, ABTOMOOHIIBLHBIH TIpoe3, 1. 6, cTp. 4, ¢Tp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

IlepBuynas ynakoBka /

OO1ecTBO ¢ OrpaHU4eHHOM oTBeTCTBeHHOCTHIO "MAKMUN3-

Primary packaging OAPMA" (OO0 "MAKU3-OAPMA")/ Limited hability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIbHBIH TTpo€e3, A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoBka /

OO6m1ecTBO ¢ OrpaHu4YeHHON oTBeTcTBeHHOCThIO "MAKI3-

Secondary packaging OAPMA" (OO0 "MAKHU3-OAPMA")/ Limited lability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. Mocksa, ABToMOOMIIBHBIN npoe3, . 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nuuensua Ne /1012-00102-77/00010585

Breinyckaromui KOHTPOJIb
KayecTBa /
Quality Control

OB61LIECTBO ¢ OrpaHHYEHHO 0TBeTCTBeHHOCTHIO "MAKN3-
GAPMA" (OO0 "MAKU3-OAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOOHJIBHBIN Mpoe3, . 6, cTp. 4, cTp. 6, CTPp. 8/

109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazsanne AD®C / Knonunorpen/ Clopidogrel
API name
[Ipoussoautens APC / Xerepo Jlparc JInmuren, Unaus/

API manufacturer

Hetero Drugs Limited, India

Homep cepun ADC /
API Bach number

C0O25060022, CO25060023

Hactosimum moaTBepkiaro, uto AanHag cepust Ne PL1280626 ILiarpun® tabjieTkH, MOKPHITHIC
mreHouHoi obonoukoi, 75 Mr Ne 30, macriopt Ne 1189/26 ot 15.07.2026 Obu1a mpou3BeicHA U
IPOKOHTPOJIMPOBAHA B COOTBETCTBHH ¢ AeHcTByIomuMH [Ipasunamu Haanexaien
MPOM3BOCTBEHHOMN npakTukK EBpazuiickoro Dxonomuyeckoro Coros3a u TpeboBaHUSIMH
PerucTpallHOHHOTO JOChE, @ TAKXKE B COOTBETCTBUH CO CHENM(DUKAIMAMHA 3apPETUCTPHPOBAHHOIO

POAYKTA.

JIOKYMEHTBI 10 IPOH3BOACTBY (IPUMEHUMBIM CTAJAHAM) H KOHTPOJIIO Ka4eCTBA IPOBEPEHbI U

0JI00OpEHEL.

JlroOble OTKJIOHEHHS pacclieI0BaHbl B COOTBETCTBMH € BHY TPEHHHMH IIPOLIEAYPaMH U 0JJ00PCHBbI
Y 10JIHOMOYEHHBIM JTHIIOM /

[ 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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