JInuensua Ne /1012-00102-77/00010585

Paspemenue Ha Boimyck JIIT Ne 700
(8 cootsetcTBuH ¢ ITpunoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Haspanue npoxykra / ITnarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel
INN

JlexapcTBenHas hopma /
Pharmaceutical form

TabIETKH, IOKPHITHIE IJIEHOYHOH 000JI09KO#/
film coated tablets

Ho3upoBka / 75 mMr / 75 mg

Dose

Tun ynakoBku / 10 mT. / 3 KoHTypHas sueiikoBas ynakoBKa / Mauka KapTOHHAS
Package type 10 PCs / 3 blister packs / cardboard packs
Howmep cepun / PL1060426

Bach number

Jlara nmpousBozcTsa / 01.04.2026

Date of manufacture

Cpoxk romsoctu / T'ogen mo 31.03.2028

Expiry date

Pasmep cepun / 9 670 ynaxoBok/ 9 670 packs

Bach size

Crpana Ha3HavyeHus / Poccust/ Russia

Destination country

PerucTpannoHHoe y1ocroBepenue
/ Marketing authorization

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

HopmaTtuBHBIH JOKyMeEHT /
Normative document

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

IIpou3BOICTBO rOTOBOM
JexapcTBeHHOM hopmel / Finished
dosage form manufacturing

OO6miecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHI0 "MAKU3-
OAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

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

IlepBuunas ynakoska /

OO611ecTBO C OrpaHUYEHHON OTBETCTBEHHOCTHI0 "M AKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOGHJIBHBIA poe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ymakoska /

OO6miecTBO ¢ OrpaHHYEHHON OTBETCTBEHHOCTHIO "MAKIU3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOGH/IBHBIH Ipoe3, 1. 6, ctp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Jinuensuna Ne J1012-00102-77/00010585

Bemyckaromuii KOHTpOJIb
KauecTBa /
Quality Control

O61mecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-
®APMA" (OO0 "MAKHU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. Mocka, ABTOMOOHMIBHEILH 11poe3n, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanue A®C / Knonunorpen/ Clopidogrel

API name

[Ipoussoaurens ADC / Xerepo [parc JIumuren, Unaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepuu AOC / C025050016

API Bach number

Hacrosium noarsepknaro, uto naunas cepust Ne PL1060426 [Tnarpun® TabneTku, MOKPhITHE
IJICHOYHO# 0601104KO#, 75 Mr Ne 30, macopt Ne 822/26 ot 15.05.2026 Gbiia npon3BeieHa |
IIPOKOHTPOJIUPOBaHA B COOTBETCTBHH C JieiicTByrommMu Ilpasunamu Hamnexameit
IPOH3BOJICTBEHHOI MpakTHKX EBpasuiickoro Sxonomudeckoro Corosa 1 TpebGOBaHUAME
PeructpannoHHOro focke, a Takke B COOTBETCTBHE CO CIeLHU(DHKAIMSIME 3aperHCTPHPOBAHHOTO

IPOAYyKTa.

JIOKyMEHTBI 110 IPOU3BO/CTBY (IIPHMEHUMBIM CTA/HSIM) ¥ KOHTPOJIIO KA4eCTBa IIPOBEPEHBI 1

0100peHBI.

JIto0bIe OTKIIOHEHHS PACcCIeI0BAHBI B COOTBETCTBHY C BHYTPEHHUMH NPOILELYPAMH H 0J06PEHBI
YT0IHOMOYEHHBIM JIHIIOM /

I 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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