Nnuensua Ne J1012-00102-77/00010585

Paspemenue Ha Beimyck JIIT Ne 1219
(B cootBeTcTBMHM ¢ [Ipunoxenunem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3panue npojaykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knonuyorpen/ Clopidogrel
INN

JlekapcTBeHHas (popma /

TaOJIETKH, OKPHITHIE TJIEHOYHOH 000J109K0H/

Pharmaceutical form film coated tablets

Jlo3upoBka / 75 mr/ 75 mg

Dose

Twn ynakoBku / 10 wT. / 3 KOHTYpHas g4eiKoBas yrakoBKa / I1adyka KapToOHHasl
Package type 10 PCs / 3 blister packs / cardboard packs
Homep cepuu / PL1320626

Bach number

JlaTa npou3BoicTBa / 09.06.2026

Date of manufacture

Cpoxk rogaoctu / ['ogen 1o 31.05.2028

Expiry date

Pa3mep cepun / 9 332 ymakoBok/ 9 332 packs

Bach size

CrtpaHa Ha3Ha4YeHus /
Destination country

Poccusa/ Russia

PerucrpainmoHHOE YIOCTOBEPEHHUE
/ Marketing authorization

JITT-Ne(010943)-(PI'-RU) ot 15.07.2025/
JITT-No(010943)-(PT'-RU) from 15.07.2025

HopMaTHBHBIM JOKYMEHT /
Normative document

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

IIpon3BOACTBO rOTOBOH
nexapcTBeHHOM (opmel / Finished
dosage form manufacturing

OO011ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI 3-
OAPMA" (OO0 "MAKU3-OAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOOMIILHBIN TIpoe3 L, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[lepBuunas ynakoBka /
Primary packaging

OOmiecTBO ¢ orpaHH4YeHHON O0TBETCTBEHHOCTHIO "MAKII3-
OAPMA" (OO0 "MAKHU3-OAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. Mockea, ABTOMOOHIIBHBIH nIpoe3, . 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoBka /

OO01ecTBO ¢ OrpaHHYEeHHON OTBETCTBEHHOCTEIO "MAKI 3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIBHBII 11poe3n, A. 6, cTp. 4, c1p. 6, c1p. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nnuersua Ne J1012-00102-77/00010585

Beinyckaroui KOHTPOJIb
KadecTna /
Quality Control

O611ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKM3-
GAPMA" (000 "MAKU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOOMJIBHBIH 11poe3n, I. 6, cTp. 4, cTp. 6, cTp. 8/

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

Haszpanue APC / Knomunorpen/ Clopidogrel
API name
[Tpouzsogurens ADC / Xerepo Jparc Jlumuren, Uuaus/

API manufacturer

Hetero Drugs Limited, India

Homep cepun ADC /
API Bach number

C025060023, CO25080025

Hacrosmmm noareepskaato, uro aanHas cepust Ne PL1320626 [Tnarpun® TtabneTku, HOKpPHITHIE
mieHoYHOM o6onoukoii, 75 mr Ne 30, macnopt Ne 1214/26 ot 21.07.2026 ObL1a ipousBeieHa u
MPOKOHTPOJUPOBAHA B COOTBETCTBHH ¢ AeHcTBYOmUMH [IpaBunamu Hajurexarmei
IIPOHM3BOJICTBEHHOM nmpakTuku EBpazuiickoro JxoHomuueckoro Corosa U TpeOOBaHHAMHU
PerucrpaiimoHHOrO J0Che, a TAaK)KE€ B COOTBETCTBUHU CO ClIEHUDHUKALMAMH 3aPErHCTPHPOBAHHOTO

IIpOAYKTA.

JIOKYMEHTBI 110 MPOU3BOACTBY (IPUMEHHUMBIM CTaJUAM) H KOHTPOJIIO Ka4€CTBA MPOBEPEHbBI U

0J100pEHBI.

JIroOBIe OTKIIOHEHMS paccicaoBaHbl B COOTBETCTBHH C BHYTPCHHHMH NTPOICAYPAaMH H DHﬂﬁpEHH
YOITHOMOYEHHBIM JIMIIOM /

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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YII0JIHOMOYEHHOE JIUIIO
000 «MAKHU3-OAPMA»



