Nnuensua Ne /1012-00102-77/00010585

Pazpemnenue Ha Boimyck JII1 Ne 1196

(B cooTBETCTBHH C I 1pHI0KEHHEM 16 cGMP)

Permission to release products (in accordance with Appendix 16 cGMP)

Ha3Banue npoayKra /
Name of the product

[Tnarpun®/ Plagril

MHH /
INN

Knonumorpen/ Clopidogrel

JlexapcTBenHast popma /

ra6IeTKH, TTOKPBITHIE TIEHOYHOH 000J109KO#/

Pharmaceutical form film coated tablets

JlozupoBka / 75 Mr/ 75 mg

Dose

Tumn ynakoBkH / 10 mt. / 3 KOHTypHas sYeHKoBas yNaKoBKa / mavyka KapToHHas
Package type 10 PCs / 3 blister packs / cardboard packs
Homep cepuu / PL1250626

Bach number

Jlata nmpou3BoicTBa / 04.06.2026

Date of manufacture

Cpok rogHocty / ['ogeH 10 31.05.2028

Expiry date

Pa3mep cepun / 9 386 ynakoBok/ 9 386 packs

Bach size

CrpaHa Ha3HaYeHus /
Destination country

Poccus/ Russia

PerucrpaiinOHHOE YIOCTOBEPEHHE
/ Marketing authorization

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

HopmaTHBHBII JTOKYMEHT /
Normative document

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

[Tpou3BOJICTBO TOTOBOI
nexapcTBeHHOM Gopmel / Finished
dosage form manufacturing

O611ecTBO ¢ OrpaHUUYEHHOM 0TBeTCTBEHHOCTHIO "MAKM3-
G®APMA" (000 "MAKHU3-OAPMA")/ Limited lLiability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

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

[lepBuunas ynaxkoBka /
Primary packaging

O61ecTBo ¢ orpaHuYeHHOM oTBeTcTBeHHOCTHIO "MAKMH 3-
DOAPMA" (OO0 "MAKHU3-OPAPMA")/ Limited Lability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

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

BropuyHnas ynakoBka /

OO01ecTBO ¢ orpaHMYEeHHON OTBETCTBEHHOCTHI0 "MAKMW 3-

Secondary packaging OAPMA" (000 "MAKHN3-©PAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBIA npoe3n, a. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nvuensua Ne J1012-00102-77/00010585

Breimyckaromui KOHTpOJIb
KadecTna /

OGIIecTBO ¢ OrpaHu4eHHoN oTBeTcTBeHHOCTHIO "MAKM3-
O®APMA" (000 "MAKU3-®PAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Quality Control
Anpec /
Address:

Hazsanue ADC /
API name

109029, r. MockBa, ABTOMOGHIbHBIH TIP3, 1. 6, ¢Tp. 4, cTp. 6, CTP. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Knomunorpen/ Clopidogrel

[Tpoussoautens ADPC /
API manufacturer

Xetepo Jlparc Jinmuren, Unans/
Hetero Drugs Limited, India

Homep cepun ADC /
API Bach number

C025060021, CO25060022

Hacrosimum roareepxkaao, uro nannas cepust Ne PL1250626 [1narpun® tabneTkH, MOKPITHIC
IeHouHOH o6010uKkoii, 75 Mr Ne 30, naciopt Ne 1180/26 ot 14.07.2026 Obuta mpou3Be/i€HA U
IPOKOHTPOIMPOBAHA B COOTBETCTBHH ¢ jeiicTByromumH [Ipasninamu Hannexarmen
NPOW3BOICTBEHHOH MpakTHKH EBpasuiickoro SxonoMuueckoro Coros3a U TpeOOBaHUAMH
PerncTpaniHoOHHOTO JI0Che, @ TAK)KE B COOTBETCTBHHU CO ClEHU(UKALUAIMH 3apETHCTPUPOBAHHOIO

POAYKTA.

JIOKYMEHTHI 110 IPOM3BOACTBY (IIPUMEHUMBIM CTaHsAM) H KOHTPOJIIO Ka4eCTBA POBEPEHBI H

OJ0OpEHBI.

JTro6Bie OTKIOHEHHS PAacCieloBaHbl B COOTBETCTBHH C BHY TPEHHHMH TIPOLIEypaMHu U 0100peHb!
Y10/1HOMOYEHHBIM JIHIIOM /

[ 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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