Nnuensua Ne J1012-00102-77/00010585

Paspemenue Ha Boimyck JIIT Ne 697
(B cootBercTBuH ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanue npomykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knomunorpen/ Clopidogrel
INN

JlexapctBennas ¢opma /
Pharmaceutical form

TabJICTKH, TOKPBITHIE IIEHOYHON 060I09KOiH/
film coated tablets

Jlo3upoBka / 75 Mr /75 mg

Dose

Tun ynakoskw / 10 1t. / 3 KOHTypHas sYeiiKoBas yaKoBKa / auka KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs
Howmep cepun / PL1030326

Bach number

Jlara npousBojacTBa / 31.03.2026

Date of manufacture

Cpox rognoctr / 'ozmen 1o 31.03.2028

Expiry date

Pazmep cepuu / 9 494 ynakoBox/ 9 494 packs

Bach size

Crpana Ha3HaueHwus / Poccus/ Russia

Destination country

PeructpannoHHoe ynocToBepenue
/ Marketing authorization

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

HopmaTuBHBII 1OKyMeHT /
Normative document

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

ITpou3BoACTBO rOTOBOI
JexkapcTBEHHOH ¢opmel / Finished
dosage form manufacturing

O6mecTBo ¢ OrpaHUYeHHOM OTBETCTBEHHOCTHIO "MAK3-
OAPMA" (OO0 "MAKH3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOOWIIBbHEILH TIpoe3y, 1. 6, cTp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

IlepBuunas ymakoBka /

O61mecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTHIO "M AKI3-

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

Anpec /

Address:

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

Bropuunas ynakoska /

OO61mecTBO ¢ OrpaHUYEHHO# 0TBETCTBEHHOCTHIO "M AKN3-

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

Anpec /

Address:

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




JNnuensuna Ne 1012-00102-77/00010585

Beimyckarommumii KOHTpOJIb
KauecTBa /
Quality Control

O611ecTBO ¢ OrpaHUYEHHOMN OTBETCTBEHHOCTHIO "M AKI3-
®APMA" (OO0 "MAKHU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOGHIIBHEL! IIpoe3n, 1. 6, cTp. 4, cTp. 6, ctp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

HazBanmne ADC / Knomunorpen/ Clopidogrel

API name

[TpousBoautens ADC / Xetepo Jlparc Jlumuren, Unaus/
API manufacturer Hetero Drugs Limited, India
Homep cepun ADC / C025050015

API Bach number

Hacrosium noarsepxaro, uro nannas cepust Ne PL1030326 [Lnarpun® TabneTKH, IOKPHITHIE
IICHOYHOH 060710uK0H, 75 Mr Ne 30, macmopt Ne 819/26 ot 15.05.2026 Gbina npou3BeeHa 1
IIPOKOHTPOJIMPOBaHA B COOTBETCTBUH C AeiicTByromumMu [IpaBuiamu Hamexameit
IIPOM3BOJICTBEHHOM NPaKTUKH EBpasuiickoro DxoHoMuyeckoro Corosa U TpeOGOBaHUAMH
Perucrpaiuonnoro 10cke, a Takxke B COOTBETCTBHH €O CHENMPUKALMAMHE 3apPErHCTPUPOBAHHOTO

MIPOIYKTA.

JIOKyMEHTBI 110 TIPOU3BOACTBY (IPUMEHMMBIM CTa/IUSIM) U KOHTPOJIIO Ka4eCTBA IIPOBEPEHBI 1

0/100peHBI.

JIroOble OTKIIOHEHHS pacciie[0BaHbl B COOTBETCTBHH C BHYTPEHHHMMH IIPOLIEyPaMH U O00PEHBI
VTI0JIHOMOYEHHBIM JIULIOM /

[ 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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