JNnuensua Ne 1012-00102-77/00010585

Paspemenue Ha Beimyck JIIT Ne 839
(B cootBetcTBHH ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanwue npoaykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapctBenHas popma / TabJIETKH, MOKPBITHIE TUICHOYHOM 000104KO0#/
Pharmaceutical form film coated tablets

Jlo3upoBka / 75 mMr /75 mg

Dose

Tun ynakoBku / 10 mT. / 3 KOHTypHAas STYEeHKOBas yIaKoBKa / Mayka KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs

Homep cepuu / PL1130426

Bach number

Hara npousBoacTaa / 20.04.2026

Date of manufacture

Cpox rogHoctr / I'ogen o 30.04.2028

Expiry date

Pasmep cepum / 9 366 ynakoBox/ 9 366 packs

Bach size

Crpana Ha3zHaueHwus / Poccus/ Russia

Destination country

Perucrpaunonnoe ynocrosepenue | JIIT-Ne(010943)-(PI'-RU) ot 15.07.2025/

/ Marketing authorization JIII-Ne(010943)-(PT"-RU) from 15.07.2025

HopmaruBHsbli 1oKyMeHT / JIII-Ne(010943)-(PT"-RU)-150725/

Normative document JIII-Ne(010943)-(PI'-RU)-150725

[Ipon3BoaCTBO rOTOBOIA OO61mecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKI3-
nexapctBenHoi Gopmsl / Finished | DAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIN ITpoe3 N, 1. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[lepBuuHas ymnakoBka / O61mecTBO ¢ OrpaHHYEHHO# O0TBETCTBEHHOCTHIO "MAKI3-

Primary packaging OAPMA" (OO0 "MAKN3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

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

Bropuunas ynakoska / OOmmecTBO ¢ orpaHHYeHHOM OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

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




Nnuensua Ne 1012-00102-77/00010585

Brimyckaromuii KOHTpOJIb
KayecTBa /
Quality Control

OO01ecTBO ¢ OrpaHUYEHHOH OTBETCTBEHHOCTHIO "MAKI3-
O®APMA" (OO0 "MAKUN3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOOUIIBHBII IIpoe3 N, A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazsanue ADC /
API name

Knonupnorpen/ Clopidogrel

[TpouzBoaurens ADC /
API manufacturer

Xetepo [Jlparc JIumuren, Muaus/
Hetero Drugs Limited, India

Howmep cepuun AOC /
API Bach number

C025050017, CO25060018

Hacroamum noareepxato, uto nanHas cepust Ne PL1130426 ITnarpun® TabneTku, IMOKpPhITEIE
IJIEHOYHOH 06onoukoit, 75 Mr Ne 30, maciopt Ne 889/26 ot 01.06.2026 GbLia npou3BeicHa U
IIPOKOHTPOJIMPOBAHA B COOTBETCTBUU C AelcTBYromuMH [IpaBunamu Hamnexamei
IPOU3BOJICTBEHHOM NpaKTHKU EBpasuiickoro DxoHoMudeckoro Coro3a u TpeGoBaHUIMHU
PerucTpannoHHOro 0Che, a TAKXKE B COOTBETCTBHH CO CIEIH(PHUKAIUSIME 3apETUCTPHPOBAHHOTO

HPOJYKTa.

JIOKyMEHTBI 110 TPOU3BOACTBY (IIPUMEHUMBIM CTAJIMSAM) U KOHTPOJIIO Ka4eCTBa IPOBEPEHBI U

0/100pEHBI.

JIxobple OTKIIOHEHHS pacciieJOBaHbl B COOTBETCTBUH C BHYTPEHHUMH IIPOLIELYPAMH U OJ0OPEHBI
VII0JIHOMOYEHHBIM JTUALIOM /

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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