JNnuensuna Ne 00205-/1C ot 15 dpeBpans 2021 roga

Pa3pemenue Ha Boimyck JIIT Ne 344
(B cootBercTBUM ¢ [Tpunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3zpanue npoaykra / [Inarpun®/ Plagril

Name of the product

MHH / Knonugorpen/ Clopidogrel

INN

JlexapcTBeHHas ¢opma / Ta0JIeTKH, TTOKPHITHIE TUIEHOYHOM 000JI0UKOM/
Pharmaceutical form film coated tablets

Jo3upoBka / 75 mr /75 mg

Dose

Tun ynakoBku / 10 wt. / 3 KOHTypHas s4efikoBast yrakoBKa / ITayKa KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1440923

Bach number

Jata npounsBoactsa / 28.09.2023

Date of manufacture

Cpoxk rogaoctn / 'osmen 1o 30.09.2025

Expiry date

Pazmep cepun / 9 942 ynakoBok/ 9 942 packs

Bach size

Crpana HazHayeHwus / Poccus/ Russia

Destination country

Peructpannonnoe ynocrosepenne | JIII-006376 ot 29.07.2020 (nara 3amensr 12.05.2022)/

/ Marketing authorization JIT1-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmartuBHbI# 10KyMeHT / JII1-006376-290720, u3m. Ne 1,2,3/

Normative document JII1-006376-290720, variation Ne 1,2,3

ITpousBoACTBO rOTOBO OO1mecTBO ¢ OrpaHMYEHHON OTBETCTBEHHOCTHIO "MAKI3-
nekapcTBeHHOM Gopmbl / Finished | DAPMA" (OO0 "MAKUN3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOUIIBHBIH npoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[IepBuuHas ynakoBka / OO6111ecTBO € OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

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

Bropuynas ynakoBka / OO011ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKM3-

Secondary packaging ®APMA" (OO0 "MAKHN3-OAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. Mocksa, ABTOMOOMIIBHBIH Tpoe3, 1. 6, ctp. 4, ctp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




JNinuensna Ne 00205-/1C o1 15 deBpana 2021 roga

Beimyckaroniuiit KOHTpoJIb O611ecTBO ¢ OrpaHUYCHHON OTBETCTBEHHOCTHIO "MAKU3-
KauecTBa / ®APMA" (OO0 "MAKU3-PAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Axnpec /

Address:

109029, r. Mocksa, ABTOMOOHIIBHBII 1poe3, 1. 6, cTp. 4, ¢Tp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanne AD®C / Knonunorpen/ Clopidogrel

API name

[IpouzBogurens ADC / Xetepo [parc Jlumuren, Uugus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun ADC / CP23070014

API Bach number

Hacrositmm noarsepknaro, uro gausas cepust Ne PL1440923 [Tnarpun® TabieTKku, MOKPBITHIE
IJICHOYHOH 0007104K0H, 75 Mr Ne 30, macmopt Ne 351/23 ot 13.11.2023 65112 mpou3BeieHa u
IPOKOHTPOJIMPOBAHA B COOTBETCTBHH ¢ AeHCTBYIOMMME [IpaBunamu Haiexammeit
IIPOU3BOJICTBEHHOM NpakTuku EBpasuiickoro xoHomuueckoro Coro3a U TpeOOBaHUSIMHA
PeructpanoHHOro 10che, a Takke B COOTBETCTBHH CO CIEHU(HKALMAME 3apErHCTPHPOBAHHOTO
IPOAYKTa.

JIOKyMEHTBI 110 IPOU3BO/JCTBY (MPUMEHMMBIM CTaIHsIM) U KOHTPOJIIO KA4eCTBa IPOBEPEHBI H
0/100peHBI.

JI100b1e OTKIIOHEHUS paccieoBaHbl B COOTBETCTBUU C BHYTPEHHUMH IIPOLIELYPAMH | 0JJ00PEHbI
Y OTHOMOYEHHBIMH JIUIOM /

[ hereby confirm that this batch was produced and controled 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.

BeperennnkoBa B.K./_QM
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