Nnuensuna Ne 00205-/1C ot 15 ¢pespans 2021 roaa

Paspeenue Ha Beimyck JIIT Ne 491
(B cootBetcTBUM ¢ [Tpunoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3zpanue npoaykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapcTBeHHas ¢opma / TabJIETKH, TOKPBITHIE TUICHOYHOH 000109KO¥/
Pharmaceutical form film coated tablets

Jo3uposka / 75 mr/ 75 mg

Dose

Tun ynakosku / 10 wT. / 3 KOHTypHas sA4eiiKoBas yIakoBKa / [layka KapTOHHAas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1240524

Bach number

Jlata npousBoacTBa / 29.05.2024

Date of manufacture

Cpoxk rognoctr / 'ogen no 31.05.2026

Expiry date

Pasmep cepun / 9 934 ynaxoBox/ 9 934 packs

Bach size

Crpana Ha3HaueHus / Poccus/ Russia

Destination country

Peructpaunonnoe ynocrosepenue | JIIT-006376 ot 29.07.2020 (nara 3amens 12.05.2022)/

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmaruBHbI# TOKyMeHT / JIII-006376-290720, uzm. Ne 1,2,3/

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

[Ipon3BoacTBO roTOBON O61mecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTRIO "MAKI3-
nekapctBeHHO# popmel / Finished | DPAPMA" (OO0 "MAKHN3-O®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHEIH MTpoe3, 1. 6, ¢Tp. 4, ¢Tp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

ITepBuuHast ymakoBka / O61ecTBO ¢ OrpaHHYEHHO 0TBETCTBEHHOCTRIO "M AKN3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBII TTpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuynas ynakoska / O611ecTBO ¢ OrpaHUYEHHOH 0TBETCTBEHHOCTRIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIIH TIpoe3f, A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nnuensuna Ne 00205-/1C ot 15 ¢eBpans 2021 roaa

BeInmyckaromuit KOHTpOJIb OO1ecTBO € OrpaHUYEHHOM OTBETCTBEHHOCThIO "MAKI3-
KauecTna / ®APMA" (OO0 "MAKU3-O®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOMIBHBII TTpoe3, 1. 6, ctp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanue ADC / Knonunorpen/ Clopidogrel

API name

[Tponzogurens ADC / Xetepo [parc Jlumurten, Uuaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun ADC / CP23120023

API Bach number

Hacrosimum noxrsepixnaro, uro nanHas cepus Ne PL1240524 ITnarpun® tabiaeTku, MOKPHITHIE
IUIEHOYHOH 000m10uK0i, 75 Mr Ne 30, macnopt Ne 471/24 ot 12.08.2024 Gbl1a ipou3sBeaeHa U
IIPOKOHTPOJIMPOBAaHA B COOTBETCTBUH ¢ JeiicTByromumu [IpaBunamu Hamnexarmeii
IIPOU3BOJICTBEHHON NpakTHKU EBpasuiickoro Dxonomuueckoro Coro3a u TpeOOBaHUIMHU
PerucTpaioHHOro 10ChE, a TAKXKE B COOTBETCTBHHU CO CHENU(MUKAIIMSIMH 3apETHCTPHPOBAHHOTO
IpPOJYyKTA.

JIOKyMEHTBI 110 IPOU3BOACTBY (IPUMEHUMBIM CTAIUSIM) U KOHTPOJIIO KauyecTBa MPOBEPEHEI U
0JI00pEHBI.

JIr0ObIe OTKJIOHEHHMS pacciieIoBaHbl B COOTBETCTBUH C BHYTPEHHHMH NIPOLEAYPaMH B 0JJ00pEHEI
VY OTHOMOUYEHHBIM JIUIIOM /

[ 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.
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