Nnuensuna Ne 00205-/1C o1 15 ¢peBpans 2021 roaa

Paspemenue Ha Bbimyck JIIT Ne 218
(B cootBetcTBMH ¢ [Tpunoxenrem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3Banue mpoaykra / [Inarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapctBennast popma / TaOJIETKH, MOKPBITHIE TUIEHOYHOU 000I0UKOM/
Pharmaceutical form film coated tablets

Jlo3upoBka / 75 mr /75 mg

Dose

Tun ynakoBku / 10 . / 3 KOHTypHas sueliKoBasi yIaKoBKa / MMayka KapTOHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Homep cepun / PL1140324

Bach number

Jara npousBozicTBa / 28.03.2024

Date of manufacture

Cpox rognoctu / I'onten o 31.03.2026

Expiry date

Pazmep cepuu / 9 968 ynakoBok/ 9 968 packs

Bach size

Crpana Ha3HaueHus / Poccusi/ Russia

Destination country

Perucrpanuonnoe ynocrosepenue | JIII-006376 ot 29.07.2020 (nara 3amensr 12.05.2022)/

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

Normative document JIT1-006376-290720, variation Ne 1,2.3

[Tpon3BoCTBO rOTOBOIA O61mecTBO ¢ OrpaHUYEHHOM 0TBETCTBEHHOCTHIO "MAKI3-
nexkapcTBeHHOM popmbl / Finished | PAPMA" (OO0 "MAKHN3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOUIIBHBIH Ipoe3n, 1. 6, ¢tp. 4, ctp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepBuynas ynaxkoBka / OO11ecTBO ¢ OrpaHNUeHHOM 0TBETCTBeHHOCTHIO "MAKI3-

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

Anpec /

Address:

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

Bropuynas ynakoBka / O61mecTBO ¢ OrpaHUYEHHOM 0TBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. Mocksa, ABTOMOOUIIBHBI ITpoe3n, a. 6, ctp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nuuensna Ne 00205-/1C ot 15 dpespans 2021 roaa

Brinyckarommii KoHTpOJIb OO01ecTBO ¢ OrpaHUYeHHON OTBETCTBEHHOCTHIO "MAK3-
KayecTBa / O®APMA" (OO0 "MAKUN3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOWIIBHBIH Mpoe3 , 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanue A®C / Knonunorpen/ Clopidogrel

API name

[Ipoussoautens ADPC / Xetepo [dparc Jlumuren, Uuaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepunn ADC / CP23090020

API Bach number

Hacrosmum nmoarsepxnaro, uto nanHas cepust Ne PL1140324 [Tnarpun® tabneTku, MOKpPHITHE
IUIEHOYHOM 060soukoit, 75 Mr Ne 30, macmopt Ne 224/24 ot 08.05.2024 6bu1a pou3BeieHa U
IIPOKOHTPOJINPOBaHA B COOTBETCTBHH ¢ JieiicTBytommMu [IpaBuinamu Hamnexaruei
IIPOU3BOCTBEHHOM NpaKkTUKK EBpasuiickoro JxoHoMuyeckoro Coro3a u TpeOOBaHHSIMH
PerucTpaninoHHOro 10che, a TakXKe B COOTBETCTBUH CO CIIEIM(PUKALMSIMH 3aPETHCTPHPOBAHHOIO
OPOAYKTa.

JIOKyMEHTEI 10 IPOM3BOJICTBY (IIPUMEHHMBIM CTaJHSIM) U KOHTPOJIIIO Ka4eCTBa IIPOBEPEHBI H
0J100pEHBI.

JIxoOple OTKIIOHEHHS paccie0BaHbl B COOTBETCTBHHU C BHYTPEHHUMH IPOLIEIYypPaMH H 000pPEHbI
VYT0JTHOMOYEHHBIMH JIUIOM /

I 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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