JNInuensna Ne 00205-/1C ot 15 despana 2021 roaa

Paspewenue Ha Boimmyck JIIT Ne 372
(B cootetcTBHM ¢ IIpunoxenrem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanue nposaykra /
Name of the product

[Inarpun®/ Plagril

MHH /
INN

Knomunorpen/ Clopidogrel

JlexapcTBenHas Gpopma /
Pharmaceutical form

TabJIETKH, OKPBITHIE MIIEHOYHON 060109KOii/
film coated tablets

Jlo3upoBka / 75 mMr/ 75 mg

Dose

Tun ynakosku / 10 1mt. / 3 KoHTypHas sYeiiKoBast yIlakoBKa / ayka KapTOHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Homep cepun / PL1190524

Bach number

Jlata npoun3sBoacTaa / 27.05.2024

Date of manufacture

Cpox romnoctr / I'onen no 31.05.2026

Expiry date

Pasmep cepuu /
Bach size

9 866 ynakoBok/ 9 866 packs

Ctpana Ha3HaueHwus /
Destination country

Poccus/ Russia

Perucrpaiuonsoe ynocrosepenne
/ Marketing authorization

JITT-006376 ot 29.07.2020 (nata 3amens 12.05.2022)/
JII1-006376 from 29.07.2020 (renewal date 12.05.2022)

HopmaTtuBHBI#H 10KyMeEHT /
Normative document

JII1-006376-290720, u3m. Ne 1,2,3/
JII1-006376-290720, variation Ne 1,2,3

ITpon3BoacTBO rOTOBOM
JexapcTBeHHOU ¢opmel / Finished
dosage form manufacturing

O6m1ecTBO ¢ OrpaHUYeHHO OTBETCTBEHHOCTHIO "MAKU3-
®APMA" (OO0 "MAKH3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOOHJIBbHEIIA TIpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepBuuHas ynakoBka /

OO0m1ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. Mocksa, ABTOMOGHIBHEIA [poe3s, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuynas ynakoska /

OO01mecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTHIO "MAKU3-

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

Anpec /

Address:

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




JinueHsuna Ne 00205-/1C o1 15 pespans 2021 roga

Brinyckaroumii KOHTpOJIb OO01ecTBO ¢ OrpaHHYeHHOMN OTBETCTBEHHOCTHIO "MAKU3-
KayecTBa / PAPMA" (OO0 "MAKH3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOUITBHBIH npoesn, 1. 6, cTp. 4, crp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanue ADC / Knonugorpe:n/ Clopidogrel

API name

ITponsBogurens ADC / Xerepo [lparc Jlumuren, Unaus/
API manufacturer Hetero Drugs Limited, India
Homep cepun ADC / CP23120022

API Bach number

Hacrosmum noareepixaaro, uro nanunas cepus Ne PL1190524 [Tnarpun® TabneTku, MOKpHITHIE
IIEHOYHOM 00010uK0i, 75 Mr Ne 30, macopt Ne 358/24 ot 27.06.2024 6b11a IIPOU3BE/ICHA U
NPOKOHTPOJIIMPOBaHA B COOTBETCTBUH ¢ AeHcTBYommME [IpaBunamu Hamnexameit
IPOM3BOJICTBEHHOH NpakTHKU EBpasuiickoro Dxonomuyeckoro Corosa H TpeGoBaHUIMH
Perucrpaimonnoro ocke, a Takke B COOTBETCTBHE €O CreU(HKALAIMHU 3apETUCTPUPOBAHHOTO
IPOIYKTA.

JIOKyMEHTEI 110 IPOK3BO/ICTBY (IPHMEHUMBIM CTaIMSAM) H KOHTPOJIO KAYECTBA IPOBEPEHBI U
0100peHHI.

JI106b1e OTKIIOHEHHS paccieJOBaHbI B COOTBETCTBHH C BHYTPEHHHMH HpoLEeaypaMH U 0JI00PEHBI
VYnonHoMoueHHBIM JTULIOM /

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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