NnueHsua Ne /1012-00102-77/00010585

Pazpemenue Ha Boimyck JIIT Ne 1218
(B cootBeTcTBUMM ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3sanue npoaykra /
Name of the product

[Inarpun®/ Plagril

MHH /
INN

Knomuporpen/ Clopidogrel

JlexapctBennas popma /
Pharmaceutical form

TabJIeTKH, OKPHITHIE TUIEHOYHOH 000109KO0M/
film coated tablets

JlozupoBka / 75 mr /75 mg

Dose

Tun ynakoBk# / 10 1. / 3 KOHTYpHas sYeHKOBas yakoBKa / layka KapTOHHas
Package type 10 PCs / 3 blister packs / cardboard packs
Homep cepumn / PL1310626

Bach number

Jlara npowusBoacTBa / 09.06.2026

Date of manufacture

Cpox roguoctH / I'ojien 1o 31.05.2028

Expiry date

Pa3mep cepun / 9 488 ymakoBok/ 9 488 packs

Bach size

Crpana Ha3HaueHus /
Destination country

Poccust/ Russia

PerucrpaliniOHHOE y/I0CTOBEPEHHE
/ Marketing authorization

JITI-Ne(010943)-(PT-RU) ot 15.07.2025/
JIT-Ne(010943)-(PT-RU) from 15.07.2025

HopmaTuBHBIH JJOKYMEHT /
Normative document

JITT-Ne(010943)-(PT-RU)-150725/
JITT-Ne(010943)-(PT'-RU)-150725

[Ipon3BOACTBO I'OTOBOH
nekapcTBeHHOH opMel / Finished
dosage form manufacturing

OO01IecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKW3-
OAPMA" (OO0 "MAKHU3-OAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. Mocksa, ABTOMOOHIIBHBIH IIpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepBuuHas ynakoBka /

OO01ecTBO ¢ OrpaHHYEHHON OTBETCTBEHHOCTHIO "MAKMW 3-

Primary packaging OGAPMA" (OO0 "MAKHU3-OAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

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

Bropuunas ynmakoBka /

OOmiecTBO ¢ OrpaHH4YeHHON O0TBETCTBEHHOCTRIO "MAKI3-

Secondary packaging OAPMA" (OO0 "MAKHU3-OAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec/

Address:

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




Nuuensua Ne J1012-00102-77/00010585

Brinyckaromuid KOHTPOJIib
KadecTsa /
Quality Control

OO6LIECTBO ¢ OrPaHHYEHHOM OTBETCTBEHHOCThIO "MAKW3-
GAPMA" (OO0 "MAKU3-OAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

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

Hassanne ADC / Knonujgorpen/ Clopidogrel
API name
[Tpoussomutens ADC / Xerepo Jlparce Jlumuren, Uuaus/

API manufacturer

Hetero Drugs Limited, India

Homep cepuu ADC /
API Bach number

C0O25060023

Hacrosimmm moaTBepxkaato, uto JanHas cepusi Ne PL1310626 Ilnarpun® tadieTKy, HOKphITHIE
IIEHOYHOM 00o0moukoii, 75 Mr Ne 30, macropt Ne 1205/26 ot 21.07.2026 Obuta mpou3BEACHa 1
MPOKOHTPOJIMPOBAHA B COOTBETCTBHH ¢ JeiicTByromumu [Ipapunamu Hannexamen
[POM3BOICTBEHHOM NpakTHKH EBpasuiickoro Jxonomuueckoro Cor3a U TpeOOBaHHAMH
PerucTpanoHHOIO JIOChE, @ TAKXKE B COOTBETCTBUH CO CrIECHUPHUKAIMIMHA 3aperMCTPHPOBAHHOIO

MPOJIyKTa.

JIOKYMEHTBI 110 IIPOM3BOACTBY (MPUMEHUMBIM CTA/IMsIM) B KOHTPOJIIO Ka4eCTBA NPOBEPEHBI U

0/100p€eHB.I.

JT106Ble OTKIOHEHHS paccieoBaHbl B COOTBETCTBHU C BHY TPEHHHMH IIPOLIE/LY PAMH H 0100pEHbI
YTI0JITHOMOYEHHBIM JIHLIOM /

[ 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 ot
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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