NuueHsua Ne /1012-00102-77/00010585

Paspemenune Ha Boimyck JIIT Ne 521
(B cootBercTBHH ¢ [Ipunoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanwue mpozaykra / [Inarpun®/ Plagril

Name of the product

MHH / Knomumorpen/ Clopidogrel

INN

JlexapctBenHas ¢popma / Ta0JIeTKH, HOKPBITHIE TNIEHOYHOH 000J10UKO0#/
Pharmaceutical form film coated tablets

JlozupoBka / 75 mr /75 mg

Dose

Tun ynakoBku / 10 mrt. / 3 KOHTypHas STYEeHKOBas YIIaKOBKa / Mayka KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1671225

Bach number

Hata npousBoacTsa / 11.12.2025

Date of manufacture

Cpoxk rognoctu / I'onen 1o 30.11.2027

Expiry date

Pazmep cepun / 9 358 ynakoBox/ 9 358 packs

Bach size

Crpana Ha3HaueHus / Poccus/ Russia

Destination country

Perucrpannonnoe ynocrosepenue | JIII-Ne(010943)-(PI'-RU) ot 15.07.2025/

/ Marketing authorization JII1-Ne(010943)-(PT"-RU) from 15.07.2025

HopmaTuBHBIIi TOKYMEHT / JITI-Ne(010943)-(PT"-RU)-150725/

Normative document JIII-Ne(010943)-(PI'-RU)-150725

[Tpon3BoaCTBO roTOBOM OO11ecTBO ¢ OrpaHHYEHHON OTBETCTBEHHOCThIO "MAKI3-
nekapcTBeHHOM popmsl / Finished | DAPMA" (OO0 "MAKU3-O®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIN TIpoe3, A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepBuuHas ynaxkoBka / OO11ecTBO € OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-

Primary packaging O®APMA" (OO0 "MAKUN3-©APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBII 1Tpoe3n, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

BropuuHas ynakoBka / OO11ecTBO € OrpaHUYEHHON OTBETCTBEHHOCTRIO "MAKI3-

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

Anpec /

Address:

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




Jinyensus Ne J1012-00102-77/00010585

Beimyckaromuit KOHTpOJIb
KauecTBa /
Quality Control

O61mecTBO ¢ OrpaHHYeHHOH 0TBETCTBEHHOCTHIO "MAKI3-
®APMA" (OO0 "MAKU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOOHIBHBII 1IPoe3 N, 1. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hassauue A®C /
API name

Knonunorpen/ Clopidogrel

IIpoussonutens ADC /
API manufacturer

Xerepo [parc Jlumuren, Mumus/
Hetero Drugs Limited, India

Homep cepuun AOC /
API Bach number

C025050013

Hacrosuum noarsepxaaro, yro ganHas cepus Ne PL1671225 Tnarpun® tabieTku, HOKPBITHIE
IUIEHOYHOH 060104K0i, 75 Mr Ne 30, macropt Ne 532/26 ot 31.03.2026 6bL1a 1pou3BeieHA U
MIPOKOHTPOJIMPOBaHA B COOTBETCTBUU ¢ AcHcTByromumu [IpaBunamu Hamrexarnei
IPOU3BOJCTBEHHOM NpakTUKU EBpazuiickoro JxoHoMuyeckoro Coro3a U TpeOOBaHHIMHU
PerucrpaimoHHOro 10cke, a Takke B COOTBETCTBHH CO CIIEIU(DUKAIUSIME 3apErHCTPHPOBAHHOTO

IpPOYKTa.

JIOKYMEHTBI 110 IPOU3BOJCTBY (IPHMEHUMBIM CTAIUSIM) U KOHTPOJTFO KaueCTBa IPOBEPEHE] B

0J100pEHBI.

JIxoOble OTKIIOHEHHS paccyeloBaHbl B COOTBETCTBHH C BHYTPEHHUMH MPOLEAYPAMH U O100PEHEI
YII0THOMOYEHHBIM JTHIIOM /

I 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 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.

YepHymIeBUY H.B.@Zf

VY10IHOMOYEHHOE JTHI0
000 «<MAKIN3-OAPMA»

Oz 2026 .




