Nuuensua Ne J1012-00102-77/00010585

Pazpeinenue na Beimyck JIIT Ne 1167
(B cootBetcTBUM ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Haspanue nponykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knomunorpen/ Clopidogrel

INN

JlexapcTBenHast popma / TabJIETKH, TOKPBITHIE TUIEHOYHON 000JI0YKO#/
Pharmaceutical form film coated tablets

Jo3upoBka / 75 mMr/ 75 mg

Dose

Tun ynakoBku / 10 mT. / 3 KOHTYpHas sYeKoBas yIaKkoBKa / ITayKa KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1481025

Bach number

Jara npousBojicTaa / 02.10.2025

Date of manufacture

Cpok rogaoctu / 'onen no 30.09.2027

Expiry date

Pazmep cepun / 9 394 ynakoBok/ 9 394 packs

Bach size

Crpana Ha3HayeHus / Poccus/ Russia

Destination country

Perucrpannonnoe ynocrosepenue | JIII-006376 ot 29.07.2020 (nara 3amens 19.11.2024)/

/ Marketing authorization JIII-006376 from 29.07.2020 (renewal date 19.11.2024)
HopmMatuBHbBI TOKyMEHT / JII1-006376-290720, u3m. Ne 1,2,3,4/

Normative document JII1-006376-290720, variation Ne 1,2,3.4

[Tpon3BoaCTBO rOTOBO# OO11ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKI3-
nexapctBeHHOH popwmbl / Finished | PAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBIH ITpoe3n, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

IlepuyHas ynakoBka / OO111ecTBO € OrpaHUUYEHHON OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

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

Bropuunas ynakoska / OO011ecTBO ¢ OrpaHUYeHHON OTBETCTBEHHOCTHIO "MAKN3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBbHBIH IIpoe3n, A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nuuensma Ne J1012-00102-77/00010585

Brimyckaromuii KOHTpOJIb OO11ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTRIO "MAKI3-
KayecTna / DOAPMA" (OO0 "MAKHN3-®PAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

HasBanue ADC / Knonunorpen/ Clopidogrel

API name

[IponsBogurens ADC / Xerepo [parc Jlumurten, Uuaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun ADC / C025040007, CO25040008

API Bach number

Hacrosimum noarsepakaaro, uto nanHas cepust Ne PL1481025 ITnarpun® tabneTku, NIOKPHITHIE
IJIEHOYHOH 00051049K0i, 75 Mr Ne 30, macropt Ne 1164/25 ot 16.10.2025 Gblia mpousBeieHa 1
IPOKOHTPOJIMPOBaHA B COOTBETCTBUH ¢ AeHcTByomuMHu [1paBunamu Hapexamei
NPOU3BOCTBEHHOM MpakTHKK EBpasuiickoro DxoHomudeckoro Coro3a u TpeGoBaHMIMHI
PerucrpaioHHOro 10cke, a Takke B COOTBETCTBHHU CO CIIEH(PUKALUSIMU 3apETUCTPUPOBAHHOTO
MPOJYKTA.

JIOKYyMEHTBI 110 IPOM3BOACTBY (IPUMEHHMBIM CTaAUsIM) U KOHTPOJIIO KaueCTBa IPOBEPEHBI H
0JI00pEHBI.

JIr00ble OTKIIOHEHHS pacciieJoBaHbl B COOTBETCTBHH C BHYTPEHHUMH MPOLE/yPAMH H 0J00PEHbI
Y10JITHOMOYEHHBIM 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.

> i,
Yepuymesuu H,?./ ;Z{~ ,«‘/ < 70 2025 .

YII0JIHOMOYEHHOE JIUIO0 [N S
000 «MAKHU3-OAPMA » Lolal MEg




