Nnuensuna Ne /1012-00102-77/00010585

Paspemenue Ha Boimyck JIIT Ne 772
(B coorBercTBUM ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HazBanwue npoykra / [Inarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapctBenHas ¢popma / TabJIeTKH, MOKPHITHIE TUIEHOYHON 000JI0UYKOM/
Pharmaceutical form film coated tablets

Jlo3upoBka / 75 mMr/ 75 mg

Dose

Tun ynakoBku / 10 wrt. / 3 KOHTYypHast TYEHKOBasK yIakoBKa / lTayKa KapTOHHA
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepuu / PL1331024

Bach number

[ata npousBoactsa / 09.10.2024

Date of manufacture

Cpoxk rognoctu / I'ogen o 30.09.2026

Expiry date

Pasmep cepuu / 9 851 ynakoBok/ 9 851 packs

Bach size

Crpana Ha3HaueHus / Poccus/ Russia

Destination country

Peructpaunonnoe ynocrosepenue | JII1-006376 ot 29.07.2020 (nara 3amensr 12.05.2022)/

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

Normative document JII1-006376-290720, variation Ne 1,2,3

[Tpon3BoacTBO rOTOBOM OO011ecTBO ¢ OrpaHUYeHHON OTBETCTBEHHOCTHIO "MAKM3-
nekapcTBeHHOH popmsbl / Finished | DAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBIN Tpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[lepBuunas ynakoBka / OO11ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKM3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIN 1poe3n, 1. 6, cTp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoka / OO0wiecTBO ¢ OrpaHUYeHHON 0TBETCTBEHHOCTHIO "MAKM3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBII 1Tpoe3 N, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




JNnuensua Ne J1012-00102-77/00010585

Bemyckatoumii KOHTpOJIb O6mecTBO ¢ OrpaHU4eHHOM OTBETCTBEHHOCTHIO "MAKI3-
KauecTBa / ®APMA" (OO0 "MAKU3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec/

Address:

109029, r. MockBa, ABTOMOOHIBHBIN Npoe3, 1. 6, cTp. 4, ctp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazanmne A®C / Knomunorpen/ Clopidogrel

API name

ITpoussoaurens ADC / Xerepo Jlparc JIumuren, Unnus/
API manufacturer Hetero Drugs Limited, India
Howmep cepuu ADC / CP24040001

API Bach number

Hacrosimm noarsepxaro, uto nannas cepust Ne PL1331024 [Tnarpun® TabaeTKH, MOKpPBITHIE
IJICHOYHO# 000m0uKo#, 75 Mr Ne 30, macriopt Ne 767/24 ot 07.11.2024 GbLia npou3BeieHa 1
IIPOKOHTPOJINPOBAaHA B COOTBETCTBUH ¢ AeHcTBYromuMu [IpaBunamu Hamnexarmei
TIPOM3BOACTBEHHO# NpakTuku EBpasuiickoro Oxonomuyeckoro Coro3a U TpeGOBaHUSIMH
PerncrpainoHHOTo 10Cke, a TaKkke B COOTBETCTBHH CO CIELU(HKAIMAMH 3aperHCTPHPOBAHHOTO
MIPOJIyKTa.

JIOKYMEHTBI 110 IPOU3BOJCTBY (IPHMMEHMMBIM CTAIHSIM) H KOHTPOJIIO KA4€CTBA IIPOBEPEHEI H
0100pEHBI.

JI100B1e OTKIIOHEHNS pacciieI0BaHbl B COOTBETCTBHH C BHYTPEHHUMH MPOLETyPaMH H OJ00PEHEI
Y10JIHOMOYEHHBIM JIUIIOM /

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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