Nuuexsna Ne /1012-00102-77/00010585

Paspemenue Ha Bbimyck JIIT Ne 858
(B cootBercTBHH ¢ [Tpunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HazBanue npoaykra / [Inarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapcTBenHas ¢popma / Ta0NeTKH, TIOKPHITHIE IIJICHOUHON 000JI0UKOM/
Pharmaceutical form film coated tablets

Jo3upoBka / 75 mr /75 mg

Dose

Tun ynakosku / 10 wT. / 3 KOHTypHas sYeiKoBas yakoBKa / mavyka KapTOHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepuu / PL1391124

Bach number

JlaTa mpousBojacTBa / 14.11.2024

Date of manufacture

Cpoxk rogaocta / 'oneH 1o 31.10.2026

Expiry date

Pazmep cepuu / 9 779 ynaxoBox/ 9 779 packs

Bach size

Crpana Ha3HaueHus / Poccus/ Russia

Destination country

Perucrpannonnoe ynocrosepenue | JIII-006376 ot 29.07.2020 (nara 3amenst 12.05.2022)/

/ Marketing authorization JIITI-006376 from 29.07.2020 (renewal date 12.05.2022)
HopMmaTuBHBIH TOKyMEHT / JII1-006376-290720, u3m. Ne 1,2,3/

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

[Tpon3BoaCcTBO rOTOBOM OO11ecTBO ¢ OrpaHHYEHHON OTBETCTBEHHOCTHIO "MAKI3-
nexapcTBeHHOH (opmel / Finished | DAPMA" (OO0 "MAKHN3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIH ITpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepBuuHnas ynaxkoBka / OO11ecTBO ¢ OrpaHU4YEeHHON OTBETCTBEHHOCTHIO "MAKIA3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOWIJIBHBIH npoe3n, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoBka / OO11ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKIA3-

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

Anpec /

Address:

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




JNnuexsua Ne J1012-00102-77/00010585

Brinmyckaromuii KOHTpOJIb OO11ecTBO ¢ OrpaHUYEHHOHN 0TBETCTBEHHOCTHIO "MAKI3-
KavyecTna / O®APMA" (OO0 "MAKU3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIH mpoe3n, A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

HazBanue AD®C / Knonuporpen/ Clopidogrel

API name

[Tpoussoaurens ADC / Xerepo Jlparc Jlumuren, Uuaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepuu ADC / CP24040002, CP24040003

API Bach number

Hacrosmum noarsepxaaro, uro nanHas cepus Ne PL1391124 IInarpun® tabneTku, MOKpHITHIE
IUIEHOYHOM 00010uKkoi, 75 Mr Ne 30, mactopt Ne 858/24 ot 24.12.2024 Gbita ipousBeeHA U
IPOKOHTPOJIMPOBaHa B COOTBETCTBUH ¢ AelicTByrommu [Ipasunamu Hamnexarmei
IIPOU3BOJCTBEHHOU NpakTHKU EBpasuiickoro Dxonomuueckoro Coro3a U TpeOOBaHHIMH
PerucrpannoHHOro 10cke, a Takke B COOTBETCTBHH CO CHENU(UKALIUAME 3apETHCTPUPOBAHHOTO
MPOJIyKTa.

JIOKyMEHTBI 110 TPOU3BOACTBY (IPUMEHUMBIM CTaUsIM) U KOHTPOJIIO KauecTBa MPOBEPEHBI H
0/100pEHBI.

JIroOble OTKJIOHEHHS PAcCiIeIOBaHbl B COOTBETCTBUM C BHYTPEHHHMH IPOLETypaMu U 0JJ00pEHBI
YTIOTHOMOYEHHBIM JIHIIOM /

[ 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.

/
AnnpocosB A A/ O ‘W/f

VY 0JIHOMOYEHHOE JIUIO
000 <MAKN3-OAPMA»




