JNinuensuna Ne 00205-/1C ot 15 dpeBpana 2021 roaa

Paspemenue Ha Beimyck JIIT Ne 74
(B coorBetcTBHH ¢ [Ipunoxeruem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HazBanue npoaykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knomunorpen/ Clopidogrel

INN

JlexapcTBenHas gpopma / TabJIETKH, HOKPBITHIE TNICHOYHOM 000I04KOI/
Pharmaceutical form film coated tablets

Jlo3upoBka / 75 mr/ 75 mg

Dose

Tun ynaxkoBku / 10 . / 3 XOHTYpHas s4eiKoBas ynakoBKa / mayka KapTOHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1040224

Bach number

JaTa npounsBojcTsa / 19.02.2024

Date of manufacture

Cpoxk roanoctu / I'ogen 10 28.02.2026

Expiry date

Pa3zmep cepum / 9 922 ynakoBok/ 9 922 packs

Bach size

Crpana HazHaueHus / Poccusi/ Russia

Destination country

Perucrpanuonnoe ynocrosepenne | JIII-006376 ot 29.07.2020 (nara 3amensr 12.05.2022)/

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmaruBHbiid TokymMeHT / JII1-006376-290720, uzm. Ne 1,2,3/

Normative document JIT1-006376-290720, variation Ne 1,2,3

[Tpon3BOACTBO TOTOBOM OO11ecTBO ¢ OrpaHMYEHHOM OTBETCTBEHHOCTHIO "MAKI3-
nekapcTBeHHOH Gopmel / Finished | PAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

[IepBuuHas ynaxkoBka / OO111ecTBO € OTpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIN 1poe3, 1. 6, ¢Tp. 4, ¢Tp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoBka / OO111ecTBO ¢ OTpaHUYEHHON OTBETCTBEHHOCTEIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIH 1Ipoe3, i. 6, ¢Tp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




JInuensuna Ne 00205-1C ot 15 despans 2021 roaa

Beinyckaromuii KOHTpoJIb O61mecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTHIO "MAKU3-
KayecTna / ®APMA" (OO0 "MAKHN3-OAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec/

Address:

109029, r. MockBa, ABTOMOOMIIBHBIH poe3n, 1. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanue ADC / Knonunorpen/ Clopidogrel

API name

[TpousBogurens AOC / Xerepo [parc Jlumuren, Uuaus/
API manufacturer Hetero Drugs Limited, India
Homep cepun ADOC / CP23070017

API Bach number

Hacrosimm noarsepkaaro, uro nannas cepus Ne PL1040224 [Tnarpun® taGieTku, MOKPHITHIE
IUICHOYHON 0005104K0#, 75 Mr Ne 30, macopt Ne 73/24 ot 13.03.2024 6bu1a npou3BeeHa 1
HNPOKOHTPOJIMPOBAHA B COOTBETCTBHH C JAeHcTByomuMH [Ipasunamu Hamnexaimeit
NPOU3BOJACTBEHHOM MPaKTHKK EBpasuiickoro JxoHommueckoro Coro3a i TpeGOBaHUIMH
PeructpaltioHHOTO 10Che, a TaKKe B COOTBETCTBHH CO CIeNHUKAIUAME 3aPerHCTPHPOBAHHOTO
IPOJYKTa.

JIOKyMEHTBI 110 TIPOM3BO/CTBY (IPUMEHHMBIM CTaIHSIM) H KOHTPOJIIO Ka4eCTBA NPOBEPEHBI 1
0/100pEHBI.

JItoGb1e OTKIIOHEHUS paccieIoBaHbl B COOTBETCTBHH C BHYTPEHHUMH IIPOLIELYPAMHU H OJI00PEHSI
VY1I0ITHOMOYEHHBIMH JTHIIOM /

[ 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.

Beperennuxona B.K./ &@}: yioe '«/"/3 » Ja%/ama/zom )

VIIOJIHOMOYEHHOE JIUIO ETE
000 «KMAKU3-OAPMA » viclel  MEH




