Nuuensna Ne 00205-/1C ot 15 pespansa 2021 roga

Paspemenue Ha Boimyck JIIT Ne 97
(B cootBeTcTBUM ¢ [Tpunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Hasanue nposaykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapcTBennas dhopma / TaOJIeTKH, TIOKPBITHIE IJIEHOYHOM 000J109KO#H/
Pharmaceutical form film coated tablets

Ho3zuposka / 75 Mr /75 mg

Dose

Tun ynmakosku / 10 wT. / 3 KoHTypHas siYefikoBasi yIakoBKa / Mmayka KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1090224

Bach number

Hara npousBoacTea / 22.02.2024

Date of manufacture

Cpoxk rogaoctu / I'ozen 10 28.02.2026

Expiry date

Pa3mep cepun / 9 898 ynakoBox/ 9 898 packs

Bach size

Ctpana Ha3HayeHus / Poccus/ Russia

Destination country

Perucrpannonnoe ynocrosepenne | JIIT-006376 ot 29.07.2020 (nata 3ameHbI 12.05.2022)/

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmartuBHbIif 10KyMeHT / JIII-006376-290720, u3m. Ne 1,2,3/

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

[Ipon3BoACTBO rOTOBOM OO611ecTBO ¢ OrpaHUYECHHOM OTBETCTBEHHOCTHIO "M AKI3-
JeKapcTBeHHOM Qpopmbl / Finished | PAPMA" (000 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

[TepuyHas ynakoBka / OO0w1ecTBO ¢ OrpaHNYCHHO# OTBETCTBEHHOCTHIO "M AKI3-

Primary packaging ®APMA" (OO0 "MAKN3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec/

Address:

109029, r. Mocksa, ABTOMOOUIBHBII 1poe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynaxkoBka / OO01ecTBO ¢ OrpaHUYEHHOI OTBETCTBEHHOCTHIO "M AKI3-

Secondary packaging PAPMA" (OO0 "MAKH3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. Mockpa, ABToMOGUIIBHBII 1poe3z, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




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

Brinyckaronuii KOHTpOJIb OO61m1ecTBO ¢ OrpaHMYEHHON OTBETCTBEHHOCTHIO "M AKN3-
KadecTBa / ®APMA" (OO0 "MAKHM3-®PAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

Hazpanue ADC / Knonunorpen/ Clopidogrel

API name

[IpousBomutens ADC / Xetrepo Mlparc Jlumurten, Mumus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun ADC / CP23070019

API] Bach number

Hacrosimm noarsepxato, uro nannas cepus Ne PL1090224 [Tnarpun® Tab1eTKk, HOKPHITbIE
IICHOYHOH 0007104K0H, 75 Mr Ne 30, macmiopt Ne 89/24 ot 19.03.2024 6b11a npou3Be/ieHa 1
IPOKOHTPOJIMPOBAHA B COOTBETCTBUM ¢ AeicTBYromnMHE [Ipasunamu Hannesxameit
IPOM3BOJICTBEHHOU MPaKTUKK EBpasuiickoro Dxonomuueckoro Coros3a u TpeGOBaHUIMHE
PeructpannoHHoro nocke, a Takike B COOTBETCTBHH CO CEUHPUKALMAMU 3aPErHCTPUPOBAHHOTO
OpOAYyKTA.

JIOKYMEHTBI 110 TIPOU3BOACTBY (IPUMEHMMBIM CTaMsAM) U KOHTPOIIIO KauecTBA MPOBEPEHbI |
0J100pEHBI.

JlioObIe OTKIIOHEHHUS paccie/IoBabl B COOTBETCTBUM ¢ BHYTPEHHIUMH NPOLETYPAMH H 0100PEHBI
VY0IHOMOYEHHBIMH JIUIIOM /

[ 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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