Jinuensuna Ne 00205-1C ot 15 ¢espana 2021 roga

Paspemenue na Beimyck JIIT Ne 509
(8 cootBercTBuu ¢ [Tpunoxenrem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HazBanme npoaykra / [Inarpun®/ Plagril

Name of the product

MHH / Knomunorpen/ Clopidogrel

INN

JlexapctBennas popma / TabJIETKU, IOKPBITHIE TNIEHOYHOU 000JI0YKO¥/
Pharmaceutical form film coated tablets

Ho3upoBka / 75 mr /75 mg

Dose

Tun ynakoBku / 10 wt. / 3 KOHTypHas s4efiKoBast yIIaKOBKa / Mayka KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1300624

Bach number

Hata npousBozactaa / 03.06.2024

Date of manufacture

Cpok rognoctu / 'oen 1o 31.05.2026

Expiry date

Pazmep cepun / 9 734 ynakoBox/ 9 734 packs

Bach size

Crpana Ha3HaueHus / Poccust/ Russia

Destination country

Perucrpanronnoe ynocrosepenue | JIII-006376 ot 29.07.2020 (nata 3amensr 12.05.2022)/

/ Marketing authorization JIII-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmaTtuBHbI# 1OKYMEHT / JII1-006376-290720, u3m. Ne 1,2,3/

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

IIpon3BoacTBO rOTOBOM OO1iecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-
nexkapcTBeHHOM opmel / Finished | PAPMA" (OO0 "MAKU3-OAPMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBIH Tpoe3, a. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepBuunas ynakoBka / OO01ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKI3-

Primary packaging DOAPMA" (OO0 "MAKU3-OPAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOHJIBHBIH npoe3, A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska / OO11eCcTBO € OrpaHUYECHHOM OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

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




Nvuensua Ne 00205-/1C ot 15 despana 2021 ropa

Beimyckaromuit KOHTpOJIb OO6mecTBO ¢ OrpaHUUEHHON OTBETCTBEHHOCTHIO "MAKM3-
KadecTBa / OAPMA" (OO0 "MAKU3-PAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mocksa, ABTOMOGHIBHBII poe3n, A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanne A®C / Knonunorpen/ Clopidogrel

API name

[Tpouzsoaurens ADC / Xetrepo Jlparc Jlumuren, Unaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepuu ADC / CP23120025

API Bach number

Hacrosimm noxrsepiknaaro, uro nannas cepust Ne PL1300624 ITnarpun® Ttabierwy, HOKPBITHIE
IUICHOYHOH 060n0uko#, 75 Mr Ne 30, mactopt Ne 496/24 ot 19.08.2024 6bu1a IIPOU3BEJICHA
IPOKOHTPOJIMPOBaHA B COOTBETCTBHH ¢ AeiicTBytoumMu [IpaBunamu Hamnesxaimeit
NPOU3BOJCTBEHHOH NpakTHKU EBpasuiickoro OxoHoMudeckoro Corosa u TpeGoBaHUIMH
PeructpauuonHoro 1ocke, a TakKe B COOTBETCTBHH CO CTIEM(DHKALIUSIMH 3apETUCTPUPOBAHHOTO
IPOAYKTAa.

JIOKyMEHTBI 110 NPOM3BOJCTBY (IPUMEHMMBIM CTaIHsAM) M KOHTPOIIIO Ka4ecTBa IIPOBEPEHBI U
0100peHBI.

Jlto0bIe OTKIIOHEHHUs paccieoBaHbl B COOTBETCTBAM ¢ BHYTPEHHHUMH MPOLEAYPAMH U 0100peHbI
YIOTHOMOYEHHBIM JTHIIOM /

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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