Nuuensua Ne J1012-00102-77/00010585

Paspemenue Ha Boimyck JIIT Ne 865
(B cootBercTBuM ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3zBanue npoaykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapcTBenHas ¢popma / TabJIETKH, OKPHITHIE TJICHOYHOH 000109K0M/
Pharmaceutical form film coated tablets

Jo3upoBka / 75 mr /75 mg

Dose

Tun ynakoBku / 10 wt. / 3 KOHTypHas sYeiKoBas yIIakoBKa / Mayka KapTOHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1461124

Bach number

Hata npousBojicTBa / 18.11.2024

Date of manufacture

Cpoxk rognoctu / I'onen o 30.11.2026

Expiry date

Pa3mep cepun / 9 895 ynmakoBok/ 9 895 packs

Bach size

Crpana HazHaueHwus / Poccust/ Russia

Destination country

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

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

Normative document JIT1-006376-290720, variation Ne 1,23

[TpousBoacTBO roTOBOM OO011ecTBO ¢ OrpaHHYEHHON OTBETCTBEHHOCTEIO "MAKI3-
nekapcTBeHHOH popmbl / Finished | PAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOWIIBHBIN TIpoe3 , A. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[lepBuunas ynakoBka / O0111ecTBO € OrpaHUYEHHON OTBETCTBEHHOCTHIO "M AKI3-

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

Anpec /

Address:

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

Bropuunas ynakoska / OO011ecTBO ¢ OrpaHUYeHHON OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOWIIBHBIN Mpoe3n, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nunuensua Ne 1012-00102-77/00010585

Brinmyckarommii KOHTpOJIb Ob61ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-
KayecTBa / OAPMA" (OO0 "MAKU3-O®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOWIBHBIN Tpoe3, A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

HazBanue A®C / Knomunorpen/ Clopidogrel

API name

[Tponssonutens ADC / Xetepo Jlparc Jlumuren, Muaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun ADC / CP24040004, CP24040005

API Bach number

Hacrosmum noaresepxaato, 4ro naHHas cepus Ne PL1461124 Ilnarpun® TabneTku, MOKpPHITHIE
IIeHOYHOH 0005104K0H, 75 Mr Ne 30, macnopt Ne 872/24 ot 24.12.2024 6bU1a pou3BeAeHA U
IIPOKOHTPOJIMPOBaHa B COOTBETCTBUU ¢ AercTByrommmu [IpaBunamu Hamrexarreit
IIPOU3BOJACTBEHHOM NIpakTUKK EBpazuiickoro Dxonomuueckoro Corosa u TpeOOBaHUSIMHI
PerucrpanaoHHOro 10Che, a TaKkKe B COOTBETCTBUU CO ClIeHUUKAIMSIMU 3aPETUCTPUPOBAHHOTO
IPOIYKTA.

JIOKyMEHTBI 110 IPOU3BOJCTBY (IIPUMEHHUMBIM CTAIUsIM) U KOHTPOJIIO KayecTBa MPOBEPEHBI U
0100pEHBL.

JIro6ple OTKIIOHEHHS paccieJ0BaHbl B COOTBETCTBHM C BHYTPEHHUMH NPOIEypaMu B 0100PEHBI
VYT0IHOMOYEHHBIM 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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