Jinuensua Ne /1012-00102-77/00010585

Paspemenue Ha Bbimyck JIIT Ne 449
(B coorBetcTBHY ¢ [Ipunokennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Haspanme npoaykra / [Inarpun®/ Plagril

Name of the product

MHH / Knonmunorpen/ Clopidogrel

INN

JlekapctBeHnHas hopma / TaOJIETKH, TOKPHITHIE TUIEHOYHOH 000JI0UKOIH/
Pharmaceutical form film coated tablets

Ho3uposka / 75 Mr /75 mg

Dose

Tun ymakopku / 10 wr. / 3 KOHTypHas A4elikoBas yIIaKOBKa / Iayka KapTOHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepumn / PL1150325

Bach number

Jlata npousBojctsa / 28.03.2025

Date of manufacture

Cpox rognoctu / 'onen no 31.03.2027

Expiry date

Pazmep cepun / 9 607 ynakoBok/ 9 607 packs

Bach size

Crpana Ha3HaveHus / Poccus/ Russia

Destination country

Peructpannonsoe 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)
HopmaTuBHbI#i 10KyMeHT / JII1-006376-290720, u3m. Ne 1,2,3/

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

IIpou3BoOACTBO rOTOBOM OO1mecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-
nexapcTBeHHOH (opwmel / Finished | PAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOGWIIbHBIIH Npoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[lepBuunas ynakoska / O0mecTBO ¢ OrpaHMYEHHON OTBETCTBEHHOCTHIO "M AKI3-

Primary packaging ®APMA" (OO0 "MAKM3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOGWIIBHBIH NTpoe3, 1. 6, cTp. 4, cTp. 6, c1p. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska / OOmiecTBO ¢ OrpaHHYEHHON OTBETCTBEHHOCTHIO "MAKI3-

Secondary packaging ®APMA" (OO0 "MAKM3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

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




Nnuensua Ne /1012-00102-77/00010585

Beimyckaromnuii KOHTPOJIb OO6111eCTBO € OrpaHUYEHHOM 0TBETCTBEHHOCTEIO "MAKI3-
KaudecTBa / ®APMA" (OO0 "MAKU3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBII TIpoe3y, A. 6, cTp. 4, c1p. 6, c1p. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanue ADC / Knonunorpen/ Clopidogrel

API name

[TpounzBosurens ADC / Xetepo Hparc Jlumuten, Unaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun ADC / CP24050009

API Bach number

Hacrostimm noareepxaro, uto qannas cepus Ne PL1150325 [Tnarpun® tabneTky, MOKpPBIThIE
IJIEHOYHOH 0007104K0#, 75 Mr Ne 30, mactopt Ne 408/25 ot 21.04.2025 6bu1a IIPOU3BEJICHA
IIPOKOHTPOJMPOBAHA B COOTBETCTBHH ¢ JeiicTByromumu [IpaBunamu Hannexammeit
IPOU3BOJICTBEHHON NMPaKTHKK EBpasuiickoro DxoHomuueckoro Coro3a U TpeOOBaHUSIMH
PerucrpaiuoHHoro 10cke, a TakKe B COOTBETCTBHHU CO CIIEH(PUKAIMIME 3apPerUCTPHPOBAHHOTO
IPOAYKTA.

JIOKyMEHTBI 110 IPOU3BOACTBY (MPUMEHHUMBIM CTAIHSIM) U KOHTPOJIIO KAYeCTBA IPOBEPEHBI H
0Z100pEHBI.

JIt06b1e OTKIIOHEHHS PaccyieI0BaHbl B COOTBETCTBHH C BHYTPEHHHMH IIPOLIELyPAMH M 0100PEHBI
Y110JIHOMOUYEHHBIM 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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