Nnuensua Ne 00205-71C ot 15 deBpana 2021 roaa

Paszpemienue Ha Boimmyck JIIT No 375
(B cootBetcTBUH ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HazBanue npoaykra / [Inarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapctBenHas popma / TabJIETKH, TOKPHITHIE TUIEHOYHOH 0007I049KO0#/
Pharmaceutical form film coated tablets

Jlo3upoBka / 75 mr /75 mg

Dose

Tun ynakosku / 10 mT. / 3 KOHTYpHas sTYeHKOBas ylakoBKa / ayka KapTOHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / P1L.1220524

Bach number

JlaTa mpou3BojacTBa / 28.05.2024

Date of manufacture

Cpox rognoctu / 'ogen o 31.05.2026

Expiry date

Pa3zmep cepun / 9 968 ynakoBok/ 9 968 packs

Bach size

Crpana Ha3HaueHus / Poccus/ Russia

Destination country

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

/ Marketing authorization JITITI-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmartuBHbIi 1oKyMeHT / JITII-006376-290720, u3m. Ne 1,2,3/

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

[TpouzBoacTBO roTOBOM OO111ecTBO € OTPaHUYEHHOM OTBETCTBEHHOCThIO "MAKI3-
nexapcTBeHHOH popmbl / Finished | DPAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec/

Address:

109029, r. MockBa, ABTOMOOUIIBHBIH Mpoe3n, a. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[lepBuuHas ynakoBka / O6111ecTBO € OrpaHUYEHHOH OTBETCTBEHHOCThIO "MAKM3-

Primary packaging O®APMA" (OO0 "MAKU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOUJIBHBIH Mpoe3, 1. 6, ctp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoBka / OO111ecTBO ¢ OTpaHUYECHHOM OTBEeTCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBII Mpoe3, A. 6, ¢Tp. 4, ¢Tp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nnuensna Ne 00205-1C o1 15 dpeBpans 2021 roaa

Brinyckaromuii KOHTPOJIb OO111eCTBO € OrpaHUYEHHONW OTBETCTBEHHOCTHIO "MAKM3-
KauecTBa / O®APMA" (OO0 "MAKU3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOWIBHBIA ITpoe3 N, a. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanune AOC / Knomunorpen/ Clopidogrel

API name

[Tpouzsoaurens ADC / Xerepo Jlparc Jlumuren, Uuaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepuun ADC / CP23120022, CP23120023

API Bach number

Hacrosmum noarsepaxaato, uro ganHas cepus Ne PL1220524 [Tnarpun® tabieTku, TOKPBITHIE
IUIEHOYHOH 000s10uKkoii, 75 mr Ne 30, macropt Ne 369/24 ot 01.07.2024 Gbu1a mpou3BeeHa H
IIPOKOHTPOJINPOBaHA B COOTBETCTBUH ¢ AelcTByromuMu [IpaBunamu Hamnexareit
IIPOU3BOJCTBEHHOH NpakTUKK EBpasuiickoro Dxonomuueckoro Corosa u TpeOOBaHUSAMEI

PeFI/ICTpaHI/IOHHOFO J0ChEC, a TAKXKXC B COOTBETCTBHUHU CO CHCI_[I/I(bI/IKaHI/ISIMI/I 3aperUuCTPUPOBAHHOTO

MIPOJIYKTA.
JIoKyMeHTBI 110 IPOU3BOJACTBY (IIPUMEHUMBIM CTaIUsIM) M KOHTPOJTIO KauecTBa MPOBEPEHBI U
0100peHbI.

JIto6ble OTKIIOHEHUS pacciIe0BaHbl B COOTBETCTBHU C BHYTPEHHUMHU MIPOLIEAYPaMH U 0JJOOpPEHBI

V1OJIHOMOYEHHBIM 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.

Beperennukosa B.K./M SRy »_fOLL  2024r.

)

VIOJIHOMOYEHHOE JIUIIO yrOAHOMOHEHHOE
000 «ctMAKN3-OAPMA» MIT



