JInuensua Ne J1012-00102-77/00010585

Paspemenue Ha Beimyck JITT Ne 450
(B cootBetcTBHM ¢ [Tpunoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Haspanue nponykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knomunorpen/ Clopidogrel

INN

JlexapcTBeHHast Gpopma / TabJIETKH, TOKPHITHIE MIEHOYHOH 060J1049K0fH/
Pharmaceutical form film coated tablets

Jlo3uposka / 75 Mr /75 mg

Dose

Tun ynakosku / 10 wr. / 3 koHTypHas s4eiikoBas ynakoBka / mavka KapTOHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Homep cepun / PL1160325

Bach number

Jlata npoussoacraa / 28.03.2025

Date of manufacture

Cpok rogsocty / T'ofen o 31.03.2027

Expiry date

Pasmep cepuu / 9 673 ynakoBox/ 9 673 packs

Bach size

Crpana HazHauenus / Poccus/ Russia

Destination country

Peructpanuonnoe ynocrosepenne | JIII-006376 ot 29.07.2020 (mara 3amens! 12.05.2022)/

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmaTuBHbIi 10KyMeHT / JI1-006376-290720, u3m. Ne 1,2,3/

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

ITpousBoacTBO roTOBOII O611ecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTHIO "MAK3-
JiexapcTBeHHOM ¢popmbl / Finished | DAPMA" (000 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

ITepBuynas ynakoBka / O611ecTBO ¢ OrpaHMYeHHOM OTBETCTBEHHOCTHIO "MAKU3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOGHIIBHBIH npoesn, a. 6, cTp. 4, ctp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska / O61ecTBO € OrpaHMYeHHOH OTBETCTBEHHOCTHIO "MAKU3-

Secondary packaging OAPMA" (000 "MAKU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOGHIbHBII npoesn, 1. 6, cTp. 4, ctp. 6, crp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




JIvuensuna Ne 1012-00102-77/00010585

Beimyckaromuii KOHTpoJIb OO11ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-
KayecTBa / PAPMA" (OO0 "MAKHU3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIILHBIIH npoes, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

HasBanne A®C / Kionmunorpen/ Clopidogrel

API name

[Tpouzsonutens ADC / Xerepo [Iparc Jlumuren, Ungus/
API manufacturer Hetero Drugs Limited, India
Homep cepuun ADC / CP24050009, CP24050010

API Bach number

Hacrosmum noareepsxaaro, uro nannas cepust Ne PL1160325 [Inarpun® TabneTku, mOKpHITHIE
IJICHOYHO!U 000J104K0H, 75 Mr Ne 30, mactiopt Ne 411/25 ot 22.04.2025 6512 [IpOU3BEJIeHA U
IIPOKOHTPOJIMPOBAHA B COOTBETCTBUH C AeHcTBYrommMu [IpaBunamu Hamnexameit
TIIPOU3BOJICTBEHHOM MpakTHKy EBpasuiickoro JxoHomuyeckoro Coro3a H TpeGOBaHUIMY
Perucrpauronnoro nocke, a Take B COOTBETCTBHH CO ClCLApHKALHAMHA 3apETUCTPUPOBAHHOIO
IPOAYKTA.

JIOKyMEHTBI 10 IPOM3BO/CTBY (IIPUMEHUMBIM CTaIHsIM) U KOHTPOJTIO Ka4€CTBa IPOBEPEHBI U
000OpEHEI.

Jl1o0bie OTKIIOHEHUS paccleIOBAHbl B COOTBETCTBHH C BHYTPEHHUMH IpoLeypaMu U 0JJ00pEHBI
YIIOJIHOMOYEHHBIM 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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VoaHoMo4YeHHOE JTUII0 [0 = [yrOnHOMOHERHO
000 «MAKU3-OAPMA » ! MIT




