Nnuensmna Ne J1012-00102-77/00010585

Paspemenue Ha Beimyck JIIT Ne 534
(B cootBetcTBHH ¢ [Ipunoxenrem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanue mpomykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knomunorpen/ Clopidogrel

INN

JlexapcTtBenHas popma / TaOJIeTKH, TIOKPHIThIE JIEHOYHOM 000109K0i1/
Pharmaceutical form film coated tablets

Jlo3upoBka / 75 mMr /75 mg

Dose

Tun ynaxoBku / 10 mt. / 3 KOHTYpHas sueliKoBas yIakoBKa / Ma4yka KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1711225

Bach number

Jara nmpousBoacTBa / 12.12.2025

Date of manufacture

Cpoxk rogaoctu / I'onen 1o 30.11.2027

Expiry date

Pa3zmep cepun / 9 343 ynakoBok/ 9 343 packs

Bach size

Crpana Ha3HaueHus / Poccus/ Russia

Destination country

Perucrpannonnoe ynocrosepenue | JIIT-Ne(010943)-(PI'-RU) ot 15.07.2025/

/ Marketing authorization JIII-Ne(010943)-(PI'-RU) from 15.07.2025

HopmaTuBHBIN 1O0KyMEHT / JIII-Ne(010943)-(PI'-RU)-150725/

Normative document JIII-Ne(010943)-(PT'-RU)-150725

[Tpou3BOACTBO rOTOBON O61ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "M AKI3-
nexapcTBeHHOH dopmbl / Finished | DAPMA" (OO0 "MAKU3-GAPMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBIH IIpoe3 I, 1. 6, cTp. 4, cTp. 6, ctp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepBuunas ynakoBka / OO11ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIH TIpOE3 1, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoBka / O61mecTBO ¢ OrpaHMYeHHOM 0TBETCTBEHHOCTHIO "M AKI3-

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

Anpec /

Address:

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




JNlnuensua Ne J1012-00102-77/00010585

Beimmyckaromuii KOHTpOIIb
KayecTBa /
Quality Control

O61mecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-
®APMA" (OO0 "MAKH3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOOHIIBLHEIH Ipoe3 i, 1. 6, cTp. 4, ctp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Ha3panue A®C / Knonunorpen/ Clopidogrel
API name
[IpouzBoautens ADC / Xetepo Jlparc Jlumuren, Muaus/

API manufacturer

Hetero Drugs Limited, India

Howmep cepun ADC /
API Bach number

C025050014, CO25050015

Hacrostimm noareepyknaro, uro nausast cepust Ne PL1711225 [Tnarpun® tabnerkw, HOKPBITHIE
TJIEHOYHOM 0001104K0H, 75 Mr Ne 30, macmiopt Ne 571/26 ot 06.04.2026 6112 Ipon3BeeHa U
IIPOKOHTPOJIHPOBaHA B COOTBETCTBUH ¢ AeicTBYromuMu [Ipasunamu Hannexareit
NPOM3BOJICTBEHHOM MpakTHKK EBpasuiickoro SxoHomuueckoro Coro3a M TpeGOBaHUAMH
PeructpaltioHHOro 10Che, a TakKe B COOTBETCTBHE CO CIIEUM(pHKAIMIMH 3apErHCTPUPOBAHHOTO

IPOJYKTa.

JIOKyMEHTBI 110 IPOU3BOJICTBY (MPUMEHMMBIM CTA/MsIM) U KOHTPOIIIO KAYeCTBa POBEPEHBI 1

0ZI0OpEHBI.

JIroOble OTKIIOHEHMS pacCciieJ0BaHbl B COOTBETCTBHH C BHYTPEHHUMH IIPOLEYPaMHU U O00PEHBI
VI0JIHOMOYEHHBIM JIUIIOM /

[ hereby confirm that this batch was produced and controlled 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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000 «<MAKU3-OAPMA » Wla\ MIT




