NnueHsuns Ne /1012-00102-77/00010585

Paspemenue Ha Beimyck JIIT Ne 1715
(B cootBercTBuM ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Hasanue mpoaykra / [Inarpun®/ Plagril

Name of the product

MHH / Knomunorpen/ Clopidogrel
INN

JlexapcTtBenHas popma /
Pharmaceutical form

TaOJIETKH, TIOKPHITHIE IIEHOYHOH 000I09KOH/
film coated tablets

Jo3upoBka / 75 mMr /75 mg

Dose

Tun ynakoBku / 10 mt. / 3 XoHTypHas sTdeifikoBast yrakoBKa / mayka KapTOHHAS
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1410926

Bach number

[ata npousBoacTsa / 11.09.2026

Date of manufacture

Cpoxk rogaoctu / 'ogen oo 31.08.2028

Expiry date

Pasmep cepun /
Bach size

9 560 ynakoBok/ 9 560 packs

Crpana Ha3HadeHus /
Destination country

Poccust/ Russia

Perucrpanuonsoe yocroBepenue
/ Marketing authorization

JITI-Ne(010943)-(PT-RU) ot 15.07.2025/
JII-Ne(010943)-(PT-RU) from 15.07.2025

HopMaTuBHBII TOKYyMEHT /
Normative document

JII-Ne(010943)-(PT-RU)-150725/
JITI-Ne(010943)-(PT-RU)-150725

ITpoun3BoCTBO TOTOBOM
nexapcTBeHHoM (opmsr / Finished
dosage form manufacturing

O6miecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "M AKI3-
OAPMA" (OO0 "MAKI3-®PAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. Mocksa, ABTOMOOHIIBHBII POE3 L, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[lepBuyHas ymakoBka /

OO11ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKI3-

Primary packaging ®APMA" (OO0 "MAKI3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBIN Hpoe3 L, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska /

O611ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTIO "MAKI3-

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

Anpec /

Address:

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




Jlnuensuma Ne /1012-00102-77/00010585

Beimyckarommii KOHTPOJIb
KauectBa /
Quality Control

OO6mmecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKU3-
®APMA" (OO0 "MAKHN3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

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

Hazpanue A®C / Knonunorpen/ Clopidogrel

API name

IIpouzsoautens APC / Xetepo Mlparc Jlumuren, Muaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun ADC / C025080026

API Bach number

Hacrosimum noxrsepxato, uto gannas cepust Ne PL1410926 [Tnarpui® TabieTky, TOKPHITIE
TJICHOYHOH 0007104K0H, 75 Mr Ne 30, macnopt Ne 1773/26 ot 05.10.2026 6b11a mpow3BeeHa 1
IIPOKOHTPOJIMPOBaHA B COOTBETCTBUH ¢ AeHcTByroumMu [IpaBunamu Hapexameit
IPOM3BOJICTBEHHON IpakTHKK EBpasuiickoro DxoHoMuyeckoro Coro3a u TpeGoBaHUSIMH
Peructpannonnoro nocke, a Takxe B COOTBETCTBHH CO CIIENH(UKAIUAME 3apeTHCTPHPOBAHHOTO

HOPOAYKTA.

JIOKyMEHTBI 110 IPOU3BOACTBY (IPHMEHUMBIM CTa/MSIM) H KOHTPOJIIO Ka4ecTBa IIPOBEPEHBI U

0100pEHBI.

JIroOple OTKIIOHEHHS PacCiIe0BaHbl B COOTBETCTBHH C BHYTPEHHUMH IIPOLETyPaMH U 0JJ0OpEHBI
VYT0JIHOMOYEHHBIM JIULIOM /

[ 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.

YepHymieBnd HE%) ,» s KOS5y O 2026 .

V1I0JIHOMOYEHHOE JIUIO B Y
000 «MAKU3-®APMA » NN\ MIT




