JNiuueHsua Ne /1012-00102-77/00010585

Paspemenue Ha Boimmyck JIIT No 1194

(B cootBercTBuH ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3panue npojykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel
INN

JlexapctBennas dhopma /
Pharmaceutical form

TabJIETKH, TOKPBIThIE IUICHOYHOH 000JI0YKOH/
film coated tablets

Jlo3upoBka / 75 mr /75 mg

Dose

Tun ynakoBkH / 10 mrr. / 3 KOHTYpHAd SUeiKoBas yrakoBKa / mayka KapTOHHas
Package type 10 PCs / 3 blister packs / cardboard packs
Howmep cepuu / PL1230626

Bach number

JlaTa mpou3BOJCTBA / 01.06.2026

Date of manufacture

Cpok roanocts / ['ojien 1o 31.05.2028

Expiry date

Pa3mep cepuu / 9 426 ynakoBok/ 9 426 packs

Bach size

Crtpana Ha3HaueHus /
Destination country

Poccust/ Russia

PerucrpalinoHHOE YIOCTOBEPEHHE
/ Marketing authorization

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

HopMaTHBHBIH JOKYMEHT /
Normative document

JII-Ne(010943)-(PI'-RU)-150725/
JITT-Ne(010943)-(PT-RU)-150725

[Ipou3BOACTBO rOTOBOH
nexapcTBeHHO# dopmsl / Finished
dosage form manufacturing

OO11ecTBO C OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKN3-
DAPMA" (OO0 "MAKHU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOOHJIBHBIN TIpoe3 i, 1. 6, cTp. 4, cTp. 6, c1p. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Ilepuunas ynakoBka /
Primary packaging

OO0mecTBO ¢ OrpaHHYEHHONH OTBETCTBEHHOCTHIO "MAKW3-

®APMA" (000 "MAKU3-GAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOOHIIBHEIH TIpoe3, 1. 6, cTp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

BropuyHas ynakoBka /
Secondary packaging

OO011ecTBO ¢ OrpaHH4eHHON OTBETCTBEHHOCTHIO "MAKI 3-
OGAPMA" (OO0 "MAKHU3-ODAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec/
Address:

109029, r. MockBa, ABTOMOOMILHBII 1poe3, A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




NuueHsua Ne /1012-00102-77/00010585

Breimyckatomumi KOHTPOJIb
KadecTna /

Quality Control

OO6LIEeCTBO ¢ OrpaHHYEeHHOM 0TBeTCTBEHHOCTHIO "MAKI3-
OGAPMA" (OO0 "MAKH3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA™)

Anpec /
Address:

109029, r. Mocksa, ABTOMOOHIIBLHEIH TIpoe3, a. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazsauue AD®C /
API name

Knomunorpen/ Clopidogrel

[Tpouszsoaurens ADC /
API manufacturer

Xerepo Jlparc Jlumuren, Muaus/
Hetero Drugs Limited, India

Howmep cepun AOC /
API Bach number

C025060020

Hacrosmmm noareepskaaro, uto gannas cepust Noe PL1230626 [lnarpun® 1adieTKH, MOKPBITHIE
J1eH09HO# 00010uK0it, 75 Mr Ne 30, macnopt Ne 1167/26 ot 14.07.2026 ObL1a npou3BeACHA U
IPOKOHTPOJIMPOBAHA B COOTBETCTBUH ¢ AeicTBytommmu [Ipasunamu Hajuexamen
MPOM3BOJICTBEHHOMN mpakThHku EBpasuiickoro Jxonomuyeckoro Corosza u TpedOBaHUSIMHU
PerucrpaiHoHHOr0 JI0ChE, a TAKXKE B COOTBETCTBHHU CO CIIEIH(HUKALUIMH 3apETHCTPHPOBAHHOI'O

NpOAYyKTA.

JIOKyMEHTBI 110 IPOU3BOACTBY (IPUMEHHMBIM CTAJHSIM) U KOHTPOJIIO Ka4€CTBA POBEPEHBI H

0100pEHBI.

JIroOble OTKIIOHEHHS PACCIIEOBAHbl B COOTBETCTBHU C BHYTPCHHHMH MPOLEAYPAMH U 0JJ00PEHDI
Y 110JITHOMOYEHHBIM JTHLIOM /

I 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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