Nunuensuna Ne 1012-00102-77/00010585

Paspemenue Ha Boimryck JIIT Ne 520
(B cootBetcTBHH ¢ [Ipunoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanue npoxaykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knomunorpen/ Clopidogrel

INN

JlexapcTBeHHas ¢popma / TabJIETKH, OKPBITHIE MIIEHOYHOH 000JI0UKO#/
Pharmaceutical form film coated tablets

JlozupoBka / 75 mMr /75 mg

Dose

Tun ynakoBku / 10 mr. / 3 KOHTypHast s4eiKoBas yIaKoBKa / avyka KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepuu / PL1020226

Bach number

JaTa npousBozacTsa / 03.02.2026

Date of manufacture

Cpoxk rogaoctu / 'onen 1o 31.01.2028

Expiry date

Pa3smep cepun / 9 448 ynakoBox/ 9 448 packs

Bach size

Crpana Ha3Ha4yeHus / Poccus/ Russia

Destination country

Perucrpanmonnoe ynocroepenne | JIII-Ne(010943)-(PI'-RU) ot 15.07.2025/

/ Marketing authorization JIII-Ne(010943)-(PT"-RU) from 15.07.2025

HopmatuBHBIH 10KyMeEHT / JIII-Ne(010943)-(PT"-RU)-150725/

Normative document JIIT-Ne(010943)-(PI'-RU)-150725

[Tpou3BoOaCTBO rOTOBOMA OO1ecTBO ¢ OrpaHHYEHHOM 0TBETCTBEHHOCTHIO "MAKU3-
nexapcTBeHHOH popmsl / Finished | PAPMA" (OO0 "MAKU3-OAPMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOUIIBHBII MTpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepBuunas ynakoBka / OO111ecTBO € OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-

Primary packaging GAPMA" (OO0 "MAKHN3-®PAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOUIIBHBII 1poe3, 1. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoBka / OO1mecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKM3-

Secondary packaging O®APMA" (OO0 "MAKUN3-OAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

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




JNvuensua Ne J1012-00102-77/00010585

Beimyckatomuid KOHTpOJIb
KauecTna /
Quality Control

OO111ecTBO C OrpaHUYEHHOH OTBETCTBEHHOCTRIO "MAKI3-
OAPMA" (OO0 "MAKH3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

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

Hazpanne A®C / Knonunorpen/ Clopidogrel

API name

[IpouzBogurens ADC / Xerepo [lparc Jlumuren, Uuaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun ADC / C025050015

API Bach number

Hacrosmum noarsepsxaato, yro nannas cepus Ne PL1020226 ITnarpun® tabieTku, MOKpPBITHIE
IUIEHOYHOM 0007104K0H, 75 Mr Ne 30, macopt Ne 529/26 ot 30.03.2026 Gbuta npou3BeieHa 1
IIPOKOHTPOJIUPOBAHA B COOTBETCTBHH ¢ AeHcTBYIomuMH [IpaBuinamu Hamiexammei
IIPOMU3BOJACTBEHHOM NpakTUKK EBpasuiickoro JxoHomuueckoro Coro3a u TpeOOBaHHIMH
PerucTpaninoHHOro 10cke, a Tak)ke B COOTBETCTBHHU CO CIEIH(UKAIHIME 3apETHCTPHPOBAHHOIO

MPOAYKTA.

JIOKYMEHTEI 110 IPOU3BO/CTBY (IPUMEHHMMBIM CTAAUSAM) U KOHTPOJIIO KAauyeCTBa MPOBEPEHBI U

0/100pEHBI.

JIxoObIe OTKIOHEHHS pacCiIe0BaHbl B COOTBETCTBHH C BHYTPEHHUMH MIPOLIEYyPaMU H 0I00pEHBI
YHOTHOMOYEHHBIM JIUIIOM /

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.

——

YepHymieBuy H@Z A Q& OF 2026 T.

YHonHOMOYEHHOE JIUIIO0 4 5
000 <(MAKU3-OAPMA » fol




