NuueHsua Ne /1012-00102-77/00010585

Paspemenue Ha Boimyck JIIT Ne 726
(B coorBercTBHH ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanue npoxykra / [Inarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel
INN

JlexapcTBeHHas Gopma / TabJIETKH, MOKPHITHIE IUIEHOYHOU 000I09KO#/

Pharmaceutical form film coated tablets

Jlo3upoBka / 75 mMr /75 mg

Dose

Tun ymaxoBku / 10 mT. / 3 KOHTYpHAas sTYeHKOBasl yIakoBKa / mayka KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs
Howmep cepun / PL1090426

Bach number

Jlata mpou3BojcTBa / 03.04.2026

Date of manufacture

Cpox ronnoctu / 'ogen no 31.03.2028

Expiry date

Pa3smep cepun / 9 642 ynakoBok/ 9 642 packs

Bach size

Crpana HazHauyeHus / Poccus/ Russia

Destination country

Perucrpanuonnoe ynocroBepeHue
/ Marketing authorization

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

HopmartuBaslii JOKyMeHT /
Normative document

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

[Tpou3BoACTBO rOTOBOM

OO1mecTBO ¢ OrpaHUYeHHON OTBETCTBEHHOCTHIO "MAKN3-

nexapctBeHHOU ¢opmsl / Finished
dosage form manufacturing

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

Anpec /
Address:

109029, r. MockBa, ABTOMOOMIIBHBIH Tpoe3 N, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[lepBuunas ynakoBka / OO6u1ecTBO ¢ OTpaHUYCHHOM OTBETCTBEHHOCTHIO "MAKI3-

Primary packaging OAPMA" (OO0 "MAKUM3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHEIHA Tpoe3 N, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

BropuuHnas ymakoBka / OO1miecTBO ¢ OrpaHUYeHHON O0TBETCTBeHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBIH 1Tpoe3[, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




JNnuensna Ne J1012-00102-77/00010585

Brlnmyckaromuii KOHTpOIIb
KadecTBa /
Quality Control

OOb1mecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-
OAPMA" (OO0 "MAKHU3-PAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. Mocksa, ABTOMOGHIBHEIA Ipoes, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanmne ADC / Knonupnorpen/ Clopidogrel

API name

ITponzsoautens ADC / Xerepo [lparc Jlumuren, Unans/
API manufacturer Hetero Drugs Limited, India
Howmep cepun AD®C / C025060018

API Bach number

Hacrosimum noarsepxnaro, uto nauuas cepust Ne PL1090426 ITnarpun® tabierkw, IIOKPBITHIE
TIIEHOYHOH 0007104K0H, 75 Mr Ne 30, macnopt Ne 825/26 ot 15.05.2026 Gbuia npousseena u
NPOKOHTPOJIMPOBAHA B COOTBETCTBHH C AeiicTByromumMu I1pasunamu Hamiexarmeit
TIPOM3BOJICTBEHHOM IpaKTHKK EBpasuiickoro JxoHoMuueckoro Coro3a 1 TpeGOBAHUIMH
PerucrpanmoHHoro focke, a Takke B COOTBETCTBHH CO CTIENM(HUKAIMAME 3aPErHCTPHPOBAHHOTO

IPOIYKTA.

JIOKYMEHTBI 110 IPOM3BOJICTBY (IIPUMEHMMbIM CTAJMAM) U KOHTPOJIIO KAa4ecTBa IIPOBEPEHbI 1

0100pEeHBI.

JIroObIe OTKIIOHEHHS! PACCIIeI0BAHEI B COOTBETCTBHH C BHYTPEHHUMH TIPOLIEAYPAMH H 0L00PEHbI
VY0JIHOMOYEHHBIM JIHIIOM /

[ 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.

Yepnymesuy H.B o5~ 2026 .

YosHOMOYEHHOE JTUI0
000 «MAKIN3-OAPMA »




