Jinuexsua Ne J1012-00102-77/00010585

Paspemienne Ha Beimyck JIIT Ne 1240
(B coorBercTBUM ¢ [Ipunoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanue npoaykra / [Inarpun®/ Plagril

Name of the product

MHH / Knomunorpen/ Clopidogrel

INN

JlexapctBenHas dhopma / TabJIETKH, IOKPHITHIE IUIEHOYHOM 000I09KOH/
Pharmaceutical form film coated tablets

Jlo3upoBka / 75 mMr /75 mg

Dose

Tun ynakoku / 10 wt. / 3 KoHTypHas s4elikoBas yHaKoBKa / Mauka KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepum / PL1561025

Bach number

Jata npousBojcrsa / 06.10.2025

Date of manufacture

Cpoxk rognocTs / I'ozmen 10 30.09.2027

Expiry date

Pa3zmep cepuu / 9 348 ynakoBok/ 9 348 packs

Bach size

Crpana Ha3HaveHus / Poccus/ Russia

Destination country

Perucrpaunonnoe ynocrosepenue | JIIT-006376 ot 29.07.2020 (nata 3amens: 19.1 1.2024)/

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 19.11.2024)
HopmartuBHbIif 1okymMeHT / JII1-006376-290720, uzm. Ne 1,2,3,4/

Normative document JII1-006376-290720, variation Ne 1,2,3,4

IIpon3BoCTBO roTOBOI OO011ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKN3-
nekapcTBeHHOM opmbl / Finished | PAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mocksa, ABTOMOGHIIBHEIA IIpoe3 L, 1. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

IlepBuyHas ynakoBka / OO0mecTBO ¢ OrpaHUYeHHOM OTBETCTBEHHOCTHIO "M AKI3-

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

Anpec /

Address:

109029, r. Mocksa, ABTOMOOHIBHBIA Ipoe3 , 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska / O61mecTBO ¢ OrpaHHYEHHON OTBETCTBEHHOCTHIO "M AKN3-

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

Anpec /

Address:

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




Nvuensna Ne J1012-00102-77/00010585

Brmyckatomuit KOHTpOJIH
KaudecTBa /
Quality Control

O61mecTBO ¢ OrpaHUYEeHHO# O0TBETCTBEHHOCTHIO "MAKI3-
®APMA" (OO0 "MAKHN3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. Mocka, ABTOMOOWIIBHBIH TIpoe3 L, 1. 6, ¢Tp. 4, ¢Tp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanue AOC / Knonunorpen/ Clopidogrel

API name

[Tpoussogutens ADC / Xerepo [parc Jlumurten, Unaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun ADC / C025040010

API Bach number

Hacrosium noarsepxnaro, uto qansas cepust Ne PL1561025 Ilnarpun® tabneTku, MOKPHITHIE
IUICHOYHOW 0007109K0H, 75 mr Ne 30, mactopt Ne 1259/25 ot 27.10.2025 GbLia npousBeieHa u
MIPOKOHTPOJIMPOBAaHA B COOTBETCTBUH ¢ AelcTBytommMHE [IpaBunamu Hauexamei
IPOU3BOJICTBEHHOM NpakTHKU EBpasuiickoro DxoHoMudeckoro Coro3a u TpeGoBaHUAMU
PerucrpaiioHHOro 10cke, a TakKe B COOTBETCTBUHM CO CHEHU(DHKALMAMU 3aPETHCTPHPOBAHHOTO

IPOJYKTA.

JIOKyMEHTBI 110 TIPOM3BO/ICTBY (IIPHMEHHMBIM CTAHsIM) K KOHTPOIIIO KA4eCTBa IIPOBEPEHBI 1

0100pEeHBI.

JIxo0ble OTKIIOHEHHS pacciie/I0BaHbl B COOTBETCTBHHU C BHYTPEHHUMH MPOLIELypaMH 1 0J100peHBI
VI0IHOMOYEHHBIM JIALIOM /

[ 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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