Nnuensuna Ne /1012-00102-77/00010585

Paspewenne Ha Boimyck JIIT Ne 727
(B cootBercTBuHM ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanue npoaykra / [Inarpun®/ Plagril
Name of the product

MHH /
INN

Knomunorpen/ Clopidogrel

JlexapcTBenHas popma / Ta0JIeTKH, TOKPBITHIE IJIEHOYHOM 000I0UKOMH/

Pharmaceutical form film coated tablets

JlozupoBka / 75 mr /75 mg

Dose

Tun ymakoBku / 10 wT. / 3 XOHTypHas sSYelKoBasl YIIaKOBKa / IauKa KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs
Homep cepun / PL1100426

Bach number

Jara npousBoncTBa / 03.04.2026

Date of manufacture

Cpoxk rogroctu / 'onen no 31.03.2028

Expiry date

Pazmep cepuu / 9 600 ynakoBox/ 9 600 packs

Bach size

Crpana Ha3zHaveHus / Poccusi/ Russia

Destination country

Peructpannonnoe ynocrosepenue
/ Marketing authorization

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

HopmatuBHbI# 1oKyMeHT /
Normative document

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

[TpousBoaCcTBO TOTOBOM
nexapcTBeHHOU ¢opmbl / Finished
dosage form manufacturing

O61mecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-
®APMA" (OO0 "MAKU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOOWIBHBIHA Ipoe3y, A. 6, crp. 4, crp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepBuunas ymakoBka /

OO1mecTBO ¢ OrpaHMYEHHOM OTBETCTBEHHOCTHIO "M AKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIBHBIH Ipoe3y, 1. 6, cTp. 4, cp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuynas ynakoBka /

O61ecTBO ¢ OrpaHUUEHHON OTBETCTBEHHOCTRIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIH Ipoe3y, A. 6, ctp. 4, crp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




JNinuensua Ne J1012-00102-77/00010585

Brimyckaromuit KOHTPOJIb
KayecTsa /
Quality Control

O611ecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTHIO "M AKI3-
®APMA" (OO0 "MAKHU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec/
Address:

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

Hazpanune A®C / Knomunorpesn/ Clopidogrel

API name

[Tpoussoautens ADC / Xetepo Mlparc Jlumuren, Uuaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun ADC / C025060018

API Bach number

Hacrosmum noarepxnaro, 4to fanHas cepus Ne PL1100426 ITnarpui® TabneTku, MOKpHITbE
IJIEHOYHOH 0607109K0H, 75 Mr Ne 30, macropt Ne 826/26 ot 15.05.2026 6511a Ipon3BeicHa 1
IIPOKOHTPOJIMPOBAaHA B COOTBETCTBHH C AeHcTByromuMH [IpaBunamu Hamnexammeit
IIPOM3BOJICTBEHHOH NpakTHKH EBpasuiickoro DxoHomudeckoro Corosa u Tpe6oBaHUIMH
Peructpanuonnoro 1ocke, a Takke B COOTBETCTBHE €O CENMMUKALMAMHE 3apErHCTPUPOBAHHOTO

IPOAYKTA.

JIoKyMEHTBI 110 IPOU3BOACTBY (IPUMEHHMBIM CTaMsM) M KOHTPOJIIO KA4ecTBA IIPOBEPEHbI I

0100peHBI.

JIx00ble OTKIIOHEHHS pacciIeIoBaHbl B COOTBETCTBHY ¢ BHYTPEHHHMHI IpoLEIypaMHu B 0I00PEHBI
VII0JIHOMOYEHHBIM JTULIOM /

[ 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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