Nnuensua Ne /1012-00102-77/00010585

Paspemenue Ha Boimyck JIIT Ne 1711
(B cootetcTBUM ¢ [Tprnoxenrem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanue npoaykra / [Inarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapcTBeHHas popma / TabJIETKH, TOKPHITHIE IIEHOYHOH 000JI09KOii/
Pharmaceutical form film coated tablets

Jo3upoBka / 75 Mr /75 mg

Dose '

Tun ynakosku / 10 wr. / 3 KoHTypHAas s9eiikoBast yaKoBKa / auka KapTOHHasI
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepuu / PL1370926

Bach number

Hara npou3sBojcTBa / 11.09.2026

Date of manufacture

Cpox rognoctu / T'ogen 1o 31.08.2028

Expiry date

Pa3mep cepuu / 9 463 ynaxoBok/ 9 463 packs

Bach size

Crpana Ha3zHaueHwus / Poccusi/ Russia

Destination country

Perucrpanuonnoe ynocrosepenne | JIIT-Ne(010943)-(PT-RU) ot 15.07.2025/

/ Marketing authorization JII-Ne(010943)-(PI'-RU) from 15.07.2025

HopmaTuBHBIA 1OKyMEHT / JIII-Ne(010943)-(PI'-RU)-150725/

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

[IpousBosicTBO TOTOBOM OO61mecTBo ¢ OrpaHMYeHHOI 0TBETCTBEHHOCTHI0 "MAKU3-
nexapcTBeHHOM popmsl / Finished | DPAPMA" (000 "MAKHN3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mocksa, ABTOMOOMIIBHBIH TIpoe3 T, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[lepBuynas ymnakoska / OO1mecTBO ¢ OrpaHUYEHHOM 0TBETCTBEHHOCTHIO "MAKM3-

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

Anpec /

Address:

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

Bropuunas ynakoka / OO1mecTBO ¢ OrpaHHYEHHOM 0TBeTCTBeHHOCTRIO "MAKI3-

Secondary packaging OAPMA" (OO0 "MAKHU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

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




JNnueHnsuna Ne /1012-00102-77/00010585

Breimyckarommuit KoHTpOJIH
KadecTna /
Quality Control

OO6mecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "M AKI3-
DAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec/
Address:

109029, r. MockBa, ABTOMOOWIIBHBIH ITpoe3 i, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazsanue ADC /
API name

Knomunorpen/ Clopidogrel

ITpousBomutens ADC /
API manufacturer

Xerepo [parc Jlumuren, Muaus/
Hetero Drugs Limited, India

Homep cepun ADC /
API Bach number

C025080025, CO25080026

Hacrosium noareepsxnaro, uto nanuas cepust Ne PL1370926 ITnarpun® tabnerku, MOKPBITHIE
TJIEHOYHON 0007104K0H, 75 Mr Ne 30, macmopt Ne 1740/26 ot 05.10.2026 Gblia nmpousBeeHa u
IIPOKOHTPOJIMPOBaHA B COOTBETCTBUHU ¢ AeiicTByronmmu [Ipasunamu Hapnexameit
TPOU3BO/ICTBEHHO NpaKTHKK EBpasuiickoro DxoHoMuideckoro Coro3a ¥ TpebOBaHUSIMHE
PerucTpannosHoro nocee, a Takke B COOTBETCTBHH CO CTIENU(UKAHAME 3aperHCTPHPOBAHHOTO

IPOAYKTA.

JIOKYMEHTBI 110 TPOM3BOACTBY (IIPHUMEHHMBIM CTa IMsIM) H KOHTPOJTIO KadecTBa IIPOBEPEHBI U

0100pEHBI.

JIxo6ble OTKIIOHEHHUS PACCIIEN0BAaHbl B COOTBETCTBHH C BHYTPEHHMMH NPOLETYPaAMHU U OJ00PEHBI
Y10IHOMOYEHHBIM 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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