Nnuensuna Ne J1012-00102-77/00010585

Pazpewenne Ha Boimyck JIIT No 322
(8 cootBercTBuu ¢ [Tpunoxxenrem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HazBanwue npoxykra / [Inarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlekapcTBeHHas popma / TabJIeTKH, TOKPBITHIE TNICHOYHOH 0007109KO#/
Pharmaceutical form film coated tablets

JlozupoBka / 75 mr /75 mg

Dose

Tun ynakoBku / 10 mT. / 3 KOHTypHas A4eiikoBas yIakoBKa / mavyka KapToOHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Homep cepun / PL1110225

Bach number

Jara npousBoacTna / 17.02.2025

Date of manufacture

Cpoxk roxsoctr / 'omeH o 28.02.2027

Expiry date

Pa3mep cepun / 9 916 ynakoBok/ 9 916 packs

Bach size

Crpana Ha3zHaueHus / Poccusi/ Russia

Destination country

Perucrpannonnoe ynocrosepenue | JIII-006376 ot 29.07.2020 (nata 3amensr 12.05.2022)/

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmartuBHbIH 10KyMeHT / JIIT-006376-290720, uzm. Ne 1,2,3/

Normative document JITI-006376-290720, variation Ne 1,2,3

[Tpou3BoacTBO TOTOBOM OO611ecTBO ¢ OTpaHUYEHHOM OTBETCTBEHHOCTRIO "MAKI3-
nexapcTBeHHOH popmbl / Finished | PAPMA" (OO0 "MAKU3-OAPMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec/

Address:

109029, r. MockBa, ABTOMOOMIIBHBI TIpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[lepBuunas ynakoBka / OO611ecTBO ¢ OTpaHUYEHHON OTBETCTBEHHOCTRIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOWIIBHBIH TIpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoBka / OO6111eCTBO € OrpaHHYEHHOM OTBETCTBEHHOCTHIO "MAKIA3-

Secondary packaging ®APMA" (OO0 "MAKHM3-OAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIN TTpoe3, A. 6, ¢Tp. 4, ¢Tp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




NnueHsna Ne 1012-00102-77/00010585

Brinyckaroiuii KOHTPOJIb OO1ecTBO ¢ OrpaHUYCHHOM OTBETCTBEHHOCTRIO "MAKI3-
KayecTna / ®APMA" (OO0 "MAKU3-O®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec/

Address:

109029, r. MockBa, ABTOMOOUIIBHBIH Mpoe3, 1. 6, cTp. 4, ctp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazanme ADC / Knonunorpen/ Clopidogrel

API name

ITpouzsoautens ADC / Xerepo [parc Jlumuren, Uuaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepuu AOC / CP24050008

API Bach number

Hacrosmym noareepxaato, uro aanHas cepus Ne PL1110225 [Tnarpun® tabneTku, MOKPHITHIE
IUIEHOYHOM 000510uK0i, 75 Mr Ne 30, macriopt Ne 289/25 ot 18.03.2025 Gbita mpousBeieHa 1
IIPOKOHTPOJIHUPOBAHA B COOTBETCTBUU ¢ AeicTBYyrommMH [IpaBunamu Hapnexarnei
IIPOM3BOACTBEHHOH NpakTUku EBpaszuiickoro Jxonomuueckoro Coro3a u TpeOOBaHUSAMH
PerucrpanuoHHOro 10cke, a TakXke B COOTBETCTBUH CO CIICHU(PHUKAIMIMU 3aPETHCTPUPOBAHHOIO
MPOJYKTA.

JIOKYMEHTBI 10 TPOU3BOACTBY (IIPUMEHMMBIM CTaHIM) H KOHTPOJIIO KAYECTBA MPOBEPEHBI U
0700pEHBI.

JIxo0bIe OTKIOHEHHUS pacciieJOBaHbl B COOTBETCTBHM C BHYTPEHHUMH NIPOLEYPAMH U 0J100PEHBI
YTOIHOMOYEHHBIM JIUIIOM /

I hereby confirm that this batch was produced and controled 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.

AnzpocoB A.A./ O«A Q ' 5 ftj(f:\/ <f» 25 2025 .

YIoIHOMOYEHHOE JTUIIO
000 «kMAKHU3-OAPMA »




