Jinuensua Ne /1012-00102-77/00010585

Paspewenue Ha Boimyck JIIT Ne 1131
(B cootBetcTBUM ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3Banue npoayxra / [Tnarpun®/ Plagril
Name of the product
MHH / Knonupnorpen/ Clopidogrel
INN
JlexapctBenHas popma / TabJIETKH, TOKPBITHIE TUIEHOYHOH 000109K05/
Pharmaceutical form film coated tablets
Jlo3upoBka / 75 mMr /75 mg
Dose
Tun ynakoBku / 10 mT. / 3 KOHTypHas sYeHKOBas yIIakoBKa / ayka KapTOHHAasl
Package type 10 PCs / 3 blister packs / cardboard packs
Homep cepuu / PL1441025
Bach number
[aTa nmpousBoacTBa / 01.10.2025
Date of manufacture
Cpoxk ronnoctu / I'onen no 30.09.2027
- Expiry date
Pazmep cepun / 9 396 ynakoBox/ 9 396 packs
Bach size
Crpana Ha3HayeHUs / Poccus/ Russia
Destination country
Perucrpanuonnoe ynocrosepenue | JIII-006376 ot 29.07.2020 (nara 3amens! 19.11.2024)/
/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 19.11.2024)
HopMmaTuBHBIN TOKYMEHT / JII1-006376-290720, u3m. Ne 1,2,3,4/
Normative document JIT1-006376-290720, variation Ne 1,2,3.4
[IpousBoacTBO roTOBOM OO0111ecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTEIO "MAKI3-
nexapcTBeHHOH Qpopmel / Finished | DAPMA" (OO0 "MAKHN3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec / ‘
Address:

109029, r. MockBa, ABTOMOOHIIBHBIH Ipoe3n, . 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepBuunas ynakoBka / OOm1ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHEI IIpoe3 , 1. 6, cTp. 4, cTp. 6, c1p. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoBka / OO6miecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIH Ipoe3n, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Jinyensma Ne /1012-00102-77/00010585

Bemyckarommii KOHTpOJTb O61mecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-
KayecTna / ®APMA" (OO0 "MAKU3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOWIIBHEI Ipoe3 N, 1. 6, cTp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Haspanmne AOC / Knonupnorpen/ Clopidogrel

API name

[IpouzBogutens ADC / Xetepo [parc Jlumuren, Muaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepuu AOC / C025030005, CO25030006

API Bach number

Hacrosiium noarsepxaaro, uto naHHas cepus Ne PL1441025 ITnarpun® tabiieTkn, IOKPHITHIE
IJIEHOYHOM 0601109K0H, 75 Mr Ne 30, macmopt Ne 1147/25 ot 13.10.2025 6bL1a npousBeieHa 1
IIPOKOHTPOJHPOBAHA B COOTBETCTBUH C JeicTByronmMu [Ipasunamu Hamexameit
NIPOM3BOACTBEHHOM npakTHKK EBpasuiickoro JxoHomuueckoro Coro3a H TpeGoBaHUIMHI
PerucrpaitioHHOro 10Che, a TakKe B COOTBETCTBHH CO CIEUU(PUKAIIMAME 3apErUCTPHPOBAHHOTO
IIPOIYKTA.

JIOKyMEHTBI 110 IPOU3BOACTBY (IPHMEHUMBIM CTaIHsIM) H KOHTPOJIIO KaueCTBa POBEPEHB] U
0/100pEeHBI.

JIxoOble OTKIOHEHHS pacciieIoBaHbl B COOTBETCTBHU C BHYTPEHHHMH IIPOLIELyPaMH M 0J0OPEHBI
YTOTHOMOYEHHBIM JTHIIOM /

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./ H 70 2025 r.

VIIOJIHOMOYEHHOE JIULIO
000 «MAKHN3-ODAPMA »




