Nuuensua Ne /1012-00102-77/00010585

Paspemenue Ha Boimyck JIIT Ne 1203
(B coorBetcTBUH ¢ [Ipunoxxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HazBanwue npoykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knonupnorpen/ Clopidogrel

INN

JlexapcTBennas ¢popma / TaOJIETKH, TOKPHITHIE TUIEHOYHOM 000109KO0#/
Pharmaceutical form film coated tablets

Ho3upoBka / 75 Mr/ 75 mg

Dose

Tun ynakoBku / 10 mt. / 3 xOHTypHas syelKoBasl yllakoBKa / MayKa KapTOHHAas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1511025

Bach number

Jata npousBojacTsa / 03.10.2025

Date of manufacture

Cpoxk rogaocts / I'oneH 110 30.09.2027

Expiry date

Pasmep cepun / 9 579 ynakoBok/ 9 579 packs

Bach size

Crpana Ha3HaueHus / Poccus/ Russia

Destination country

Perucrpanmonnoe ynocrosepenue | JII1-006376 ot 29.07.2020 (nata 3amenst 19.11.2024)/

/ Marketing authorization JIII-006376 from 29.07.2020 (renewal date 19.11.2024)
HopmatuBHbI#i 1OKyMeHT / JIII-006376-290720, u3m. Ne 1,2,3,4/

Normative document JIT1-006376-290720, variation Ne 1,2,3,4

[Tpon3BoaCTBO rOTOBOIA OO61ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKN3-
nexapcTBeHHOM Gopwmbl / Finished | DPAPMA" (OO0 "MAKHU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mocksa, ABTOMOOWIIBHBIIA npoe3, A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepBuynas ymakoBka / OO6m1ecTBO ¢ OrpaHUUYEHHON OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIN Tpoe3 N, 1. 6, ctp. 4, c¢Tp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuynas ynakoBka / OO611ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-

Secondary packaging ®APMA" (OO0 "MAKHN3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIH 1Tpoe3[, A. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Jinuensua Ne J/1012-00102-77/00010585

Beimyckaroiuit KOHTpOJIb OO61mecTBO ¢ OrpaHHYEeHHOM OTBETCTBEHHOCTRHIO "MAKI3-
KayecTsa / OAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

HaszBanue ADC / Knonunorpen/ Clopidogrel

API name

[TpousBoautens ADC / Xetepo parc Jlumuren, Uuaus/
API manufacturer Hetero Drugs Limited, India
Homep cepun AOC / C025040008

API Bach number

Hacrosmum nmoarsepxaaro, uro gagHas cepus Ne PL1511025 ITnarpun® tabieTKH, IOKPHITHIE
IJIEHOYHOM 0601109K0H, 75 Mr Ne 30, macropt Ne 1213/25 ot 22.10.2025 Gbuta mpou3sBeicHa U
IIPOKOHTPOJIMPOBaHA B COOTBETCTBUU ¢ AelcTBYrOmUME [IpaBmiamu Haiexamein
IPOM3BOJICTBEHHOH NpakTuKU EBpasuiickoro DxoHoMuueckoro Coro3a U TpeOoBaHUAMHI
PeructpaninoHHoro 1ocke, a Takxke B COOTBETCTBUHU CO CIIEIH(DUKAITUSIMHU 3apETHCTPUPOBAHHOIO
OpPOIYyKTa.

JIOKyMEHTEHI 110 IPOU3BOJICTBY (IPUMEHUMBIM CTaIUSIM) M KOHTPOJIIO Ka4eCTBa IPOBEPEHBI H
0100pEHBI.

JIroOple OTKIIOHEHMS pacciie/IoBaHbl B COOTBETCTBHM C BHYTPEHHHMH HPOIIEAYPaMH H OJ00pEHbI
VYTO0JTHOMOYEHHBIM JTUIIOM /

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.

YepHyImeBAY y. « T » LD 2025 r.

V1I0/1HOMOYEHHOE JIUIIO /
000 «MAKHN3-OAPMA » 15 MH




