Nnuensuna Ne 00205-/1C ot 15 pespans 2021 rona

Paspemienue Ha Beimyck JIIT Ne 346
(8 cootBetcTBHU ¢ [Ipunoxxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3zpanue npojaykra / [Inarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapcTBenHas popma / TabNEeTKH, OKPBITHIE TNIEHOYHOW 000JI0YKOM/
Pharmaceutical form film coated tablets

Jlo3upoBka / 75 Mr/ 75 mg

Dose

Tun ynakoBku / 10 mrt. / 3 KOHTypHas SYeHKOBask yaKOBKa / mayka KapTOHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1460923

Bach number

Jara nmpousBoicTBa / 29.09.2023

Date of manufacture

Cpok rognoctr / 'ogen o 30.09.2025

Expiry date

Pa3mep cepun / 9 942 ynakoBok/ 9 942 packs

Bach size

Crpana HazHayeHwus / Poccusi/ Russia

Destination country

Peructpanonnoe ynocrosepenue | JIII-006376 ot 29.07.2020 (narta 3amensr 12.05.2022)/

/ Marketing authorization JIII-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmaTuBHBI JOKYyMEHT / JIIT-006376-290720, uzm. Ne 1,2,3/

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

[Tpou3BOACTBO TOTOBOM OO611ecTBO ¢ OTpaHUYECHHON OTBETCTBEHHOCTHIO "MAKI3-
nexapcTBeHHOM Gopmbl / Finished | PAPMA" (OO0 "MAKN3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

[lepBuunas ynakoBka / OO011ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTRHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIBHBIH 1Tpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska / OO01ecTBO ¢ OrpaHUYEHHOM O0TBETCTBEHHOCTHIO "M AKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOWIIBHBII ITpoe3, 1. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Jnuensna Ne 00205-/1C ot 15 dpeBpana 2021 roga

Beimyckarommii KOHTpoJTb OO011ecTBO ¢ OrpaHUYCHHOM OTBETCTBEHHOCTHIO "MAKI3-
KayecTna / OAPMA" (OO0 "MAKHN3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIH TIpoe3 N, 1. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanue AOC / Knomunorpen/ Clopidogrel

API name

[Tpouzogurens ADC / Xerepo [parc Jlumuren, Unnus/
API manufacturer Hetero Drugs Limited, India
Howmep cepuun ADC / CP23070015

API Bach number

Hacrosmum noarsep:xaaro, uto nganHas cepust Ne PL1460923 [Tnarpun® tabiaeTku, OKPhIThIE
IUICHOYHOM 0600uKkoi, 75 Mr Ne 30, macnopt Ne 354/23 ot 13.11.2023 Gbuta nmpousBeaeHa u
IIPOKOHTPOJIMPOBAHA B COOTBETCTBUU ¢ JAelcTByromuMu [IpaBunamu Hamnexaneit
IIPOM3BOJICTBEHHON NpakTHKU EBpasuiickoro Dxonomuueckoro Coro3a u TpedOBaHUIMHU
PerucrpaninoHHOro 10Che, a TaKKe B COOTBETCTBHHU CO CIEIUPHUKAMSIMHE 3apErHCTPUPOBAHHOTO
MPOJYKTA.

JIOKYMEHTBI 110 IPOM3BOJCTBY (IPUMEHHMMBIM CTAAUSAM) U KOHTPOJIIO Ka4ecTBa MPOBEPEHBI U
0100pEHBI.

JIxoOble OTKIIOHEHHMS pacCiieIOBaHbl B COOTBETCTBUH C BHYTPEHHUMH NPOLIELYPaMU U OJ00pPEHEI
Y10THOMOYEHHBIMH JIULIOM /

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.

Beperennukosa B.K./ M

YI0IHOMOYEHHOE JTULIO
000 «<MAKU3-©DAPMA»




