JNvuensmna Ne 00205-11C ot 15 despana 2021 roga

Paspemenue Ha Beimyck JIIT Ne 336
(B cooTBercTBHH ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanue npoaykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapcTBeHHas ¢popma / Ta0JIEeTKHU, MTOKPBITHIE TNIEHOYHON 000I0YKOMH/
Pharmaceutical form film coated tablets

Jlo3upoBka / 75 Mr /75 mg

Dose

Tun ynakoBku / 10 wiT. / 3 KOHTypHas s4eliKoBasl yakoBKa / mayka KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1410923

Bach number

Jlata mpousBojacTBa / 26.09.2023

Date of manufacture

Cpox rogroctH / ['ozer 10 30.09.2025

Expiry date

Pa3smep cepun / 9 924 ynakxoBok/ 9 924 packs

Bach size

Crpana Ha3Ha4YeHHS / Poccus/ Russia

Destination country

Peructpanuonnoe ynocrosepenue | JIII-006376 ot 29.07.2020 (nata 3amens 12.05.2022)/

/ Marketing authorization JI1-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmaTuBHBI#H 10KyMEHT / JIII-006376-290720, u3m. Ne 1,2,3/

Normative document JII1-006376-290720, variation Ne 1,23

[Ipon3BoacTBO roTOBON OO611ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "M AKI3-
nekapcTBeHHOM dopmbl / Finished | PAPMA" (000 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOUIBHEI 1ipoe3 i, 1. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepBuunas ynakoBka / OO61ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "M AKI3-

Primary packaging ®APMA" (OO0 "MAKH3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. Mocksa, ABTOMOOHIIBHEII 11poe3, 1. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska / O611ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "M AKI3-

Secondary packaging ®APMA" (OO0 "MAKH3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBIIA 1poe3, 1. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




JNinuensma Ne 00205-/1C ot 15 despana 2021 roga

Beimyckatomuii KOHTPOJIb O611ecTBO ¢ OrpaHUUEHHON OTBETCTBEHHOCTHIO "MAKI3-
KadecTBa / DAPMA" (OO0 "MAKH3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

Hazpanue AOC / Knonunorpen/ Clopidogrel

API name

[TpounzBogutens ADC / Xetepo [parc Jlumuren, Mumus/
API manufacturer Hetero Drugs Limited, India
Howmep cepuu A®C / CP23030009

API Bach number

Hacrosimum noxrsepxnato, uto naunas cepust Ne PL1410923 [Lnarpun® tabi1eTku, mOKphITHIE
IJICHOYHOM 0007104KO0#, 75 Mr Ne 30, macmopt Ne 343/23 ot 07.11.2023 Gbu1a mpon3BeeHa u
IIPOKOHTPOJIMPOBAHA B COOTBETCTBUY C JieHcTByommMu [Ipasunamu Hannexareii
IPOU3BOJICTBEHHOM NpakTHKU EBpasuiickoro Oxonomudeckoro Coro3a U TpeOGOBaHUAMH
Perucrpauuonnoro gocke, a Taxke B COOTBETCTBHHE CO CHELHPUKALMAMHI 3aPETHCTPHPOBAHHOTO
IPOAYKTA.

JIOKYyMEHTBI 110 IPOU3BOACTBY (IIPUMEHMMBIM CTaHsM) ¥ KOHTPOJIKO KA4€CTBa IPOBEPEHBI 1
0/100pEHBI.

Jlio6bIe OTKIIOHEHHUs paccieI0BaHbl B COOTBETCTBHH C BHYTPEHHHMH IPOLIE/Ly PAMH U 000PEHSI
YOTHOMOYEHHBIMHU 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.

BepeTennnkosa B.K./M

V1o1HOMOYEHHOE JIUIO
000 <MAKUN3-OAPMA »




