JinueHsus Ne /1012-00102-77/00010585

Paspemenue Ha Boimyck JIIT Ne 1032
(B cootBetcTBUM ¢ [Ipunoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HazBanwue npoaykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapcTBenHas ¢popma / TabJIEeTKH, MOKPHITHIE INIEHOYHOH 000J109KO#/
Pharmaceutical form film coated tablets

Jlo3upoBka / 75 mr /75 mg

Dose

Tun ynakoBku / 10 mT. / 3 KOHTYpHasl sYeKoBas yIakoBKa / Mayka KapTOHHAS
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1400825

Bach number

Hata npousBoacTsa / 20.08.2025

Date of manufacture

Cpoxk rogaocta / 'ogen 1o 31.08.2027

Expiry date

Pa3zmep cepun / 9 331 ynmakoBox/ 9 331 packs

Bach size

Crpana Ha3HaueHHs / Poccusi/ Russia

Destination country

Perucrpanmonnoe ynocropepenue | JIII-006376 ot 29.07.2020 (nara 3amenst 19.11.2024)/

/ Marketing authorization JIT1-006376 from 29.07.2020 (renewal date 19.11.2024)
HopMmartuBHBIi TOKYyMEHT / JITI-006376-290720, u3m. Ne 1,2,3,4/

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

[Ipou3BoicTBO TOTOBOM OO611eCTBO ¢ OrpaHUYCHHON OTBETCTBEHHOCTHIO "MAKN3-
nekapctBeHHOH (popmbl / Finished | @DAPMA" (OO0 "MAKHN3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec/

Address:

109029, r. MockBa, ABTOMOOUJIbHBII MTpoe3f, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

IlepBuunas ynakoBka / OO11eCcTBO € OrpaHMYEHHON OTBETCTBEHHOCTHIO "M AKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIBHBIHA poe3, 4. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

BropuyHas ynmakoBka / OO61ecTBO ¢ OrpaHUYEHHOH 0TBETCTBEHHOCTEHIO "MAKU3-

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

Anpec /

Address:

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




Nvuensua Ne J1012-00102-77/00010585

Beimyckaromuii KOHTpOJIb OO11ecTBO ¢ OrpaHUYEeHHOM 0TBETCTBeHHOCTHIO "M AKI3-
KayecTBa / O®APMA" (OO0 "MAKU3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

Hazpanue ADC / Knomunorpen/ Clopidogrel

API name

[Ipouszsoautens ADC / Xetepo [parc Jlumuren, Muaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepunn ADC / C025030004, CO25030005

API Bach number

Hacrosmum noarsep:xaaro, uro ganHas cepust Ne PL1400825 [Tnarpun® tabneTku, MOKPHITHIE
IUIEHOYHOH 0005104K0i, 75 Mr Ne 30, macopt Ne 1038/25 ot 17.09.2025 6b1a npousBeicHa U
IIPOKOHTPOJIMPOBaHa B COOTBETCTBHH ¢ AeiicTByromumu [IpaBunamu Hapnexarmei
IIPOU3BOJACTBEHHOM ITPaKTUKK EBpazuiickoro JxoHomuueckoro Coro3a U TpebOBaHUAMH
PeructpanioHHOro 10Che, a TaKXkKe B COOTBETCTBHHM CO CIIEIU(PHKAIUIMH 3apETUCTPHPOBAHHOTO
MpOAYyKTa.

JIOKyMEeHTBI 110 IPOU3BOJCTBY (IPUMEHUMBIM CTaJMSIM) U KOHTPOJIIO Ka4eCTBa MPOBEPEHBI U
0/100peHBL.

JIroOble OTKIIOHEHUS paccileI0OBaHbl B COOTBETCTBUY C BHYTPEHHUMH MPOLETYPaMH U 0I00pEHBI
YHOJIHOMOYEHHBIM JIUIOM /

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.
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