NuueH3ua N N012-00102-77/00010585

Paspewienue Ha Boimyck JII Ne 1198
(B cOOTBETCTBUM C | |pHUIIOIKCHHEM 16 cGMP}_
Permission to release products (in accordance with Appendix 16 cGMP)

| HazsaHHe MPOIYKTa / [Inarpun®/ Plagril
Name of the product '
MHH / Knomunorpes/ Clopidogrel
INN

JlexapcTBeHHas popma /
Pharmaceutical form

rabJIeTKH, TIOKPBITHIE TIEHOYHOH 000104KO0#H/
film coated tablets

Jlo3upoBka / 75 mr/ 75 mg

Dose

Tun ynakoBkH / 10 wr. / 3 KOHTypHas AueiikoBas yraKoBKa / mauka KapToHHAs
Package type 10 PCs / 3 blister packs / cardboard packs
Homep cepun / PL1270626

Bach number

JlaTa npou3BOACTRA / 08.06.2026

Date of manufacture

Cpok rognocts / ['onen 1o 31.05.2028

Expiry date

Pa3mep cepun / 9 371 ynakoBok/ 9 371 packs

Bach size

Crpana Ha3HaveHuUs /
Destination country

Poccusi/ Russia

PerucrpaiimnOHHOE YIOCTOBEPECHHUC
/ Marketing authorization

JIT1-Ne(010943)-(PT-RU) ot 15.07.2025/
JITT-Ne(010943)-(PI'-RU) from 15.07.2025

HopMmaTHBHBINH JOKYMEHT /
Normative document

JITT-Ne(010943)-(PT"-RU)-150725/
JITT-Ne(010943)-(PI'-RU)-150725

[IpoU3BOJACTBO rOTOBOH
nexapcreeHHoi ¢popmsl / Finished
dosage form manufacturing

O61ecTBO ¢ OrpaHUYEHHOM 0TBETCTBEHHOCTHIO "MAKW3-
GAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOOMIIBHEIH ITpoe3, a. 6, ¢Tp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[lepBuynas ynakoBka /
Primary packaging

OOLIECTBO ¢ OrpaHUYEeHHOM 0TBETCTBEHHOCTHIO "MAKHM3-
GAPMA" (OO0 "MAKHU3-OAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOOMIIBHEI TIpoe3t, 1. 6, cTp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska /

OO61mecTBO ¢ OrpaHU4YeHHOH 0TBETCTBEHHOCTHIO "MAKN3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOMJIBHBIN 1poe3i, 1. 6, ¢Tp. 4, ¢Tp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nuuersua Ne N1012-00102-77/00010585

BoimycKaromui KOHTPOJIb
KayecTsa /
Quality Control

OB1IECTBO ¢ OrPaHUYEHHON OTBETCTBEHHOCTHIO "MAKMHN3-
O®APMA" (000 "MAKU3-®PAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOOKJIBHBIH 1poe3, 1. 6, CTP. 4, ctp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hassanue ADPC /
API name

Knonunorpein/ Clopidogrel

[Tpoussomurens ADC /
API manufacturer

Xetepo Jlparc Jlumuren, Mnnuns/
Hetero Drugs Limited, India

Homep cepun ADPC /
API Bach number

C025060022

Hacrosmum noareepskiao, uto nannas cepus No PL1270626 ITTnarpun® tabieTKH, IOKpPhITHIC
IIeHOYHOM 0607109K0it, 75 Mr Ne 30, nacriopt Ne 1188/26 ot 14.07.2026 6puta npou3BeicHa U
IPOKOHTPOJIMPOBAHA B COOTBETCTBUH ¢ JieHcTBYIOMMMH I1paBriamMu Hannexaien
IPOM3BOICTREHHOM NpakTHKH EBpazuiickoro Jxonomudeckoro Corosa 1 TpeOOBaHUSAMHU
PerucTpaliOHHOTO JIOChE, @ TAKIKE B COOTBETCTBUH CO CHELH(UKALUSIMH 3apErHCTPHPOBAHHOTO

NPOAYKTA.

JIOKYMEHTHI 110 IIPOU3BOCTBY (IIPHMEHHMBIM CTaJMsIM) U KOHTPOJIIO Ka4eCTBa IPOBEPEHBI U

0J100pEHBL.

JTroOBIe OTKIIOHEHHUS pacciieIOBaHbl B COOTBETCTBHH C BHYTPEHHUMH IPOLEYPaMH H 0J100pEHbI
VIOJIHOMOYEHHBIM JIHIIOM /

[ hereby confirm that this batch was produced and controlled 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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000 «MAKHNU3-DAPMA»




