NuueHsua N2 N012-00102-77/00010585

PazpeliieHre Ha BBITYCK JITT Ne 1197

coorercTBUH ¢ [IpHI0KEHHEM 16 EGMP)*
. dance with Appendix 16 cGMP)

Permission to release products (in accor

Hassauue npojyKTa / [Tnarpun®/ Plagril
oduct

E!{n; ? b Komanorpei/ Clopidogrel
S i 00 KO/
JlexapcTennasi hopma / Ta6JIeTKH, TTOKPHITHIE MIICHOYHOH 000101
Pharmaceutical form film coated tablets
JozupoBka / 75 mr /75 mg
Dose
Tun ynakoBKH / 10 mt. / 3 KOHTYpHas s9eiKoBas yIaKoBKa / mauka KapTOHHAas
Package type 10 PCs / 3 blister packs / cardboard packs
Homep cepuw / PL1260626
Bach number
Jlata npoM3BO/ICTBA / 05.06.2026
Date of manufacture
Cpok rogsocta / ['ojeH 10 31.05.2028
Expiry date
Pa3zmep cepu / 9 386 ymaxosok/ 9 386 packs
Bach size
CrtpaHa Ha3Ha4eHus / Poccus/ Russia

Destination country

PerucrpanuonHoe yaoctosepenne | JIII-Ne(010943)-(PT-RU) ot 15.07.2025/

/ Marketing authorization JITI-Ne(010943)-(PT"-RU) from 15.07.2025

HopMaTHBHBIH JOKYMEHT / JITT-Ne(010943)-(PT"-RU)-150725/

Normative document JITT-Ne(010943)-(PI"-RU)-150725

[Ipon3BOJICTBO rOTOBOH OGIIEeCcTBO ¢ OrpaHHYEHHOM oTBeTCTBEHHOCTHIO "MAKMH3-
nekapctBenHo# dopmal / Finished | ®PAPMA" (OO0 "MAKHU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

I‘le_,pBHqHaﬂ yHakoBKa / OO011eCTBO ¢ OrpaHUYEHHOH 0TBETCTBEeHHOCTHIO "MAKM 3-

Primary packaging OAPMA" (OO0 "MAKHU3-OAPMA")/ Limited hability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBEHEIN mpoes, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

BropuuHas ynakoBka / OOmiecTBO ¢ OrpaHHYeHHON OTBEeTCTBEHHOCThIO "MAKHW3-

Secondary packaging DOAPMA" (000 "MAKHU3-OAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

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




NnyenH3sna N ﬂﬂll-{}DlDZ-??!GDDlDSBS

BTy cKatomui KOHTPOJIb
KadecTa /

OBLECTRO ¢ OrPaHHYCHHOU OTBETCTBEHHOCTBIO "ITAA'B?HS-
®APMA" (OO0 "MAKU3-®APMA")/ Limited liability “
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Quality Control

Anpec /
Address:

109029, r. MOCKBa, ABTOMOOHJIBHBIH

npoes, 4. 6, cTp. 4, CTP. 6, ctp. 8/

109029, Moscow, Avtomobilney Proyezd, 0, bld 4, bld 6, bld 8

Hazpanue ADOC /
API name

Knomunorpes/ Clopidogrel

Tpowssomuteib ADC /
API manufacturer

Xetepo [parc JiuMuTexn, Wn s/
Hetero Drugs Limited, India

Homep cepur ADC /
API Bach number

C025060022

HacTosgmyM noATBEPXaato, 4To

IeHOUHOI 000710uKoii, 75 Mr Ne 30, macniopt Ne 1185/26

nannas cepusi Ne PL1260626 [Lnarpun® TaOJIETKH, TOKPBITHIC
ot 14.07.2026 Opina npou3Be/IEHA H

MPOKOHTPOJIMPOBAHA B COOTBETCTBHH C JCHCTBYIOIHMH [Tpasunamu Hapexaruen
[IPOMU3BOJICTBEHHOH IPAKTHKHA EBpasHHUCKOro Ikonomuueckoro Coro3a u TpeOOBaHUAMH
PerucTpaliMOHHOTO J0ChE, a TAKXKE B COOTBETCTBHH CO crerGHUKALUSMH 3apErHCTPUPOBAHHOTO

NPOAYKTA.

JIOKYMEHTBI IO TIPOM3BOCTBY (IPHMEHUMBIM CTAJIHSIM) H KOHTPOIIO KaueCTBa MPOBEPEHDI 1

0100PEHBL.

JT106BIE OTKJIOHEHHS PACCIIEIOBAaHbl B COOTBETCTBHM C BHYTPEHHUMH MPOLEAYpaMH H 0J100pEeHbI

VOJIHOMOYEHHbIM 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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