Nnuensua Ne 1012-00102-77/00010585

Paspemenue Ha Boimyck JITT Ne 524
(B cootetcTBUH ¢ [Ipunokenrem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Haspanue mpoaykra / ITnarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapcTBenHast opma / TabJIETKH, TOKPBITHIE TIEHOYHON 000JI09KOH/
Pharmaceutical form film coated tablets

Jlo3uposka / 75 mMr /75 mg

Dose

Tun ynakosku / 10 . / 3 KOHTypHas s4eiikoBas yIakoBKa / Mauka KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs

Homep cepuu / PL1701225

Bach number

Jlata npousBojcTBa / 12.12.2025

Date of manufacture

Cpok rognoctu / I'oneH 1o 30.11.2027

Expiry date

Pa3mep cepun / 9 135 ynaxoBok/ 9 135 packs

Bach size

Crpana Ha3HavyeHus / Poccus/ Russia

Destination country

Perucrpanuonnoe ynocroeperne | JITI-Ne(010943)-(PI-RU) ot 15.07.2025/

/ Marketing authorization JIII-Ne(010943)-(PI'-RU) from 15.07.2025

HopmatuBHBIi 10KyMeHT / JIII-Ne(010943)-(PT'-RU)-150725/

Normative document JIII-Ne(010943)-(PT'-RU)-150725

ITpon3BOICTBO TOTOBOIA OO01mecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-
neKapcTBeHHOH popmsl / Finished | ®PAPMA" (OO0 "MAKHU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

IlepBuuHas ymakoBka / OO0mmiecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-

Primary packaging OAPMA" (OO0 "MAKM3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. Mocksa, ABToMOGHIBHBIIA 1poe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynmakoBka / OO01mecTBO € OrpaHHYEHHON OTBETCTBEHHOCTHIO "MAKI3-

Secondary packaging ®APMA" (OO0 "MAKHU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. Mocksa, ABTOMOOHIBHEIL TIpoe3y, 1. 6, cTp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




JNivueHsna Ne J1012-00102-77/00010585

Bemyckaromuii KOHTpOJIb
KaudecTBa /
Quality Control

OGI11ecTBO ¢ OrpaHMYEeHHO OTBETCTBEHHOCTHIO "MAKU3-
OAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

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

Ha3zpanue A®C / Knonuporpen/ Clopidogrel

API name

ITpousBoaurens ADC / Xerepo [lparc Jlumuren, Ungus/
API manufacturer Hetero Drugs Limited, India
Howmep cepuu ADC / C025050014

API Bach number

Hacrosmum noxreepxnato, uro nannas cepus Ne PL1701225 [marpun® TabieTku, MOKpHITHIE
IIGHOYHOH 0001104K0H, 75 Mr Ne 30, macopt Ne 569/26 ot 02.04.2026 65u1a IIPOU3BE/ICHA U
IPOKOHTPOJIMPOBAHA B COOTBETCTBUH C AeHcTByroummu [Ipasunamu Hamnexameit
IIPOU3BO/ICTBEHHOU IPaKTHKU EBpasuiickoro OxoHomudeckoro Coro3a u TpeGOBaHUSIMH

PerucTpanuonnoro nocke, a Takxke B COOTBETCTBHH CO CHENM(BUKALHAME 3apEruCTPUPOBAHHOTO

IPOAYKTA.

JIOKyMEHTBI 10 IPOM3BOJICTBY (IIPUMEHUMBIM CTA/IUSM) M KOHTPOJIIO KA4ecTBa IIPOBEPEHBI U

0100peHBI.

JIro6ble OTKIIOHEHHUS PacCiIeZIOBAHbI B COOTBETCTBHH C BHYTPEHHHUMH MPOLIETYPAMH U 0100PEHBI
YNOIHOMOYEHHBIM JTUIIOM /

I 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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