JNlvuensmna Ne /1012-00102-77/00010585

Paspemenue Ha Bbimyck JIIT Ne 1708
(B cootBercTBHM ¢ [Tpunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Haspanue mpomaykra / [Inarpun®/ Plagril

Name of the product

MHH / Knomunorpen/ Clopidogrel

INN

JlexapctBeHHas popma / TabJIETKH, TOKPBITHIE IUIEHOYHOH 000I09KOiH/
Pharmaceutical form film coated tablets

Jlo3upoBka / 75 Mr /75 mg

Dose

Tun ynakosku / 10 1rt. / 3 KoHTypHas sueiikoBast yriakoBKa / auka KapTOHHAS
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1340926

Bach number

Hara npousBoacTaa / 10.09.2026

Date of manufacture

Cpox rogaoctu / I'open 10 31.08.2028

Expiry date

Pasmep cepuu / 9 356 ynakoBox/ 9 356 packs

Bach size

Ctpana Ha3Havyenus / Poccus/ Russia

Destination country

Perucrpaumonnoe ynocrosepenne | JIII-Ne(010943)-(PT-RU) ot 15.07.2025/

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

HopmatuBHbIi 1okymenT / JIITI-Ne(010943)-(PI'-RU)-150725/

Normative document JIITI-Ne(010943)-(PT-RU)-150725

IIpon3BoACTBO roTOBOIA OO1mecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTHIO "M AKI3-
neKapcTBeHHOH popwmbl / Finished | PAPMA" (OO0 "MAKM3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOGHIIBHBIH Ipoe3y, 1. 6, cTp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

IlepBuuHas ynakoBka / OO01mecTBO ¢ OrpaHHYEHHO OTBETCTBEHHOCTHIO "M AKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOGHIILHBIH Ipoe3s, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

BropuuHas ymakoska / O0miecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "M AKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBIH Ipoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




JNnuensua Ne /1012-00102-77/00010585

Beimyckaromuit KoHTpoIIb
KauecTBna /
Quality Control

OO6miecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKU3-
OAPMA" (OO0 "MAKH3-PAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOGHIIBHBII TTpoe3n, 1. 6, crp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Ha3zpanune ADC / Knonunorpen/ Clopidogrel
API name
ITpouzBoautens APC / Xetepo Jlparc Jlumuren, Unaus/

API manufacturer

Hetero Drugs Limited, India

Homep cepun ADC /
API Bach number

C025090027, CO25090028

Hacrosiimum noaTeepxaro, uro mannas cepus Ne PL1340926 [Inarpun® tabneTku, MOKpHITHIE
IJICHOYHOH 00051049K0H, 75 Mr Ne 30, macmopt Ne 1731/26 ot 05.10.2026 65112 IIPOU3BE/ICHA H
NPOKOHTPOJIMPOBAaHA B COOTBETCTBHH € AeHcTBYIomuMH [TpaBunamu Hagnexarmeit
IPOM3BOJICTBEHHON NpaKTHKK EBpasuiickoro Dxonomuueckoro Corosa i TpeGoBaHUIMH
Perucrpauronnoro nocke, a Takxe B COOTBETCTBHH CO CIIEIH(DUKALAAMA 3apErHCTPUPOBAHHOTO

IPOYKTA.

JIOKyMEHTBI 10 TPOM3BOJICTBY (IPHMEHHMBIM CTAHSAM) H KOHTPOIIIO Ka4ecTBa IIPOBEPEHEI U

0100pEeHBI.

JIro6ble OTKIIOHEHHUS paccie0BaHbl B COOTBETCTBHH C BHYTPEHHHUMH IIPOLIEAYPAMH U 0100pEHEI
YIOIHOMOYEHHBIM JTUIIOM /

[ 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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