Jnuensuna Ne 1012-00102-77/00010585

Paspemenne Ha Beimyck JIIT Ne 881
(B cootBercTBuUH ¢ [Tpunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

 Haspanne IIPOAYyKTa / [Inarpun®/ Plagril
Name of the product
MHH / Knonuporpen/ Clopidogrel
INN

JlexapcTBenHas popma /
Pharmaceutical form

TaOJIETKH, IOKPBITHIE TEHOYHOMH 000J109KO/
film coated tablets

Expiry date

Jlozuposka / 75mr/ 75 mg

Dose

Tun ynmakosku / 10 wr. / 3 koHTYpHAas suelikoBas YIaKOBKa / auka KapTOHHAsI
Package type 10 PCs / 3 blister packs / cardboard packs

Homep cepun / PL1210426

Bach number

Hata npoussoactaa / 22.04.2026

Date of manufacture

Cpox roguoctu / Toxen no 30.04.2028

Pa3mep cepun /
Bach size

9 259 ynakoBox/ 9 259 packs

Crpana Haznayenus /
Destination country

Poccus/ Russia

Perucrpanmonnoe ynocrosepenne
/ Marketing authorization

JII-Ne(010943)-(PT-RU) ot 15.07.2025/
JII-Ne(010943)-(PT-RU) from 15.07.2025

HopmaruBHsiit nokxymenr /
Normative document

JI1-Ne(010943)-(PT-RU)-150725/
JIT-Ne(010943)-(PT-RU)-150725

IIpou3sBoacTBO roToBoi
JekapcTBeHHOH ¢opmsl / Finished
dosage form manufacturing

OG1IECTBO ¢ OrpaHMYeHHOM OTBETCTBEHHOCTEIO "MAKMN3-
®APMA" (000 "MAKU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOOHIBHEL] npoesn, a. 6, ctp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4,bld 6, bld 8

IlepBuunHas ynakoska /

OO611ecTBO ¢ OrpaHUYEHHOH OTBETCTBEHHOCTIO "MAKMN3-

Primary packaging ©®APMA" (000 "MAKHN3-O®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOGHIIBHEL npoesn, 1. 6, ctp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska /

OO11ecTBO ¢ OrpaHHMYEHHOI OTBETCTBEHHOCTRIO "MAKUN3-

Secondary packaging D®APMA" (OO0 "MAKH3-PAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOGH/IBHELI] npoesn, A. 6, ctp. 4, c1p. 6, cp. 8/
m9029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Jlnuensna Ne J1012-00102-77/00010585

Brmyckarommii KOHTPOJIb
KayecTBa /
Quality Control

OO61iecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKWN3-
®APMA" (000 "MAKHN3-®PAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

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

Hazpanue ADC / Knonmunorpen/ Clopidogrel

API name

ITpomsBomurens ADC / Xerepo [lparc Jlumuren, Unaus/
API manufacturer Hetero Drugs Limited, India
Homep cepuun ADC / C025060021

API Bach number

Hacrosmmm moareepsxnaro, uto nanmas cepust Ne PL1210426 ITnarpun® rabnerku, IIOKPBITBIE
IIEHOYHOH 00011049k, 75 mMr Ne 30, nacopt Ne 919/26 ot 04.06.2026 65112 [IPOU3BEJCHA U
TIPOKOHTPOIMPOBAHA B COOTBETCTBUH C AeicTBYomuME [Ipasuiamu Hamexammeit
TIPOH3BOJCTBEHHOMN NpakTHKu EBpasuiickoro DxonomMudeckoro Corosa i TpeOOBaHUSIMH
Perucrpanmonnoro nocke, a Takxke B COOTBETCTBHY cO CIeLU(PHUKAUAME 3aPEruCTPHPOBAHHOTO

IIPOJYKTA.

JIOKyMEHTBI IO IPOH3BOACTBY (IIPUMEHHMBIM CTajiMsM) H KOHTPOITIO Ka4€CTBa IPOBEPEHBI 1

0100pEHBL.

JItoGb1e OTKIIOHEHHS! paccIeI0BaHBI B COOTBETCTBUM ¢ BHYTPEHHHMH NIPOLIEAYPAMHU U OJ00PEHbI

yHOJ’IHOMO‘{eHHBIM JUoM /

[ 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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