JNinuensna Ne /1012-00102-77/00010585

Paspemenne Ha Boimyck JIIT Ne 843
(B cootBetcTBHH ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanmue npoaykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knomunorpen/ Clopidogrel

INN

JlexapcTBenHas ¢hopma / TabJIETKH, NOKPBITHIE TUIEHOYHOM 000JI0UKO0#/
Pharmaceutical form film coated tablets

JlozupoBka / 75 mMr/ 75 mg

Dose

Tun ynakoBkwu / 10 mt. / 3 KOHTypHas sTYeliKoBasl yIakoBKa / MMauka KapTOHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepuu / PL1170426

Bach number

Hara nponsBocrTsa / 21.04.2026

Date of manufacture

Cpoxk romaocTr / I'ogen 10 30.04.2028

Expiry date

Pasmep cepuu / 9 350 ynaxoBox/ 9 350 packs

Bach size

Crpana Ha3HaueHus / Poccusi/ Russia

Destination country

Perucrpanuonnoe ynocrosepenne | JIIT-Ne(010943)-(PI'-RU) ot 15.07.2025/

/ Marketing authorization JII1-Ne(010943)-(PT"-RU) from 15.07.2025

HopmaruBHsIii 1oKyMeHT / JIIT-Ne(010943)-(PT"-RU)-150725/

Normative document JIT1-No(010943)-(PT"-RU)-150725

[Tpou3BoaCTBO rOTOBOIM OO11ecTBO € OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-
nexapcTBeHHOM (Gopmsl / Finished | DAPMA" (OO0 "MAKN3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIH TIpoe3, 1. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

IlepBuunas ynakoBka / OO11ecTBO € OrpaHHYEHHON OTBETCTBEHHOCTHIO "MAKI3-

Primary packaging O®APMA" (OO0 "MAKHN3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHEIH TIpoe3 N, 1. 6, ¢Tp. 4, ¢Tp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

BropuuHnas ynakoka / OO11ecTBO ¢ OrpaHUYEHHOHN OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOHJIbHBIN Tpoe3 N, 1. 6, ¢Tp. 4, ctp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




JlnyeHsna Ne /1012-00102-77/00010585

Brimyckaromuit KoHTpoJIb
KauecTBa /
Quality Control

O61mecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-
®APMA" (OO0 "MAKU3-PAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOGHIBbHEIL TIpoe3y, A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Haszsanne A®C / Knonugnorpen/ Clopidogrel

API name

IIpoussonutens ADC / Xerepo [parc Jlumuren, Maaus/
API manufacturer Hetero Drugs Limited, India
Homep cepuun ADC / C025060019

API Bach number

Hacrosmmum nmoarsepikaaro, 4To JaHHAs cepusi Ne PL1170426 ITnarpun® Ttabnerky, IIOKPBITHIE
TIEHOYHOM 0607104K0#, 75 Mr Ne 30, macropt Ne 897/26 ot 01.06.2026 GbL1a pou3Be/eHa 1
IIPOKOHTPOJIMPOBAHA B COOTBETCTBHH C AeHcTByromumHu [Ipasunamu Hamnexameit
IIPOU3BOJICTBEHHOM IpakTHKU EBpasuiickoro DxonoMudeckoro Coros3a u TpeGoBaHUSIMH
PeructpanmonHoro nocee, a Takxe B COOTBETCTBHH CO crennpUKalusIMH 3aperHCTPUPOBAHHOTO

MIPOIYKTA.

HOKYMCHTLI 110 IIPOU3BOACTBY (HpI/IMeHI/IMLIM CTaI[I/ISIM) U KOHTPOJIIO Ka4y€CTBa IPOBEPECHEI U

0100pEHBIL.

JIroOble OTKIIOHEHHUS PacCiIeOBaHbl B COOTBETCTBHH C BHYTPEHHHUMH TIPOLIEAYPaMHU U OA0OPEHBI
YIOITHOMOYEHHBIM JIUIIOM /

[ 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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