Nvuensua Ne 1012-00102-77/00010585

Pazpemenue Ha Boimyck JIIT Ne 1263
(B coorBetcTBUH ¢ [Tpunoxenrem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3sBanue npoaykra / ITnarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapctBeHHas Gopma / TaOJIETKH, TOKPHITHIE MJIEHOYHOH 060J109KO0it/
Pharmaceutical form film coated tablets

Jlo3upoBka / 75 mr /75 mg

Dose

Tun ynakoBkwu / 10 1t. / 3 KOHTYpHast ’YeHKOBAs YIIAKOBKA / auKa KapTOHHAS
Package type 10 PCs / 3 blister packs / cardboard packs

Homep cepun / PL1571025

Bach number

Hara npousBoacTea / 06.10.2025

Date of manufacture

Cpox roxnoctr / I'omen o 30.09.2027

Expiry date

Pa3smep cepun / 9 408 ynaxoBox/ 9 408 packs

Bach size

Crpana Ha3HaueHus / Poccus/ Russia

Destination country

Perucrpaunonnoe ynocroepenue | JII1-006376 ot 29.07.2020 (nata 3amens: 19.1 1.2024)/

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 19.11.2024)
HopmatuBHBIii 1oKyMeHT / JIII-006376-290720, u3m. Ne 1,2,3.4/

Normative document JII1-006376-290720, variation Ne 1,2,3.4

ITpon3BOACTBO rOTOBOM O61mecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-
nekapcTBeHHOH popmbl / Finished | PAPMA" (OO0 "MAKHU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBII IIpoe3 T, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

ITepBuuHnas ymakoBka / O6mecTBO ¢ OrpaHHYEHHON OTBETCTBEHHOCTHIO "MAKI3-

Primary packaging OAPMA" (OO0 "MAKU3-PAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. Mocksa, ABTOMOGHIIBHBIH TIpoe3 ., 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska / O6mecTBO ¢ OrpaHMYEHHON OTBETCTBEHHOCTHIO "MAKM3-

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

Anpec/

Address:

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




JInuensua Ne /1012-00102-77/00010585

Brimyckarommuii KOHTpoJIb OO1iecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTHIO "M AKU3-
KauecTBa / ®APMA" (OO0 "MAKU3-OAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mocka, ABTOMOGHIIBHBIH IIpoe3, 1. 6, cTp. 4, cTp. 6, ctp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

HasBanue A®C /
API name

Knomunorpen/ Clopidogrel

ITpousBonutens ADC /
API manufacturer

Xetepo [lparc Jlumuren, Uaaus/
Hetero Drugs Limited, India

Howmep cepun ADC / C025040010

API Bach number

Hacrosimym noarsepyxiato, uro nannas cepust Ne PL1571025 ITnarpun® tabertkw, IIOKPBITHIE
IJICHOYHOM 0007104K0ii, 75 Mr Ne 30, macmopr Ne 1290/25 ot 29.10.2025 6b11a nmpou3BeieHa u
IIPOKOHTPOJIMPOBaHA B COOTBETCTBHH ¢ AeicTByommMu [IpaBunamu Hannexameit
TIIPOM3BOJICTBEHHOMN HPaKTHKK EBpasuiickoro Oxonomudeckoro Corosa i TpeOGOBAHHAMH
Perucrpanronnoro 1ocke, a Takxe B COOTBETCTBUHM CO CHENH(BUKALHSIME 3apPErUCTPUPOBAHHOIO

IIPOJyKTa.

JIOKyMEHTBI 110 IPOM3BOACTBY (IIPHMEHUMBIM CTaUsAM) H KOHTPOJIIO Ka4ecTBa IIPOBEPEHBI U

0100pEHBI.

JIroOBIe OTKIOHEHHS! PACCIIeI0BAHBI B COOTBETCTBHHU ¢ BHYTPEHHHMHU TIPOIIEIYPAMH H 0Z0OPEHbI

YHoITHOMOYEHHBIM 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.

YepHymeruy H}}/F

yHOJ‘IHOMO‘ICHHOé JIALIO
000 «MAKIN3-OAPMA »

2025 r.

\ nay

=1 JOUEHHCE 2 | =
\H\MHA \0 "J‘ \;’jr |




