JinueHsma Ne J1012-00102-77/00010585

Paspemenue Ha Bbimyck JIIT Ne 319
(B cootetcTBUM ¢ [Tprnoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanwue nposyxra / [Inarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapcTBeHHas Gopma / TabJIETKHU, IOKPBITHIE IEHOYHOH 000109K0ii/
Pharmaceutical form film coated tablets

Jo3uposka / 75 Mr/ 75 mg

Dose

Tun ynakoku / 10 . / 3 KOHTypHas S4elKOoBast yIIaKOBKa / Mauka KapTOHHAS
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1080225

Bach number

Hara npousBoacTsa / 16.02.2025

Date of manufacture

Cpoxk rogaoctr / 'onen no 28.02.2027

Expiry date

Pasmep cepun / 9 916 ynmakoBok/ 9 916 packs

Bach size

Ctpana Ha3HaueHus / Poccus/ Russia

Destination country

Peructpaurnonnoe ynocrosepenne | JIII-006376 ot 29.07.2020 (zata 3aMeHbI 12.05.2022)/

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 12.05.2022)
HopMmaTuBHBII OKyMeHT / JII1-006376-290720, usm. Ne 1,2,3/

Normative document JII1-006376-290720, variation Ne 1,2,3

[Ipon3BoacTBO rOTOBOI OO01mecTBO ¢ OrpaHUYeHHOM OTBETCTBEHHOCTHIO "MAKI3-
JieKapcTBeHHOM popmbl / Finished | ®DAPMA" (OO0 "MAKU3-PAPMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec/

Address:

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

[TepBuynas ynakoBka / OO01ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOGHIBHEI TTpoe3y, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska / OO01mecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

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




Jlnuensua Ne J1012-00102-77/00010585

BrImyckaromuii KOHTPOJIb OO1mecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "M AKM3-
KadecTBa / OAPMA" (OO0 "MAKH3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBII ITpoe3s, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Ha3sBanmne ADC / Knonunorpen/ Clopidogrel

API name

[Tpouzsoautens ADC / Xetepo [Jlparc Jlumuren, Uuaus/
API manufacturer Hetero Drugs Limited, India
Homep cepun ADC / CP24050007

API Bach number

Hacrosimum noareepsknaro, uro naxnas cepust Ne PL1080225 ITnarpun® tabnerku, ITOKPBITHIE
TLIEHOYHON 0007104KO#, 75 Mr Ne 30, macropt Ne 281/25 ot 17.03.2025 6bl1a mpousse/ieHa u
IIPOKOHTPOJIMPOBAaHA B COOTBETCTBHH ¢ AeHCTByromuMH [Ipasunamu Hannexameit
NPOU3BOJICTBEHHON NPaKTHKK EBpasuiickoro Dxonomuueckoro Corwsa 1 TpeGOBaHUAMHE
Peructpaunonnoro nocee, a Takke B COOTBETCTBHH O CHENH(BUKALHAMHA 3apETrUCTPUPOBAHHOIO
IPOJAYKTA.

JlOKyMEHTBI [0 IPOU3BOACTBY (IPUMEHHMBIM CTAIHsIM) H KOHTPOJIIO KayecTBa IIPOBEPEHBI U
0100pEHBI.

Jlro0bie OTKIOHEHHS paccieoBaHbl B COOTBETCTBHH C BHYTPEHHUMH TIPOLIEAYPAMH U 0100peHbI
YII0THOMOYEHHBIM JTHIIOM /

I hereby confirm that this batch was produced and controled 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.

AHJZIpOCOB A.A./bOA(/J(

Ynoi1HOMOYEHHOE JIAIIO
000 «MAKI3-OAPMA »




