JNnuensus Ne 00205-/1C ot 15 despana 2021 roga

Paspemenue Ha Boimyck JIIT Ne 362
(B cooteTcTBUM ¢ [Ipunoxkenrem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanue mpoaykra / [Tnarpun®/ Plagril

Name of the product

MHH / Kionuporpen/ Clopidogrel

INN

JlexapcTBenHas popma / TabJIETKH, TOKPBITHIE TJIEHOYHOH 060J109K0L/
Pharmaceutical form film coated tablets

JlozupoBka / 75 Mr/ 75 mg

Dose

Tun ymakosku / 10 wr. / 3 xOHTypHas sYeliKOBast yakoBKa / mayka KapTOHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Homep cepun / PL1470923

Bach number

Jara npousBojcraa / 29.09.2023

Date of manufacture

Cpoxk roxsoctu / T'ogen 1o 30.09.2025

Expiry date

Pasmep cepun / 9 984 ynaxoBok/ 9 984 packs

Bach size

Crpana Ha3HavyeHus / Poccus/ Russia

Destination country

Perucrpanunonnoe ynocrosepenne | JIIT-006376 ot 29.07.2020 (nmata 3amens! 12.05.2022)/

/ Marketing authorization JI[1-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmaTtuBHBIH 1OKyMeEHT / JII1-006376-290720, u3m. Ne 1,2,3/

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

[Ipon3BoacTBO roTOBOIA OO61mecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTHIO "M AKI3-
JIeKapCTBEHHOM opmbl / Finished | DAPMA" (OO0 "MAKU3-PAPMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

[TepBuunas ynakoska / OO61ecTBO ¢ OrpaHMYeHHO# OTBETCTBEHHOCTHIO "M AKI3-

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

Anpec /

Address:

109029, . Mocksa, ABTOMOGHIBHBIH poes, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunast ymakoBka / OO01mecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. Mockpa, ABTOMOGHIIBHEIH Tpoe3, 1. 6, cTp. 4, ctp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




JinueHsus Ne 00205-/1C ot 15 dpespans 2021 roga

Boimyckarommii koHTpos OO6wecTBO ¢ OrpaHHYeHHOM OTBeTCTBEHHOCTHIO "MAKI3-
KayecTa / ®APMA" (OO0 "MAKU3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIILHBIH npoesf, a. 6, cp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

HasBanue ADC / Knonunorpen/ Clopidogrel

API name

ITpousBoaurens ADC / Xerepo [lparc Jlumuren, Uumus/
API manufacturer Hetero Drugs Limited, India
Homep cepuu A®C / CP23070015

API Bach number

Hacrosmum noarsepsknato, 4to nannas cepust Ne PL1470923 ITnarpun® Ttabnerku, [IOKPBIThIE
IJIEHOYHO# 0001104K0H, 75 Mr Ne 30, macriopt Ne 369/23 ot 27.11.2023 65112 IIPOU3BEJICHA U
TIPOKOHTPOJIMPOBaHa B COOTBETCTBHH C JekcTByomumu [Ipasunamu Hamexameit
NPOU3BOJCTBEHHOM NpakTHKK EBpasuiickoro DxoHomuueckoro Coro3a u TpeOOBaHUSIMHU
Perucrpannonnoro nocee, a Takxke B COOTBETCTBHM €O crenrpUKaMsIMHU 3aperucTPHPOBAHHOIO
OPOIYKTA.

JIOKyMEHTBI 110 IPOM3BOACTBY (IPUMEHHMBIM CTaIUsIM) M KOHTPOJIIO KayecTBa IPOBEPEHbI U
0100pEHBL.

JIroOble OTKIIOHEHHUSI pacClieIOBAHbI B COOTBETCTBHH C BHYTPEHHHMH IPOLEAYPAMH U 0J100PEHBI
YII0JJTHOMOYEHHBIMH JIUIIOM /

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.

Beperennukona B.K./ Q: Zééz: 3 « 9&5’ » MOM%M,ZOZE. r.

YnomHoMo4YeHHOE TUIO
000 «MAKU3-®APMA » f 11—



