JinueHsua Ne 00205-/1C ot 15 ¢pespans 2021 roga

Pazpemenue Ha Boimyck JIIT Ne 75
(B cootBetcTBMM ¢ [Tpunoxenvem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanue npoaykra / [Inarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlekapcTBenHas gopma / TaOJIETKHU, OKPBITHIE IICHOYHON 000I0UKOM/
Pharmaceutical form film coated tablets

Jo3upoBka / 75 Mr /75 mg

Dose

Tun ynmakoBku / 10 wmr. / 3 KoHTypHas AyeiikoBas ynakoBKa / Mayka KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1050224

Bach number

Jara npousBoactea / 20.02.2024

Date of manufacture

Cpoxk rogroctr / I'ozen 110 28.02.2026

Expiry date

Pasmep cepun / 9 929 ynakoBok/ 9 929 packs

Bach size

Crpana Ha3HaueHus / Poccusi/ Russia

Destination country

Perucrpanmonnoe ynocrosepenne | JIIT-006376 ot 29.07.2020 (nata 3amersi 12.05 .2022)/

/ Marketing authorization JIT1-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmartuBHbIii 1oKyMeHT / JIII-006376-290720, uzm. Ne 1,2,3/

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

[Ipou3BOICTBO TOTOBOM OO6miecTBO ¢ OrpaHUYeHHO OTBETCTBEHHOCTHIO "MAKU3-
nexapcTBeHHON popmbl / Finished | PAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

IlepBuunas ynakoBka / O61mecTBO ¢ OrpaHUUEHHOM OTBETCTBEHHOCTHI0 "M AKI3-

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

Anpec /

Address:

109029, r. Mocksa, ABTOMOGHIIBHBI 1poe3y, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska / OO6m1ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. Mocksa, ABTOMOGHIIBHBI 1Ipoe3, A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




JinueHsuna Ne 00205-/1C o1 15 despans 2021 roaa

Beimyckaromuit KOHTpoIIb O61ecTBO ¢ OrpaHMYEeHHOM OTBETCTBEHHOCTHIO "M AKI3-
KauecTBa / ®APMA" (OO0 "MAKH3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOUIBHBIH 1poe3, 1. 6, cTp. 4, cTp. 6, ctp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazanmne ADC / Knonunorpen/ Clopidogrel

API name ‘

[Tpoussogutens ADC / Xetepo [lparc Jlumuren, Unans/
API manufacturer Hetero Drugs Limited, India
Howmep cepuu ADC / CP23070017, CP23070018

API Bach number

Hacrosium noxrsepiknaro, uro nannas cepust Ne PL1050224 [Tnarpun® Tab1eTKH, TOKPHITHIE
IJICHOYHO# 0607104K0#, 75 Mr Ne 30, macopt Ne 74/24 ot 13.03.2024 6b11a NponsBeieHa 1
IIPOKOHTPOJIMPOBAHA B COOTBETCTBHH C JeiicTBytomuMu [IpaBuinamu Hamexammeit
IPOU3BOJICTBEHHOH MpakTHKU EBpasuiickoro DxonoMudeckoro Coro3a u TpeOOBaHUSIMH
PerucrpainonHoro nocke, a Takke B COOTBETCTBHE CO CIIEUH(DHUKAIMAMHU 3apPErHCTPHPOBAHHOTO
IPOAYKTA.

JIOKyMEHTBI 110 IPOM3BOJICTBY (IIPHMEHUMBIM CTaUSIM) M KOHTPOJIKO Ka4€CTBA MPOBEPEHBI 1
0100pEHBI.

JIto0ble OTKIIOHEHUS paccieIOBaHbl B COOTBETCTBHH C BHYTPEHHUMH TIPOLIEYPAMH H 0J00DEHBI
VYT0THOMOYEHHBIMH JTAIIOM /

[ 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./M « /9.7 » WM/2024 .
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