JNnuensma Ne 00205-1C ot 15 ¢peBpans 2021 roaa

Paspemenue Ha Beimyck JIIT Ne 371
(B cootBercTBUM ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HazBanue npoaykra / [Inarpun®/ Plagril

Name of the product

MHH / Knonunorpesn/ Clopidogrel

INN

JlexapcTBeHHas gopma / TaOJIETKH, OKPHITHIE TJIEHOYHOM 060109KO0i1/
Pharmaceutical form film coated tablets

Jo3uposka / 75 Mr /75 mg

Dose

Tun ynakosku / 10 . / 3 KoHTypHas sueiiKoBas yIakoBKa / Mlayka KapTOHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepuu / PL1180524

Bach number

Harta npousBojcTa / 24.05.2024

Date of manufacture

Cpox rognoctr / 'ogen 1o 31.05.2026

Expiry date

Pa3smep cepun / 9 968 ynakoBok/ 9 968 packs

Bach size

Crpana Ha3HaueH#Hs / Poccusi/ Russia

Destination country

Perucrpaunonnoe ynocrosepenne | JIII-006376 ot 29.07.2020 (nara 3amensi 12.05.2022)/

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmartuBHBIi 1OKyMeHT / JIII-006376-290720, uzm. Ne 1,23/

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

[Ipou3BOACTBO TOTOBOM O61ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "M AKI3-
neKapcTBeHHON (opmbl / Finished | DAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHEI 11poe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[lepBuunas ynakoBka / O6111eCTBO € OrpaHUYEHHOM OTBETCTBEHHOCTHIO "M AKU3-

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

Anpec /

Address:

109029, . Mocksa, ABTOMOOGHIIBHBII poe3 I, 1. 6, CTp. 4, cTp. 6, ctp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska / OO611ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "M AKI3-

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

Anpec /

Address:

109029, r. Mocksa, ABTOMOOGHIIBHBIIA 1poe3 L, 1. 6, cTp. 4, cTp. 6, ctp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




JInueHsuna Ne 00205-/1C ot 15 peBpans 2021 roaa

Brinmyckatomuit KOHTPOJIb OO1mecTBO ¢ OrpaHHYeHHON OTBETCTBEHHOCTHIO "MAKI3-
KayecTBa / OAPMA" (OO0 "MAKH3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec/

Address:

109029, r. Mocksa, ABTOMOGHIIBHBII IIpoe3 L, 1. 6, cTp. 4, cTp. 6, ctp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanue A®C / Knonunorpen/ Clopidogrel

API name

[TpousBogutens ADC / Xetepo [lparc Jlumuren, Muaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun ADC / CP23120021, CP23120022

API Bach number

Hacrosium noarsepskato, uro nanxas cepust Ne PL1180524 ITnarpun® tabietk, HOKPBITHIE
IUICHOYHOH 000104K0#, 75 Mr Ne 30, maciopt Ne 350/24 ot 27.06.2024 6b11a IIPOU3BEACHA U
IIPOKOHTPOJHMPOBaHA B COOTBETCTBUH ¢ JeHcTBYyrommMH [Ipasuinamu Hagnexareit
IPOM3BOJICTBEHHOM NPakTUKK EBpasuiickoro Dxonomuueckoro Corosa 1 TpeGoBaHUIMH
Perucrpannonsoro nocke, a Takxke B COOTBETCTBUHM CO CTIEIH(BUKALAIMHA 3apETUCTPUPOBAHHOTO
IIPOJYKTA.

JIOKYMEHTBI 110 IPOM3BOACTBY (IIPHEMEHHUMBIM CTa/IMsIM) H KOHTPOIIIO Ka4ecTBa IIPOBEPEHBI U
0JI00PEHBI.

JIxobbie OTKIIOHEHHS pacciieIOBaHEl B COOTBETCTBAH ¢ BHYTPEHHUMH MPOLEAYPAMH 1 0100peHBI
VY TOTHOMOYEHHBIM JIHIIOM /

[ 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 aRE 0//\»\ LAOLL 2024,

YIOIHOMOUYEHHOE JIHII0 N LA
000 «MAKH3-DAPMA » I YoM EToyeyo; |




