Nnuensma Ne 00205-/1C ot 15 despans 2021 roaa

Paspemenue Ha Boimyck JIIT Ne 388
(B cootBetcTBUH ¢ [Ipunoxeruem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Hazpanwue npomykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapctBennas dopma / TabJIETKHU, OKPBITHIE INIEHOYHOU 000I0UKOH/
Pharmaceutical form film coated tablets

Ho3upoBka / 75 Mr /75 mg

Dose

Tun ynakoBku / 10 wr. / 3 KoHTypHas s4eiikoBast yIiakoBKa / Mayka KapTOHHAs
Package type ‘| 10 PCs / 3 blister packs / cardboard packs

Howmep cepuu / PL1481123

Bach number

JaTa mpousBozacTBa / 10.11.2023

Date of manufacture

Cpox rogaoctr / I'ogen 10 31.10.2025

Expiry date

Pasmep cepun / 9 916 ynmakoBok/ 9 916 packs

Bach size

Crpana Ha3HaueHus / Poccus/ Russia

Destination country

Peructparmonnoe ynocrosepenune | JIIT-006376 ot 29.07.2020 (nara 3amens 12.05.2022)/

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmatuBHbIi JOKyMEHT / JITI-006376-290720, uzm. Ne 1,2,3/

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

[Tpou3BoaCTBO rOTOBOIH O611ecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTHIO "M AKI3-
nexapcTBeHHOH popmbl / Finished | DPAPMA" (000 "MAKHN3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mocksa, ABTOMOOHIIBHEII Ipoe3, 1. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[lepBuuHnas ymakoBka / OO61mmecTBO ¢ OrpaHUYEeHHOM OTBETCTBEHHOCTHIO "M AKU3-

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

Anpec /

Address:

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

Bropuunas ynakoska / O61mecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIN IIPoE3 1, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




JNvuensma Ne 00205-/1C ot 15 despans 2021 roga

Beimyckaromuit KOHTPOJIb O611ecTBO € OrpaHUYCHHOM OTBETCTBEHHOCTHIO "MAKI3-
KayecTBa / OAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mocksa, ABTOMOOHIIBHBII Tpoe3, 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

IIpousBogutens ADC / Xetepo Jlparc Jlumuren, Muaus/
API manufacturer Hetero Drugs Limited, India
Homep cepun ADC / CP23070015

API Bach number

Hacrosimum noarsepxnaro, uto nannas cepust Ne PL1481123 Ilnarpun® TabneTky, NOKphITHE
IUIEHOYHOM 000510uK0i, 75 Mr Ne 30, macopt Ne 388/23 ot 14.12.2023 6buta IIPOU3BECHA U
IIPOKOHTPOJIMPOBAHA B COOTBETCTBUY ¢ AeHcTByromumMu [IpaBunamu Hannexammeit
NPOM3BOJICTBEHHO# MpakTUKKH EBpasuiickoro Dxonomuyeckoro Coro3a 1 TpeGOBaHHIMU
PerucrpannoHHOro 10cke, a Takxke B COOTBETCTBHE €O CIIELU(DHUKAMSIMH 3apETHCTPUPOBAHHOTO
OpOIyKTa.

JIoKyMEHTBI 110 IPOM3BOACTBY (IPUMEHHMBIM CTAJHSIM) U KOHTPOJIKO Ka4eCTBa IPOBEPEHBI 1
0100pEHBI.

JlioObIe OTKIOHEHHS PACC/IEIOBAHBI B COOTBETCTBHH C BHYTPEHHUMH TIPOLIEYPAMH H O00PEHbI
Y10JIHOMOUYEHHBIMH JIHLIOM /

[ 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.
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