Jnuensua Ne 00205-/1C ot 15 dpespana 2021 roga

Pazpemenue Ha Boimyck JIIT Ne 343
(8 cootBercTBuH ¢ [Tpunoxenuvem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Hazpanue npojykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapcTBeHHas hopma / Ta0JIETKH, TOKPBITHIE TJICHOYHON 000JI0YKO#/
Pharmaceutical form film coated tablets

Jlo3upoBka / 75 mr /75 mg

Dose

Tun ynakoBku / 10 wT. / 3 KOHTYpHas sSYeiKoBas yakoBKa / mayka KapTOHHAas
Package type 10 PCs / 3 blister packs / cardboard packs

Homep cepun / PL1430923

Bach number '

Jata npousBoxctaa / 27.09.2023

Date of manufacture

Cpoxk rognoctr / ['oxen 1o 30.09.2025

Expiry date

Pa3zmep cepuu / 9911 ynakoBok/ 9 911 packs

Bach size

Crpana Ha3HaueHus / Poccust/ Russia

Destination country

Perucrpaunonnoe ynocroepenue | JIII-006376 ot 29.07.2020 (mara 3amenst 12.05.2022)/

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmatuBHbI# noKyMeHT / JII1-006376-290720, uzm. Ne 1,2,3/

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

[Tpon3BoACTBO rOTOBOA OO1mecTBO ¢ OrpaHMYEHHOM OTBETCTBEHHOCTHIO "MAKI3-
nexkapctBeHHOH Gopmbl / Finished | PAPMA" (OO0 "MAKN3-OAPMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

[lepBuunas ynakoBka / OO11ecTBO € OrpaHUYEHHON OTBETCTBEHHOCTRIO "MAKM3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBIH TIpoe3, 1. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska / OO111ecTBO € OrpaHUYEHHOMN OTBETCTBEHHOCTRIO "MAKMN3-

Secondary packaging OAPMA" (OO0 "MAKUN3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIN 1Ipoe3n, 1. 6, ¢Tp. 4, ¢Tp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nnuensna Ne 00205-71C o1 15 dpespans 2021 roaa

Beimyckarommuii KOHTPOJTb OO011ecTBO ¢ OrpaHMYEHHOI OTBETCTBEHHOCTRHIO "MAKI3-
KauecTna / OAPMA" (OO0 "MAKH3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBIH TTpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Haszpanune ADC / Knomunorpen/ Clopidogrel

API name

[Tpouzsogutens A®C / Xerepo [parc Jlumurten, Unaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun ADC / CP23070014

API Bach number

Hacrosiiuum noxreepikaato, yto naHHas cepust Ne PL1430923 [Tnarpun® taGiaeTku, NOKPHITHIE
IJIEHOYHO#M 000710uK0H, 75 Mr Ne 30, macriopt Ne 350/23 ot 13.11.2023 Gbuta npou3sseeHa u
IIPOKOHTPOJIMPOBAHA B COOTBETCTBUU C JieiicTByomuME [IpaBunamu Hannexamei
NPOM3BOJICTBEHHOM NIpakTuKu EBpasuiickoro DxoHoMmuyeckoro Coro3a U TpeOOBaHUAMH
PerucrpaiinoHHOro 10che, a TakKe B COOTBETCTBHH CO CIICIU(UKALMAMH 3apErHCTPHPOBAHHOTO
IpOIyKTa.

JIOKYMEHTBI 110 IPOM3BOACTBY (IPUMEHMMBIM CTaJHsM) H KOHTPOJIIO KaueCTBa POBEPEHE] U
0/100pEHBI.

JIxo0ble OTKIIOHEHHS pacCieIoBaHbl B COOTBETCTBHHU C BHYTPEHHUMH HPOLIEyPaMHU U 0J00OPEHbI
VYT0JTHOMOYEHHBIMH 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.

Beperennukosa B.K./@T —
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