JNinueHsua Ne 00205-1C ot 15 dpeBpana 2021 roga

Paszpemenue Ha Beimyck JIIT Ne 98
(B cootBeTcTBUM ¢ [Iprnoxerrem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HazBanue npoaykra / [Inarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapctBenHas popma / TaOJIETKU, HOKPHITHIE TUICHOYHOM 000JI0OUKOH/
Pharmaceutical form film coated tablets

Jo3upoBka / 75 mr /75 mg

Dose

Tun ynakoBku / 10 mr. / 3 xoHTYypHas syelKoBast ynakoBKa / Mauka KapToOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1100224

Bach number

Hara npousBojcTaa / 22.02.2024

Date of manufacture

Cpoxk romnoctu / 'ozmen 1o 28.02.2026

Expiry date

Pazmep cepun / 9 995 ynaxoBox/ 9 995 packs

Bach size

Crpana Ha3HavyeHus / Poccus/ Russia

Destination country

Perucrpaurnonnoe ynocroepenne | JIIT-006376 ot 29.07.2020 (mara 3amens 12.05.2022)/

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmaTuBHBINH qOKyMEHT / JII1-006376-290720, u3m. Ne 1,2,3/

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

[Tpon3BOJICTBO TOTOBOM O61mecTBO ¢ OrpaHHUYEHHO OTBETCTBEHHOCTRIO "MAKI3-
nexapcTBeHHON (Gopwmbl / Finished | ®PAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

IlepBuuHnas ynakoBka / OO11ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. Mocksa, ABTOMOOWIIBHBIH Tpoe3 i, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska / OO011ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTRIO "MAKI3-

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

Anpec/

Address:

109029, r. MockBa, ABTOMOOUIIbHBIIA 11poe3 L, 1. 6, ¢Tp. 4, cTp. 6, ctp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




JInuensua Ne 00205-/1C ot 15 deBpans 2021 roaa

Brimyckaromuit KOHTpOJIb OO1mecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKN3-
KauecTBa / ®APMA" (OO0 "MAKHN3-OAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHJIBHBII Mpoe3 s, 1. 6, ctp. 4, ¢p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanue AOC / Knonunorpen/ Clopidogrel

API name

[TpousBonurtens ADOC / Xerepo [parc Jlumuren, Uunus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun ADC / CP23070019

API Bach number

Hacrosmum noareepikaato, uro gannas cepust Ne PL1100224 ITnarpun® tabieTku, HOKPHITHE
IUICHOYHOH 060104K0#, 75 Mr Ne 30, maciopt Ne 93/24 ot 19.03.2024 Gbiia nmpousBeieHa U
IIPOKOHTPOJIMPOBAHA B COOTBETCTBHH ¢ AeiicTByrommMu [Ipasunamu Hamexamei
IIPOM3BOACTBEHHOM NpakTuKH EBpasuiickoro DxoHoMuueckoro Coro3a u TpeboBaHUAMU
PerucTpaioHHOro J10Che, a TaKKe B COOTBETCTBUH CO CIICH(DHKALMAMHU 3aPETHCTPUPOBAHHOTO
OPOAYKTA.

JIOKYMEHTBI 110 IPOM3BOACTBY (MPHMMEHUMBIM CTaIUsIM) U KOHTPOJIFO Ka4eCTBa IIPOBEPEHBI H
0/100peHBI.

JIxo0ble OTKIIOHEHHS pacciieIoBaHbl B COOTBETCTBHHU ¢ BHYTPEHHHMH IIPOLIEyPAMK U OJ0OPEHSI
Y 110JIHOMOYEHHBIMH JIATIOM /

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.
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