JNnuensuna Ne 00205-1C ot 15 dpespana 2021 roga

Paspemenue Ha Boimyck JIIT Ne 335
(B cootBercTBUHM ¢ [Ipunoxkenrem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3zBanue npoaykra / [Inarpun®/ Plagril

Name of the product

MHH / Knonmunorpen/ Clopidogrel

INN

JIekapctBeHnHas popma / TaOJIeTKH, HOKPBITHIE UIEHOYHOM 000JI0UKOMH/
Pharmaceutical form film coated tablets

Jlo3upoBka / 75 mr /75 mg

Dose

Tun ynakoBku / 10 wt. / 3 KOHTypHas sS4YeHKOBast yIaKoBKa / mayka KapTOHHAS
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepuu / PL1400923

Bach number

Mara npousBojicTBa / 26.09.2023

Date of manufacture

Cpoxk rognoctr / 'ogen 1o 30.09.2025

Expiry date

Pa3zmep cepun / 9 978 ynakoBox/ 9 978 packs

Bach size

Crpana Ha3HaueHHs / Poccusi/ Russia

Destination country

Perucrpauuonnoe ynocrosepenue | JIII-006376 ot 29.07.2020 (nara 3amens 12.05.2022)/

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

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

[Tpou3BoACTBO rOTOBOM O611ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-
nexkapcTBeHHON Gopmbl / Finished | ®APMA" (OO0 "MAKW3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mocksa, ABTOMOOMIIBHEII TIpoe3n, A. 6, ctp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[lepBuunas ynakoBka / O611ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "M AKI3-

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

Anpec /

Address:

109029, r. Mocksa, ABTOMOOMIIBHEII 1Ipoe3y, A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska / O61m1ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "M AKI3-

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

Anpec /

Address:

109029, r. Mocksa, ABTOMOOWIIBHEII 11poe3 L, A. 6, cTp. 4, cTp. 6, ctp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Jinuensua Ne 00205-/1C ot 15 peBpansa 2021 roaa

Beinyckaromumii KOHTpOJIb OG1mecTBO ¢ OrpaHUYEHHOM 0TBETCTBEHHOCTHIO "MAKI3-
KauecTBa / ®APMA" (OO0 "MAKU3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOGHIIBHBIH Ipoe3 i, 1. 6, ¢Tp. 4, ¢Tp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanue ADC / Knonunorpen/ Clopidogrel

API name

[Tpouzsogurens AOC / Xetepo [parc Jlumuten, Uuaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun ADC / CP23030009

API Bach number

Hacrostium noarsepxaro, uro nansas cepust Ne PL1400923 ITnarpun® tabiaeTky, IOKpHITHIE
IJICHOYHOU 00011049K0H, 75 Mr Ne 30, maciopt Ne 341/23 ot 07.11.2023 6bu1a npousBeieHa U
MIPOKOHTPOJIMPOBAHA B COOTBETCTBUH C JelcTBYrommMU [IpaBunamu Hannexameit
IIPOM3BOJICTBEHHOM NMpPaKTUKU EBpasuiickoro Dxonomudeckoro Coro3a u TpeOOBaHUAMU
PeructpannonHoro 10cke, a Takke B COOTBETCTBUH CO CHENH(HUKALUSIMHA 3apETHCTPUPOBAHHOTO
IIPOAYKTA.

JIOKyMEHTBI 110 IPOU3BOACTBY (IIPUMEHHMBIM CTaIHsIM) M KOHTPOJIFO KA4eCTBA TPOBEPEHBI U
0100pEHBI.

JIr00ble OTKIIOHEHHS PacciieI0BaHbl B COOTBETCTBUHU C BHYTPEHHUMH MPOLIEYPaMH U 0100PEHbI
Y1OTHOMOYEHHBIMH JTUIIOM /

[ 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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VY1o1HOMOYEHHOE JIULO
000 «MAKU3-OAPMA »




