JNnuensma Ne 00205-/1C o1 15 ¢pespans 2021 roga

Paspemenue Ha Boimyck JIIT Ne 217
(B cootBercTBHH ¢ [Ipunoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3zBanue npoaykra / [Inarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapcTBenHas gopma / Ta0JIETKH, TOKPBITHIE IIJIEHOYHON 000I0YKOH/
Pharmaceutical form film coated tablets

Jlo3upoBka / 75 mr /75 mg

Dose

Tun ynakosku / 10 . / 3 KOHTYpHas s9eiKoBast yIakoBKa / [ayka KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs

Homep cepuu / PL1130324

Bach number

Jara npousBojcTra / 28.03.2024

Date of manufacture

Cpoxk ronsoctu / I'ogen no 31.03.2026

Expiry date

Pasmep cepun / 9 963 ymakoBok/ 9 963 packs

Bach size

Ctpana Ha3HaueHus / Poccus/ Russia

Destination country

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

/ Marketing authorization JI[1-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmartuBHblii tokymeHT / JII1-006376-290720, u3m. Ne 1,2,3/

Normative document JII1-006376-290720, variation Ne 1,23

ITpon3BozacTBO rOTOBON O611ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "M AKU3-
nexapcTBeHHOH ¢popmbl / Finished | PAPMA" (000 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOWIIBHBIN IIpoe3 1, 1. 6, ¢Tp. 4, cTp. 6, ctp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

ITepBuunas ynmakoBka / O61ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "M AKU3-

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

Anpec /

Address:

109029, r. Mocksa, ABTOMOOMIIBHBIH npoe3 i, . 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuynas ynakoska / O61mecTBO ¢ OrpaHHYEHHO 0TBETCTBEHHOCTHIO "M AKU3-

Secondary packaging ®APMA" (OO0 "MAKHU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. Mocksa, ABTOMOOMIBHEIIT 11poe3 L, 1. 6, CTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




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

Beimyckaroiuii KOHTPOJIb OO111ecTBO € OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKM3-
KavecTna / GAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIH ITpoe3n, 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

[TpousBogurens ADC / Xetepo [parc Jlumuren, Unnus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun ADC / CP23090020

API Bach number

Hacrosmum noareepxato, yro naHHas cepust Ne PL1130324 [Tnarpun® tabieTkH, OKPLITEIE
IUIEHOYHOM 00osoukoi, 75 Mr Ne 30, macriopt Ne 213/24 ot 08.05.2024 6bL1a pou3BeaEHA H
[IPOKOHTPOJIMPOBAHA B COOTBETCTBUH ¢ AeicTByromuMu [1paBunamu Haanexarmei
IIPOM3BOJACTBEHHOM NpaKkTUKK EBpazuiickoro JxoHomuueckoro Coro3a U TpeOOBaHUIMU
PerucrpaninoHHOro 10che, a TakxkKe B COOTBETCTBUH €O CIIEIM(DUKALUSIMH 3apETHCTPUPOBAHHOTO
POIYKTA.

JIOKYMEHTBI 10 IIPOM3BOJACTBY (IIPUMEHUMBIM CTaIHsIM) U KOHTPOJIIIO Ka4eCTBa POBEPEHBI U
0/100pEHBI.

JIroOble OTKIIOHEHHMS paccie0BaHbl B COOTBETCTBHHU C BHYTPEHHUMH IPOLIEAYPAMH H 0J00PEHBI
V10IHOMOYEHHBIMH JIUIIOM /

[ 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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