Nuuensuna Ne 00205-/1C ot 15 ¢peBpana 2021 roaa

Paspewenne Ha Boimyck JIIT Ne 495
(B coorBetcTBUM ¢ [Iprnoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3zpanue npoayxra / [Inarpun®/ Plagril

Name of the product

MHH / Knonmuporpen/ Clopidogrel

INN

JlexapcTBennas ¢gopma / TaOJIETKH, TTOKPHITHIE TICHOYHOM 000JI04YKO0i1/
Pharmaceutical form film coated tablets

Jlo3upoBka / 75 mr /75 mg

Dose

Tun ynakoBku / 10 . / 3 KOHTypHas sYeHKOBasl yNakoBKa / Mayka KapTOHHast
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepum / PL1250524

Bach number

Jata npousBojcTBa / 30.05.2024

Date of manufacture

Cpoxk rognoctu / 'ogen 1o 31.05.2026

Expiry date

Pazmep cepun / 9 825 ynakoBox/ 9 825 packs

Bach size

Crpana Ha3HaueHUs / Poccust/ Russia

Destination country

Perucrpanmonnoe ynocrosepenue | JIII-006376 ot 29.07.2020 (nata 3amens! 12.05.2022)/

/ Marketing authorization JIII-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmaTtuBHbIif 1oKyMeHT / JIITI-006376-290720, uzm. Ne 1,23/

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

[TpousBoaCTBO rOTOBOM OO611ecTBO ¢ OrpaHUUYEHHON 0TBETCTBEHHOCThIO "MAKI3-
nexkapcTBeHHOM ¢opmsl / Finished | DAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

[TepBuyHas ymakoBka / OO01ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCThIO "M AKI3-

Primary packaging OAPMA" (OO0 "MAKN3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

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

Bropnunas ynakoska / OO1ecTBO ¢ OrpaHNUEHHOM OTBETCTBeHHOCTHIO "MAKN3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBbHBIH Tpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nuuensua Ne 00205-/1C ot 15 dpeBpans 2021 roaa

Bremyckatomuiit KOHTPOJIb OO11ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTEHIO "MAKI3-
KauecTBa / ®APMA" (OO0 "MAKHN3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBIH Ipoe3, a. 6, ctp. 4, cTp. 6, cp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Ha3zpanue ADC / Knomunorpen/ Clopidogrel

API name

[Tpoussoautens ADC / Xerepo Hparc Jlumuren, Unaus/
API manufacturer Hetero Drugs Limited, India
Homep cepunn ADC / CP23120023, CP23120024

API Bach number

Hacrosmmum noarsepxnato, uro ganHas cepust Ne PL1250524 [Tnarpun® taGneTku, IOKpHITHIE
IJIEHOYHOH 0007104K0H, 75 Mr Ne 30, macnopt Ne 481/24 ot 19.08.2024 Grlna npousBeaena u
IIPOKOHTPOJIMPOBAHA B COOTBETCTBUH ¢ AelcTBYyrommMH [IpaBuiamu Hamrexaniei
IPOM3BOACTBEHHOM NpaKkTHKU EBpasuiickoro Sxonomuueckoro Coros3a u TpeOOBaHUAMHA
PervcTpaliioHHOro 10Che, a TAKKe B COOTBETCTBHH CO CIIENUGHUKAIMSIME 3apPETHCTPHPOBAHHOTO
IpOJIyKTa.

JIOKYyMEHTBI 110 ITPOM3BOJACTBY (IPUMEHHMBIM CTAIMSIM) H KOHTPOJIIO KauecTBa IPOBEPEHBI U
0/100pEeHBI.

JIroOble OTKIIOHEHHUS pacciIeOBaHbl B COOTBETCTBHHU C BHYTPEHHUMH NPOLEAYPAMH M 0J00PEHEI
VY TOJIHOMOYEHHBIM 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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