Nnuensmna Ne 00205-N1C o1 15 pespans 2021 roga

Paspemenue Ha Boimyck JIIT Ne 71
(B coorBercTBuH ¢ [punoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3zpanue npoaykra / [Inarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapcTBenHas ¢popma / TabJIEeTKH, TIOKPHITHIE TUIEHOYHON 000I09KOH/
Pharmaceutical form film coated tablets

JHo3upoBka / 75 mr /75 mg

Dose

Tun ynakoBkwu / 10 1T. / 3 KOHTypHas siueliKoBasl yIakoBKa / I1a4yka KapTOHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1010224

Bach number

Harta npousBocTra / 16.02.2024

Date of manufacture

Cpok rognoctu / ['osieH 10 28.02.2026

Expiry date

Pa3zmep cepun / 9 950 ynaxoBok/ 9 950 packs

Bach size

Crpana Ha3HaYeHuUs / Poccust/ Russia

Destination country

Perucrpaunonnoe ynocrosepenne | JIII-006376 ot 29.07.2020 (nata 3amens 12.05.2022)/

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

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

[Ipou3BOACTBO TOTOBOI OO11ecTBO C OrpaHHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-
nekaperBeHHOR Gpopmel / Finished | PAPMA" (OO0 "MAKU3-PAPMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

[IepBuuHas ynakoBka / OO111ecTBO € OTpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKI3-

Primary packaging ®APMA" (OO0 "MAKUN3-O©APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. Mocksa, ABTOMOOMIBHBII Ipoes, 1. 6, ¢Tp. 4, cp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska / OO1m1ecTBO ¢ OrpaHUUEHHOM OTBETCTBEHHOCTEIO "MAKN3-

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

Anpec /

Address:

109029, r. Mocksa, ABTOMOOHIBHBIIA 1Ipoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nnuensua Ne 00205-/1C ot 15 deBpana 2021 roga

Beinmyckaromuii KOHTpOJTb OO1miecTBO ¢ OrpaHU4YEeHHON OTBETCTBEHHOCTRIO "MAKI3-
KayecTna / O®APMA" (OO0 "MAKHN3-®PAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

Haszpanue AOC / Knonunorpen/ Clopidogrel

API name

[Tpoussogutens ADC / Xerepo [parc Jlumuren, Uaaus/
API manufacturer Hetero Drugs Limited, India
Homep cepun A®C / CP23070016, CP23070017

API Bach number

Hacrostmum noarsepxnaro, uro nanHas cepust Ne PL1010224 ITnarpuin® tablieTKH, MOKPHIThIE
IUIEHOYHOH 06onmoukoi, 75 Mr Ne 30, macopt Ne 64/24 ot 11.03.2024 6sL1a npousseeHa 1
IIPOKOHTPOJIMPOBAHA B COOTBETCTBUU C AeicTByrommMu [IpaBunamu Hamnexammein
MPOU3BOJICTBEHHOM ITpakTHKK EBpaszuiickoro Dxonommueckoro Coro3a 1 TpeOOBaHUSAMH
PerucrpaiioHHoro 10che, a Takke B COOTBETCTBHHU CO CHELUBHUKALMIMH 3apErHCTPHPOBAHHOTO
IpOJyKTa.

JIOKyMEHTBI 110 IPOM3BO/ICTBY (IPHUMEHHUMBIM CTAIHSIM) U KOHTPOJIIO KAY€CTBA IPOBEPEHB] 1
0/100pEHBL.

JIroOble OTKIIOHEHHUS paccieJoBaHbl B COOTBETCTBHH C BHYTPEHHUMH MIPOLEYPAMHU U 0J00PEHbI
VY10JJHOMOYEHHBIMH JIUIIOM /

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.

Beperennnkosa B.K./ dg%[ua‘;‘ o 2 oo g %5 » -16627/?772&, 2024 .
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