JNinueHsuna Ne 21012-00102-77/00010585

Pazpewenne Ha Boimyck JIIT Ne 459
(B cootBercTBHH ¢ [Tpunokennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3zpanue npojaykra / [Inarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapcTBennas dopma / TabJIETKHU, IOKPBITHIE MIEHOYHON 060I09KO#H/
Pharmaceutical form film coated tablets

Ho3upoBka / 75 Mr/ 75 mg

Dose

Tun ynakoskwu / 10 1. / 3 XOHTypHas sueiikoBasi yIIaKOBKa / Mavyka KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1170325

Bach number

Hara npousBocTra / 28.03.2025

Date of manufacture

Cpox romHoctn / I'omen o 31.03.2027

Expiry date

Pa3zmep cepun / 9 632 ynakoBok/ 9 632 packs

Bach size

Crpana Ha3HaueHHUs / Poccus/ Russia

Destination country

Perucrpanuonnoe ynocrosepenne | JII1-006376 ot 29.07.2020 (nata 3aMeHsI 12.05.2022)/

/ Marketing authorization JITT-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmartusHbIid nokymeHT / JIII-006376-290720, u3m. Ne 1,2,3/

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

IIpousBoacTBO rOTOBOI OO0m1ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "M AKI3-
neKkapcTBeHHOM popmbl / Finished | PAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mocksa, ABTOMOOMIIBHBIH IIpOe3J, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

ITepBuunas ymakoBka / O6mecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "M AKI3-

Primary packaging OAPMA" (OO0 "MAKH3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec/

Address:

109029, r. Mocka, ABTOMOOHIIBHBIHA Ipoe3 i, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoBka / OO0miecTBO ¢ OrpaHMYeHHON OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

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




NnueHsna Ne /1012-00102-77/00010585

Beinmyckaromuit KOHTpoJIb O61mecTBO ¢ OrpaHUYEHHOM O0TBETCTBEHHOCTELIO "MAKI3-
KauyecTna / ®APMA" (OO0 "MAKHN3-O®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec / )

Address:

109029, r. MockBa, ABTOMOOHIIBHBIH Ipoe3 , 1. 6, ctp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

HazBanne A®C / Knonunorpen/ Clopidogrel

API name

[IpouzBomurens ADOC / Xerepo [parc Jlumuren, Unaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun ADC / CP24050010

API Bach number

Hacrosium noarsepxato, uro nannas cepust Ne PL1170325 ITinarpun® tabiaeTku, TOKpHIThIe
IUICHOYHON 0007104K0H, 75 Mr Ne 30, macriopt Ne 415/25 ot 23.04.2025 Gblia mpou3Be/ieHa U
IPOKOHTPOJIMPOBaHA B COOTBETCTBUH ¢ JeficTBytommMu [IpaBunamu Hamnexameit
IIPOU3BOJICTBEHHOM MpakTHKK EBpasuiickoro DxonomMudeckoro Coro3a u Tpe6OBaHUAMHU
PerucrpalioHHOro 0che, a Takke B COOTBETCTBUM CO CIICLM(PUKAIMAMHU 3apETHCTPHPOBAHHOTO
IPOJIYKTa.

JIOKyMEHTBI 110 NPOU3BOJICTBY (IPUMEHUMBIM CTAIHSAM) H KOHTPOJIIO KA4€CTBA IIPOBEPEHHI U
0J100peHBl.

JIt00bIe OTKIIOHEHHS paccieoBaHbl B COOTBETCTBHH C BHYTPEHHMMH IIPOLEYPAMK U 0100pEHSI
Y110JIHOMOYEHHBIM 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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