JNnueHsmna Ne /1012-00102-77/00010585

Paspemenue na Boimyck JIIT Ne 771
(B cootBeTcTBHH C [Iprnoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Hazpanue npomyxra / ITnarpun®/ Plagril

Name of the product

MHH / Knomunorpe:n/ Clopidogrel

INN

JlexapcTBenHas Gpopma / TabJIETKH, IIOKPBITHIE IIEHOYHOH 060109K0i/
Pharmaceutical form film coated tablets

Jlozuposka / 75 Mr/ 75 mg

Dose

Tumn ynakosxwu / 10 . / 3 KOHTYpHast s'9eiikoBas yakoBKa / mauka KapTOHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Homep cepuu / PL1321024

Bach number

Jarta npoussoncraa / 09.10.2024

Date of manufacture

Cpox rogroctu / I'ogen o 30.09.2026

Expiry date

Pa3zmep cepun / 9 807 ynakoBok/ 9 807 packs

Bach size

Crpana HazHauenus / Poccusi/ Russia

Destination country

Perucrpanuonnoe ynocroseperne | JII1-006376 ot 29.07.2020 (mara 3ameHs! 12.05.2022)/

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmaruBHbIif 10KyMeHT / JI1-006376-290720, u3m. Ne 1,2,3/

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

ITpousBoACTBO roTOBOIT OO11ecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTHIO "MAKI3-
JeKapcTBeHHOM popmbl / Finished | ®PAPMA" (000 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOGHIIBHEII IIpoe3y, 1. 6, ctp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

IlepBuunas ymakoska / O61ecTBO ¢ OrpaHHYEHHOH OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOGH/IBHBIH npoesn, A. 6, ctp. 4, c1p. 6, c1p. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska / O611ecTBO ¢ OrpaHUYEHHOH OTBETCTBEHHOCTHIO "MAKIU3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOGHIIBbHBIH npoes, 1. 6, crp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Jlnuensna Ne J1012-00102-77/00010585

Brimyckaromuii KOHTpoJIb OO1mecTBO ¢ OrpaHHYEHHOI 0TBETCTBEHHOCTHIO "MAKM3-
KayecTpa / PAPMA" (OO0 "MAKHU3-PAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOGUIIBHBIH Mpoe3 , 1. 6, cTp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Ha3Banne ADC / Knomugorpen/ Clopidogrel

API name

[TponsBoaurens ADC / Xerepo [lparc Jlumuren, Unaus/
API manufacturer Hetero Drugs Limited, India
Homep cepuun ADC / CP23120025, CP24040001

API Bach number

Hacrosimum noareepixaaro, uro nannas cepus Ne PL1321024 [Inarpun® tabneTKH, OKpHITHIE
IJIEHOYHOH 000J109K0H, 75 Mr Ne 30, macopt Ne 766/24 ot 07.11.2024 6112 IIPOU3BEJICHA U
IIPOKOHTPOIMPOBAHA B COOTBETCTBHH C JekcTByIommMu [IpaBunamu Hamnexarmeit
IIPOU3BONCTBEHHOM NpakTHKK EBpasuiickoro Dxonomuyeckoro Coro3a H TpeGOBaHUAMH
Perncrpanuonnoro nocke, a Takke B COOTBETCTBHH CO CHELUpUKALAAMY 3apErHCTPHPOBAHHOTO
IPOIYKTA.

JIOKYMEHTBI 110 IPOU3BOACTBY (IIPHMEHAMBIM CTATHAM) H KOHTPOIO KAYeCTBa [IPOBEPEHBI U
0100pEHBI.

Jl1o0bie OTKIOHEHHS PacCiIeIOBaHbl B COOTBETCTBHH C BHYTPEHHHMH IpoLeaypaMu U 0100peHEI
VY1o1HOMOYeHHBIM JTULIOM /

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.
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Beperennukosa B.K./ 13&)6 feer, 7 repld 7J/ 2024 .
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Y10JIHOMOYEHHOE JIULIO ,
000 «<MAKU3-OAPMA » -\ =\ MIE



