NuueHsua Ne /1012-00102-77/00010585

Pazpemenue Ha BoitTyck JIIT Ne 463
(8 coorBetcTBuH ¢ Ilpnnoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanwue npoayxra / IInarpun®/ Plagril

Name of the product

MHH / Knomunorpen/ Clopidogrel

INN

JlexapctBeHHas popma / TabJIeTKH, IOKPBITHIE IJIEHOYHOH 000I0UKOH/
Pharmaceutical form film coated tablets

JlosupoBka / 75 mr /75 mg

Dose

Tun ymaxoBku / 10 wiT. / 3 KOHTYpHas STUEHKOBas YIIAKOBKA / MayKa KapTOHHAs
Package type o 10 PCs / 3 blister packs / cardboard packs

Howmep cepuu / PL1200425

Bach number

Jlata mpousBoacTea / 05.04.2025

Date of manufacture

Cpox roguoctu / 'omeH a0 31.03.2027

Expiry date

Pazmep cepun / 9 595 ynakoBox/ 9 595 packs

Bach size

Crpana HasHaueHus / Poccus/ Russia

Destination country

Peructpanuonnoe ynocroseperne | JIII-006376 ot 29.07.2020 (nara 3amens 12.05.2022)/

/ Marketing authorization JITI-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmaTtuBHBIi foOKyMeHT / JII-006376-290720, n3m. Ne 1,2,3/

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

ITponsBoacTBO roTOBOI OO6mecTBO ¢ OrpaHu4YeHHON 0TBeTCTBeHHOCTHIO "MAKI3-
nekapctBeHHOM hopmel / Finished | ®PAPMA" (OO0 "MAKHN3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mocksa, ABTOMOOUNBHBIHN 1poe3 N, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

IlepBuunas ynakoska / OO01ecTBO ¢ OrpaHUYCHHOM 0TBETCTBEHHOCTHIO "M AKI 3-

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

Anpec /

Address:

109029, r. Mockga, ABTOMOOWIBHBIN Tpoe3 ], 1. 6, c1p. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunast ynmakoBka / OO61ecTBO ¢ OrpaHU4eHHON 0TBeTCTBeHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOWIIBHBIH poe3n, 1. 6, ¢Tp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nuuensus Ne /1012-00102-77/00010585

Brinmyckarolmii KOHTPOIIb
KauecTna /
Quality Control

O6miecTBO ¢ orpanm4eHHOl oTBeTcTBeHHOCThIO "MAKUN3-
OAPMA" (OO0 "MAKHN3-OAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOOMIIBHEIH TIpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/

109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Haspanne ADC / Knomunorpen/ Clopidogrel

API name

ITponssoaurens ADC / Xetepo Hparc Jlumuren, Unaus/
API manufacturer Hetero Drugs Limited, India
Homep cepun ADC / CP24120021

API Bach number

Hacrosmum noareepxaro, uro ganHas cepus Ne PL1200425 ITnarpun® tabneTku, NOKphITHIE
IUICHOYHOM 06010uKoit, 75 Mr Ne 30, mactiopt Ne 421/25 ot  28.04.2025 6bu1a npou3BeicHA U
IIPOKOHTPOJIUPOBAHA B COOTBETCTBHH ¢ AedcTByIommmMu [1paBunamu Hapnexaimeit
TPOU3BOACTBEHHON npakThku EBpaszuiickoro Oxonomudeckoro Coro3a U TpeOOBaHUSIMHU
PerucrpannoHHOTO TOCHE, & TAK)KE B COOTBETCTBIM CO CHENU(PUKALUSIMHU 3apEeTHCTPUPOBAHHOTO
TIPOAYKTA.

JIOKYMEHTBHI ITO MPOU3BOACTRY (TIPUMEHHMBIM CTaIHSIM) U KOHTPOJIO Ka4eCTBa IPOBEPEHBI U
0100peHbI.

JIzo6ble OTK/IOHEHNS PaccieIOBaHbl B COOTBETCTBUM C BHYTPEHHHMM MPOLIEAYPAMH H 0A00PEHEI
VY HOJHOMOYSHHBIM JIATIOM /

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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