Nuuensua Ne /1012-00102-77/00010585

Paspemenune Ha Boimyck JIIT Ne 860
(B cootBetcTBUH ¢ [Iprnoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3Banue npoaykra / [Inarpun®/ Plagril

Name of the product

MHH / Knonmunorpen/ Clopidogrel

INN

JlexapctBeHHas popma / TabJIETKH, TOKPBITHIE TNIEHOYHOU 000JI09KOM/
Pharmaceutical form film coated tablets

Jlo3upoBka / 75 mr /75 mg

Dose

Tun ynakoBku / 10 wT. / 3 KOHTypHAas sT4elKoBasl yNakoBKa / Imayka KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs

Homep cepun / PL1411124

Bach number

JlaTa mpoun3BojicTBa / 15.11.2024

Date of manufacture

Cpoxk rognoctu / 'ogen no 31.10.2026

Expiry date

Pazmep cepun / 9 822 ynakoBok/ 9 822 packs

Bach size

Crpana Ha3Ha4yeHHUs / Poccus/ Russia

Destination country

Perucrpanonnoe ynocrosepenue | JII1-006376 ot 29.07.2020 (nata 3amens! 12.05.2022)/

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

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

[Ipou3BoACTBO rOTOBOM OO01ecTBO ¢ OTpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKI3-
nexapctBeHHOH ¢opwmbl / Finished | DAPMA" (000 "MAKHN3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIH mpoe3, 1. 6, ctp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[lepBuunas ynakoBka / OO111eCTBO € OTpaHUUEHHOW OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

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

Bropuunas ynakoBka / OO6111ecTBO ¢ OTPAaHMYEHHOM OTBETCTBEHHOCTHIO "MAKN3-

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

Anpec /

Address:

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




Nuuensua Ne /1012-00102-77/00010585

Brinyckaromuii KOHTPOJIb OO1ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-
KauecTBa / ®APMA" (OO0 "MAKU3-®PAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

HaszBanue ADC / Knomunorpen/ Clopidogrel

API name

[Tponzsogurens AOC / Xetepo [parc Jlumuren, Uumus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun AOC / CP24040003

API Bach number

Hacrosmum moarsepixaaro, uro qanHas cepust Ne PL1411124 [Tnarpun® T1aGneTku, IOKpBITHIE
IJIEHOYHOH 060104uK0H, 75 Mr Ne 30, macniopt Ne 861/24 ot 24.12.2024 Gbuta npousBeieHa U
IIPOKOHTPOJIMPOBAHA B COOTBETCTBHH C JieiicTByrommMu [IpaBunamu Hamexamei
IIPOM3BOJICTBEHHOM npakTuku EBpasuiickoro Dxonomuyeckoro Coro3a u TpeboBaHUAMHU
PerucTpanuoHHOro 10Ckhe, a TAKKe B COOTBETCTBUH CO CENHUBHUKAIUAMH 3aperHCTPUPOBAHHOTO
IPOJAYKTA.

JIOKYMEHTBI 110 IIPOM3BOJACTBY (IPUMEHMMBIM CTAIMSAM) U KOHTPOIIIO Ka4yecTBa IPOBEPEHBI U
0/100pEHBL.

JIxoOble OTKIIOHEHHS PAcC/IEN0BaHbl B COOTBETCTBHHU C BHYTPEHHUMH HPOIEAYPAMHU U 0J00PEHb!
VY TOIHOMOYEHHBIM JIUIOM /

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.

AHAPOCOB A.A.éu

VIIOTHOMOYEHHOE JIUIIO
000 «MAKIN3-OAPMA »

7L 2024 r.




