Nuuensua Ne J1012-00102-77/00010585

Paspemennie Ha Boimyck JIIT Ne 461
(8 cootBetcTBUH ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Hazpanue npoaykra / [Mnarpun®/ Plagril

Name of the product

MHH / Knomuporpei/ Clopidogrel

INN

JlexapcrBennas dopma / TabIEeTKH, OKPHITHIE IUIEHOUHOH 000710UKOMH/
Pharmaceutical form film coated tablets

Jlo3upoBka / 75 Mr /75 mg

Dose

Tun ymaxoBku / 10 mrT. / 3 KOHTYpHAas S4eKoBas yIIakoBKa / ITauka KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL.1180425

Bach number

Jlata mpou3sBojcTBa / 05.04.2025

Date of manufacture

Cpox roguoctu / 'ogeH no 31.03.2027

Expiry date

Pazmep cepuu / 9 597 ynakoBox/ 9 597 packs

Bach size

CrpaHa HazHa4YeHHs / Poccus/ Russia

Destination country

Peructpanmnonnoe ynocrosepenue | JIII-006376 ot 29.07.2020 (nara 3amenst 12.05.2022)/

/ Marketing authorization JITI-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmatuBHBIH TOKYMEHT / JIT1-006376-290720, uzm. Ne 1,2,3/

Normative document JIT1-006376-290720, variation Ne 1,2,3

IIpousBoacTBO roTOBOM OOmrecTBO ¢ OrpaHHYEHHON OTBETCTBEHHOCTHIO "MAKH3-
nekapctBeHHoi popmel / Finished | PAPMA" (000 "MAKUN3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOWIBHBIN Npoe3, a. 6, cTp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

IlepBuuHas ynakoska / O61mecTBO ¢ orpanuyueHHOM oTBeTCTBeHHOCTHI0 "M AKH3-

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

Anpec /

Address:

109029, r. MockBa, ABToMOOMIBHBIN Ipoe3, 4. 6, cTp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ymnaxoBka / O61mecTBO ¢ OrpaHUYEeHHOM O0TBETCTBeHHOCTEI0 "M AKU3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOUIIBHBIN Hpoe3 N, 1. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nuuensua Ne /1012-00102-77/00010585

Briyckarommii KOHTPOIIBb OO1ecTBO ¢ OrpaHUYEHHOM 0TBeTCTBeHHOCTRIO "MAKI3-
KauecTpa / ®APMA" (OO0 "MAKUN3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec/

Address:

109029, r. MockBa, ABTOMOOWIBHBI TIpoe3, A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Haszsanne A®C / Knomumorpen/ Clopidogrel

API name

[Mpowussogutens ADC / Xerepo parc Jlumuten, Uaaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepuu ADOC / CP24050010

API Bach number

Hacrosmum noareeprkaaro, uro nanHas cepus Ne PL1180425 Ilnarpun® tabieTku, HOKPHITHIE
TIeHOYHO# 06onoukoit, 75 Mr Ne 30, macmopt Ne 418/25 ot 25.04.2025 6112 npou3BeeHa u
IIPOKOHTPOJIMPOBaHA B COOTBETCTBUH ¢ JAelicTBytonmmu IlpaBunamu Hannexameit
IIPOM3BOACTBEHHOMN NpakTHKH EBpasuiickoro Oxonomuueckoro Coro3a U TpeOOBaHUIMHA
PeructpannoHHOT0 K0OCHE, 8 TAKXKE B COOTBETCTBHIH CO CHEU(PUKANNIME 3aperUCTPHPOBAHHOTO
MPOAYKTA.

JIOKyMEHTBHI 10 TPOU3BOACTBY (IIPIMEHUMBIM CTaIUsSIM) M KOHTPOJIIO Ka4eCTBa MPOBEPEHBI U
OIOOPEHEL:

JIxo0ble OTKIIOHEHHUS PACcCiIeIOBaHbl B COOTBETCTBUH C BHYTPEHHUMH IPOLEAYpaMH U 0OJ0OPEHbI
VYIOJIHOMOYEHHBIM JIAIIOM /

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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