Nvuensua Ne J1012-00102-77/00010585

Paspemenue Ha Boinyck JIIT Ne 1164
(B cootBercTBuM ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanue npomaykTa / [Tnarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapctBennas popma / Ta0JIeTKU, TIOKPBITHIE TUIEHOYHOM 000JI04KO0i1/
Pharmaceutical form film coated tablets

Jlo3upoBka / 75 mr /75 mg

Dose

Tun ynaxorku / 10 mt. / 3 KOHTypHas siuelKoBas yakoBKa / mayka KapTOHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepuu / PL1451025

Bach number

[ara npousBoacrsa / 01.10.2025

Date of manufacture

Cpok ronnoctu / 'ogen 110 30.09.2027

Expiry date

Pazmep cepun / 9 411 ynakoBox/ 9 411 packs

Bach size

Crpana Ha3HaueHHs / Poccusi/ Russia

Destination country

Perucrpauronnoe ynocrosepenue | JII1-006376 ot 29.07.2020 (nara 3amensr 19.11.2024)/

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 19.11.2024)
HopmatuBHbIi TOKyMeHT / JII1-006376-290720, u3m. Ne 1,2,3,4/

Normative document JII1-006376-290720, variation Ne 1,2,3,4

[Ipou3BOACTBO rOTOBOM O61mecTBO ¢ OrpaHUYEHHOMN O0TBETCTBEHHOCTEIO "MAKU3-
nexapcTBeHHOH popmbl / Finished | PAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBII Npoe3 N, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[IepBuynas ynakoBka / O611ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKN3-

Primary packaging ®APMA" (OO0 "MAKHU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBIIH Tpoe3, a. 6, ctp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoka / OO611ecTBO € OrpaHHUYEHHOM 0TBETCTBEHHOCTHIO "M AKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBIH Ipoe3f, A. 6, ctp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nwuensmna Ne J1012-00102-77/00010585

Beimyckaromuit KOHTpoJIb O61mecTBO ¢ OrpaHHYEHHON OTBETCTBEHHOCTHIO "MAKUN3-
KauecTBa / D®APMA" (OO0 "MAKU3-®PAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOUIBHBI IIpoe3z, A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hasanue A®C / Knonugnorpen/ Clopidogrel

API name

[Tpouzsoaurens ADC / Xetepo Jlparc Jlumuren, Unaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun ADC / C025030006, CO25040007

API Bach number

Hacrosimyim noareepxaaro, uro nanHas cepust Ne PL1451025 [Tnarpun® Tab1eTkH, HOKPHITHIE
IJICHOYHOU 0007104K0#, 75 Mr Ne 30, macropt Ne 1152/25 ot 16.10.2025 6bu1a mpon3BesieHa U
MPOKOHTPOJIMPOBAHA B COOTBETCTBUU C AeiicTByromumu [IpaBunamu Hamnexamei
IIPOM3BOJICTBCHHOU NMpaKTuKU EBpasuiickoro DxoHoMuueckoro Coro3a u TpeOoBaHUIMH
Perucrpannonnoro 1ocee, a Takxke B COOTBETCTBUHM €O CIIEHM(HKALMAMY 3apErMCTPHPOBAHHOTO
MPOIYKTA.

JIOKYMEHTBI 110 NPOM3BOACTBY (IIPUMEHMMBIM CTa[UsIM) U KOHTPOJIO KAYeCTBA IIPOBEPEHBI U
0100pEHBI.

JIxoOble OTKIOHEHHS pacciieJoBaHbl B COOTBETCTBHH C BHYTPEHHUMH IIPOIIEAyPAMH M 0J00PEHbI
Y1OJIHOMOYEHHBIM JTHIIOM /

[ 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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Y1nojaHoMOoYeHHOE JIUI0
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