Nnuensuna Ne 00205-/1C ot 15 deBpana 2021 roaa

Paszpemenue Ha Boimyck JIIT Ne 219
(B cootBercTBUM ¢ [Ipunoxeruem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3zpanue npoxaykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knomumorpen/ Clopidogrel

INN

JlexapcTBeHnHas dhopma / TabJIETKU, TOKPHITHIE TUIEHOYHOH 000J10YKO#/
Pharmaceutical form film coated tablets

Jlo3upoBka / 75 mr/ 75 mg

Dose

Tun ynakoBku / 10 mrt. / 3 KOHTypHas s4eiKoBasl yIakoBKa / TTauyka KapToHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepumn / PL1150324

Bach number

Jlata npousBojcTa / 29.03.2024

Date of manufacture

Cpoxk rognoctu / I'ogen no 31.03.2026

Expiry date

Pa3zmep cepuu / 9 905 ynakoBok/ 9 905 packs

Bach size

Crpana Ha3HaueHus / Poccust/ Russia

Destination country

Perucrpaunonnoe ynocrosepenue | JII1-006376 ot 29.07.2020 (aata 3amensi 12.05.2022)/

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmaTuBHBIH 1OKYMEHT / JII1-006376-290720, u3m. Ne 1,2,3/

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

[Tpon3BoACTBO rOTOBO¥ OO0mmiecTBO ¢ OrpaHUYEHHOM 0TBETCTBEHHOCTHIO "MAKI3-
nekapcTBeHHOH popmbl / Finished | PAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec/

Address:

109029, r. MockBa, ABTOMOOHIIBHBIIA TTpoOe3 L, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepBuunas ynakoBka / OO01ecTBO ¢ OrpaHHUEHHOMN OTBETCTBEHHOCTHI0 "MAKU3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBIH TIpoe3 L, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska / OO01ecTBO ¢ OrpaHUUEHHO#N OTBETCTBEHHOCTHIO "MAKU3-

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

Anpec /

Address:

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




Nnuensua Ne 00205-/1C ot 15 ¢pespana 2021 roga

Beinyckaromumii KoHTpoJIb OG111eCTBO C OTpaHUYEHHOH OTBETCTBEHHOCTHIO "MAKUN3-
KauecTBa / ®APMA" (OO0 "MAKU3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIH Tpoe3 [, 1. 6, CTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hassanue ADC / Knomunorpen/ Clopidogrel

API name

[TpouzBoautens ADC / Xerepo [lparc Jlumuten, Unaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun ADC / CP23090020, CP23120021

API Bach number

Hacrosmum noarsepxaato, uro ganHas cepust Ne PL1150324 [Tnarpun® tabiieTKH, HOKPHITHIE
IUIEHOYHOM 000510uK0i, 75 Mr Ne 30, maciopt Ne 233/24 ot 08.05.2024 66114 Ipou3BEIEHA H
IIPOKOHTPOJIMPOBaHa B COOTBETCTBUMU C JeiicTByromumu [Ipasunamu Hamnexaimei
IIPOM3BOJICTBEHHON ITpakTHKU EBpasuiickoro JxoHomuueckoro Coro3a 1 TpeOOBaHHAMH
PerucrpaninoHHOro 10Cke, a TAKXKe B COOTBETCTBUH CO CIIENUPHUKALMSIMH 3apETHCTPHPOBAHHOTO
IPOIYKTa.

JIOKYyMEHTBI 110 TIPOU3BOACTBY (IIPUMEHHUMBIM CTaIHsIM) H KOHTPOJIIO Ka4eCTBa IPOBEPEHBI H
0/100pEHBI.

JIxoObIe OTKIIOHEHHUS pacciieJOBaHbl B COOTBETCTBUHU C BHYTPEHHUMH IIPOIIETYPaMH U 000pEHEI
YTOTHOMOYEHHBIMH JIULIOM /

[ 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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VI0JIHOMOYEHHOE JIULO
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