NuueHsua Ne /1012-00102-77/00010585

Paspemenue Ha Boeimyck JIIT Ne 864
(B cootBercTBUH ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HaszBanue npoxaykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapcTBenHas ¢popma / TabJIETKH, HOKPHITHIE TUIEHOYHOW 000I09KOM/
Pharmaceutical form film coated tablets

Jlo3upoBka / 75 mMr/ 75 mg

Dose

Tun ynakoBku / 10 mit. / 3 KOHTypHas A4eHKOBas yNaKoBKa / mayka KapTOHHAas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1451124

Bach number

Hara npounsBojcTBa / 15.11.2024

Date of manufacture

Cpoxk rognoctu / I'onen 1o 31.10.2026

Expiry date

Pazmep cepun / 9 744 ynakoBok/ 9 744 packs

Bach size

Crpana HazHaueHus / Poccust/ Russia

Destination country

Perucrpannonnoe ynocrosepenue | JII1-006376 ot 29.07.2020 (nata 3amenst 12.05.2022)/

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

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

[Tpon3BoaCTBO rOTOBOM OO111eCcTBO € OTPaHUYEHHOM OTBETCTBEHHOCTEHIO "MAKU3-
nekapcTBeHHOU Gpopmbl / Finished | PAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOWIIBHBII Tipoe3 L, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[lepBuuHas ynakoBka / OO01ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTEHIO "MAKN3-

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

Anpec /

Address:

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

Bropuunas ynakoBka / OO01ecTBO ¢ OrpaHUYEHHOH OTBETCTBEHHOCTHIO "MAK3-

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

Anpec /

Address:

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




Nnuensua Ne J1012-00102-77/00010585

Brinmyckarommmit KOHTpOJTb OO111ecTBO € OrpaHUYEHHOM OTBETCTBEHHOCTEHIO "MAKMN3-
KauecTBa / O®APMA" (OO0 "MAKU3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec/

Address:

109029, r. MockBa, ABTOMOOMJIBbHBIH Npoe3, A. 6, ctp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanue ADC / Knonunorpen/ Clopidogrel

API name

[TpousBogutens ADC / Xerepo [parc Jlumurten, Uuaaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepuu ADC / CP24040004

API Bach number

Hacrosimum noarsepxaato, uto qanHas cepust Noe PL1451124 [Tnarpun® TabieTku, IOKPHITIE
IUIEHOYHOM 00010uK0#, 75 Mr Ne 30, macriopt Ne 868/24 ot 24.12.2024 6bu1a mpousBeneHa 1
IIPOKOHTPOJIMPOBAHA B COOTBETCTBUH ¢ JieiicTByromumu [IpaBunamu Hamnexaineit
IIPOM3BOJICTBEHHOH IpakTHKK EBpasuiickoro DxoHoMudeckoro Coro3a u Tpe6OBaHHIMHI
PerucTpaninoHHOro 10che, a TakkKe B COOTBETCTBUH CO CIIEIUPHUKANUSIMY 3aPErUCTPUPOBAHHOTO
MPOJYKTA.

JIOKyMEHTBI 110 IPOM3BOACTBY (IIPUMEHHMMBIM CTAIUSIM) U KOHTPOJIIO Ka4ecTBa IPOBEPEHBI U
0100pEHBI.

JIroOble OTKIIOHEHHS paccieJOBaHbl B COOTBETCTBUY C BHYTPEHHHUMH IPOLIEyPAMHU U 010OpPEHBI
YII0THOMOYEHHBIM JIUILIOM /

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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