Nnuensna Ne 00205-/1C ot 15 dpespans 2021 roaa

Paszpemenue Ha Beimyck JIIT Ne 345
(B cootBercTBuH ¢ [Ipunoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanwue npoykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapctBenHas popma / TabJIETKH, TIOKPHITHIE [IEHOYHON 000109KO#/
Pharmaceutical form film coated tablets

Ho3uposka / 75 mr /75 mg

Dose

Tun ynakoBku / 10 mT. / 3 KOHTypHas sYelKkoBas yrakoBKa / Mayka KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1450923

Bach number

Hata npousBocTsa / 28.09.2023

Date of manufacture

Cpoxk rogsoctr / I'onen o 30.09.2025

Expiry date

Pa3mep cepun / 9 977 ynakoBok/ 9 977 packs

Bach size

Crpana Ha3zHaueHus / Poccusi/ Russia

Destination country

Perucrpannonnoe ynocrosepenue | JIII-006376 ot 29.07.2020 (mara 3amensi 12.05.2022)/

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmaTuBHBI#i TOKyMeHT / JIITI-006376-290720, u3m. Ne 1,2,3/

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

[Ipou3BoaCTBO TOTOBOM OO01ecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTHIO "MAKM3-
nexapctBenHo ¢popmbl / Finished | DAPMA" (OO0 "MAKU3-®PAPMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIH TIpoe3n, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[lepBuunas ymakoBka / OO111ecTBO € OrpaHUYEHHOH OTBETCTBEHHOCTHIO "MAKM3-

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

Anpec/

Address:

109029, r. MockBa, ABTOMOOUIIBHBIN TTpoe3, A. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoBka / O611ecTBO ¢ OrpaHUYEeHHOH O0TBETCTBEHHOCTHIO "MAKN3-

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

Anpec /

Address:

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




Nuuensna Ne 00205-/1C ot 15 peBpana 2021 roga

Brinmyckarommii KOHTPOJIb OO111ecTBO ¢ OrpaHMYeHHON OTBETCTBEHHOCTHIO "MAKM3-
KayecTa / O®APMA" (OO0 "MAKHN3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

Hasanue ADC / Knonunorpen/ Clopidogrel

AP] name

[Tpouszsogutens ADC / Xetepo parc Jlumuren, Uanus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun ADC / CP23070014, CP23070015

API Bach number

Hacrosmum noarsepxaato, uto ganHas cepust Ne PL1450923 IInarpun® tabneTku, MOKPHITHIE
IUIEHOYHOH 000s104k0H, 75 Mr Ne 30, mactopt Ne 353/23 ot 13.11.2023 6buta mpousseieHa u
IPOKOHTPOJINPOBAHA B COOTBETCTBHU C AeicTByromumHu [IpaBunamu Haanexarmeit
IIPOM3BOJCTBEHHOM NpakTUKH EBpasuiickoro Jxonomuueckoro Coroza u TpeboOBaHUIMHU
PerucrpaniioHHOro 10che, a Takke B COOTBETCTBHHU CO CHEUU(PUKAIUIMH 3apETHCTPHPOBAHHOTO
HPOJIYKTa.

JIOKYMEHTBI 110 POU3BOJACTBY (IPUMEHUMBIM CTaIUSIM) M KOHTPOJITIO KayecTBa MPOBEPEHEI U
0100pEHBI.

JIroOble OTKIOHEHMS pacce0OBaHbl B COOTBETCTBUY C BHYTPEHHUMH MPOLEAYPaMu B 0100pEHbI
VY110IHOMOYEHHBIMH JIUIIOM /

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.

Beperennukosa B.K./ 5_75 zoj;&w’

VI0JIHOMOYEHHOE JIUIO
000 «MAKHN3-ODAPMA »
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