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Ceptudikart akocrti N2 040000116158

KsanTt® 3acnokiinnmsun, Tabnetkun, BKpuTi nniBkosoio o6onoxkoio, no 10 tabnetok y
6nicrepi, no 2 6nicrepmn B nauyi
17abneTka MICTUTb: eKCTPaKT KOpeHeBWLya BanepiaH BOAHO-CNUPTOBWIA CyXMiA, eKCTpareHT: eTaHon 70
%-125 Mr; eKCTpakT NMCTA menick cyxuin, ekcTparenT: meTadon 30 %-112,5 Mr; ekcTpakT Tpasw nacudnopm

cyxuin, ekctpareHT: etaHon 70 %-80 mr

Homep cepii: 60624 KpaiHa oTpumyBay: YKpaiHa
KinbkicTb npoaykuii: 21.915 Tuc.ynak. N¢ PeecTp. NoceifgueHHs: UA/17603/01/01
[aTa BupobH1LTBa: 06.2024 TepmiH gii peecTp. nocsiguenHs:  21.08.2024

AHani3 BUKOHaHW# no: MKA 113 po PN NeUA/17603/01/01 Big 21.08.2019 p., 3minu Big 07.07.2022 p.

HalmeHyBaHHA NOKa3HWUKIB Bumorn AHJ(cneyndikanii) PezynbTath BUnpo6yBaHb

Onuc TabneTku oBanbHOI $OpPMK 3 ABOONYKNOKD

NoBepXHelo, 3 pUcKok abo 6e3 Hel, BKpUTI

NNiBKOBOK 060M0HKOI TEMHO-3€N1eHOT0 KONbopy Bianosigae
lpenTudikayin
EkcTpakT BanepiaHn Ha xpomatorpami sunpoboByBaHOro po34nHy mae
BOAHO-CNUPTOBUIA CyXWiA BMABNATUCA NNAMA aLETOKCUBANepeHoBOI KUTI0TH

Ha piBHI NNAMKW Ha XpomaTorpami po3unHy

nopiBHAHHA. [JONYCKAETLCA HAABHICTb iHWWX NNAM

Ha XxpomaTtorpami BunpoboByBaHOrO PO3YUHY Binnosipae
EkcTpakT nucta menicn cyxunin Ha xpomaTtorpami BUNpoboByBaHOTrO po3uMHY Ma€

BUABNATUCA NNAMa PO3MapPWHOBOI KNCIOTU Ha PiBHi

NAAMKU Ha XpomaTorpami po34nHy NOpPiBHAHHA.

[lonyckaeTbca HaABHICTb IHWWX NNAM Ha

XpomaTtorpami BUNpo6oByBaHOro po3umnHy. Binnoeinae
ExkcTpakT nacudnopm cyxuit Ha xpomaTorpami BunpoboByBaHOro po3qnHy mMae

BUABNATUCA MJIAMa i30BITEKCUHY Ha pPiBHI NNAMMK

Ha XpoMaTorpami po3ynHy NOPIBHAHHA.

JonycKaeTbCA HaABHICTb IHWMWX NAAM Ha

XpOMaTorpami BUNpoboByBaHOro po3unHy Bignosipae
Onagpai 200 3enennit IY-cnekTp NOrNMHaHHA NOKPWTTA TabneTkn Mae
200F210013 BignosigaTu cnekTpy C3 cymiwi gns nniskoBoro
nokputTa ¢ipmn Colorcon Limited, wo gogaetsen Bignosipae
CepegHsa maca Bin 0,685 r go 0,757 r 0,718r
Po3napaHHsa He 6inbwe 30 xB (3 gnuckamn) 14 xB
Mikpo6ionoriyHa uncrora
3aranbHe 4ncno aepobHUX Kputepii npuitnatHocti 1000 KYO/r
Mikpoopratizmis (TAMC) 0 (MeHwe 10)
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3aranbHe YACNO APIKOKOBKX Ta Kpwutepiin npuitHaTtHocTi 100 KYO/r
nnicHssux rpubis (TYMC) 0 (MeHwe 10)
Escherichia coli BincyTHicTb B 1T BincyTHi

KinbkicHe BU3SHaueHHA

CeckBiTepneHoBi KNCNOTH He meHwe 0,2 Mr, B NnepepaxyBaHHi Ha
(aueToxkcuBanepeHoBa Kucnota + BaNiepeHOBY KNC/IOTY Ta cepefiHio macy OfHIEl
Ba/lepeHoBa KNCIoTa) TabneTkm 0,4 mr/tab
PosmapuHoBa kucnoTa He meHwe 2,0 Mr, B nepepaxyBaHHi Ha cepefiHio
macy oaHiei TabneTku 8,8 mr/Tab
I3oBiTEKCUMH He meHwe 0,3 Mr, B nepepaxyBaHHi Ha cepefiHIO
Macy oAaHi€l TabneTkm 1,0 mr/Tab
YnakoBka Mae signosigatn Bumoram Bignosigae
MapkyBaHHA Mae eignosigatn Bumoram Bipnosigae
Tepmin npmpaaTHocTi: 2 poku Lo 06.2026

Ymosu 36epiraHHa: B opuriHanbHiit ynakoeui npu Temnepatypi He euwe 25 °C

KomenTapi:

3anBa npo ceprudikauiio:

Lium s 3acsiguyio, Wo suweskasaHa iHpopmauia € fgoctosipHow i TouHow. Lo cepilo npopykuii 6yno BupobneHo (Bknwouawoumn
YNaKoBKy/MapKyBaHHA) Ta NPOBEAEHNI KOHTPONb i AKOCTI Ha HWPKYEBKa3aHii AinbHMUI B NOBHIA BignosiaHocti o sumor GMP,
BCTAaHOBNEHMWX MiCLIeBUM PEerynaTopHMM OpraHoMm, a TakoX y BiANOBIAHOCTI i3 cneumdikauiamm, AKi 3HaXoAATLCA Y peecTpaLiiHoMy
Rocbe/Toproeoi niyensii. MpoTokonu BUpOBGHULTEA, NaKyBaHHA Ta aHani3iB 6ynu nepesipeHi Ta BcTaHoBneHa BignosigHicte GMP.

DosesoneHo fo peanisayii / Ao BigBaHTaXKeHHA

YnoBHoBakeHa ocoba — MposigHuia iHxeHep BCTaBll KpaBueHko C.M. 28.06.2024

Bupo6Huua ginbHnYA:

YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; NliueHsia Ha BnpobHnuteo AE Ne 637430 sig 07.04.2015;
Ceptudikat GMP Ne045/2022/GMP Big 25.08.2022; GMP_UZ-08:2023 Big 30.11.2023; UP/1-530-10/21-03/13 Big

28.10.2021; GMP/EAEU/KZ/81-01-24 Bin 15.12.2023

KoHTponb AKocTi Ta BuAaua AosBony Ha peanisauyiio:
YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscoka, 74; Csigouteo npo atectauiio N¢ 390 sig 22.01.2019
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