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Ceprudikat axocti N2 040000123969

Oneprtic, po3uuH ans indysii 0,3 mr/mn, no 100 mn y dnakoHi, no 1 ¢pnakony y nayui
1M PO3UYUHY MICTWUTb ELAPABOHY 0,3 MI

Homep cepii: 10125 Kpaika oTpumyBay: YKpaiHa
KinbKicTb npogyKuii: 8.352 Tuc.ynak. N2 PeecTp. NOCBIAYEHHR: UA/19847/02/01
[ata Bupo6HuLiTBa: 01.2025 TepMin aii peectp. nocsiguennn;  29.12.2027

AHani3 BUKOHaHWIA No: MK# /13 go PN NeUA/19847/02/01 sig 29.12.2022 p., 3miHu Big 29.07.2023 p.

HaiimeHyBaHHA NOKa3HWKIB Bumorn AHJ(cneyundikauii) Pesynbraty BUNpodyBaHb

Onunc MNpo3sopa 6esbapsHa pifuHa Bipnosigae
lpenTudikauin

EpapaBoH Ha xpomaTtorpami BUnpo6oByBaHoro posuuHy,

oTpumatiit B po3gini «KinbkicHe BU3HaYeHHS.

EgapaBoH», Yac yTpUMyBaHHSA Miky eapaBoHy Mae

cnisnafaTi 3 YacoMm YTPUMyBaHHA NiKy efapasoHy

Ha XpoMaTtorpami po3unHy NopiBHARHA 3 TOYHICTIO

+2 % Bianosifae
EpnapasoH YnbTpadioneToBuii CNekTp NornnHaHHA niky

efapaBoHy, OTPYMaHUI 3 XpomaTorpamu

BUNPO6OBYBaHOrO PO3UMHY, MOBUHEH CriBnafaTy 3

CNeKTPOM MOFANHAHHA NiKY efapaBoHy, OTPUMaHOro

3 XpOMaTOrpammn PO34nHY MOPIBHAHHA Bignosigae
Lucrein Ha xpomaTorpami Bunpo6oByBaHoOro posymnHy,

oTpumaHiit B posgini «KinbkicHe BU3HaueHHA.

LincreiHy rigpoxnopug», 4ac yTpumysaHHA niky

UMCTeiHy Ma€ cniBrnaaaTty 3 4acom yTpuMyBaHHA

MiKy LUCTEIHY Ha XpomaTorpami posumnHy

NOpIBHAHHS 3 TOYHICTIO £ 2% Bignosigae
Hatpito metabicynbdit Ha xpomaTorpami BUNpo6osyBaHOro PO3UuHY,

oTpumaHiit B po3gini «KinbkicHe BU3Ha4eHHA.

HaTpito MeTabicynb®iT», Hac yTpumyBaHHs niky

cynbdiT-oHY Ma€ CniBnagaTit 3 4acom

yTpUMyBaHHsi NiKy CynbGiT-NoHy Ha xpomatorpami

PO3YUHY MOPIBHAHHA 3 TOUHICTIO + 2% Bignosigae
Npo3opicTb Mpenapat mae 6yTu Npo3opum Binnosigae
KonboposicTb Mpenapat mae 6yTu 6e36apBHUM Bignosigae
pH Big 3,5 n0 5,0 43
MexaHiuHi BKNIOYEHHR: BUAUMI MpaKTUYHO BiNbHUIA Bifj HACTUHOK
YaCTUHKN Bignosigae
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MexaHiuHi BKNIOUEHHA: HEBUANMI YaCTUHKN

YactHok 3 posmipom 10 MKMm i He 6inbwe 6000 B 1 KoHTelHEpI
Ginbwe 473
HacTMHOK 3 po3Mipom 25 MKM i He 6inblwe 600 B8 1 KoHTelHepi
Ginblue 13
06 eMm, WO BUTAraeTHCA He meHwe 100 mn Binnosigae

CynpoBigHi gomiluiKu

byab-aKa HeifeHTUiIKOBaHa He 6inbwe 0,2 % (Ha momeHT BUnycKy). He
JOMilLKa 6inbwe 0,2 % 0,0 % (<MKB)
cyma [LOMILIOK He 6inbuwe 0,5 % (Ha MomeHT Bunycky). He
Ginbwe 1,0 % 0,0 % (<MKB)
CrepunbHictb Mae 6yTn cTepunbHum Bianiosipae
BakrepianbHi eHAOTOKCUHN lpaHuyHa KoHueHTpauis BakTepianbHUX

€HOOTOKCKHIB B npenapati ctaHoBuTtb 1,75 MO Ha

1 mn Bignosinae
KinbKicHe BusHaueHHA
eflapaBoH Big 0,285 mr/mn go 0,315 mr/mn (Ha momeHT
sunycky). Big 0,285 mr/mn go 0,315 mr/mn 0,304 mr/mn
LMCTeiHY rigpoxnopua Big 0,09 mr/mn go 0,11 mr/mn 0,10 mr/mn
HaTpito meTabicynbdir Big 0,18 mr/mn go 0,22 mr/mn 0,19 mr/mn
YnakoBka Mae BignosigaTtut BUMoram Bianosigae
MapkyBaHHA Mae BignosigaTtn BUMoram Binnosipae
TepmiH npugaTtHocri: 2 poku Lo 01.2027

YmoBu 36epiranna:  He notpebye crevianbHux yMoB 36epiraHHa

KomeHTapi:

3anBa npo cepTudikauyiro:

Lum s 3aceiguyio, Wo BULeBKasaHa iHpopmauia € AocrosipHolo | TouHolo. Lo cepilo npoaykuii 6yno supobnetHo (BKntouaOUN
yNakoBKy/MapKyBaHHs) Ta NMpoBeAeHUIA KOHTPOMb ii AKOCTI Ha HUKUEBKa3aHil AinbHYUI B nosHin BignosigHocTi Ao Bumor GMP,
BCTAHOB/EHWX MICLEBUM PEryNATOPHUM OPraHoM, a TakoX Y BifnoBigHoCTi i3 cneyudikalismu, axi 3HaxXoAATbCA y peecTpauiitHomy
pocbe/Toprosoi nivensii. MpoTokonm BUPoBHULTEA, NaKysaHHA Ta aHaisis Gynu nepesipeHi Ta BCTaHOBNEHa BignosigHicTs GMP.

HosBoneHo ao peanisauii / go BigBaHTaXKeHHsA

YnosHosaxeHa ocoba - MposigHui itkeHep BCTaBM  Binum A.M. 30.09.2025
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Bupo6Huva ginbHuus:

YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; fliueHsia Ha BupobHuuTeo AE Ne 637430 sig 07.04.2015;
Ceptudikat GMP Ne037/2025/GMP sif 18.04.2025: GMP/EAEU/KZ/81-01-2024 Big 15.12.2023,; 530-10/24-06/02 Bin

02.09.2024

KoHTponb AKOCTI Ta BMgaya A03BOJNY Ha peanisayito:
YKPATHA, 04080 m. Kuia-80, syn. Kupuniscbka, 74; Ceinoutso npo arecraito Ne 390 sig 22.01.2019

ID 040000123969
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