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CepTudikar akocti N2 040000111284

Oxomike®, Kpanni ouHi, cycnensis, no 7,5 mn Y dnakoni, no 1 ¢pnakony y nauy,i
1M NPENAPATY MICTUTb LIUNPOGAOKCALIMHY MAPOXAOPUAY 3,5MI Y NMEPEPAXYBAHHI HA LINMPOGAOKCALIMH 100%

BE3BOLIHY PEYOBUHY 3,0MI; AEKCAMETA3SOHY ¥ MEPEPAXYBAHHI HA 100% CYXY PEMOBUHY 1,0MI

Homep cepi: 41123 Kpaita oTpumysay; YKpaiHa
Kinbkicth npoaykuii: 11.581 Tuc.ynak, N2 PeecTp. noceigueHHs: - UA/18648/01/01
HaTa sBupobHuyTea; 11.2023 Tepmin aii peecTp. nocsiguenns: 23.03.2026

AHani3 BYKOHaHMI No: MKA J13 po PN NeUA/18648/01/01 sia 23.03.2021 P., 3MiHK Big 25.11.2022 p.

HalimeHyBaHHA nokasHukis

Bumorn AHQ({cneyudikanyit)

Peaynbratn BUnpo6ysanb

Onuc

lneHTudikanin

unnpodnokcalmny

UNpoPnoKcauuH

AeKcamMeTasoH

PiguHa, 1o MicTuTh yacTuHKY 6inoro abo maiike
binoro konbopy, fiki erko cycneHayioTL npu

300BTYBAHHI

Ha xpomarorpami eunpoboryBaHoro PO34nHYy,
OTPWUMaHIW y po3sgini "KinbkicHe BU3HaueHHA",
Hac YTPUMYBaHHA Nika yunpodpnoKkcaunHy mae
CNIBA3AATU 3 YACOM YTPUMYBaHHSA Nika
LUMNPO®NOKCaLMHY Ha XpomaTorpami PO34YNHY
NOPIBHAHHA 3 TouHicTio + 2 %
YRbTpagioneToBUl CnexTp NormHaHHA nika
LUAPOGNOKCALMHY HAa XpOMaTorpami
BUNPOBOBYBAHOIO PO34MHY, OTPUMaHIil B po3Aini
«KiNbKiCHe BM3HaYeHHA», Mac chiBnapaTty 3
ynbTpadioneToBUM CNEKTPOM NOMIMHAKHA NiKa
UMNPOGAOKCALMHY Ha XPOMaTOrpami PO34YNHY
NOPIBHAHHA Ta MaTN MaKCUMyYM MOTAVHAHHA npu
AOBXUHI XBuni (27812) Hm.

Ha xpomatorpami BunNpoborysaHoro PO3YURHY,
OTpuUMaHriA y posdini "KinbkicHe BM3HayeHHA",
Hac yTpumyBaHHA Aika gekcameTazoHy Mae
CNiBNagaTy 3 4acom YTPMMYBaHHSA Nika
ACKCAMETA30HY Ha XPOMATOrpami po3yUHy
NOPIBHAHHA 2 TOYHicTIO * 2 %

YnbTpadioneToBuin cnekTp NOMUHAHKA Mika

AeKcaMeTauoHy Ha XpomaTtorpami BUNpoGOBYBaHOIoO

po34nny, oTpumaHin B posgini «KinbkicHe

BU3HAYEHHA», Ma€ cnisnagaty 3 ynbTpadioneTosum

CNEeKTPOM NMOrnnHaHHA Nika geKcameTasoHy Ha

Bignoeigae

Bianogigae

280 Hm

Bignosigae

Cepmudpikam nidnucaqo enexmpoHHUM nidnNucom
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Xpomarorpami po34ynHy nopiBHAHHA Ta MaTu

MaKCUMYM NMOFANHaHHA NpY AOBXKUHI XBUni (241+2)

HM.

Ha xpomartorpami BUNpo6oByBaHoro posunHy,

OTpumaHii y posgaini "BensankoHiio xnopug", vacu

YTpUMyBaHHA nikis romonoris C12 i C14

GeHsankoHilo xnopuay MalTe CnienagaTv 3 Yacamu

YTpUMyBaHHA nikie romonoris €12 i C14

BeH3anKoHio X10pUay Ha XpomaTorpami PO3UUHY

MOPIBHAHKHSA 3 ToyHicTio + 2 %
8ig 3,8 no 4,8
Big 270 mOcmonb/kr ao 330 mOcMmonb/Kr

CynposigHi gomiwkn: Jomiwku LMnpodnoKcaumHy

eTuneHgiaMiHOBMIA aHanor

Oynb-aKa foMilKa

Cyma OMIOK

CynposBigHi gomiwkn:

Lnnpognokcaumny popmamia

He Ginbwe 0,4 % (Ha momeHT Bunycky). He
Binbwe 0.4 %
He 6inbuwe 0,2 % (Ha momeHT BUnycky). He
binbine 0,2 %
He 6inbwe 0,8 % (Ha momenT Bunycky). He
Ginbwe 0.8 %

He Ginbwe 0,5 % (Ha moment Bunycky). He
Ginbwe 0,5 %

CynposigHi gomiwku: Jomiwxu AeKCaMeTa3oHy

AeKCaMeTasCH FNioKcanb aHanor

17-kapbokci-17-geokci aHanor

Oyab-AKa Aomiluka

CyMa AOMIWOK

benzankoHir xnopug

Ob'em BmicTy KoHTEMHeEpa
Pozmip yacTok
HacToK 3 posMipom MeHwWwe abo
AOPIBHKE 25 MKM
HacTok 3 poamipom meHule abo
AopisHioe 50 MM

HacToK 3 po3mipom meHLe abo

He 6inbwe 0,5 % (Ha momenT Bumnycky). He
Ginbwe 1,0 %

He 6lmbwe 1,0 % (Ha momenT Brnycky). He
Binbuie 2,6 %

He 6inbwe 0,3 % (Ha momenT Bunycky). He
Ginbwe 1,0 %

He Ginbwe 2,5 % (Ha momeHT BUNYCcKy). He
Ginbwe 3,5 %

Bia 0,09 mr go 0,11 mr 8 1 mn Npenapary

He mexwe 7,5 mn

He meHwe 95 %
He meRwe 99,5 %

He merwe 100 %

Cepmughikam nidnucano enekmpoHHUM nidnucom

240 Hm

Bignosipae

4,3

293 mOcmonb/kr

0,0 % (<MB)

0,1 %

0.1 %

0,0 % (<MKB)

0,0 % (<MB)

0.1%

0,1 %

0.2 %

G,10 mrimn

Binnosigae

Binnoeinae

Bignogigae
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hopieHioe 90 mkm Bignosipnae
CrepunbHicTb Npenapat mae 6yt crepunbHm Binnoeigae
KinbKicHe BUzHauyeHHs
uunpodnokcayuH Bin 2,85 mr go 3,15 mr 8 1 mn npenapaty (Ha
MOMeHT Bunycky). Big 2,70 mr ao 3,30 mr 8 1 mn
npenapaty 3,01 mr/mn
AeKcaMeTasoH Big 0,95 mr no 1,05 mr g 1 mn npenaparty (Ha

MomeHT runycky). Big 0,90 mr o 1,10 mr e 1 mn

npenapary 0,97 mrimn
Ynakoeka Mae BinnogigaTu eMMoram Bianoegigae
MapkyeaHHsa Mae signosigaTn sumoram Binnosigae
Tepmin npupaTHocTi: 2 poku Ho 11.2025

YmoBu 36epiranna:  36epiraTt B opuriHanbsHii YNaKoBLUi Npu Temnepatypi He Buwe 25 °C. He 3amopoxysaTu! Tepmin
NPUAATHOCTI NicNA BigKPUTTA dRakoHa - 28 gi6

KomeHTapi:

3anABa npo ceptudikauiro:

Lnm s 3acsiguyio, wo suweskasana IHQOpMaLia € JOCTORIPHOK | TOUHOID, Llio cepito npopykuii 6yno BupobneHo (Bknoyarouy
YNaKoBKy/MapKyBaHHS} Ta npoBegeHui KOHTPO/Ib 1t AKOCTI Ha HUMYEBKA3aHIN AINBHULL B NOBHIC BignosigHocTi fo Bumor GMP,
BCTAHOBNEHMX MICLIEBUM PerynATOPHMUM OpPraHoM, a TakoX y BIANOBIAHOCTI i3 cneyudikauiamm, axi 3HaxXOAATLCA y peccTpaliiHomy
Aocbe/TOproBoi nineHsii. MNpotokony BUPOOHUUTBA, NaKyBaHHA Ta aHanisie Bynun nepeeipeHi Ta scTaHoBNeHa BignosigHictb GMP.

HAoz3eoneHo po peanizauii / go BiABAHTAXKEHHS

YnoeHosaxeHa ocoba ~ MpogigHui iH>xeHep BCraBIl Anapycuk MM, 29.11.2023

Bupob6Huua ginbHuya:

YKPAIHA, 04080 m. Kuis-80, BYn. Kupuniecbka, 74; JlileHsia Ha Brpo6HuuTeo AE Ne 637430 Big 07.04.2015; Cepr.
GMP Ne039/2022/GMP gin 25.08.2022: GMP/EAEU/BY/0045-2021 eig 25.02.2021: UP/1 ~530-10/21-03/13 8ig 28.10.2021:
GMP Ne084/2023/GMP gix 09.10.2023

Konrtponb skocri 1a BUgava goseony Ha peanizayir:
YKPAIHA, 04080 m. Kuis-80, Bys1. Knpuniscbka, 74; Ceigoytso npo arecrajiio Ne 390 Big 22.01.2019

Cepmugikam nionucano enekmpoHKUM nidnucom 1D 040000111284

Crop.3 33




