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Ceptudikar akocri N2 040000110421

Iionok®, Kancynu KNWKOBOPO3UYMNHHI TBepAi no 30 mr N2 30 (10x3) y 6nicTepax
{KAMNCYNA MICTUTD OYZIOKCETUHY TAPOXNOPUAY -33,7 M, LLO EKBIBASEHTHO AYJIOKCETUHY - 30 M

Homep cepil: 21023
KinbKicTb NPORYKUIL. 7.738 Tuc.ynak.
Narta BupobHULTRA: 01.2023

KpaiHa oTpuMyBau. YKpaiHa

N2 PeecTp. NOCBIAYEHHA: UA/16564/01/01

TepMmiH Aii peecTp. NOCBIZYEHHA HeobMeKeHNY

AHani3 BUKOHaHWK NO: MK$ N3 go PN NeUA/16564/01/01, 3MiHU gin 10.02.2023 p.

HalimeHyBaHHA NOKa3HUKIB

Bumoru AHA(cneundikauii)

PesynbTraTty BUNnpobyBaHb

Oonuc

IneHTUdiKalin

OyNoOKCeTUHY rigpoxnopua

OyNOKCeTUHY rigpoxnopua

CepepHAa Mmaca
OpHOpPIfHICTD Macy
Po3umHeHHA
KWCITOTHa cTagiA
KucnoTHa ctagia + bydepHa

cTagifa

OpHOpIQHICTL AO30BaHKUX
oANHWLb
CynposigHi AOMILLKWY
6yab-AKa gerpagauinHa QoMilKa
cyma gerpagauiiHnx 4OMILLIOK
MikpoGionoriusa 1wucrora
3arasnibHe Yncno aepobHNX
Mikpooprarismis (TAMC)

3aranbHe YNCNo OPIKLKOBUX Ta

Teeppa *KenatuHoea Kancyna Ne3, Kpuileyka
CUHBOTO KONbopy, Kopryc 6inoro Konsopy. BmicT
kancynu - nenety 6inoro abo maitke 6inoro

KONbopY

Ha xpomarorpami Bunpo6oByBaHOro po3uliHy 4ac
YTPUMYBAHHA MNiKy AYNOKCETUHY rigpoxnopnay Mae
BiANOBIAATY Yacy YTPUMYBaHHA NiKy OYNOKCETURY
rigpoxnopuay Ha XpomaTtorpami PO3UUHY NOPIBHAHHA
Ha xpomartorpami BunNpoOOoBYBaHOro PO3UlHy Mae€
BUABNATUCH OCHOBHA NASMA Ha PiBHI OCHOBHOI
NAAMK Ha XpPOMaTOrpami PO3UNHY NOPIBHAHHA,
BiAnosigHa 11 3a po3MipoMm

174, 9 mr £ 10 %

Mae BuTpumMyBaTut BUMOru

He 6inbwe 10% (Q) 3a 2 rog Ha KMCNOTHIW cTagit
He meHwe 75% (Q) 3a 60 xB (Q=% po3unHEHHA Ha
KUCNOTHIN cTapii +% po3unHeHHA Ha BydepHii
cTagii)

Mae BUTpUMYyBaTh BUMOTN

He 6inbuwe 0,2 %

He 6inbwe 1 %

Kputepith npuikaTHocti 1000 KYO/r

Kputepin npuitiatHocti 100 KYO/r

Binnosigae

Binnosigae

Binnoeigae

174.,4 mr

Binnogiaae

0 KYO/r (MeHwe 100)

Cepmucpikam nidnUCaHo enekmpOoOHHUM NidNUCom 2% oA 4 (% 1D 04000011042 1
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nnicHasux rpndis (TYMC) 0 KYO/r (MeHwe 50)
Escherichia coli BincyTHictb B 1 1 BigcyTHi
KinbKicHe BU3HaYeHHS Big 93,0 % po 105,0 %: 8ig 27,9 mr go 31,5 mr
OYNOKCETUHY 100,1 %
YnakosKa Mae BigsoBigaTu BUMOram Bignosinae
MapKyBaHH#A Mae signosigaTun BUMOram Binnosigae
TepMiH npyAaTHOCTI: 2 poKu No 01.2025

YmoBu 36epiradHa: 36epirati B opuriHanbHii ynakosui npu Temriepatypi He Bulye 26 °C

KomeHTapi:

3aABa npo ceprudikayito:

Llum s 3acsiguylo, Wo BuuieBKaszaHa iHGopMallis € AOCTOBIPHOK | TOYHOI. Llio cepito npoaykuii dyno supobneHo (BKnOUYatouu
yNaKoBKY/MapKyBaHHsA) Ta NpoBefeHnid KOHTPONb 1l AKOCTI Ha HUKYeBKasaHilt ainbHULi B noeHin signosigHocTi go Bumor GMP,
BCTAHOBMIEHNX MiCLEBUM PErYISTOPHUM OPraHoM, a TakoX Yy BiANOBIOHOCTI I3 cneuudikauiamm, AKi 3HaXOAATbCA Y peecTpalinHomy
NoCbe/TOProBai nilensil. MpoTokonn BUPOBHULTEA, NaKyBaHHA Ta aHanisie 6ynu nepesipeHi Ta BCTAHOBNEHA BignosigHicte GMP.
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[losBoneHo go peanisauii / 4o BiABaHTAaXKeHHH {, 4 -
YnogHoBaxeHa ocoba — [posigHun inxeHep BCraBll Apemerko B.B. 1/] 16.10.2023
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Bupo6Huua pginbHUUA:

LABORATORIOS NORMON, S.A.. ICMAHIS RONDA DE VALDECARRIZO, 6, TRES CANTOS, MADRID, 28760, SPAIN; Jliue

BNPOBaZXKEHHA rOCNOAAPCHKOI QisNbHOCTI 3 iMnopTy Nik. 3acobis: AE N2192328 sin 01.03.2013

YKPATHA. 04080 m. Kuis-80, Byn. Kupuniscoka, 74; JliueHsia Ha supobHuyteo AE Ne 637430 sig 07.04.2015;
Ceptudikat GMP NeQ45/2022/GMP sig 25.08.2022; GMP/EAEU/BY/0045-2021 Big 25.02.2021; UP/1-530-10/21-03/13 Big

28.10.2021

KoHTponb AKOCTi Ta BUAaua J03BOJY Ha peanisallito:
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