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Ceptudikar sikocri N2 040000114997

Cono6ap6osan, Kpanni opanbHi, po3unH no 5 mn y dnakoHi, no 1 pnakoHy y nauui
1mn PO3UMHY MICTWTS: ETWIIOBAN EQIP A-BPOMI3OBAJIEPIAHOBOT KNCITOTY B MEPEPAXYBAHHI HA 100%
PEYOBVHY-18mr, PO3UMH MEHTONY B MEHTVIOBOMY EQIPI KUCNOTW 130BAEPIAHOBOI-80mr, ZOKCUNAMIHY
MAPOTEH CYKLIMHAT B MEPEPAXYBAHHI HA 100% CYXY PEYOBYIHY-16,875mr

Homep cepii: 10424 Kpaita oTpumysau: YKpaida
KinbkicTb npogykuii: 89.987 Tuc.dnak. Ne Peectp. NOCBIAYEHHA! UA/17971/01/01
[Jata supobHuLTBa; 04.2024 Tepmin il peectp. nocsiguenna:  06.03.2025

Ananiz BuKoHaHuIA no: MKA N3 go PN Ne UA/17971/01/01 sig 06.03.2020 p., 3minu Big 15.12.2022 p.

HalimeHyBaHHA NoOKa3HUKiB Bumoru AH[(crietudikanii) Pesynbratu sunpofysanb
Onnc Mpo3opa 6esbapeHa pifyHa 3i cneduiuHrm
apoMaTHUM 3anaxom Bignosigae

lgenTudikayis

Etunoeun edip Ha xpomaTtorpami Bunpo6oByBaHOro posyuuHy,
a-6pomizoBanepiaHoBOl oTpvimaHii B po3pini "KinbkicHe BM3HaYeHHA.
KMCNOTW, MEHTOS | MEHTUNOBUIA Etunosuit edip a-6pomizoBajepiaHoBOI KACIOTY,
edip KMCROTK i30BanepiaHOBO! Banifon (PO3UMH MeHTONy B MeHTUnoBomy edipi

KUCHOTV i30BanepiaHosoi)" yacun yTpumysaHHa

nikie EEABIK, menTony i MeHTunosoro edipy

KUCOTY i30BanepiaHoBol MaloTb crniBnagamv 3

yacamu yTpviMysaHHA nikis EEABIK, meHTony i

MeHTUnororo edipy KUCnoTu isosanepiaHoBol Ha

XpomaTtorpami posuvHy MOpPIBHAHHSA 3 TOUHICTIO +2% Bignosifae
Bokcvnaminy rigporeH cykuuHat Ha xpomaTorpami BUnpo6osyBaHOro posuviHy,

oTpKMaHii B po3aini "KinbkicHe BMU3HaYeHHA.

JlokcrnamiHy rigporeH CyKUMHaT" yac yTprmyBaHHA

nika JOoKCUNaMiHy rigporeH CyKUMHaTy Mae

criBnagaTy 3 YacoMm YTpMyBaHHA nika

LOKCUNamiHy rigporeH CyKUMHaTy Ha Xpomarorpami

PO3UNHY NOPIBHAHHA 3 TOUHICTIO £ 2 % Bignosigae
Jlokcunaminy rigporeH CykKumHaT YnbTpadioneToBnit CriekTp NOrAMHAHHA Mika

AOKCUNaMiHy rigporeH CyKUMHaTy Ha XpomaTorpami

BUNPOGOBYBaHOrO PO3UNHY, OfiepaHil B posgini

"KinbKicHe Bn3HaueHHA. Jokcunaminy rigporet

cyKumHat' Ma€ cniBragati 3 ynbTpadionetosnm

CMEKTPOM MOrUHaHHs Mika JoKCuIaMiHy rigporeH

CYKLMHATY Ha XpoMmaTtorpami po3uuHy NopiBHAHHA

Ta MaTV MaKCUMyM NOFIMHAHHA MPU AOBXUHI XBUN
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JIEI

(2612) Hm 260 Hm

Etaxon Ha xpomatorpami Bunpo6oByBaHOro po3uuHy,

oTpwmaHiii B po3gini "ETaHon" yac yTpumyBaHHA

pH

lyctuHa

MokasHuK 3anomNeHHnA
06'em BMICTY YNaKoBKM

Lomiwkn gokcunaminy

Aokcunaminy gomiwka C

iRt HecneundikoBaHni

nika eTaHony mae CnisnajaTn 3 4acom
yTPUMYBaHHA MikKa €TaHOMNy Ha XpoMaTorpami
pO3UMHYy NOPIBHAHHA 3 TouHicTIO £2 %

Bin 5,6 go 7,6

Bin 0,865 po 0,890 r/cm3

Big 1,3700 go 1,3790

He meHwe 5 mn

He 6inblwe 0,5 %
He 6inbwe 0,2 %

Bipnosigae
6,6

0,875 r/lcm3
1,3757

Bignoeigae

0,0 % (<MKB)

npoayKkT gerpagauil 0,0 % (<MKB)
cyma npoAyKTie Aerpafauii He 6inbwe 1,5 % 0,0 % (<MKB)

Mikpo6ionoriuHa uncrora

3aranbHe uncno aepobHux Kputepiin npuitHatHocti 100 KYO/mn

mikpoopratizmis (TAMC) 0 (He BuABNEHO)

3arasibHe Unicno gpiKaKOBYX i Kputepin npuiiHaTtHocti 10 KYO/mn

nnicaasux rpubie (TYMC)

0 (He sunBneHO)

Escherichia coli BincyTHicTb B 1 Mn BigcyThi
KinbKicHe BU3Ha4eHHA
etunosuit edip Big 16,2 mr o 19,8 mr B 1 mn npenapaty
a-6pomizoBanepiaHoBoi KUCNOTK 17,6 mr/imn
Banipon (po3uviH MeHToNy B Bin 72,0 mr po 88,0 mr 8 1 mn npenapary
meHTunosomy edipi KMcnotm
isopanepiaHosol) 78,7 mr/mn
[OKCUMaMIHY rigporeH cykumnHat Big 16,0 mr go 17,7 mr B 1 w1 npenapary 16,8 mr/mn
EtaHon Big 657 mxn go 803 mkn 8 1 mn npenapary 71
YnakoBKa Mae signosigaTy sBMMoram Bignosigae
MapkyBsaHHA Mae BignosigaTv BUMoOram Bignosigae
TepmiH npupaTHOCTI: 3 poku No 04.2027

Ymogn 36epiranHa;  36epiraTi B opuriHanbHif ynakosLi npu TemnepaTypi He Buie 25 °C

KomeHTapi:

3anBa npo cepTudikauiio:

Lvm A 3acsiguylo, Wo BUlieBKasaHa iHpopmalia € pocTosipHow i TouHotw. Lo cepiio npoayKuif 6yno supobneHo (eknouaouy
ynakoBKy/MapKyBaHHs) Ta npoBeaeHnin KOHTPONbL i AKOCTI Ha HVKUeBKa3aHiit ainbHYL B NOBHIK signosigHocti o sumor GMP,
BCTaHOBMEHWUX MICLEBUM pery/ATOPHAM OpraHoMm, a TakoxX 'y sigriosigHocTi i3 creymndikauiamu, AKL 3HAXOAATLCA Y peecTpayinHomy
pocbe/Toprosol fileHsii. MpoTokonn BMPOGHNLTBA, MaKyBaHHA Ta aHanisis 6ynn nepesipeHi Ta BCTaHOBEHA BIiANOBIAHICTD GMP.
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[lossoneno po peanisauil | po BigBaHTaXKEHHA

VhosHoBaxeHa ocoba — MNPOBiAHUIA iHxeHep BCraBl fApemenko B.B. 30.04.2024

Bupo6nunua pinbHULA:
YKPATHA, 04080 m. Kuig-80, Byn. Kupuniscbka, 74: Niuensia Ha supobHuuTEo AE N 637430 sig 07.04.2015;

Ceptndikat GMP Ne 108/2023/GMP sia 20.12.2023; GMP_UZ-08:2023 sig 30.11.2023; UP/1-530-10/21-03/13 sig
28.10.2021; GMP/EAEU/KZ/81-01-24 8in 15.12.2023

KoHTponb sAKOCTi Ta BUAAYa BO3BONY HA peanizayito:
YKPATHA, 04080 m. Kuis-80, Byn. Knpuniscbka, 74; CBIAOUTBO Npo aTectauito Ne 390 Big 22.01.2019
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