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Ceprudikar akocri Ne 040000109493

PuHasonin®, kpanni HasanbHi 0,1 mr/mn, no 10 mn y dnakoHi, no 1 ¢pnakony y nauui
1M1 PO3YUHY MICTUTb OKCUMETA3OJIIHY TIAPOXIOPUAY B MEPEPAXYBAHHI HA 100 % PEYOBUHY 0,5 MI

Homep cepil: 10823 KpaiHa orpumysay; YkpaiHa
Kinbkicts npoAykuir: 67.002 Tuc.ynak. N2 PeecTp. noceigueHHs: UA/7191/01/03
fata BupobHULTEa: 08.2023 Tepmin Aii peecTp. nocsigueHHs:  HeobmexeHUn

AHanis BiKoHaHuiA no: MK# 113 go PN NeUA/7191/01/03, 3minu Big 20.06.2022 p.

HalimeHyBaHHA NOKasHUKIB

Bumorn AHfi(cneyndikauii) PesynbraTn Bunpobyeatb

Onuc
lpenTudikauia

oKCUMeTasoniHy rigpoxnopug

oKcumeTasoniHy rigpoxnopus

6eH3ankoHito xnopug

xnopuau

docdartn
MposopicTb
Konboposictb
pH

CynposigHi gomiwku

Mposopa 6e3b6apeHa pignHa Bigrnoeigae

Ha xpomaTtorpami BUnpo6oByBaHoro posumHy,

oTpuMaHil B po3gini "KinbKicHe BUsHaueHHA",

yac yTpumyBaHHA nika oKcumeTasoniHy

rigpoxnopuay mae cnisnagatht 3 4acom

YTPUMYBaHH# Mika OKCMMETa30niHy rigpoxnopugy

Ha XpomaTtorpami po3unHy NopiBHAHKA 3 TOYHICTIO

2% Bianosinae
AkicHa peakuin Bipnosigae
Ha xpomaTorpami BUNPo6OBYBaHOTO PO3UMHY,

OTpWUMaHil y posgini "beHsankoHilo xnopug", yac

yTpumyBaHHa nikis C12 i C14 6eH3ankorilo

Xnopuay NosuHeH cnisnagartyt 3 4acom yTpUMyBaHHs

nikis C12 i C14 6eHsankoHito xnopuay Ha

XpomaTorpami Po3UnHY MOpPiBHAHHA 3 TOUHICTIO & 2

% Bignosigae
XapakrepHa peakLis (a) Bignosipae
XapakrepHa peakuis (a) Bignosigae
Mae 6yTv npozopum Bigrosigae
Mae 6yt 6e3bapsHm Bianosigae
Bin 5,5 no 6,5 59

Bomilwka A He 6inbwe 0,5 % (Ha momeHT Bunycky). He
6inbwe 1,0 % 0,0 % (<MKB)
bynAb-AKa HecrneyndikoBaHa He 6inbte 0,2 % (Ha momeHT BUNycky). He '
OOMilLKa 6inbwe 1,0 % 0,0 % (<MKB)
Cyma AoMmilloK He 6inbwe 1,0 % (Ha MmomeHT Bunycky). He
6inbwe 2,0 % 0,0 % (<MKB)
O6'em BMICTY ynakoBku He meHwe 10 mn Bianosinae
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BensankoHilo xnopug Big 0,135 mr no 0,165 mr B 1 Mn npenapaty 0,152 mrimn

Mikpob6ionoriuxa yucrora

3aranbHe 4YnCo aepobHuX Kputepin npuitHatHocti 100 KYO/mn

MikpoopraHismis (TAMC) 0 (He BusBREHO)

3aranbHe YUCNO OPIKIKOBUX Ta Kputepitt npuithatHocti 10 KYO/mn

nnicHasux rputis (TYMC) 0 (He susBneHo)
Staphylococcus aureus BigcytHicts B 1 Mn BigcyTHi
Pseudomonas aeruginosa BigcyTHictb B 1 Mn BigcyTHi

KinbkicHe BU3HauyeHHs

OKCUMeTasoniHy rigpoxnopun Bin 0,095 mr no 0,105 mr &8 1 mn npenapaty (Ha

MoMmeHT Bunycky). Big 0,09 mr o 0,11 mrs 1 mn

ripenapaty ) 0,100 mr/mn
Ynakoska Mae Bignosigati Bumoram Bignosigae
MapKyBaHHs Mae BignosigaTu BuMOram Bignosigae
TepmiH npuaaTHocri: 3 poku o 08.2026
YmoBu 36epiraHHa:  36epiratu B 3axulleHoMy Bif cBiTna micyi npu Temnepatypi He Bule 25 °C

KomeHTapi:

3aasa npo ceprudikadio:

Lum A 3acsiguyio, Wo BultleBKasaHa iHbOPMaLia € JOCTOBIPHOI | TOUHOLW. Uio cepito npoaykuii 6yno BupobneHo (skniovatoun
ynaKoBKy/MapKyBaHHA) Ta NPoBeaeHUl KOHTPOMb ii AKOCTI Ha HUPKYeBKasaHil AinbHUUI B NoBHiN BignosigHocti go sumor GMP,
BCTAHOBNEHUX MICLIEBUM PErynaTOPHUM OpraHoMm, a Takox y BiANOBigHOCTI i3 cneundikauiamu, AKi SHaxoAATbCA Y peecTpauiiiHomy
Aocbe/Toprosol niueHsii, MpoTokonu BUPOBHWUTBa, NaKyBaHHA Ta aHanisis Bynu repesipeHi Ta BcTaHoBNeHa BignoBigHicTs GMP.

pinsistiami

ZAUSTTN

HoseoneHo fo peanisauii / go BigBaHTaXKeHHs

YnosHoeaxeHa oco6a — lMpoBigHwi iHxeHep BCTaBI ApemeHko B.B. 31.08.2023

g Koy
Co6e
00481198 -

Bupo6Huua ginbHuya:

YKPATHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; JliyeHsia Ha BUpobHULTBO AE N2 637430 Big 07.04.2015

KoHTponb Akocri Ta Bugava gossony Ha peanisayito:
YKPAIHA, 04080 m. Kuis-80, yn. Kupuniscbka, 74; Cainoutso npo atecraujio Ne 390 sig 22.01.2019

Cepmucbikam nidnucaHo enekmpoHHUM nidnucom ID 040000109493 Crap. B 39
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