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Ceprndikar axocri N2 040000116963

Qapmaszonin®, kpanni Hasanbhi 0,05 % no 10 mn y dnaxoni, no 1 pnakony y nauni

1M1 PO3YWHY MICTATE KCUNOMETAZORIHY MNAPOXAOPWUAY ¥ MEPEPAXYBAHHI HA 100 % PEMCBWHY 0,5 Ml

Homep cepii: 90824 KpaiHa oTpumyBay: YKpaiHa
KinbkicTe npogykuii- 67.934 Tnc.ynak. Ne PeecTp. NoCBigYeHHs: UA/1880/01/01
Hata eupobHnuTea: 08.2024 TepMiH aii peecTp. noceigueHHn:  HeoGMexeHwid

AHanis BUKOHaHu# no: MKA 13 no P N2UA/1880/01/01, 3miHn Big 13.04.2021 p.

HalimeHyBaHHA NOKa3HUKIB

Bumoru AHJ{cneundixanyii)

PesynbTaTn BUNpo6yBaHb

Onunc
laenTudikayin
KCUNOMEeTa3oniHy rigpoxnopua

KCUNOMEeTa3oniHy rigpoxnopua

6GeH3ankoHio xnopua

MNpo3opictb
KonbopogicTb
pH

KcunometazoniHy gomiwka A

O6'em BMICTY YNakoBKK
Mikpo6ionoriuna uncroTa
3aranbHe yucno aepoBHUX

mikpoopraHismie (TAMC) *

MNpo3opa GelbapeHa piguHa

flkicHa peakuina

Ha xpomaTorpami BUNpoGOBYBaHOMO PO3UNHY,
ofiepxaHiin B pozgini "KinbkicHe BM3HaYeHHA",

vac YTPUMYBaHHA NiKY KCUNOMETa30niHy
rigpoxnopuay mae cnisnagari 3 Yacom
YTPUMYBaHHA NiKy KCUNOMETa3oNiHy rigpoxnopnay
Ha Xpomarorpami po3uvMHy NOPIBHAHHA 3 TOUHICTIO
2%

Ha xpomaTorpami BUNpoOOBYBaHOMO PO3UNHY,
ofiepxaHiin B pozgini "KinbkicHe BMU3HaYeHHA",
4acu yTpUMYBaHHA nikie komnoHeHTie C12 i C14

OeH3aNKOoHI0 Xnopuay MaloTb CNiBNagaTv 3 Yacamn_ _

NOPIBHAHHA 3 TOUHICTIO * 2 %
Mae 6yt nposopum

Mae 6yt HesbapeHum

Big 5,6 po 6,6

Ha xpomatorpami BUNpoOOBYBaHOMO PO3UUHY,
OCHOBHOI NNAMM, JONYCKAETHCA HAABHICTD
JOAATKOBCI NNAMW, PO3MilLleHOT Ha piBHI NNAMK Ha
Xpomarorpami po3uyuHy nopieHAHHA (b}, AKa He
nepeeuLLye il 32 Po3MipomM Ta iHTEHCUBHICTIO
3abapeneHHA (He Ginbwe 3%)

He meHwe 10 mn

Kputepiil npuidHaTHOCTI 100 KYO B 1 mn

Bignoeigae

Bignoeigae

Bignoeigae

Bignoeigae

Bignoeigae

*
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OAPMAK

Ten. {044) 496-87-87, Ten./pac (D44) 239-19-38, Ten /daxc (04414968542, Ten. (044} 485-26 57 (uinofoboso)

3aranbHe YUCNO ApiKAXKOBUX Ta Kputepiil npuidHATHOCTI 10 KYO B 1 MR

nnicHABux rpubie (TYMC) * *
Staphylococcus aureus * BigcyTHicTe B 1 mn *
Pseudomonas aeruginosa * BigcyTHicte B 1 mn %

KinbkicHe BU3Ha4eHHA

KCUNOMEeTa3oniHy rigpoxnopua Big 0,45 mr go 0,55 mr e 1 mn npenapaty 0,50 mrimn

6eH3ankoHio xnopua Big 0,090 mr go 0,110 mr B 1 mn npenapaty 0,103 mr/mn
Ynakoeka Mae signoeigaTti Bumoram Bignoeigae
MapkyBaHHA Mae signoeigaTtu Bumoram Bignoeigae
TepMmiH nprAaTHOCTI: 3 pokun Do 08.2027

¥moBu 3bepiranna. 36epiraT B OpuriHanbHiiA yNnakosLi npu TemnepaTypi He Buwe 25 °C.
KomeHTapi:

*Ha nigcraei nepioguuHoro KoHTponio. [poTe MU NigTEEpIKYEMO BiANOBIAHICTL AaHo! cepii Bumoram H
3anBa npo cepridikayio:

Lum A 2aceiguyio, WO BULeBKa3aHa iHdopMalia € gocToeipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYaOUK
YMaKoBKy/MapKyBaHHA) Ta NpOBeAeHWi KOHTPONDb Ti AKOCTI Ha HWKYeBKa3aHiil ainbHUU| B NOBHIi BignosigHocTi ao sumor GMP,
BCTAHOBMEHWX MICLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneundikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLilHOMY
Aocke/Toprosol niueHsii. MpoTtokonn BUpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepegipeHi Ta BcTaHoBNeHa BignosigHicTs GMP.

AosBoneHo Ao peanizauii / Ao BigBaHTaXKeHHA

¥noeHoeaxeHa ocoba - HauansHuk eigginy BCtaBM NanTtyx FO.M. 15.08.2024
Bupobunua finbHULA:
YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; JliueHsia Ha BupoBHuuTeo AE N° 637430 Bip 07.04.2015; GMP
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051/2024/GMP Big 29.05.2024; GMP/EAEU/KZ/81-01-2024 Big A"_.

KoHTponb AKOCTi T2 BNAa4a f03BOAY Ha peanisayin:

YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74; CBigouTBO Npo 4 2019
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Ceprudikar akocti N 040000118681

NN

oHi, no 1 ¢pnakoHyy nayui

1MJ1 PO3YMHY MICTUTD KCUNOMETA3OMHY TAPOXIIOPULY Y TIEPEPAXYBAHHI HA 100 o, PEHOBWHY 0,5 MI'

Homep cepil: 151124 KpaiHa oTpumyBay: YkpaiHa
KinbKicTs npogyKuii: 62.310 Tuc.ynak. Ne PeecTp. MOCBIgUEHHA!
[aTa supobHuuTBa: 11.2024 TepMit pji peecTp. NOCBIAUEHHA: HeoBMexeHun

ARafi3 BUKOHaHu# no:

MKA 13 go Pl NeUA/1880/01/01, 3minu BiA 13.04.2021 p.

UA/1880/01/01

PesynbraTut BUnpobysalb

HatimeHyBaHHA noKasHuKiB Bumorn AHJ(cneuudikauii)

Onuc
InenTudikauin
KCUNOMETa3oAiHY rifpoxnopui

KCUNOMETa3OoMiHY FigpoXxnopva

GeH3arnkoHito Xnopua

Mpo3opicTb
KonboposicTb
pH

KcnnomeTasoniy AoMilka A

06'em BMICTY YNaKoBKU
Mikpo6ionoriuHa 4ncroTa
3aranbHe 4ncio aepobHNX

MiKpOOpraHiamis (TAMC)

Mposopa 6esbapeHa piAnHa

flkicHa peakuin

Ha xpomatorpami BUNPO6OBYBAHOMO PO3UNHY,
ofepxaHiit B po3aini "KinbKicHe BU3HaueHHA",

yac yTpumyBaHHA niky KcunomeTasoniHy
rigpoxnopunay Mae cnignagaTtut 3 4acoMm
YTPWUMYBaHHA niky KCMnomeTasomniny rigpoxnopuay
Ha xpomatorpami posquHy NOpiBHAHHA 3 TOYHICTIO
+2%

Ha xpomatorpami BUNPO6HOBYBAHOTO PO3UNHY,
opepXaHin B po3gini "KinbKicHe BU3HaueHHs",
yacu yTpUMYBaHHA MiKiB komnoHenTis C12 1 C14
GeH3anKoHilo xnopuay MatoTb cniBnagaTti 3 Yacamu
yTPUMYBaHHA MKiB xomnoHenTis C121 C14
HeH3anKoHilo xnopuay Ha XpomaTorpami posunHy
NOPIBHAHHA 3 TOUHICTIO £ 2 %

Mage 6yTn npo3opum

Mae 6yTu 6e362pBHUM

Bin 5,6 fo 6,6

Ha xpomatorpami BUNPOGOBYBAHOTO PO3UNHY, KpiM
OCHOBHOI NAAMYU, [OMYCKAETHCA HaABHICTD
[OAATKOBOI NAAMU, poaMimeHo’f Ha PiBHI NNAMA Ha
XpomaTorpami posunHy nopisHAHHA (D), AKa He
nepeswlye 1i 33 po3MipoM Ta iHTeHCUBHICTIO
3a6apeneHHnA (He binble 3%)

He menwe 10 mn

KpuTepii npuitssTrHocti 100 KyO e 1 mn

Bianosinae

Bignosifae

Bianosifae

Bianosipa€
Bignosifae
Bignosifa€
6,2

Bignosifae

Bignosipae

0 (He usineHo)

Cepmugpikam nionucaHo en1eKmpoHHUM nidnucom

ID 0400001186817
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Ten. (044) 496-87-87, Ten Jbake (044) 239-19-38, Ten./dakc (044)49689-42, Ten, (044) 485-26.57 {uinogoboso

3aranbHe uucno apikaxosux Ta KpuTepiit npuitiatiocti 10 KYO 8 1 wmn
AnicHAsux rputis (TYMC) 0 (He Bussneno)
Staphylococcus aureus BiacytHictb 8 1 mn Bigcytwi
Pseudomonas aeruginosa BigcyTHictb B8 1 mn BincytHi
KinbkicHe BusHauenns
KcunomeTtasonivy rigpoxnopug Bia 0,45 mr 10 0,55 mr B 1 mn npenapary 0,50 mr/mn
GeH3zankoHito xnopug Big 0,090 Mr a0 0,110 Mr & 1 mn npenapaty 0,102 mr/mn
Ynakoska Mae Bignosigati sumoram Bianosinae
MapkyBsaHHs Mae signosigati sumoram Bignosinae
Tepmin npugatHocri: 3 poku o 11.2027
YmoBu 36epiranns; 36epiratu B opuriHanbri ynaKosui Npu Temnepatypi He Bue 25 °C.
Komenrapi:

3anBa npo ceptudikauito:
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HAossoneno po peanizauii / go BigBaHTa)eHHs
YnosHoBaxeHa 0coba - Havanbhuk sigainy BCraBM JaHTyx 10.M.

Bupo6uunua AinbHuusa:
YKPAIHA, 04080 m. Knis-80, syn. Kupuniecbka, 74; Miyensia Ha BUPOBHMYTBO AE Ne 637430 8ig 07.04.2015; GMP
051/2024/GMP Bid 29.05.2024; GMP/EAEU/KZ/81-O1-2024 Bifg 15.12.2023; GMPUZ-08:2023 8ig 30.11.2023

KouTponb sikocri a BuAava gossony Ha peanizayito:

YKPATHA, 04080 m. Knie-80, Byn. Kupuniscoka, 74; CsigouTso npo atectayito Ne 390 sig 22.01.2019

Cepmugpikam nidnucaro €1eKMPOHHUM nidnucom ID 040000118681 Clop.2 32
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