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Ten. (044) 496-87-87, Ten./danc (044) 239-19-38, Ten /axc (044)49689-42, Ten. (044) 485-26-57 (uinopoboso)

Ceptudikar akocrti N2 040000117627

PUHT HasanbHni cnpei® 3BonoXylouuil, cnpeit HasanbHuii 0,5 mr/mn, no 10 mn y ¢pnakosi, no
1¢nakoHy y nauui
1MA NPENAPATY MICTUTb OKCUMETA3ONIHY MAPOXNOPUA 0,5 Mr Y NEPEPAXYBAHHI HA 100 % CYXY PEYOBUHY

Homep cepii: 350924 KpaiHa oTpmyBau: YkpaiHa
KinbkicTs npoayxuii: 18.521 Tuc.ynak. Ne Peectp. nocsigyeHHs: UA/12120/01/01
[ata upobHMLTBa: 09.2024 TepmiH fii peecTp. nocBigueHHA:  HeobmexeHui

AHanis BUKOHaHWi no; MKA N3 go PN NeUA/12120/01/01, 3minnm Big 09.06.2022 p.

HaimeHnyBaHHA nokazHuKiB Bumoru AHA(cneyndikauii) Pesynbrati BunpobyBaHb

Onuc Henpo3sopa, 6inyeata,renenogibHa pignHa a6o

PO34YMH 3i cneynPiyHUM 3anaxom Ta TMKCOTPONHUMU

BNacTUBOCTAMM (rycTillae Npu CTOAHHI Ta

pO3pimXKy€eTbCA NpY 360BTYBaHHI) Bianosipae

IneHTndikauin

OKCUMeTasoniHy rigpoxnopua Ha xpomatorpamax sunpobosysaHoro posuuHy,

ofiepaHvx npu BunpobysaHHi "KinbkicHe

BM3HaueHHA. OKCcMMeTazoniHy rigpoxnopua Ta

cnnpT 6eH3MNOBMIA", Yac YTPUMYBaHHA MiKy

OKCUMeETa30NiHYy rigpoxnopuay Mae cnisnagaTtu 3

4acoM YTPUMYBaHHA NiKy OKCMMETa3oniHy

rigpoxnopvay Ha XpomaTtorpamax po3uuHy

NOPIBHAHHA 3 TouHicTIO £ 2 %. Bignosigae
cnupT 6eH3UNoBUIA Ha xpomaTtorpamax BUNpo60oBYBaHOIO pPO3UYUNHY

ofepaHux nNpu eunpobysanHi "KinbkicHe

BM3HaueHHA. OKcumeTasoniny rigpoxnopug Ta

cnnpT 6eH3nNoBUA", Yac YTPUMYBAHHA NiKy CNUpTY

6eH31N0BOro Mae CNiBNajaTh 3 YaCOM YTPUMYBaHHSA

Niky cnupTy 6@H3MNOBOro Ha XpoMaTorpamax

PO3UMHY NOPIBHAHHA 3 TOUHICTIO +2%. Bignosipae
6eH3ankoHi xnopua Ha xpomaTorpamax Bunpo6oByBaHOro posuunHy,

ofiepaHunx npu BunpobysanHi "KinbKicHe

BW3HayeHHA. beH3ankoHilo xnopua", yacu

yTpumysaHHA nikis C12 i C14 6eH3ankoHilo

XNopuay MaioTb cniBnagaTti 3 Yacamu yTPUMYBaHHA

nikie C12 i C14 6eH3ankoHilo xnopupy Ha

XpomaTorpamax po34MHy NOPiBHAHHA 3 TOYHICTIO

+2%. Bigpnosigae

pH Bin4,5po 6,5 5,8
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O6'em BMICTy ynakoBku
CynpoBgigHi aomiwkn

Jomilka A

HecneundikoBaHa JOMilLKa

Ccyma AOMIWoK

Mikpob6ionoriyHa yncrora
3aranbHe 4yMCNO aepPoBHUX
MikpoopraHi3mis (TAMC)
3aranbHe YNCNo APIKAMNKOBMX i

nnicHaBux rpubis (TYMC)

Ten. (044) 496-87-87, Ten./axc (044) 239-19-38, Ten /dakc (044)49689-42, Ten. (044) 485-26-57 (uinonoboso)

He meHwe 10 mn

He 6inbwe 0,5 % (Ha momeHT Bunycky). He
6inbwe 1,0 %
He 6inbwe 0,5 % (Ha momeHT BUnycky). He
6inblwe 1,0 %
He 6inbwe 1,0 % (Ha MomeHT Bunycky). He
6inbwe 3,0 %

Kputepin npuitHaTtHocTi 100 KYO/Mn

KpuTtepin npuaHaTHocTti 10 KYO/mn

Bipnogigae

0,0 % (<MB)

0,1%

0,1%

0 (meHwe 10)

0 (meHwe 10)

Pseudomonas aeruginosa BigcyTHicte B 1 Mn BigcyTHi
Staphylococcus aureus BiacyTHictb B 1 Mn BigcyTHi
KinbkicHe BU3HaueHHnA
oKcumeTasoniHy rigpoxnopua Big 0,475 mr go 0,525 mr 8 1 mn npenapary (Ha
momeHT Bunycky). Big 0,450 mr go 0,525 mr B 1
MN npenapary 0,491 mr/mn
CcnupT 6eH3nNoBUiA Bin 2,25 mr po 2,75 mr B 1 Mn npenapaty 2,58 mr/mn
6eH3ankoHilo xnopwa Big 0,090 mr go 0,110 mr B 1 mn npenapaty 0,102 mr/mn
Ynakoska Mae eignosigatv sumoram Binnosinae
MapkyBaHHA Mae Bignosigaty Bumoram Bignosigae
TepmiH npupaTHocri: 2 poku Lo 09.2026

Ymoen 36epiradna:  36epiraTi B opuriHanbHiin ynakosui npu Temnepatypi He Buwe 25 °C.

KomeHnTapi:

3anBsa npo ceprudikauiio:

Lum A 3aceiguyio, wo BuwieBKazaHa iHpopmauis € gocTosipHolo i TouHow. Lo cepito npoaykuii 6yno BupobneHo (Bknovaoum
yNakoBKy/MapKyBaHHA) Ta NPoBeAeHN A KOHTPODb il AKOCTI Ha HWXYeBKa3aHin AiNbHULI B NOBHIRA BignosiaHocTi oo sumor GMP,
BCTAHOBNEHWX MICLIEBUM PerynaTOpHUM OPraHoM, a TakoX Y BIANOBIAHOCTI i3 cneyudikaliamm, Aki 3HaxoAAaTbCA y peecTpayiiiHoMy
Aocbe/Toprosoi niyersii. MpoTokonn BUPoBHULITRA, NaKyBaHHA Ta aHanisie 6ynu nepesipeHi Ta BcTaHoBNeHa signosigHicTe GMP.

JozeoneHo Ao peanisauii / 4o BigBaHTaXKeHHA
¥YnosHosaxeHa ocoba — MNposigHui iHxeHep BCtaBlM Anppycuk-LLykiHa M.M.

24.09.2024
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Ten. (044) 496-87-87, Ten./pakc (044) 239-19-38, Ten./pakc (044)49689-42, Ten. (044) 485-26-57 (uinono6oso)

Bupo6Huua ginbHnya:
YKPAIHA, 04080 m. Kuis-80, syn.Knpuniscbka, 74; Niuensia Ha Bupobuuutee AE Ne 637430 sig 07.04.2015; GMP

051/2024/GMP eip 29.05.2024; GMP/EAEU/KZ/81-01-2024 sig 15.12.2023; GMPUZ-08:2023 gig 30.11.2023;

UP/1-530-10/21-03/13 eig 28.10.2021

KoHTponob akocti Ta BUAauya gossony Ha peanizayiw:
YKPAIHA, 04080 m. Knis-80, syn. Kupuniecbka, 74; Ceigoutso npo atectauiio N2 390 sig 22.01.2019
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