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Ten. (044) 496-87-87, Ten /daxc (044) 239-19-28, Ten/daxc (044)49689-42, Ten. (044) 485-26-57 (uinogoboso)

Ceptudikar akocri N2 040000112287

MinT HazanbHi kpanni®, kpanni HazansHi no 10 mn y $nakoHi, no 1 ¢nakoHy y nauuyi
1M1 MPEMNAPATY MICTUTb QEHIEDPUHY 2,5 MT, IMMETUHIEHY MANEATY 0,25 MT

Homep cepii: 20124 Kpaita oTpumyBau: Ykpaina
KinbKicTs npomykuii: 63.876 Tuc.ynak. N@ Peectp. noceigueHHs: UA/14055/01/01
fata eupoBHuyTea: 01.2024 Tepmin aii peecTp. nocsiguennsa:  HeobmexeHnn

AHani3 BUKOHaHWiA no: MKA 13 go PN NeUA/14055/01/01, 3minm sig 10.02.2022 p.

HalimeHyBaHHA NOKa3HWKIB Bumorn AH/A(cneundikauii) PeszynbTatu BUnpobyBaHb
Onuc MNpo3opa 6e3bapeHa abo 3nerka *kosTysaTa piguHa
3i cnabkmm cneyndiyHUm 3anaxom Binnogipae

lpenTudikauin

AVMETUHAEHY Manear Ha xpomatorpamax Bunpo6oOBYBaHOIO PO34uHY,

ofepxaHux npyu BUNpobyeanHi "KinbkicHe

BU3HayeHHA. lumeTnHaeHy maneat”, yac

YTPUMYBaHHA NMiKy AUMETUHIEHY Maneaty mac

CNiBNaAaTh 3 4acoMm YTPUMYBAHHA NiKy

AVMETUHEHY ManeaTy Ha XpoOMaTorpamax posuuHy

NOPIBHAHHA 3 TOUHICTIO +2% Bignoeigae
deHinedpuH Ha xpomartorpamax eunpoboBygaHoro po3umny,

opepraHux npu BunpobysanHi "KinbkicHe

BusHaueHHa. QeHinedgpuH”, Yac yTpUMyBaHHA NiKy

deHinedpuHy Mae CniBNafaTi 3 Yacom YTPUMYBAHHA

niky ¢peninedpuHy Ha XpomaTorpamax po3uuHy

NOPIBHAHHA 3 TouHicTio £2% Bianosigae
6eH3ankoHilo xnopwa Ha xpomatorpamax BUNpo60oBYBaHOIrO PO3YMHY,

ofjepxaHux npu BunpobyeaxHi "KinbKicHe

Bu3HaueHHA. bensankoxio xnopua”, yacn

yTpumyBaHHa nikis C12 i C14 6eH3ankoHio

XNopuay MaioTb CniBnagaTi 3 Yacamu yTPUMYBaHHA

nikie C12 i C14 6eH3ankoHio xnopuay Ha

Xpomatarpamax po3u4mHy NopiBHAHHA 3 TOuHIcTIO 2% Bignosipae
Mpo3sopicTb Mae 6yt npo3opum Bianosipae
Konboposictb MNpenapat mae 6yt besbapeHum abo 3abapeneHHa

npenapary mMac 6yTu He IHTEHCUBHILLMM 3a eTanoH
Y6 (Ha momeHT Bunycky). MNpenapat mae 6ytn

6e3bapeHvum abo 3abapeneHHA npenapaty mae byTn

He IHTeHCMBHIWWM 3a eTanoH GY4 Binnosinae
pH Bin 6,3 00 6,7 6,5
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CDapM@

QAPMAK

HIRRAIN

O6'em BMICTY YNakoBKu
CynpoBigHi gomiwkn

noxigHe aumeTurHaeHy 1

noxifiHe AuMeTUHAeHY 2

6yab-aKOT IHWOT AOMILLKK

Cyma JOMIlIOK AUMETUHAEHY

Mikpo6ionoriyHa yncrora
3aranbHe ynco aepobHuX
MikpoopraHismis (TAMC) *
3aranbHe Yncno ApiKAXKOBWX Ta
nnicHasux rpubis (TYMC) *
Staphylococcus aureus *
Pseudomonas aeruginosa *
KinbKicHe BU3HaueHHA

AVMETUHAEHY Manear

Ten. (044) 496-87-87, Ten fdaxc (044) 239-19-38, Ten /daxc (044)49680-42, Ten, (044) 4B5-26-57 (uinoaotons)

He meHwe 10 mn

He 6inbwe 1,0 % (Ha momenT Bunycky). He
6inbwe 2,5 %
He 6inbwe 2,0 % (Ha momenT sunycky). He
6inowe 3,5 %
He 6inbwe 0,2 % (Ha momeHT Bunycky). He
6inbwe 0,5 %
He Ginbwe 3,0 % (Ha momeHT Bunycky). He
6inbwe 7,0 %

Kputepin npuitHatHocti 100 KYO/mn

Kputepiin npuiaHatHocTi 10 KYO/mn

BiacyTtHictb 8 1 mn

BiacyTHictb B 1 Mn

Binnogipae

0,0 % (<MB)

0,0 % (<MKB)

0,0 % (<MKB)

0.0 % (<MKB)

Bin 0,238 mr po 0,263 mr 8 1 mn npenapary (Ha

MomeHT eunycky). Big 0,225 mr go 0,263 mrs 1

MN npenapary 0,254 mr/mn
denineppun Big 2,38 mr go 2,63 mr B 1 mn npenapary 2,47 mrimn
BeH3ankoHio xnopug Big 0,090 mr ao 0,110 mr 8 1 mn npenaparty 0,104 mr/mn

Ynakoeka Mae Bignosinatv Bumoram Binpnosinae
MapkygsaHHa Mae signosigatv sumoram Bignosinae
Tepmin npugaTHocTi: 3 poku [o 01.2027

Ymosu 36epiranna: 3bepirati B opuriHansbHin ynakosui npy Temnepartypi He suie 25° C. Tepmit npuaaTHoCTi nicns

PO3KPUTTA dnakoHy - 4 micaui

KomeHTapi:

*Ha nipcraei nepioguyHoro koHTponio. MpoTe My NiaTeepaXyeMo BiANOBIAHICTL AaHOT cepii Bumoram H/J

3aaBa npo cepTudikauio:

LUum s 3aceiguyio, wo BuuleBkasaHa iHpopmauia € gocTosipHoio i ToyHow. L cepito npoaykuii 6yno eupobnexo (BKnuaoum
ynakoBKy/MapKyBaHHA) Ta NPOBEAEHWIA KOHTPONDb 1i AKOCTI Ha HWXKYeBKa3aHin AinbHWUI B NOBHIA BignosigHocTi Ao sumor GMP,
BCTAHOBNEHMX MICLLEBMM PEryNATOPHUM OPraHoM, a TakoX Y BifnosiAHOCTI i3 cneuvdikaliamu, AKi 3HAXOAATLCA y peecTpauiitiomy
nocbe/ToproBoi nileHsii. MpoTokonu BUPOBHULTBA, NaKyBaHHA Ta aHanisis Bynu nepesipexi Ta BCTaHoBNeHa BignogigHicTs GMP,
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Ten. (044) 496-87-87, Ten /gaxc (044) 239-19-38, Ten /darc (044)49689-42, Ten. (044) 485-26-57 (uinonoboso)

AossoneHo po peanisauii / go BigsaHTameHHA

YnosHoBaxeHa ocoba - HayansHuk sigainy BCraBIl Nautyx HO.M. 18.01.2024
Bupo6Huuua ginbHuys:
YKPAIHA, 04080 m. Knis-80, syn. Kupuniaceka, 74: Jiyensis Ha eupobruuteo AE Ne 637430 ein 07.04.2015:
GMP/EAEU/BY/0045-2021 sig 25.02.2021; UP/1-530-10/21-03/13 sig 28.10.2021
KoHTponb sKocTi Ta BUja4a Qo03BONY Ha peanizauio:
YKPAIHA, 04080 m. Kuis-80, syn. Kupuniscbka, 74; Ceigoutso npo atectauiio N° 390 sip 22.01.2019
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