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Ceprudikar akocri N2 040000121852

Ectesudin, cnpeir HawkipHuii, 1 % no 15 mn y ¢nakoHi, no 1 ¢pnakoHy y nauui
1MIT CTIPEIO MICTUTb: HAGTUGIHY MAPOXNOPUAY Y MEPEPAXYBAHHI HA 100% CYXY PEHOBUHY 10MI

Homep cepii: 10525 KpaiHa oTpumysay: YkpaiHa
Kinbkictb npogyKuii: 18.631 Tuc.ynak. Ne PeecTp. MOCBiHeHHs: UA/15499/01/01
DNata BupobHuuTBa: 05.2025 TepmiH aii peecTp. nocsigueHHn:  HeobMexeHnik

AHari3 BUKOHaHWiA No: MKA N3 go PN NeUA/15499/01/01, 3mikum sig 30.11.2020 p.

HaitmeHyBaHHA nokKasHukis Bumoru AHA(cneundikaulii) Pesynbraty Bunpobysakb
Onuc MNpo3opui po3uunH Big 6e36apBHOro A0
CBITNO-XOBTOrO KO/IbOPY 3i CNUPTOBNM 3aNaxom Bipnosigae

lpeHTudikauin

HabTUdIHY rigpoxnopup, Ha xpomaTorpami Bunpo6oByBaHOro po3suuHy,
ofepaHii B posgini "KinbKicHe BU3HaueHHA.
HadTtuoiny rigpoxnopug”, Yac yrpumyBaHHA nika
HadTudiHa rigpoxnopuaa Mae cniBnafaTi 3 4acom
YyTpUMyBaHHA Nika HadTudiHa rigpoxnopugy Ha
XpOomaTorpami PO3unHy NopIBHAHHA 3 TOUHICTIO £ 2
% Bignosinae

eTaHon Ha xpomarorpami BUNpo6oBYBaHOro PO3YUHY,
oTpumaHiit y posgini "KinbkicHe BU3HaueHHsA.
EraHon", yac yTpumyBaHHA rika eTaHony mae
CNiBNajaTh 3 4Yacom YTPUMYBaHHA fika eTaHoOMy Ha

XpomaTtorpami po3unHy NMopiBHAHHA 3 TOUHICTIO * 2

% Bignosigae
KonboposicTb Mae 6yTn 6e3bapBHM abo 3abapBneHHsA npenapary
mae 6yTi He IHTeHCuBHILLe 3a eTaioH Y5 Binnosigae
pH Big 4,0 no 6,0 45
06'eM BMICTY YNaKOBKM He meHwe 15 mn Binnosipae
CynpoBigHi goMiwKn
6ynb AKoT HeigeHTudiKoBaHO! He 6inbwe 0,1 %
LOMiLLIKY 0,0 % (< MKB)
cyma JOMILLIOK He Ginbie 1,0 % 0,0 % (< MKB)
Mikpo6ionoriuHa uucrora
3aranbHe Yucno aepobHUX Kputepii npuiHaTHocti 100 KYO/mn
Mmikpoopratizmis (TAMC) 0 (He BusBneHo)
3aranbHe YUCNo AphKEXKOBUX i Kputepin npuiHaTtHocti 10 KYO/mn
nnicHsiBux rpnéis (TYMC) 0 (He BusBnexo)
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Staphylococcus aureus BincytHictb B 1 Mn BigcyTHi
Pseudomonas aeruginosa BigcyTHicTb B 1 Mn BigcyTHi

KinbKicHe BM3HaueHHs

HadTUdIHY rigpoxnopua Big 9,50 mr oo 10,50 mr B 1 Mn npenapaty 9,63 mr/mn

eTaHon Bin 36,0 % m/m go 44,0 % mim 39,6 % mim
YnakoBka Mae BignosigaTn BuMoram Binnosigae
MapkysaHHs Mae signogigaTn Bumoram Bignosigae
Tepmin npngaTHocTi: 2 poku Do 05.2027

YmoBu 36epiranHs: 36epiraty B opuriHanbHiin ynakosui npy temnepatypi He suuje 30°C

Komenrapi:

3anea npo cepTudikauito:

Lum A 3acsiguyto, W0 BuUlLEBKa3aHa iHdopmauis € JoCTOBIpHOW i TouHow. Ll cepito npoayxuii 6yno snpobneHo (BKNtOUatOYY
yNaKkoBKy/MapKyBaHHA) Ta NpoBefeHUi KOHTPONb ii AKOCTI Ha HUKUYEBKa3aHil AinbHULi B NOBHIN BiANOBIAHOCTI 4O BUMOT GMP,
BCTAHOBMEHUX MICLIEBUM PErynAaTOPHUM OPraHoM, a TakoX Y BIANOBIAHOCTI i3 crieumdikaLiamm, AKi 3HaXoAATbCA y peecTpalinHomy
[ocbe/ToproBol nilensii. MpoTokonu BUPOBHNLTBA, NakyBaHHsA Ta aHanisis 6ynu nepesipeHi Ta BCTaHoBNeHa sianosiaxicte GMP.

DossoneHo Ao peanizauii / 4o BinBaHTaXKeHHA

YnoeHosaxeHa ocoba — NposigHuit inxeHep BCraBll fipemerko B.B. 13.06.2025

Bupo6Huua ginbHuLA:

YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscoka, 74; JliteHsia Ha supobHuuteo AE Ne 637430 sig 07.04.2015;
CepTudikat GMP N2 108/2023/GMP sig 20.12.2023; GMP_UZ-08:2023 sig 30.11.2023; 530-10/24-06/02 sig 02.09.2024,

GMP/EAEU/KZ/81-01-24 Bin 15.12.2023

KoHTponb AKOCTI Ta Bugaua f03BONY Ha peanisauito:
YKPAIHA, 04080 m. Kunis-80, syn. Kupuniscbka, 74; Ceigoutso npo atecrauito N2 390 sig 22.01.2019
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