Peectpaninina kaptka HIJIKP

Jep>kaBHuH peecTparniiinuii Homep: 01200104457
Bigkpura

JIara peecrpamnii: 21-10-2020

CraTtyc BUKOHABIS: 17 - TOJIOBHUI BUKOHABELb

1. BarasibHi BigoMmocTi

IlizcraBa aJjist IpoBeAeHHsI pooiT: 43 - BiacHa iHiljaTHBa (SKIIO po60Ta BUKOHYETHCS 3 BJIACHOI iHilliaTHBY 32 KOIITY BUKOHABIIS
HJIIP a60 6€3KOLITOBHO)

KIIKBK:

Hampsm ¢inancyBaHHs: 2.2 - IPUKJIATHI ZOCIiAKEHHS i pO3po6KU

J>kepesia piHaHCYBaHHS

7704 - Bj1acHi KOLITH, KOLITH IiJIIPHEMCTB, yCTaHOB, OpraHisamnii, PpisuyHoi 0coOM Ha BUKOHAHHS iHiiaTUBHUX POOIT
3aranbHUH 06csr pinaHcyBaHHS (THC. TpH.): 22.907

Y Tomy 4mcJli o pokax (THC. TpH.):

Pix dinancyBaHHs
2019 7.635
2020 7.635
2021 7.637

2. 3aMOBHHK

HaszBa opranizaunii: ToBapucTBo 3 06MexeHoI0 BignosiganpuicTio "TII EC AN Ykpaina"
Kop, €OPIIOY /IITH: 32664569

Appeca: Bysn. HoBoBok3asnbHa, 3, M. KuiB, KuiBcbka 0611., 03067, Ykpaina
IliznopsakoBaHicTe: [Jep>kagminicTpanis

Tesedon: 380444928562

Tenedon: 380444928560

3. BukoHaBeupb

Ha3sBa opranisamnii: YkpaiHcbka MeIyHa CTOMATOJIOTiYHA aKaJeMist

Kog, €IPIIOY /IIIH: 02010824

IMMizmopsimkoBaHicTh: MiHiCTEpCTBO OXOPOHU 370POB’s YKpaiHu

Appeca: Bys. [lleBuenka, 23, M. [TonTasa, [lonTaBcbkuii p-H., [lonTraBceka 06i1., 36011, Ykpaina
Tesedon: 380532602051

E-mail: mail@umsa.edu.ua

WWW: http:/ /www.umsa.edu.ua

4. CniBBUKOHaBelb



5. HaykoBo-TexHi4Ha poooTa

HasBa po6oTHu (YKp)

BararoijeHTpoBe, MOABiliHe cIine, paHAOMi30BaHe, IJale60-KOHTPOJIbOBAaHE NOCHimKeHHsS a3y 3 [ OLiHKU edeKTHUBHOCTI,
6€3Me4HOCTi i MepeHOBUCMOCTI 3aCTOCYBaHHS iTPaKOHA30Jly Y BUIVISIZI CYXOro IOPOLIKY Ajsl iHramsuiil ass npodinakThKu

LBiJIEBOTO MiKO3Y B INAIli€HTIiB 3 TOCTPOIO JIEMKEMI€I0 Ta HEUPOTPOIIEHI€I0

Ha3zBa po6oTH (aHrJI)

A multicenter, double-blind, randomized, placebo-controlled phase 3 study to evaluate the efficacy, safety and tolerability of
itraconazole as a dry inhalation powder for the prevention of fungal mycosis in patients with acute leukemia and neurotropenia

Merta po6oTH (YKp)

JocnimxenHs ¢asu 3 asns ouiHKK e(peKTUBHOCTI, 6€3MEeYHOCTi i IepeHOBHUCMOCTI 3aCTOCYBaHHSI iTPAKOHA30JIy Y BUIJIS[ CYXOTrO

MOPOIIKY [1JIs iHrasALii 17151 MpoQiNaKTUKY 1]BiIeBOro MiK03y B MAI[iEHTIB 3 TOCTPOIO JIEHKEMIEIO Ta HEUPOTPOIIEHIEO

MerTa po6oTH (aHrJ1)

Phase 3 study to evaluate the efficacy, safety and tolerability of itraconazole in the form of dry powder for inhalation for the
prevention of mold mycosis in patients with acute leukemia and neurotropenia
IIpiopuTeTHHI HaNIPSIM HaAYKOBO-TEXHIYHOI AisIIbHOCTI:

CrpaTeriyHuH NPiOpUTETHUIH HANIPSIM iHHOBAIiHHOI OisfJIbHOCTI: BITpOBaIs)KeHHSI HOBUX TEXHOJIOTIN Ta 06JIagHAHHS IJ1s1

SIKICHOTO MeJIMYHOTO 06CIIyrOBYBaHHS, JIiKyBaHHS, (papMalleBTHKU
Bug po6otu: 48 - mpukiagHa
OuikyBaHi pe3yabrati: Metonu, Teopii

T'anyss 3acrocyBaHHs: 22 - OXOPOHA 310POB's

6. ETariu BUKOHAaHHSA

Homep |IToyaTok | 3akiHyeHHs | 3BiTHHI JoKymeHT | HasBa erany

BararoneHTpoBe, oABiliHe ciine, paHAOMi30BaHe, Maleb0-
KOHTPOJIbOBaHE NOCHiIKeHHs (pasu 3 17151 OLiHKYA e(PeKTUBHOCTI,
1 12.2019 |11.2021 OcTaToyHui 3BiT  |6€3MEYHOCTI i MEPEHOBUCMOCTI 3aCTOCYBAaHHS iTPAaKOHA30J1y Y BUIJISIAIL

CyXOro MOPOLIKY AJIs1 iHrayauii A npo@inakTUKY 11BieBOro Miko3y B

TALi€HTIB 3 TOCTPOIO JIEUKEMIi€I0 Ta HEMPOTPOIIEHI€I0

7. Ingexc YK remaruuyHux pyopuxk HTI

Kopu TemarnuHux pyopux HTI: 76.13.31
Inpexc YIK: 616.32 /342-022.44-06-089.844, 616.32 /342-022.44-06-089.844



8. 3aKJII0YHi BimoMoCTi

KepiBHHK opraHi3arrii:
Knan B'suecnaB Mukosnaitosud (I.mem.H., Tpodecop)
KepiBHHKH pOOOTH:

CxpunHuKk Irop Mukosaiosud (4.Mez.H., Ipodecop)

BigmoBimanbHUI 3a TOAaHHA JOKyMeHTIB: Mopoxoselp I. 10. (Tes.: +38 (053) 256-08-23)

KepiBHUK Bigainy peectpanii HayKoBoi gisibHOCTi
YxpIHTEI

IOpyenko T.A.




