Peectpaninina kaptka HIJIKP

Jep>kaBHUH peecTpaniiinuil Homep: 0120U104461
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
3aranpHui o6csar diHaHCcyBaHHS (THC. TPH.): 27.012

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

Pix dinancyBaHHs
2019 9.004
2020 9.004
2021 9.004

2. 3aMOBHHK

Hassa oprani3saii: ToBapuCTBO 3 00MeKeHOIO BinnoBigaabHicTIO "KoHTpakTHO-oCHigHa opraHizauis InHo®apm-YkpaiHa"
Kopg, €IPIIOY /IITH: 32111078

Appeca: Byn. Kiksingse, 14 B, m. Kuis, Kuiscbka 06:1., 01103, Ykpaina

MignmopsaxoBaHicTh: MiHiCTEPCTBO OXOPOHU 3[,0POB'a YKpaiHu

Tenedon: 380444969386

3. BukoHaBeup

Ha3zBa opranisamnii: YkpaiHcbka MeiyHa CTOMATOJIOTiYHA aKaJeMist

Kog, €IPIIOY /IIIH: 02010824

IizmopsimkoBaHicTh: MiHiCTEPCTBO OXOPOHU 310POB’s YKpaiHu

Appeca: By:1. [lleBueHka, 23, M. [TonTasa, [TlonTaBcbkuil p-H., [lonTaBceka 06i1., 36011, Vkpaina
Tenedon: 380532602051

Tesedon: 380532562330

E-mail: mail@umsa.edu.ua

E-mail: admin@umsa.pl.ua

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



4. CiBBUKOHaBEIlb

5. HaykoBo-TexHiYHa po6oTa

Hasga po6oTH (YKp)

BararoieHTpoBe, paHIOMi30BaHe, MOJBiliHEe cIine mianebo-KOHTPOJIbOBAHE NOCIimKeHHS 2-1 $a3u, 3 BUKOPUCTAHHSIM Pi3HUX
J103 B IIapaJieJIbHUX TPYyIax, AJ1s OLiHKK e(deKTUBHOCTI Ta 6e3nedHocTi npenapary SKI-O-703 npu nepopasbHOMY 3aCTOCYBAaHHI Y

Mali€eHTiB 3 pEBMaTUYHIM aPTPUTOM B aKTUBHIl (OpMi, HE3BaKAIOUM Ha JKyBaHHS ITpenapaTaMy CTaHJApPTHOI Tepanii

Hasga po6oTH (aHrJI)

A multicenter, randomized, double-blind, placebo-controlled phase 2 study, using different doses in parallel groups, to evaluate
the efficacy and safety of SKI-O-703 when administered orally in patients with rheumatoid arthritis in active form, despite drug
treatment. standard therapy

Merta po6oTH (YKp)

JoclimpkeHHs 2-i a3y, 3 BUKOPUCTAHHSM pi3HMX 103 B MNapajesbHUAX TPyNax, IJsl OLiHKM €(EKTUBHOCTI Ta GE3MEYHOCTI
npenapary SKI-O-703 npu nepopajbHOMY 3aCTOCYBaHHi y Nalli€eHTiB 3 peBMAaTUYHUM apTPUTOM B aKTUBHIN (HOPMI, HE3BAKAIOUN

Ha JIIKyBaHHS ITpernapaTaMy CTaHZAPTHOI Tepartii

Merta po6oTH (aHTJI)

Phase 2 study, using different doses in parallel groups, to evaluate the effectiveness and safety of the drug SKI-O-703 when
administered orally in patients with rheumatoid arthritis in the active form, despite treatment with standard therapy drugs
IIpiopuTeTHHI HaNIPSIM HAYKOBO-TEXHIYHOI AisIbHOCTI:

CrpareriyHuii IpiopUTETHHH HANPSIM iHHOBaLLifHOI AisIsIbHOCTI: BIipoBaiKeHHSI HOBUX TEXHOJIOTI Ta 06JI1aHAaHHS 1J1s1

SIKICHOrO MEINYHOTO 0OCIyTOBYBaHHS, JiKyBaHHSI, (PapMaleBTUKU
Bup po6oTh: 48 - npuxiagHa
OuikyBaHi pe3yabTaTH: MeTOU, Teopii

T'anysb 3acrocyBaHHS: 22 - OXOpPOHA 3[J0POB’s

6. ETann BUKOHaHHSA

Homep | ITouaroxk | 3akinueHHs | 3BiTHHI AoKymeHT | Ha3Ba eramy

BararoijeHTpoBe, paHI0Mi30BaHe, IOBiliHe cJine rnane6o-
KOHTPOJIbOBaHe NOCi/iKeHHs 2-1 ¢pa3y, 3 BUKOPUCTAHHSIM Pi3HUX 103 B
L. napasesIbHUX rpymnax, st OLiHKY e(eKTUBHOCTI Ta 6€3M1eYHOCTi Ipenapary
1 11.2019 [10.2021 OcCTaTOYHU 3BIT . L
SKI-O-703 npu nepopajbHOMY 3aCTOCYBaHHI y NALII€EHTIB 3 pEBMAaTUYHUM
apTPUTOM B aKTUBHIN (GOPMi, HE3BAKAIOUM HA JIIKYBaHHSI [TpenapaTaMmu

CTaHAAPTHOI Tepanii

7. Ingekc YK TremaTuuyaux pyopuxk HTI

Kozu temarnunux py6puk HTI: 76.13.31
Inpgexc YIK: 616.32 /342-022.44-06-089.844, 616.32 /342-022.44-06-089.844



8. 3aKJII0YHi BimoMoCTi

KepiBHHK opraHi3arrii:
JKnan B'syecnaB MukosaiioBuy
KepiBHHKH pOOOTH:

Tkayenko Makcum BacunboBuyd

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

KepiBHUK Bigainy peectpanii HayKoBoi gisibHOCTi
YxpIHTEI

IOpyenko T.A.




