3ASBA
Ha NPoBeIeHHS JePIKaBHOT OLIHKH METHYHHX TexHosorii

1. Indopmauis npo 3asBunka:

1) waiimenysanns (npissuie, iM’ss, no Garbkosi) 3asBuuka — TOB IneceH
lOKpelin Cepsicis, Jlikapuyk Slpocnasa Iropisua (IenepanbHuii aupekrtop), Jleneka
Mapis Bacunisna (Mene:ukep 3 10¢Tyny 1a puHKH);

2) micuesnaxoukenns (Mictie npoknsanns) — M. Kuis, syn. Jlerrapiscska, 27T;

3) nomep renedony (reaedarcy) — 044-5026529 ;

4) azpeca eieKTpoHHOT nowTH — mariya.leleka@ipsen.com.

2. lani 110110 3a8B1CHOT0 JiKAPCLKOTO 32¢00y:

1) Toprosenia nassa jikapehkoro 3acody — KabomeTHkc;

2) MiKHApOAHA HCNATEHTOBAHA Ha3Ba a00 cuHOHIMIYHE HAHMEHYBaHHA -
Ka003aHTIHIO;

3) ckaaa aikapehkoro 3acoly (J1ioMi Ta A010MiAKHI PEYOBUHM) —

Crnan:

Al04a pedorna: kabo3aHTinio (S)-manar

| Tabnerka, BKpUTa IU1IBKOBOK O0040HKOW, MICTUTL Kado3aHTIHIOY (S)-
Manarty, 110 cKBiBaJieHTHO Kabo3aHTiHiOy 20 mr, abo 40 mr, abo 60 mr;

JIOMOMIZKHI - PEYOBHMHM:  LIEJIONI03a  MIKPOKpHCTAIYHA, NakTo3a Oe3BojHa,
FLAPOKCHIIPOIIIENION03a, HATPIO KPOCKApMesnos3a, KPeMHilo AIOKCHA KOJIOTIHHI
(Oe3BO/1HMIT), MArHIIO CTEapar;

r:1iBKoBa 00010HKa: onaapaii xoBTHit (03K92254): rinpomenosa (HPMC) 2910
(E 464), rurany jpiokena (E 171), tpuauetu, 3aniza okeua #ostuii (E 172).

4) dopva BHIYCKY. HIO [IPONOHYEThCA ANsl BKAouenus Ao HauionanbHoro
nepesiiky OCHOBHHUX JIIKapchkux 3acobiB Ta (ab0o0) HomeHknaryp (nepeinikis, CNyUCKIB,
peceTpiB) - TabNeTKH, BKPHTI I1IBKOBOIO 0D0JIOHKOIO.

Ocnosni pizuxo-xiniuni eracmusocmi. KABOMETHUKC, tabnerkn, BkpuTi
[171iBKOBOIO 000710HKOH, 110 20 Mr/40 Mr/60 mr

Kpyriii 1abieTkn, BKPUTI MIIBKOBOIO 0OOONOHKOIO, MKOBTOrO KONBLOpY, 3
TucHenHsaM «XL» Ha oaHoMy Goui Ta «20%»/ «40» /«60» Ha iHwoMy doui TabneTky.

5) BIAOMOCTI [1pO JEP/KABHY PCECTPALII0 3asiBJICHOIO JIIKAPCLKOro 3acoby B
Yipaii [ eHepuuti npenapati B YKpaiHi HE 3apeccTpPOBaHi.

Tepmin ait 3 05.06.2018 no 05.06.2023. UA/16766/01/01 (20 mr); UA/16766/01/02
(40 mr), UA/16766/01/03 (60 mr).

6) dapmakosioriuHa Jis JiKapcbKoro 3acody:

Ka603aHTiHI0 — HM3bKOMOEKYASAPHHH IHIIOITOP THPO3HHKIHA3M, LIO iHriOye
MHOKHHHI peuenTopHi THpo3uukiHasu (RTKSs), ski GepyTs yyacTs y npouecax pocty
fyXAuH Ta aHrioreHesy, NarojoriYHol 3MiHM KiCTKOBOI TKaHWMHH, CTIHKOCTI 110
Aikapehkux 3aco0iB Ta MeracTaTHqHOi nporpecii myxjauHu. Y pe3yabTaTi OUiHKH
iHriGyiouol aKTHBHOCTI MNPOTH PI3HUX KiHa3, KabGo3auTiHIG Oy Bu3HAueHMIT
inriGitopom peuentopis MET (peuenTop aktopa pocTy renaroumris) Ta peuentopis
VEGF (daxrop pocty enaotenito cyaun). Kpim toro, kaboszantini6 inridye inuwi
THpo3HHKiHasm, BKiaouaoud GAS6-peuentop (AXL), RET, ROSI, TYRO3, MER,




)
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petientop gaktopa crosGyposux kaitus (KIT). TRKB. Fims-nogiony toposumkiiasy-
3 (FLT3) ta TIE-2,

Dapmakoinaviuni edextu

KaGosantinié nokazas NPUTHIMEHHS pOCTY MYyX/IHHH, MOB’s3aHy 3 /103010,
PEIpec nyxXaunn 1a/abo npurdiveHe smetacTalyBaHHS B IUMPOKOMY Jliana3soHi
AOKATHIMHUX MO1eeil Ny XJHHH.

7) bapmakotepanesTHuna rpyna ikapchbKoro 3acody Ta KO 3a aHATOMO-
TePANCBTHUHO-XIMIuNOI0 _Kaachdikauiew - AHTHICOMNIACTHYHI JIIKapchKi 3acobu,
IhriGitopu npoteinkinasn. Kabosantiui6. Koa ATX LO1XE26.

8) 0aHe 1M0Ka3aHHs 10 MEAMYHOro 3acTOCYBAHHS, 33 SKHM M0ACThCA 3asBa-
Huprosokaitunua kapunuoma (HKK)

KABOMETHKC MOKa3aHH 8 NiKyBaHHSA PO3MOBCIOIKEHOT
HUPKOBOKAITHHHOT KapiinHomu (HKK):

= ¥ 10pPOCANX NALICHTIB, IKi paHiwe He OTPHMYBAJIH JIIKYBAHHS | MAKIOTh
cepeaniii 260 BHCOKHIT pH3IHK;

B ymosax o0mexkeHocTi OwokeTy, Ta 3 ypaxyBaHHAM e(eKTHBHOCTI
kKabo3anTiniby y nauieHtisa 3 BUCOKHM pH3uKOMm (poor risk), BHKOPHCTaHHS
KabO3aHTIHIOY NPOMOHYETLCS came i AaHOT HiArpynu.

9) nokasanHs 10 MeAMYHOrO 3aCTOCYBAHHS BLANOBIJHO 0 iHCTPYKUIT A5
MEIMUHOIO 3acTocyVBanHA, 3atBepkenol MO3, 3a HasgsBHOCTI Jlep»aBHOI peecTpaltii
AIKapPCLKOro 3aco0y B YKpaii —

Hupropokaitnnua kapunuoma (HKK)

KABOMETHKC NOKa3aHWi AUt NiKyBaHHsA PO3MOBCIOUKEHOT
HupKoBoKTiTHHIOT KapunHomu (HKK):

-V JIOPOCHX MAUiCHTIB, $IKI paHillie He OTPUMYBAIM JIIKYBaHHS 1 MalOTh
cepeaHili abo BUCOKHIH PH3HK;

- Y JIOPOCIMX TMAUIEHTIB MIC/As MONepesinboro JiKyBaHHA 3aco0aMu, sKi
BIIMBAIOTL Ha (akTop pocty enjorenito cyaun (VEGF).

I'cnatoueaaspua kapunnovma (KF'HK)

KABOMETHUKC noka3auuii sk MOHOTEparis renaTouenonspHol KapunHOMH
(I'LIK) y 10pocnX naticHTiB, SKi paHille oTpuMyBaH JiKyBaHHs copadenibom.

10) cnocid 3acTOCYBAHHS

KABOMETHUKC  npu3nadeHuii s NEepopajibHOrO  3acTOCYBAHHS.
Pexkomentosana 103a KABOMETHUKC ans nikysanus HKK ta I'LIK ctanosuts 60 mr
o pa3 na a00y. JlikyBaniis JikapcbKMM 3ac000M ¢JliJl MPOAOBKYBATH 10 MOMEHTY
NPUMHHEHHS OTPHMAITIA NAICHTOM KAIHIYHUX nepesar Bi Tepanii abo 10 MoMeHTy
MOABM HENPHIYCTHMHX 03HAK TOKCHYHOCTI.

| 1) HasiBHICTH MOKA3daHb jI0 MC/IHYHOIO 3aCTOCYBAHHS JIIKAPCLKOro 3acoby juist
BUKOPUCTAHHA [1i;1 4ac HAJAHHA_MEJMUHOI JOMOMOIM MPH _CTAHAX, 1O 3a3HAUCHI Y
NPiOpHTETHHX HALIPAMAX PO3IBUTKY C(PCpH OXOPOHH 3J10POB’1.

MinicTepcTBO OXOPOIH 310pOB’s YKpainu onpuniojiHeto npoekt [locranosu
Ka6inety Minictpis Ykpaiiu «[1po satsepaxenns HauionansHol crpaterii KOHTPOIO
OHKOJIONYHUX  3axBoploBadb J10 2030  poky», siknii  po3policHO 3 METOW
B/IOCKOHAIEHHS JUSALHOCTI JICPIKABH 111O/10 NOCTYMOBOTO 3HHKEHHS 3aXBOPIOBANOCTI
T2 CMEPTHOCTI, CIPHUHHCHOT OHKOJIOTIYHUMI 3aXBOPIOBAITHAMH, MOKPALIEHHS AKOCTI
KUTTA  NAUICHTIB, 3a0e3M1CHCHHS  CTBOPEHHS  CHCTEMH  HAJAHHA  JAOCTYITHHX
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BHCOKOSIKICHUX Me/iMunnx nocayr B YKpaiHi, po3B’A3alHA CHCTEMHHX 1pob.1emM ¥
3a3HavcHii cdepi.

3. Koporka mnponosuuisi moao JiKapcbKoro
3AXBOPIOBANNS (CTAHY), Ui 1LOBOT KOTOPTH NALICNTIB T2 poai .1il\‘8|‘)¢bKOI‘? 3acoly
B npoucci JAiKyBaHHs i3 3a3paveHHAM KJAIHIMHOTO MApWPYTY NAMICHTA Y
KOHTCKCTI BHKOPHCTAHNS 3a11PONOHOBANOTO J1iKAPCHKOro 3acoly. 3a3HAuHTH
nepedik (HoMenkaatTypy) abo J0KYMEHT, 10 SIKOTO 3aMpPONOHOBAHO BRAIWHTH
3asBACHuIT Jikapebkuii 3acif. 3asuaunte po3lia, 10 SKOro 3amponoHOBAHO
BRIIOMHTH 3asiB/ACHHIi JiKapebkuii 3a¢i0. Skuo nynkri 4—13 jg0cbe MicTsth imbop.\xauito
T OOMEKCHINM JIOCTYIONM, 3a3HAMNTH. AKi yacTHHi iHPOPMAIIT B UHX [TYHKTAX € KoH(p1LAeH I FIHHMH
T Ha1aTH OOIPYHTYBaNNS 110,10 Konditenuiiinoro xapakrepy Takoi indopsauir.

KaGosauTunié — ue inribitop THPO3MHKIHA3H, IO MPHTHIYYe MHOKHHHI
PeUenTOpHI THPO3UHKIHA3H, sKi OepyTb ydacTb y Mpouecax pocTy MyXJaHH Ta
aHrioreHesy, MartoJoriuyHux 3MiHax KICTKOBOI TKaHUHH, PO3BHTKY CcTIHKOCTI 10
NKApPCHKHX 3ac00iB i MCTACTATHYHOrO MPOrPECYBAHHS MyXJAHHW. 32 OUIHIOBAHHSM
IHFOYIOMOT  aKTHBHOCTI NPOTH  PI3HUX Kinaz Kabo3aHTHHIO OyB BH3HAuYeHHH
iHriditopom peuenropis MET ta VEGF.

B ywvosax oOmekeHocTi OloakeTy, Ta 3 ypaxyBaHHAM eeKTHBHOCTI
kabo3anTinidy y nauieHTiB 3 BHCOKHM pH3HKOM (poor risk), BHKOPHCTaHHS
kabo3anTinidy NPONOHYEThCA came Ui JaHOI Miarpynu (MediaHa BHKMBaAHHS Oe3
nporpecysantis U8 kado3aHTiHiOy cTaHOBHTH 6,8 Mic, a st CyHITIHIOY — nuwe 2,7
MIC).

Ki/ILbKICTb NAaUi€HTIB 3 BHCOKUM pU3HKoM — 192,

[Torpeda y nikapebkomy 3aco6i — 2304 ynakoBoOK Ha pik.

[Ipononyerbest BK/AIOYEHHSI 10 OIO/KCTHHX 3aKyNiBeJb 32 HANPAMOM
3aRYMIiBEb: «XimioTepaneBTHYHI _npenapaT, paiiodapm npenapatd _Ta
npenapaty CYNpoBoy 408 JiKyBaHHs OHKOJOTIYHHX 3aXBOPIOBAHbY

Hupkoso-kaitunnnii pak (HKP) cranoButh 10 3% cepen Beix nyxiuu, 3 Ginbi
BHCOKHMM piBHeM 3axBopioBaHocti B KpaiHax €sponu Tta CLIA. Y 2012 p B
CeponeiicbkoMy coto3i 0yno 3agikcoBaro 84400 wosux Bunaakis HKP i 34700
cMepTeii, MoB'13aHUX 3 LIMM 3aXBOpIoBaHHAM. YacToTa 3aXBOpIOBaHHS Cepe;l YONOBIKIB
y 1,5 pasu Buwa, Hik y kiHouoro nacenacnns. [Tik 3axBopiosauis npuxoanTh Ha
BiKOBHIT pomikok 60-70 pokis. PiBeHb 3axBopioBaHoCTi 3a ocTanui 20 POKiB BHpIC i3
nokasziuka 10,1 10 14,0 na 100 tuc. naceaenns (2014). 3 uucna nepue 3aXBOPIBIINX
y 2014 poui manu [-Il cranito 53,7%, Il - 19,6%, [V — 21,9% xBopux. Caix Biamitith
HU3LKHI piBeHb BUSIBACHHS XBOPHX Ha NpoiNakTHYHUX OrnsAax, KUl CTAHOBHTE
19,3% Ta HU3bKHI piBeHb OXOMICHHS CIICLIANI30BAHUM NiKyBaHHAM — 68,2%. PiseHb
CMEPTHOCTI MPOTAroM ocTaHHiX 10-TH pokiB € ctanum i cknanae 5,3 ua 100 Twe.
HacesieHHs. He nposuim 1 poky 3 uucia Buepuie 3axsopinux y 2014 poui — 24,9%
xBopux.  (Yuidikosauuii  wiinivuuii  nporokon  mepsumHHOT, BTOPHHHO]

(creuianizoBaHoi), TPETHHHOT (BHCOKOCHEIIANI30BAHOT) MEAHYHOT JIONMOMOIH paK
uupku, 2016) Sn e i\
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(uﬂﬁmcn)samm nocaai ynaftionaliceoi ocod sasy

3aco0y 3 ONHEOM

204 p.




