3ASIBA
Ha NpoBeJeHHA AePXKABHOT oLiHKH MeIHYHHX TEXHOJI0TiH

1. Indopmanisn npo 3asiBHHKA!
1) HalimeHyBanus 3asBuuka: Hoaptic ®apma Cepaice3 Al', [IpeactaBHuuTBO B Yipaini

2) micuesnaxomxenns: Ipocnext C.Bangepu, 28A, SP Hall BC, m.Kuig, 04073, Ykpaiua

3) Homep Tenedony: +38 044 389 3930; +38 050 388 8488

4? anpeca enexTponHoi nowTH: igor.rozkladka@novartis.com

1". Indopmanis npo BHpoGHHKA 3asBIEHOr0 JiKapcbKOro 3aco0y:

Hopapric ®apma I'm6X (Bunyck cepii), Himeuuuna Hosapric ®apma Ilpopakuus I'm6X
(nepBuHHe Ta BrOpHHHe mnakyBaHHs), Himeuunna Hosaptic Cinramyp ®@apmackioTHKal

Manydekrypinr Ilte. JITa. (BUpOGHMUTBO, KOHTPOIIB AKOCTI), CiHramyp.

2. {ani moao 3asiBJ€HOr0 JiKapchLKOro 3acody
1) ToproBesnbHa Ha3Ba dikapcbkoro 3acoby: KICKAJI (KISQALI)

2) MixkHapoaHa HenaTeHTOBaHA Ha3Ba: ribociclib (puGouukib);

3). CKJIaJ JTIKAPCLKOro 3acoly (Aitoyi Ta ZOMOMIXKHI pe4oBHHA):
Jiroua pedoBuna: ribociclib; 1 Ta6neTka micTuTh pubonmKiOy CYKUMHAT, IO €KBiBAJICHTHO

pubouukniGy 200 Mr; JOMOMDKHI PEUOBHMHH: LEMI0N03a MIKPOKPUCTANlIYHA, KPOCTIOBiAOH (TUN
A), riIpoKcUnponiueoN03a HU3bK03aMillleHa, Mardio cTeapar, KPEMHII0 JiOKCH KONMOTAHIUA
6e3Boauwmii, 3aniza okcun yopHuit (E 172), 3ami3a OKCHI HepBOHHH (E 172), NeuUTHH COEBUM,
CIIUPT MONIBIHUIOBUI YaCTKOBO TiJpOJI30BaHMM, TANbK, THUTaHY nmiokeun (E 171), kcaHTaHOBa

KaMeab.
4) ¢popma BHIyCKY, 10 MPOMOHYETHCS JI BKIOUEHHA A0 HauioHansHOro MepesiKy OCHOBHHUX

NiKapchKUX 3aco6iB Ta (a60) HOMEHKIATYp (MepeiKiB, CIUCKIB, peECTpiB):
TaGJIETKH, BKPUTI MJIiBKOBOIO 060J0HKOK, 1o 200 mr, 1o 21 Tabnerui y 6nicrepi, o 3 6ictepu
y KapToHHi# kopo6ui; mo 21 Tabnerui y Guicrepi, no 3 Guictepu y KapTOHHiM Kopobmi, mo 3

KOpOOKH Yy KapTOHHiH KOpoOui

5) BiZOMOCTi Npo Aep>KaBHY PeECTPANIiI0 3asBJIEHOrO JKapChKOro 3acoby B YkpaiHi:
JTikapebkuii 3aci6 KICKAJII peectpauiiine noceigdenns: UA/ 18205/01/01. Hakaz MO3 Nel957
Bix 14.11.2023. TepmiH Aii peecTpauiiHoro noceiguenss: 3 20.07.2020 mo 20.07.2023. 3asBHUK:

Hogapric ®apma AT, lIsetinapis.

6) ¢papmaKo.IoriTHa [isl 1iKapcLKOro 3aco0y:
PHOOLMKIIG € CeTeKTHBHUM IHTiGITOPOM LMKIIIH3aTEKHNX xina3 (CDK) 4 Ta 6 1 npu3BOJXTE A0

ix 50 % imri6iuii (IC50) y 6ioximMi4HMX aHali3ax mpu koHueHTpauisx 0,01 (4,3 ur/mn) i 0,039

MxkM (16,9 Hr/mn) gigmosimHo. Ili KiHa3d aKTHBYIOTBCS MpHU 3p’s3yBaHHl 3 D-LHKIIIHAMH i

BigirparoTh BHpIlIaNBHY pONb Y CHTHAIBHMX LIIAXaX, SKi perymoTh KINTHHHAR MUK i
nponidepauilo KIiTHH. Kowmruieke maxtin D-CDK4/6 peryiioe nporpecyBaHHs KIITUHHOTO
LHKITY IUSIXOM (OChOpHUITIOBAHHA 6inka petuHo6nacToMH (pRb).

In vitro pubolMKIi6 3MEHIIyBaB dochopumonanns pRb, Mpu3BOAIYH A0 3YNUHKHA dazu Gl
JOTITHHHOTO LMKy Ta 3MEHIIyIouH mponideparixo KITUH Y KIITHHHHX JiHIAX paKy MOJIOYHOI
3a1034. In vivo MOHOTepartis pu6OLKKIIOOM MPU3BOAKIA A0 perpecii myXJIMHH, IO BiANOBiANO0

iHri6inii pocdopumoanHs pRb.

V [0CTiDKEHHSX in Vivo Ha Mojieni OTpUMaHOro BiJ Mal{i€eHTa KCEHOTPaHCIUIaHTaTa paky

MOJIOYHOT 3aJ1034, MO3HTHBHOTO 33 PELENTOPaMy €CTPOreHy (ER+), 3acTocyBaHHS KOMOiHawiH
HTHECTPOTeHIB (HATPHKIIA/ JIETPO30JTy) MPU3BOAMIIO /IO OB BUPAKEHOTO

pH6OHI/IK.Hi6y Ta a
CTIfIKOIO PErpecieio MyXJMHU Ta BiICTPOYECHHM BIIHOBJICHHAM

NpUTHIYEHHs POCTY MYXJIMHH 31
il TIPUNHHEHHs JiKyBaHHA IIOPIBHAHO I3 3aCTOCYBaHHAM KOXHOIO

pocTy MyXJIMHA 111
npenapary OKpEMO.



7} tPnpmaxo*rcpnnemnmm rpyna aikapcbkoro 3acoly Ta Koa 3a aHaTOMO-TepareBTuu4io-
XIMIUHOIO Kknacudikauicio: AHTHHEONNacTMuni 3acobu. [HriGiITOpH nporeinkinan. Kog ATX
LO1X E42

8) onne noxkasanns no meamunoro 32CTOCYBAHMS, 32 AKHM MOJAECTHCH 3aABA:

B xomGinauii 3 HTIGITOPOM apoMaTasu Ta aroHicTOM JIOTETHI3YIOUOr0 FOPMOHY PHITI3HHT-
ropmony (JII'-PI') ans nikyBaHHs XKiHOK B npemeHonaysi abo mnepuMeHonaysi 3 Micueso
TIOLUHPEHM.M abo MeTacTaTUYHMM pPaKOM MoOsouHOT 3aJ103M 3 MO3UTHBHUM cTaTycom HR
(peuenTopie ropmonis) ta HeratusnuM cratycom HER2 (pelerntopa eminepMaisHOro axropa
POCTY MOAMHM 2 Thny) Ak NouYaTKOBA EHAOKPUHHA Teparnia abo AaA MiKYBaHHA KIHOK, AKi
TONEpenHLO 0TpUMyBanu eHAOKPUHHY Tepartiio.

9) mokasamns o mexmumOro 3aCcTOCYBAHHS BiAnosigHo A0 iHCTpyKuii AAs MexMuHOro
3acTocyBaHHs, 3aTBepaxeHoi MO3, 3a HasBHOCTI JlepykaBHOT peecTpatlii Tikapchkoro 3acoly B
VKpaini:

K¥cxam NoKasanuh B koMGiHawii 3 iHriGitopom apomarasu a6o QyaeecTpaHTOM NS TiKYBaHHA
KIHOK 3 MICUEBO MOMIMpPEHUM ab0 METACTaTHYHUM pPAaKoOM MOJIOYHOI 3al03d 3 MO3UTHBHHM
cTaTycom HR (peuentopie ropmonie) Ta HeratuBuum ctatycoM HER2 (peuentopa
CI1aepMaIbHOro (akTopa pocTy MIOAMHH 2 THIy) K MMOYAaTKOBA €HAOKPHHHA Teparis abo mms
JUKYBaHHs XKIHOK, 5IKi [IONepeaHLO OTPHMYBAIM €HIOKPHHHY TepAartiko.

Y XiHOK B mpemenomaysi a6o NepUMEHONay3i €HJOKPUHHY Teparlifo Cil MPOBOAHTH Y
KOMOIHaLii 3 aroHicToM moTeiHizylo4oro ropmony puisuur-ropmony (JIF-PI).

10) cmoci6 3acrocyammsi: JlikypamHs mpemapaToM Kickami TOBMHEH MOYMHATH i
KOHTPOJIIOBATH JIKap, AKUI Ma€e JOCBi 3aCTOCYBaHHS NPOTHITyXTIHHHOT TepaItii.

Hosypanus

PekomennosaHa nosa cranosute 600 Mr (Tpu TableTkH, BKPHTI MUTiIBKOBOK 060/10HKO0, o 200
Mr) pubonukni6y 1 pas Ha JoOy NpoTAroM 21 AHs NOCHIE i3 MOJATBLIOI 7-A€HHOIO MEPEPBOIO,
IO CKjIagaTuMme IOBHMN wnMiia 3 28 paHiB. JliKyBaHHA CHil TIPOJOBXYBAaTH MAOTH, HOKH
30epiraeThbcs KIliHIYHA €EKTHRHICT Tepanii aGo K0 MOSBU HEMPUHHATHOT TOKCHYHOCTI.
IIpenapat Kickani cnig 3acrocoByBard y KoMOiHauii 3 JieTpo3oyioM y m03i 2,5 mr. JliKyBaHHs
JKIHOK B IIpe- Ta IepHUMeHOIay3aJbHOMY Mepiofl CXBaJleHMMH KOMOIHALsIMH 3 TpenapaTroM
Kickami noBUHHO TakoXX BKmoyaTH aronictd JII'-PI' BIAMOBiAHO OO MICUEBUX CTAaHOApTiB
KiIiHiyHO1 npaktuku. [Ipenapar Kickali MOXHa 3aCTOCOBYBAaTH HE3alIEXKHO BiJ MpuioMy DK
INarfieHTaM ciii peKOMeHAYBaTH NpHItMaTH 03y IpenapaTy NpUOMM3HO B OOMH 1 TOM XKe yac
KOXKHOTO JHs1, Oa)kaHO BpaHIIi.

11) HasBHiCTHL NOKa3aHB [0 MEJHYHOIO 3aCTOCYBaHHfA JliKapcbKoro 3acoly aas
BHKODHCTAHHA MiX 4Yac HAJaHHSA MeIHYHOI JONMOMOrHM NpH CTaHAX, WO 3a3HAYeHi y
NpiopATeTHHX HANPAMAX PO3BUTKY ChepH OXOPOHH 310POB's.

3riguo 3 HakazoM MO3 Vkpainu Big 07.10.2022 p. Ne 1832 «IIpo 3aTBepAXKEHHS NPIOPUTETHHX
HaInpAMiB pO3BUTKY cep OXOpOHH 3/10pOoB’s Ha 2023—2025 poku», OHKOIIOTIUHI 3aXBOPIOBAHHS
BKJIFOYEHI /10 MPIOPUTETHUX HANPAMIB PO3BUTKY Chepy 0XOpOHH 310poB’s Ha 2023-2025 pp.

3. KopoTka mpomo3Miis IO0A0 JiKapchbKOro 3acody 3 ommcoM 3aXBOPIOBaHHSA (CTany),
iILOBOT KOrOPTH MalicHTIB Ta PoJi JikapchbKoro 3aco0y B npoueci JiKyBaHHS

Ha neit yac PM3 3ailiMae mepuwie MiCLE CEpeJ OHKOJIOTIYHHX 3aXBOPIOBaHb Y JKIHOK.
[opMOHajIbHa Teparlis XBOPHX Ha HR+/HER2— PM3 € ctanmapToM JliKyBaHHs TaLli€eHTIB 0e3
BiCLIepalbHOTO Kpu3y Y Mepuiif fiHil Tepanil. OaHak y Garathox BMMAJKaX 3aXBOPHOBAHHSA
Iporpecye IiJ 4ac JiKYBaHHA i 3 4acOM PO3BMBAETHCA CHHOKPUHHA PE3HCTEHTHICTb. Tomy
BOKIMBO BW3HAYMTH BapiaHTH JIKYBaHHA, fAKi TNPOAOBXKYIOTh €(EKTHBHICTh €HIOKPUHHOI

Tepanii nepuoi JiHii.



OGrpyHTYBaHHSM AOUIILHOCTI BKIIOUCHHs puGOUMKIIOY Y 3aTIpOMOHOBAHI Mepentiku cayrye Te,
1O 3iAHO 3 HOBITHIMM PEKOMEHAALIISMM 3 NiKyBaHHS MICLIEBONOUIMPEHOr0 260 METACTATHYHOrO
PI'3 i3 HR+/HER2~ ropMOHaIbHUM CTaTyCOM peKOMEH/0BaHO MpusHadaTh inribitopu CDK4/6
pasom 3 1A, ski A0AaTKOBO iHTiOYIOTb €ECTPOreH-pelenTop WsiXn CHUrHaJi3auil, 1o PeryniolTh
nporpecyBaHHs knitunHoro uukny. lLle gonaTtkoBo BrJvBac Ha iHri6iilo nporpecyBaHHs
3aXBOPIOBAHHS.

Tax y pexomennanisx ASCO, 2021; ESMO, 2021; ESMO 2023, NICE, 2017; NCCN 4, 2023
nMalieHTaM i3 MeTacTaTMuHMMM a6o0 mnowmmpenum PI3 mokazaHa ropMonanbHa Teparii i3
3acToCyBaHHAM iuriGitopis CDK4/6 y noeananHi 3 1A, HacaMrepes JeTpo30/ioM. [MauieHTkam y
npe- ab0 nepuMeHonaysi Takox pekoMeHaoBaHe 3acrocysanus JII'-PT'.

LinboBoro nonynsuiero € >KiHKM 3 iCLEBOMOWMPEHM ab0 MeTacTaTUYHNUM PI'3 iz HR+/HER2—
FOPMOHAJILHUM CTaTycoM y npe-nepiMeHonaysi, Ki paHille He OTpUMYBAIH abo OTpuMyBa/TH
MOMNEPEHIO TOPMOHANLHY Teparito.

KHiH‘i‘lHPll‘/'I MapuipyT MauieHTa MiApo3aiNAETbCA Ha feKibka eTalip — Ha JOroCMiTAILHOMY
eTalli BM3HAYAETHCA MONANbINOl TAKTMKM JHKYBAHHs MicNA MOBHOTO OGCTEKEHHS XBOPOT.
OGoB’s3koBi il nikaps: NoBHe JorocmiTanbHe O06CTEXEHHS naiieHTKH, AKWo He Oyso
MpoBeZieHe MiJ Yac AiarHocTHKH. Ilicas LIOro XBOPOrO HAMpaBifAlOTh [0 CrEUiaNizoBaHoro
JKyBaJIBHOTO 3aKJaay AN MOoAaIbIIOT TAKTUKY TIKYBaHHS.

3BeleHI pe3yNbTaTH MIArPYNOBOrO aHaizy JdOCIHiIKEHb MONALEESA BusBHIH, IO
pubOOLMKIIIO YMHUB JOCTOBIPHO HOBEISHUH NO3WTHMBHHUHA BIJIMB Ha BIDKUBAHICTh HE3AIEKHO Bl
BiKy MaILli€HTKH, HAsSBHOCTI BTOPHHHOTO YpPaXKEHHsi JIETeHi UM TeHiHKH, MornepeIHBOT
€HIOKPUHHOI 4 XiMmioTepamii, KiJIbKOCTI METaCTaTMYHUX BOTHMLUI. Pubouuiii6 — eauHuH
npencTaBHUK iHribiropie CDK4/6, 3acTocyBaHHs SKOTO JA03BOJIMIIO 36iNBpIIUTH He TibKH BBII,
a W y [OBOX KIIHIYHMX JOCHI[UKEHHAX 3a0e3MeuMTH [JOBEACHE CTATHCTUYHO 3HATYMC
nonopxenHsa 3B. 3a pesynasratamu amanisy mociimxenHs MONALEESA-7, 42-micsuna 3B
cranoBuna 70,2 % y rpymi puboumkniby mpotu 46 % y rpymi miaunebo (HR 0,71; 95 % MI:
0,54-0,95; p = 0,00973). Ilpu mpomy B rpyni puGomukiiOy meniana 3B He Oyna HOCATHYTA,
BOZIHOYAC Yy rpymi miane6o Bona cranoeuna 40,9 mic.

Jlixapcexuii 3aci6 KICKAJI (KISQALI), Ta6neTkH, BKpUTI ILTIBKOBOIO 060710HKOI0, 1o 200 Mmr,
TIPOTIOHYEThCA BKMOYMTH n0 HoMeHkmarypy JiKapchKuX 3aco0iB, MeQWUYHMX BUPOOIB Ta
OOMOMDKHMX 3acobiB [0 HHX, WO OyAyTe HONATKOBO 3aKyNoOBYBAaTHCh 33 HaNpAMOM
«XimioTepaneBTuuHi NpenapaTd, pafiodapmipenapaTd Ta Tpenapatd CyNpoBomy I
NiKyBaHHS OHKOJIOTIYHHMX XBOPHX», ¥ TOMY YHCIIi HIITXOM yKIIa[aHHS JIOTOBOPIB KEPOBAHOTO
goctyny BiamoeigHo no Ilopsaky yknanaHHs, BAKOHAHHA, 3MiHM Ta TNPUIMHEHHs JOTOBOPIB
KEpOBAHOro JOCTYITy, 3aTBEPHXKEHOrO IOCTaHOBOKO Ka6inery Minictpie Ykpainu Ne6l Bin

27.01.2021

OCKiIbKH JIaHi TIEPiOAMYHO OHABIIOBAHOTO 3BITY 6€3MeEKH £ KOHQINCHUIHHUMH, & MyHKTH OChE
MicTATE iHbOpMaIio LIHOBOT Mpornosuwil, myHKT! 9-12 € imeHuitHUMHE.

Poskaanka Irop AnaTogiioBud

KepiBHUK BiZAiMy OHKOJIOTYHHX Tpernaparis

IIpencTaBHULTBA
Z’_g yepeuia 2024 p.



