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NccneposaHne MONALEESA-7: npumeHeHue pnbounknnba B KombuHaumm ¢ SHAOKPUHHON
Tepanuen AN XeHWmnH B npemeHonayse ¢ HR+ HER2- pPM>XX
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UccnepoBaHne MONALEESA-7:
npuMeHeHue pubouuknuba
B KOMOMHaAUMM C SHOOKPUHHOMN Tepanuen

ANA XXeHLW M H B npeMeHonay3e ¢ HR+
HER2- pPMX

3HauyuTeNnbHbLIA Nporpecc B ygeaundeHum oduien BbDKMBaeMoCcTH y naumeHTok ¢ HR+ HER2- MPMXK

Pnboumknmb B KoMbuHaLMM C SHOAOKPUHHON Tepanunen rnokasbiBaeT 3aMeTHble yCrnexu
B YBeNIM4eHN 0bLen BbIXKMBAEMOCTN Y NaUNEHTOK, HaXoAAWMNXCA B NpeMeHonayse.

HecMoTpsa Ha TO, 4TO COBpeMEeHHble MeToAbl JiIeHYeHUsA NO3BOJIUAN AO0CTUYb 3HAYNTENIbHOro
rnporpecca B NpoasieHnn XXnN3Hn nauneHTok ¢ HR+ HER2- MeTacTaTn4eCckum pakom
MOJIOYHOW Xenes3bl, NPy NPpUMeHeHNN CTaH4APTHbLIX PEXXMMOB 3HOOKPUHOTEPanuMn NoYTn
B M0OJIOBMHE CJZly4aeB BO3MOXXHO NporpeccupoBaHue.

PesynbTaTbl MeXAYHapOO4HOro KnnHun4yeckoro nccnepgosaHna MONALEESA-7 rosopaT o
TOM, 4TO NpumMeHeHune pnbounknmnba (MHrnbutopa CDK4/6) B KOMBMHaLMM C SHAOKPUHHOWN
Tepanuen AOKa3aHHO yBen4YmMBaeT 0bLLYI0 BbXKMBAaeEMOCTb — cNyCcTA 42 MecsLua OHa
pocturaet 70,2%.

IAu3anH uccnepnoBaHuna

NccneposaHme nposoannoch B 188 weHTpax B 30 cTpaHax 1 B Hero 6b1sin BKAKOYEHbI

672 >XeHLWwuHbI B Bo3pacTe oT 18 po 59 nert c pacnpocTpaHeHHbIM PakoM MOJIOYHOM
»Xenesbl B Npe- nan nepumeHonayse, ECOG 0/1, nmeroLwine nsMepmMblin o4ar no KpUTepusm
RECIST v.1.1 nan xoTsa 6bl O4ANH JINTUYECKUIA O04ar B KOCTAX W He MoJlyYaBLUMe paHee
MHrnbuTtopbl CDK4/6. NMauneHTOK pacnpenenmnn cinyydyamHoiMm obpa3om B rpynnbl,
nosy4yatoLwme B AOMNOJIHEHNE K SHOAOKPUHHOM Tepanun nnbo pnbounknmnb (nepopanbHo
o4uH pa3 B AeHb B fo3e 600 mr B TeyeHune 21 gHsa), nnbo nnauyebo. F'opmMmoHanbHoe



nlevyeHve, HanpaB/ieHHOEe Ha cynpeccuto PyHKLNN ANYHUKOB, BKJ1I0Ya10 ro3epesnvH (B fo3e
3,6 Mr NOAKOXXHO B 1- feHb Ka)XA0ro 28-AHeBHOro umnkina). NayneHTKn Takxe rnosayyanum
nmbo HeCTeponaHbIN NHIIMBUTOp apoMaTasbl (1eTpo30a B Ao3e 2,5 MI UK aHacTpo30/ B
no3e 1 mr), nnbo TamokcudgeH (B go3e 20 Mr) oauH pa3 B AeHb HernpepbIBHO.
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MNauyueHTtku ¢ HR+ HER2- meTacTtatuyeckum pakom MONOYHOM Xenesbl
B npe-/nepumeHonayse, n = 672
Pangomusaums 1:1
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PUBOLUWKINWUB 600 mr 21 geHs +
MO3EPEINWH 3,6 mr gexb 1 +

NNAUEBO 21 geHb +
FO3EPENWH 3,6 mr B gexb 1+

HCAW unv TAMOKCU®EH 28 aHein
(n = 335)

HCAW unn TAMOKCU®EH 28 pHei
(n =337)
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BehkmeaemocTs Gea nporpeccupoBaHus
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Bropu4Hble KOHeYHbIe TOYKM:

- OBlwasn BeKHBaEMOCTb

. BpeMﬂ 00 nepsoi NUHUK XMMmuoTepanumn

Pe3synbTaThbl

HobasneHne pnboumknmba K SHOOKPUHHON Tepanumn NPUBOANIIO K 3HAYUTESIbHOMY
yBenu4yeHuto obLen so>xmnsaemoct (OB) B cpaBHEHUN C TONIbKO SHOAOKPUHHOW Tepanunen.

Yepes 42 mecsua pacieTHble nokasaTtenu OB coctaBunu 70% B rpynne npuMeHeHusa pubouunknuba
+ HCUA n 43% B rpynne npuMeHeHua nnauebo.

MONALEESA-7: npemeHonay3a, 1 nuHua, + UA
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O6wan BekuBaemocTb (%)

204 Yepes 3,5 roga Ha Tepanuun

puboumnknnbom obLasn BbDKMBAEMOCTb
cocrtaensieT ~ 70% npotuB 43% Ha nnaue6o

OP = 0,70 (OM = 95% 0,50-0,98)

0 2 - 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 46

0.

MpumMmeyaHue.

OB — ob6was BbkuBaemMocTb; MA — nHrnbumtopsbl apomaTasbl; OP — OTHOLWEHME PUCKOB;
OWN — pnoBepuTesibHbIN MHTepBaIn.

Im et al. N Engl ) Med 2019;381:307-16

Bbi>kuBaeMocTb 6e3 nporpeccupoBaHus

BbXknBaemMocTb 6e3 NporpeccnpoBaHus, rno oLieHKe uccnegoBaTtens, coctasuna 27,5
Mecsaua B rpynne pubounknmba n 13,8 mecsiua B rpynne naauebo
(OP = 0,569, 95% 1 0,436-0,743).

MONALEESA-7: BbI>KuBaeMoCTb Oe3 nporpeccupoBaHuna
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NMpumeyaHue.

* BB — BbKMBaemMocTb 6e3 nporpeccupoBaHus; MA — nHrnbutopsl apomaTtasbl; OP —
OTHOLeHne puckos; AU — noBepuTesibHbIN NHTEpBaI.

Tripathy D. et al. Lancet Oncol. 2018;19(7):904-915

3HauuMMoe yBeJZinieHme BpeMeHn 0O Ha3HaveHusA cnep,ylou.l,eﬁ JIMHN
XuMumoTepanumm

Yepes 42 mecsaua XT ewe He nonyuunu 65,8% nauueHTtoB B rpynne npumeHeHus RIB n 49,0%
nauuveHToB B rpynne PBO.

MeanaHa Npoao/KUTENbHOCTM Tepanun B rpynne pnbounknmba coctaBuna
npubnausuTenbHo 2 roga, 4To Ha 8 MmecsLeB 6oJiblle, YEM Ha MOMEHT MEPBUYHOTO
aHa/n3a BbKMBaAeMoCTu 6e3 nporpeccnpoBaHuns 3abonesaHus. MegnaHa
NPOAO/IKUTENBHOCTM BO3AeNCTBUA Nnauebo cocTaBnsna npumMmepHo 1 rog.

Image



100
§ xl =
= 5 S
© . s
o " e
£ 80 R TTe-— Pubounknué + 3T
S -—— ———
E e i o —— -
’; 60+ Mnaue6o + 3T o '“'“‘“-"""—-u-—
3
)
: b-“ - v - -
g 40- Pubounknu6 + 3T Mnauye6o + 3T
c KonuvectBo cobbitii / n 95/335 139/337
(o]
2 op-
§ - MeguaHa OB, mec. HO 36,9
]
3— OP (95% OW) 0,596 (0,459-0,774)

0 =
L L) L T L LI L L) L L) L) L L L L L) L L) L L) LI L 1
2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 46

o
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Yepes 42 mecsaua XT eule He nonyyunu 65,8% nauueHToB B rpynne npumeHeHus RIB

u 49,0% nauueHToB B rpynne PBO.

MpuMmeuyaHue.
* 3T — 3HAOKpUHOTEepanusa; OB — obuwasn BbXKMBAaeMOCTb; OP — OTHOLLEHME PUCKOB.

Hurvitz SA, et al. ) Clin Oncol. 2019;37:18 suppl, LBA1008-LBA1008.

Bbe3onacHOCTb

CaMbIMUN HaCTbIMN He)XenlaTesIbHbIMU ABNIeHNSAMU 3 U 4 CTerneHn Ha hoHe Tepanuun
pnbounknnbom aBNANNCH:

e HentponeHus (63,5% 1 4,5% B rpynnax pubounknmba n nnauebo coOoTBETCTBEHHO);
* F'enaTOTOKCUYHOCTDb (11% 1 6,8% COOTBETCTBEHHO);
e Cnyyam yanuHeHusa QT mHTepBana (1,8% n 1,2% CoOTBETCTBEHHO).

BONBbLUMHCTBO He)XXesaTesbHbIX ABJIEHUNA Obinn ynpaBnsaeMbl U noanaBaJsiuCb KoppekKkuum
CHMUW)XKeHUueM N Oo3UPOBKMU:
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HavyanbHas gosa 600 mr/cyT 3 Tabnetku no 200 mMr
MNepBoe cHWXeHWe AO3bI 400 mr/cyT 2 Tabnetku no 200 mr

Bropoe cHuxeHMe 003kl 200 mr/cyT 1 Tabnetka no 200 mr




BoiBOA LI

PesynbTaThl nccnepgosaHna MONALEESA-7 da3bl 3 npoaeMOHCTPUpPOBaJsIM 3HaYUMMOe
KJIMHU4YecKoe NpeMMyLLecTBO KoMOMHauum nHruobutopa CDK4/6 pubouuknuba c
3HOOKPUHHOM Tepanuemn B CPaBHEHUN C NCMOJSIb30BaHWEM TOJIbKO SHAOKPUHHON Tepanuu
y nauymeHToK ¢ HR+/HER2- pacnpocTpaHeHHbIM pakoOM MOJIOYHON Xenesbl. B nonb3y 3Toro
BblBOZa FOBOPUT yBesin4yeHne obuien BbXXMBAEMOCTU N BbKnBaemocTun 6e3
nporpeccnpoBaHus 4epes 24 n 4yepes 42 mecdua.

Kpome Toro, y 60/blUMHCTBa NaLMEeHTOB YBeIMMUBAETCA BPEeMEeHHOW UHTepBan Ao
nocsepnyoLwen XuMmoTepanum, 4To NoJIOXKMTENbHO CKa3blBaJlocb Ha 6e3onacHocTun
Tepanum n Ka4yecTBE XXU3HU NMauneHToB. HeobxoamMMo TakKe OTMeTUTb,

4YTO HM NPeALWeCcTBYOLWAan XMMMOTEPANns, HU pa3INYHOEe KOJIMYECTBO 04aroB MNOPaKeHNS 1
KOCTHbIX METacTa30B He CKa3blBaJINCb Ha pe3ysibTaTax 0bLLe BbXKMBAEMOCTU U
Bb>KMBAeMOCTN 6e3 nporpeccnpoBaHums.

NccneposaHne MONALEESA-7 noka3biBaeT, 4TO NpuMeHeHune pnbounknnba B KombuHauunm
C SHOOKPUHHOM Tepanunein no3BosisieT 3HAYMMO YBEeNNYNTb 06 Y0 NPOAO/IKNTENIbHOCTD
XXU3HU U 3aMefnuTb nporpeccnposaHune 3abonesaHns y nauneHTok ¢ HR+ HER2- pPMX,
Haxo4sAWMXCA B NpemMeHonayse.
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