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Be3onacHOCTb 1 3ppeKTUBHOCTL pubounknmba B peanbHON KJIMHUYECKON NpaKTUKe
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Bbe3onacHOCTb U 3(P(PEKTUBHOCTDb
puoouMknnba B peasibHOU KJIMHUYECKOM
npakTuke

Mo pe3ynbTaTaM NpeaperucTpaunoHHbIX nccnenosaHun dassl lll, Tepanuna pubounknmnbom
3Ha4YMMO yny4dwmna ncxonbl y nauveHtos ¢ HR+/HER2- meTacTaTu4yeckmm pakom
MOJI04HOM Xene3bl (MPMXK) no cpaBHeHMto ¢ nnaue6o’’. MonyyeHHble B Xoae
nccnenosaHma CompLEEment-1° gaHHbIe peanbHON KJIMHUYECKON MPaKTUKN O MPUMEHEHNN
koMbuHaunm pnbounknnba n neTpo3osa NO3BONAAT AOMOJAHUTL AAaHHbIE NCCe00BaHUN,
N3y4nTb BAMSHME Tepanun B Bosbluen Nonynaumm, a Takxe yTo4HUTb 6e30nacHOCTb

1 3pPeKTUBHOCTb NpenapaTa, B HaCTHOCTW, B NOArpynne nayneHToB C MeTacTa3zaMu B
LeHTpasbHON HepBHOM cucTeme (LJHC)M.

OCHOBHble BI:IBOJJ,I:I3

e [pounnb achhekTUBHOCTU K Be3onacHoCcTU puboumnkanba cooTBETCTBOBAJI TAaKOBOMY
B paHee onybnKOBaHHbIX KINHUYECKUX NCCNenoBaHMNAX.

e YacToTa KanHn4eckom sgppekTnBHocTn (HK3) pnboumnknnba coctasuna 57,6-62,4%
cpeiu nauneHToB, NPeACTaBAAOWMX 0COObIN KNMHNYECKUA NHTEePEeC N NMEKLLINX
HebaronpmnATHbLIN MPOrHO3.

e CBfI3aHHbIe C JIeYEHNEM Cepbe3Hblie HexenaTenbHble aBneHnsa (CHA) Habnwoganmuce y
6,3% nauveHToB, HXW OAHO U3 HUX HE NMPUBEJIO K JieTaJIbLHOMY Ucxoay.

Ou3anH uccnepoBaHus’

B nccnegosaHum CompLEEment-1 66111 npoaHann3npoBaHbl AaHHble 3246 NaUMEHTOB C
HR+/HER2- MPMX gns oueHkn 3pPeKTUBHOCTN N 6€30NaCcHOCTM TepaneBTUYECKON CXEMbI
«pnboumknnb + netposon». Kputepnsamm BkaoHeHNs 6bianM OTCYTCTBME NPenLeCcTBYIOLWEN
rOPMOHaILHON Tepanun N NPoxoXxaeHmne He bosiee 0AHOroO LKA NpeglecTByoLen
XnMmuoTepanuun. NepBnYHbIMMU KOHEYHBIMU TOYKaMK BblIM 6e30NacHOCTb U MepeHOCUMOCTb
pnbounknnba, a BTOPUYHLIMN KOHEYHbLIMY TOYKaMU — BpeMSs A0 nporpeccmpoBaHuma (BOM),
yacToTa ob6bekTmBHoro oteeTa (HYOO), oueHka ncxonos, coobLLLAEMbIX NALNEHTOM, U
YacToTa KanHn4yeckomn appeKkTnBHOCTM (HKI).



PesynbTaTbl MccnepgoBaHmus®

MegnwnaHa BAMN B obwen nonynaumm coctasmna 27,1 mecsua (95% noseputenbHbIn
nHTepsan (AN) 25,7 — He pocTurHyTo (HLO), puc. 1). NMpodunnb 3pPeKTUBHOCTU K
6e30nacHOCTN COOTBETCTBOBAJ1 TAaKOBOMY B PErMCTPALMOHHBIX KINHNYECKUX
nccnepoBaHnsax MONALEESA-2 n MONALEESA-72.
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PucyHok 1. O(ppekTuBHoCTb pnbounknnba B obuwen nonynaumnm

NMpuMmeHeHne pubouunknuba y naumeHTOB, NpeacTaBaAAIOLWNX 0COObLIN
KJINMHU4YEeCKMU UHTepec

Bbinn npoaHannsnpoBaHbl AaHHble 520 NayMeHTOoB, BXOAALWMX B OAHY M3 noarpynn c
HebnaronpmATHLIM TepaneBTUYeCKUM MPOrHO30M: NpejLlecTBYOLaa XuMmmoTepanus,
ECOG PS 2, Hann4ue BucuepasibHbIX MeTacTa3osB 1 NpejlecTByoLlas XumMmoTepanus,
Hannyme BucuepasbHbiXx MeTacTa3oB 1 ECOG PS 2. Tepanua pmbounknndoom
MPOLAEMOHCTPUNPOBaJIa BbICOKYIO 3PMEKTUBHOCTL Y AaHHbIX NOArpynn NnauneHTos: YK
coctaBuna 57,6-62,4%, YOO cocTtaBuna 33,8-37,3% (puc. 2, 3).
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PUcyHOK 2. 3 heKkTUBHOCTb puboumnknmnba y naumeHToB ¢ He6NaronpuaTHbIM
TepaneBTUYECKUM NMPOrHO30M
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PucyHok 3. BAil1 B noarpynnax
MpuMmeuyaHue.

KM — KannaH-Mawnep; HA, — He gocTurHyTo; HWU — He namepumo.
NMpuMmeHeHue pubouunknuba y naumeHToB ¢ Metactasamm B LLHC

Bbinn NpoaHanusnpoBaHbl faHHble 51 nauneHTa ¢ meTacTtasamu B LUHC, meaunaHa
NPOAOJIKMUTENIbHOCTU BO3aencTBus pnbounknnba coctasuna 16,8 mecsua. MegnaHa
BEPOSATHOCTM OTCYTCTBMSA COObITUI B AaHHOW noarpynne He 6bisia gocturHyTa (95% LN
15,5 — HL, puc. 4). NMpogunnb 6e3onacHOCTN Tepanun y NauMeHToB aHHOWN rpynnbi
COOTBETCTBOBAN pe3ynbTaTaM no obwen nonynaumm, CHA Habnwganmce pegko. ToNbKo
4 nauneHTa (7,8%) npekpaTunm nevyeHne ns-3a HYA, cBs3aHHbIX C NPUMEHEHNEM
pnbounknmnba.
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PucyHok 4. 3pdekTnBHoCTb pnboumknmba y naumeHToB ¢ MeTacTa3aMun B FOJIOBHOM
Mo3re
NMpuMeHeHue pubounknuba y naumeHToOK B NnpeMeHonayse
Bblin NnpoaHann3npoBaHbl AaHHble 722 NauMeHTOK B npeMeHonay3e, meavaHa BAIN
coctasuna 25,1 mecsua (95% AN 22,1 — HA, puc. 5), 4TO corsacyeTcsa ¢ gaHHbIMWU NO
obwen nonynsaunn. YOO cocTtasuna 49,3% n bbina cxoxXa C AaHHBIMU KIMHNYECKOr 0
nccneposaHns MONALEESA-7 (51%)°. NMpoduib 6€30MacHOCT TepaneBTUHecKon cXxeMbl
«pubOLNKNNG + NeTpo30/1» COOTBETCTBOBAJ NpeAbiAyLUNM NCCIef0BaHNAM .,
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PucyHok 5. O(phekTnBHoCTb pnbounknnba y naumeHToK B npeMeHonayse

TakXxe cnegyeTt oTMeTUTb, 4To HA Ha poHe Tepanuu puboumknmnbom bbinn
3aperunctpupoBaHbl y 3091 (95,2%) nauneHTa, 2235 naymneHtam (68,9%) notpeboBanachb
KOPPEKTUPOBKa A03bl MM OTMEHa npenapaTa. Hanbonee yactbiMm HA Bblna HeMTponeHus
(74,5%). OgHako CHA Habnoganncek y 203 (6,3%) nauneHToB, NPy 3TOM HM 0AHO 13 CHA
He MPUBEJIO K IeTaJIbHOMY Mcxony.
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