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O6bLwas BbKMBaAaeMoCTb Y naunmeHTok ¢ HR+ HER2- MPM>XB nocTMeHonay3e: 06HOBNEHHbIE
nNaHHble MONALEESA-3
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ObOLwan BbIDKUBAEMOCTb Y NAaLUEHTOK C
HR+ HER2- MPMJ)KB nocTMeHoONnays3e:
obHoBNeHHble paHHble MONALEESA-3

Pe3siome

e B uccneposaHunm MONALEESA-3 npu nepuoae HabnwoaeHnsa B Te4eHne noyTm 6 nert
cxema pnbounknumb + cynsecTtpaHT NPOAEMOHCTPUPOBAIA CaMyto AANTESbHYIO
MeaunaHy obLien BbIXXMBAEMOCTK, HabNoaaeMyo Ha CErOQHALWHUA AeHb ONA nevyeHus
B paMKaX KJIMHNYECKOro nccnenosaHusa gassl Il B nepson nnHun.

e AHann3 LOMOJIHAET LoKa3aTesibCTBa 3PPeKTUBHOCTU pnbounknmnba B pamkax
nporpaMmmMmbl MONALEESA n nogTeep>XaaeT ero 40JIr0OCPOYHOE NpenmyLLecTso B
OTHOLLUEHNWN 0OLLEN BLIXXNMBAEMOCTM NpU NevyeHun nauneHtos ¢ HR+ HER2- MPMXK.

e Pe3ynbTaTbl HefaBHO onybankoBaHHOro nccnenosaHna SONIA He MoryT ObITb
NnPMMeHUMbl B OTHoWweHnn pubounknmba, nockonbky 91% nauneHToB B 3TOM
nccnenoBaHUM nonyYvann nevyeHme nandoumnknnbom.

Pubouuknub B nepBoM IMHMU AEMOHCTpUpyeT bonee gnuTenbHYIO
MOB y naumeHToK B noct-MIl ¢ HR+ HER2- MPM)XX no cpaBHeHMIO C
nnauebo
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BBepeHue

B nccneposaHum casbl Il MONALEESA-3 ¢ yyacTuem naymeHToB, KOTOPbIM NPOBOANAN
nle4yeHneB NepBon N BTOPON IMHUAX, ObISI0 NPOAEMOHCTPUPOBAHO 3HA4YUMOE yydLleHne
obwen soxnsaemocTu (OB) npu npumeHeHunn pnbounknnba y naumeHtos ¢ HR+ HER2-
MeTacTaTU4YeCKMM PpakOM MOJIOYHOM xenesbl (MPMXK).

MOoCKONbKY fleyeHne MHIIMBUTOPOM LIMKIINH-3aBUCUMbIX KUHa3 4/6 (CDK4/6) B coyeTaHuuUc
SHOOKPUHHON Tepanuein (3T) B NepBON NIMHNM Ha CErOAHALLIHNN AeHb ABNAETCA
npeanoyYTUTEsIbHbIM U OTPaXKeHO B KJIMHNYECKUX PeKOMeHAaLUNAX, BaXKHO
OXapakTepu3oBaTbMNOJIb3Yy OT 3TOWN CXeMbl Jle4YeHNa B OTHoWweHun yesennveHnsa MOB.

MNpenctasnseMm Bam pe3ynbTaTbl 4OMNOJIHUTESILHOIO aHan3a L0JITOCPOYHbIX pe3y/ibTaToB
ne4veHnas pamkax MONALEESA-3, nposegeHHoro Neven n konneramu (2023).

Oun3aH uccnepoBaHusa'

B nccnegosaHum MONALEESA-3 yyacTBoBasnm 726 nayneHToOK B NnocTMeHonayse ¢ HR+
HER2- MPM>X, koTopble Bbln paHOOMU3NPOBaHbI 414 nevyeHusa no cxeme pubouynknmb (600
MI/CyT B Te4yeHue 3 Hefenb C nepepbiBoM B 1 Hegen) + gynsectpaHT (500 mr B geHb 1
Ka)X4oro 28-0HEBHOro UMKnAa, 4oNoJHUTeNbHaa 003a Ha AEeHb 5 B NepBOM LMKIE) UK
nnauebo + cynsecTpaHT (aHanorn4yHas cxema) B NepBOn UAN BTOPON JINHUAX B
COOTHOLWEeHUn 2:1.



Neven n Konnerv NnpoBenn AONOSHUTESNbHbIA aHaNU3 MO AaHHbIM, NOJIy4YeHHbIM Ha
MOMeHT12 aHBapsa 2022 roga, mefnaHa HabnoaeHWs 3a nauneHTamm coctasuna 70,8
MecsLeB.

PesynbTaThbl’

MpumeHeHue pnbounknnba B coveTaHnu ¢ 3T B NepBOU JINHUN NPUBESO K 3HAYUMOMY
yBennyeHunto megunaHol OB (MOB): MOB B rpynne pubounknunb + dyneecrtpaHT cocTaBuNa
67,6 mecsaues (95% [N 59,6 - He AOCTUIHYTO), TOr4a Kak B rpyrnrne MoHoTepanuu
dynsectpaHTOM - 51,8 mecaueB (95% OWN 40,4-61,2). Takum obpa3om, NpuMeHeHune
pnbounknnba B NepBon IMHNK MO3BOJINIO YMEHbLUNTbL PUCK cMepTn Ha 33% (OP 0,673,
95% AW 0,504-0,899). NaTuneTHAS BbIXXMBAEMOCTb B rpynne pubounknnba coctasuna
56,5%, Torga Kak B rpynne naaue6éo - 42,1%.

3a nepuopj HabnoaeHns He coobLanocbk 0 Kaknx-mbo paHee Hen3BeCTHbIX
HeXxenaTesibHbIX ABNEHUSX, CBA3aHHbIX C NpuMmeHeHneM pubounknunba. Hanbonee 4yacTbiM
HeXxenaTenbHbIM aBNeHneM 3/4 cteneHn bblna HENTPONEHUSA, MPU 3TOM YacToTa ee
perncrtpaunm CooTBeTCTBOBaJIa TOW, O KOTOPOM CoobLanochb B NpeablAywnx aHanmsax.

[JaHHOe nccnepoBaHme ABAAETCA TPETbUM MO CYHETY, 4EMOHCTPUPYIOLLMM 3Ha4YMMoe
yny4weHune OB npu nevyeHnn pnboumnknnbom B nepBon INHUN. Pe3ynbTaTbl 4aHHOIO
aHa/IM3a COOTBETCTBYIOT pe3ysibTaTaM CX0XMX aHann3oB nccnegosaHnim MONALEESA-2
(pnbounknnb B Nepsot NIMHUN B KOMBMHAUWN C 1eTPO30JI0M Y NaLUEeHTOK B
noctmeHonayse) n MONALEESA-7 (pnbouunknub B nepson AMHUN B KOMBMHaL MK C
HecTepouaHbIM MHIrMBbTopomM apomaTasbl (HCUNA) y naumeHTOK B npe/nepumeHonayse), B
KOoTopbiX Bblna NnokazaHa MOB B 63,9 n 58,7 mecsiLeB COOTBETCTBEHHO.

HepnaBHO Takxe 6b11n onybnmkoBaHbl pe3ynbTaThl nccnegoBaHnsa SONIA, B KOTOpOM
n3yyanm npumeHeHune nHrnbmntopos CDK4/6 B coyeTaHum ¢ HCUA B nepson nnHUN C
nocneanylowmm npumMmeHeHmnemM nHrnbmntopos CDK4/6 n cpynsecTtpaHTa BO BTOPON JIMHUN,
0L HaKO 3Ha4YumbIx npenmyuwects CDK4/6 ona OB n BBIM2 B pamkax SONIA He

oTMeyYanu. BmMmecTe € 3TM HeobxoaMMO y4ecTb, 4TO Y 91% naumeHTOoB B NCCieJ0BaHUN
SONIA B KavecTBe nHrubutopa CDK4/6 npumeHann nandbounknmnb, BBUAY YEero AaHHbIE
pe3ysbTaTbl HE MOryT BbITb MPMMEHNMbI B OTHOLLUEHNM APYrUX NpenapaToB KJacca,
MOCKONbKY Nanbounknnb paHee He 4E€MOHCTPUPOBaN NpenmyLLecTsas oTHoweHnn OB npu
nevyeHun MPMXX.

3akJjiloueHue

Takum obpa3oM, NOKa3aHO NPENMYLLECTBO Tepanun pndounknnbom n yneBecTpaHToM B
nepson nuHMK. MegmnaHa obLien BbKMBaAaEMOCTN Npu MeamnaHe HabnogeHmsa B 70,8
MecsiLeB cocTaBuiab7,6 mecsues, 4HTO CBMAETENbCTBYET O 40/IrOCPOYHON 3(PPEKTUBHOCTH
pnbounknnba, KoOTopas BbIXOOMUT AAJIEKO 33 PAaMKU KJIMHNYECKOIr0 NCCAen0BaHuns.

CnucokK cokpalw,eHuun

OB - 06L1a8 BbI)KMBAEMOCTb;

MOB - meamnaHa OB;

CDK4/6 - unK/InH3aBnUCUMble KMHA3bl 4 1 6;
3T - SHOOKPUHHAaA Tepanus;



HR - ropMoHanbHbI peuenTop (Hormone receptor);

MPMMXK - meTacTaTu4eckmm PMX;

HER2 - peuenTtop pakTopa anuaepMasbHOro pocta 4Yyesiogeka 2 tmna (Human epidermal
growth factor receptor 2);

BBMN2 - Bb>xnBaeMocCTb 6e3 nporpeccun 2;

AW - nosBepuTenbHbIN NHTEpPBan;

OP - oTHOLLIEHVEe PUCKOB.
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