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B Poccuu 3apeructpuposaHa MHHOBaLlMOHHaA TepanuA
ana nedyeHua HR+/HER2- pacnpocTpaHeHHOro paka
MOJIOUHOM Wene3bl ¢ myTayuen PIK3CA

nion 31, 2020

o MuHucTepcTBO 3apaBooxpaHenna Poccuiickon Peaepanum NpUHAIO NOSTOXMTENBHOE PELLEHNE O perncTpaumm
npenapara annenucud ana neveHnsa HR+/HER2- pacnpoctpaHeHHOro paka MonoyHom xenesbl ¢ MyTtauuen PIK3CA B

Poccu"!

o Annenucu6 B KOMOMHALMK C DYNBECTPAHTOM ABNAETCA NEPBLIM U EANHCTBEHHBIM Ha AaHbIA MOMEHT B CTpaHe
npenapatom TapreTHoW Tepanun AnA nevyeHna NaLuueHToB C pacnpocTpaHeHHbIM PakoM MOSIOYHOM XKenesbl ¢
MyTaymen

« B uccneanosanuu lll pasbl annenncnd B coueTaHnm ¢ GyIBECTPAHTOM YABOMUI BbXKMBAEMOCTb 6€3 NporpeccrMpoBaHma
(11,0 npoTue 5,7 MecALeB) B 3TOK NONyNALMK NALUEHTOB NO CPABHEHUIO C rPYNnoi MOHOTepanun GynBecTpaHToM 45

o MyTtauumm PIK 3 CA BcTpeuvatotcs npubnuantensHo y 40% nauveHTos ¢ HR +/ HER 2- pacnpocTpaHeHHbIM pakom

MOJIOYHOM Xenesbl U ABMATCA ApaiBepamMu ONyXosieBoro pocTa, YTo HEraTMBHO BMAET HAa NPOrHO3 TeYeHus
3a6onesanua &

Mockea, 30 utons 2020 r. - Komnanus «HoBapTuc» 06bABNAET 0 pernctpauyuv B Poccum npenapata annenucuo ans
neyenua xeHwmH ¢ HR+/HER2- pacnpocTpaHeHHbIM pakoM MOMIOYHOWM xenesbl ¢ MyTauuen B reHe PIK 3 CA.

OduumanbHas MHPoOpPMaLMA 0 perucTpaumm yxe onybnukoBaHa Ha caTe MUHUCTepCTBa 34paBooxXpaHeHna POCCUIACKOM
1

®epnepaunmn B [[0cyAapCTBEHHOM peecTpe feKapCTBEHHbIX CPEACTB .
Mpenapat annenucu6 B KoMOUHALWK C GYNBECTPAHTOM CTasl NePBOM U eAMHCTBEHHOW Ha AaHblii MOMEHT B Poccuu
TapreTHoOW Tepanuen AnA NeyeHns NnayMeHToB C pacnpocTpaHeHHbIM PakoM MOTOYHOK xenesbl ¢ MyTauunen PIK3CA.
Peructpauua npenaparta ocHoBbIBaeTCA Ha pesynbraTtax uccrneaosanua Il dasel - SOLAR-1, KoTopoe nokasano, 4to
annenucub B KOMOMHaLMK C GYNBECTPAHTOM NOYTU BABOE YBENMUMN MeAWaHy BbXXMBAEMOCTH 6e3 NPorpeccuMpoBaHus
3abonesaHua (BBIM) no cpaBHeHWUIO ¢ MOHOTEpanuen ¢yneecTpaHToM y nauneHtos ¢ HR+/HER2- pacnpocTpaHeHHbIM
pakom MOSOYHOM xenesbl Hannumem mytauum PIK 3 CA ¢ onyxonamu, pe3sucTeHTHbIMU K NPOBOAMMON paHee SHAOKPUHHOM
Tepanuue KOTOPLIX uMeeTcA MmyTauua (Meaunana BBIN: 11,0 mecAaues npotus 5,7 mecAaues; OP = 0,65, 95% [WN: 0,50-0,85;
p < 0,001). Moarpynnoeoi aHanu3 BB npoAeMoHCTpUpoBan yCToMUMBYO 3h GEKTMBHOCTL Npenapara annenucué, B Tom
uncrne y nauMeHToB, paHee nosyyaBLUMX NeYeHUe UHIMOUTOPOM LIMKITMH3aBUCHUMbIX KHa3 4/6 (CDK4/6) 1 umetoLmx
BMCLiepanbHbIe MeTacTasos.*

BaxxHO 0TMeTuTb, uTo B Poccum npenapart Obinl 3aperncTpupoBaH ¢ NoKasaHWeM B KOMOMHALMK C GyNBECTPaHTOM Asf
NeYeHMA XEHLLMH B MOCTMEHOMAay3e 1 MY>XYMH C pacrnpoCTPaHEHHbLIM UM MeTacTaTUYEeCKUM PakoM MOSIOUYHOM Xenesbl C

MyTaumer reHa PIK3CA (PIKBCAmut+) ¢ nporpeccupoBaHueM 3aboneBaHna BO BpemaA/nocrne npoBeAeHUs peXxMmoB

SHZIOKPUHHOM Tepanuu.!

«MyTauumsa reHa PIK 3CA BcTpevaetca y 4 3 10 nauymeHtok ¢ HR+/HER2- pacnpocTtpaHeHHOM pake MOMOYHOMN Kenesbl
ABnAeTcA ¢pakTopom HebnaronpuaTHOro NporHosa. Mel oueHb padbl, 4To MUHUCTEPCTBO 34PaBOOXPaHEHUs MPUHAO
MONOXMTENbHOE PELLEHNE O perucTpaummn npenapata annenucud. OTo NepBbli B HaLLEW cTpaHe npenapart And nauMeHToB
¢ myTauueit B reHe PIK 3 CA. Pernctpauuna anbnenucuba sHaumT, 4To Mbl MOXEM NPeanoXuTh eLle 0JHy TepaneBTUUYECKyo
OMUMIO HALLIMM OHKOJSOram, a Takke NoOMOoYb NauueHTam, y)xe NpoLleALLMM HECKOTbKO 3TarnoB Tepanuy paka MOosoYHOM
Xenesbl, AnA KOTOPbIX paHee He Bblfo HUKaKWX AOMOSTHUTENbHBLIX ONUMK nedyexus», — coobymna Onbra MeneTtosa,
PYKOBOAMTENb NoApasaeneHna conuanbix onyxonen, «Hosaptuc OHkonorua» B Poccuu.

Hesanonro Ao nokanbHoOM perctpayuv npenapara, nosiokuMTesnisHoe 3akmtoueHne no annenucuby 6bino BblAaHO U
KomuTeToM No nekapcTBeHHbIM npenapaTtam AnA MeauuuHekoro npumeHexnna (CHMP) EBponeickoro areHTcTea no

NIEKapCTBEHHbIM CpeACTBaMm, KOTOprVI pexkomeHaoBan npenapart K npPUMMHEHNIO MO 3apermcTpmpoBaHHbIM I'IOKa3aHl'1F|M.6
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Ha aaHHbIM MOMeHT B Poccumn komnanua «HosapTuc» pabotaeT Haa TeM, YTOObI MHHOBALMOHHYHO TEPANWIO CMOTSIH
MOMYYUTb KaK MOXHO 60sblle NaLMEHTOB C PacnpPOCTPAHEHHbIM PaKoM MOSIOUHOWM enesbl. C Lenbio pacluMpeHus
ZIOCTYMHOCTM JleYeHns B pamKax peanusyemoro PesepanbHoro npoekta «bopbba ¢ oHKoNornyeckummn 3aboneBaHusaMU», B
Komuceunto Munsapasa Poccumn 6bino HanpaBneHo NpeasniokeHWe 0 BKIIOUEHWU NTEKAPCTBEHHOMO npenapara annenucué B
nepeyYeHb XU3HEHHOHEOOXOAUMbIX M BRXKHEWLLIMX NexapcTBEHHbIX npenapaTos (MHBJM).

O npenaparte annenucud

Annenucub ABnAeTCA CeNeKTUBHBIM MHIMOUTOPOM anbda-u3odopmMbl KaTanuTUYEeCKon cyBbeanHUL b
$oCcPaTUaANIIMHOZUTON-3-KMHA3KI, UrpatoLLie KIOYEBYHO POSib B NaTOreHese paka MOJSIouHOM xenesbl. Annenucud
npeaHasHayeH Ans UCnonb3oBaHUA B KOMOUHALWK C GYNIBECTPAHTOM ANA NEYEHUs XKEHLLUMH B MOCTMEHOMAY3€e U MY>UMH C
HR+/HER2- pacnpoctpaHeHHbIM uin MeTactaTMyecKnumM pakoM MOOYHOW xenesbl ¢ myTtayuen PIK 3CA, BeiABNEHHbIM
meToaom MLP unn NGS nocne nporpeccMpoBaHna Ha ¢GOHe WK Mo 3aBepLLEHUHU SHAOKPUHHOM Tepanuu. Annenucud

on06peH B CLLA v 12 apyrux cTpaHax nos TOpProBoi MapKow Piqray®.
06 uccnenosanun SOLAR -1

SOLAR-1 — aT0 MexayHapoAHOe MHOroLEeHTPOBOE paHAOMU3MPOBaHHOE ABOWHOE crienoe nnauebo-KoHTponupyemoe
uccnenosanue Il pasbl, B KOTOPOM M3yyaeTcA NPUMEHEHUE Npenapara annenucud B KoMOMHaL UK ¢ GyNBECTPaHTOM AN
NleYyeHnA XeHLLMH B nocTMeHonayse 1 MyxuunH ¢ HR+/HER2- pacnpoctpaHeHHbIM Mnu MmetactaTUyecKuM pakom MOSTOYHOH
xenesbl ¢ MyTauuei PIK 3CA, nporpeccupytoiumM Ha GoHe MK nocne Tepanuu MHrMbUTopoM apomartasbl C
Mcnonb3oBaHWeM uHrbutopa CDK4/6 unu 6es Hero. 234

B paHAOMM3MpPOBaHHOM MCCIEA0BaHUM MPUHAMO yYacTne 572 naumneHTa, KOTopbIX pacnpeaenanu Ha OCHOBAHMU OLEHKK
onyxonesoi TkaHu Nubo B koropTy ¢ MyTauuen PIK 3CA (n = 341), nubo B koropTy 6e3 myTtauuu PIK 3CA (n = 231). B
KaykaoM KoropTe nayueHTbl ObiM paHAOMKU3MPOBaHbI B COOTHOLLEHUM 1:1 Ans nonyyeHus annenvcuda B KOMOUHALMK C
¢dynBecTpaHToM unu nnayebo ¢ pynBecTpaHToM. PacnpeseneHve 0CHOBLIBANOCH HA HANTMUYMK BUCLIEPasIbHBIX MEeTacTa3oB
W NpeALLIeCTBYIOLEro neyeHns nirnéutopom CDK4/6.23:4 Y nauneHTos u uccnesosateneit oTcyTcTBoBana MHGOPMaLms o
ctatyce myTtauuun PIK 3CA v BbiBpaHHoOi Tepanuu («crnenoi» MeToa).

MepBUYHON KOHEYHOM TOUKOW ABMANACH OLEHKA BbhKMBAEMOCTH 6e3 NporpeccupoBaHus, BeiNonHAemMas uccneaoBaTenem ¢
ncnonb3osaHvem RECIST 1.1 y naymeHToB ¢ mytaumen PIK 3CA. KntoueBor BTOPUYHON KOHEYHOM TOUKOW ABNANACh
o6LLan BbHKMBAEMOCTb, a AONONHUTENbHbIE BTOPUUYHbBIE KOHEYHbBIE TOUYKM BKOYasIM, MOMUMO NPOoYKX, 4acToTy obLiero
0TBETA, MPOLEHT NAUMUEHTOB C KITMHUYECKUM YIYULLIEHUEM, KAYECTBO XM3HWU, CBA3AHHOE C COCTOAHWEM 340POBbA,

3P PEKTUBHOCTb B KoropTe 6e3 MyTaumn PIK 3CA, 6e3onacHocTb U HepeHOCMMOCTb.2’3’4 Ans nonyyexus annenucuba B
KoMOHHauuK ¢ PynBecTpaHToM uiu nnauedo ¢ pynsectpaHToM. Mccneaosanvne SOLAR-1 npofomkaeTca ¢ Lenbio
onpeseneHns ypoBHsA 00LLer BEDKMBAEMOCTHU U APYTMX BTOPUUHBIX KOHEUYHBIX TOUEK.

O «HoeapTtuc»

«HoBapTuc» paboTaeT, nepeocMbICIBas NOAX0A K MeAULMHE paau YydLlleHUs KauecTBa U NPOAOCTKUTENBHOCTH XKU3HU
noaen. Asnaack BeayLlen MexayHapoAHOW ¢papmaLleBTUYECKON KOMMNaHWen, Mbl NPUMEHAEM HOBEMNLLME HayUHble
AOCTUXEHUA U LMPPOBLIE TEXHOSOMMKU NPU CO3AaHUM MHHOBALMOHHBIX MPenapaToB AnA peLleHna camblX OCTPbIX MeMKO-
coumanbHbix Npobnem. «HoBapTUC» Ha NPOTAXEHUM MHOTUX NIET BXOAWUT B BEPXHWUE CTPOUKU MEXAYHAPOAHBIX PEATUHIOB
KOMMaHWI, MHBECTUPYIOLLMX B UCCeaoBaHuA U paspaboTku. Halm npenapathbl nonyyaroT cebille 750 MUANIMOHOB YerioBeK
Mo BCEMY MUPY, U Mbl MOCTOAHHO paboTaem HaZ NOMCKOM MHHOBALMOHHbIX PELLUEHUI ANA YBENMMUYEHWU A0CTyNa NauMeHToB
K HeobxoanMoM Tepanuu. B komnaHuax rpynnel «HoBapTtuc» pabotatot nopsaaka 105 000 coTpyaAHUKOB, NPeACTaBAOLMX
140 HaynoHanbHocTel. Y3HaTb noapobHee o «HoBapTHc» MOXHO Ha caiTe hitps://www.novartis.com/. MHdopmaums o
rpynne komnaHuin «HosapTuc» B Poccun aocTynHa Ha canTe hitps:/www.novartis.com/ru-ru.

KoHTtaktel ana CMWU B Poccuu

ExatepuHa OavHuoBa

JMpeKTop No KopnopaTuBHbLIM
KOMMYHMKaLMUAM rpynnbl
KomnaHuin «<HosapTtuc» B Poccuu

Mob. +7 (916) 519 4520
00. +7(916) 2/3


https://www.novartis.com/
file:///glavnaya-stranica

ekaterina.odintsova@novartis.com

KeTtn TaBanwsunm

MeHemxep oTAena KOMMyHMUKaL MM

JenapTtameHTa oHKonormyeckux npenaparos «Hosaptuc» B Poccun
Mo6. +7 (919) 993 8455

keti.tavdishvili@novartis.com

1353490/alpelisib/pr/06.20/1

References

1

. https:/grls.rosminzdrav.ru/default.aspx
2.

Pigray (alpelisib) Prescribing Information. East Hanover., New Jersey, USA: Novartis Pharmaceuticals Corporation;
May 2019.

André F, Ciruelos E, Rubovszky G. Alpelisib for PIK3CA-Mutated, Hormone-Receptor-Positive Advanced Breast
Cancer. N Eng J Med 2019.

André F, Ciruelos EM, Rubovszky G et al. Alpelisib (ALP) + fulvestrant (FUL) for advanced breast cancer (ABC):
Results of the phase IIl SOLAR-1 trial. Annals of Oncology, Vol 29, Suppl 8, October 2018, Abstract LBA3_PR.

Juric D, Ciruelos EM, Rubovszky G et al. Alpelisib (ALP) + fulvestrant (FUL) for advanced breast cancer (ABC): Phase
3 SOLAR-1 trial results. Presented at the San Antonio Breast Cancer Symposium (SABCS) (Abstract #GS3-08) on
December 6, 2018.
www.novartis.com/news/media-releases/novartis-pigray-receives-positive-chmp-opinion-treat-hrher2-advanced-breast-
cancer-pik3ca-mutation

Source URL: https://novartis.ru/news/media-releases/v-rossii-zaregistrirovana-innovacionnaya-terapiya-dlya-lecheniya-
hrher2

List of links present in page

Nook~wN~

https://novartis.ru/news/media-releases/v-rossii-zaregistrirovana-innovacionnaya-terapiya-dlya-lecheniya-hrher2
https://www.novartis.com/

https://novartis.ru/glavnaya-stranica

mailto:ekaterina.odintsova@novartis.com

mailto:keti.tavdishvili@novartis.com

https:/grls.rosminzdrav.ru/default.aspx
http://www.novartis.com/news/media-releases/novartis-piqray-receives-positive-chmp-opinion-treat-hrher2-advanced-
breast-cancer-pik3ca-mutation

3/3


mailto:ekaterina.odintsova@novartis.com
mailto:keti.tavdishvili@novartis.com
https://grls.rosminzdrav.ru/default.aspx
http://www.novartis.com/news/media-releases/novartis-piqray-receives-positive-chmp-opinion-treat-hrher2-advanced-breast-cancer-pik3ca-mutation
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