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ribociclib

[licna BCTaHOBNEHHA liarHo3y
METaCTaTyHIi pak MosouHoi 3an03n HR+/HER2—

HAVBAXIVBILIE —
E CHJTA

HOBI JAHI

KI S QA L I — inri6itop CDK4/6

3 TpboMa noka3anHamu go TEPANIT NEPLLIOI JIIHI],
wo niaTBepaAxytotb AaHi TPbOX AOCTIAMKEHD 11l GA3U

HOBE NOKA3AHHA

HOBE NOKA3AHHA

[PEMEHOIAY 3A

Y/ XIHOK Y KOMOIHaLI
3 1A Ta aronicrom JITPT
AK Tepanis nepLUoi niuil

KICKAJII (KISQALI)

Cknao: dioya peyosuHa: ribociclib; 1 Tabnetka MicTUTL prbOLMKNIGY CYKUMHAT, WO eKBiBaneHTHO prbounknidy 200 wmr. JlikapcbKa dopma. Tabnetky,
BKPWTI NNiBKOBOIO 0b0NOHKOK. (PapMaKoTepaneBTMYHa rpyna. AHTVHEONNACTUYHI 3acobu. IHribiTopy npoteinkiHasu. Koa ATX LOTX E42. Kniniuui
XapaKTepucTukm. fTokasanHaA. Kickani nokasaHuin y KombiHalii 3 iHribiTopom apomatasu abo ¢ynsecTpaHTOM ANA NiKyBaHHA XIHOK 3 MiCLleBO-
NOLWMPEHM a60 METACTaTUYHUM PakoM MONIOYHOT 331031 3 NO3UTVBHYM CTaTycom HR (peLienTtopis ropmoHie) Ta HeraTveHyM ctaTycom HER2 (peuenTopa
eniaepManbHoro GpakTopa POCTy NIOAUHM 2 TMY) AK MOYATKOBA EHAOKPVHHA Tepania abo AnA NikyBaHHA XIHOK, AKI NONepesHbO OTPUMYBANN EHAOKPUHHY
Tepanito. Y iHOK B NpemeHonay3i abo nepumeHonaysi eHAOKPYHHY Tepaniio C/if NPOBOAWTY y KOMBIHALJl 3 aroHICTOM MIOTEIHI3YI04Oro FOPMOHY PUNI3UHT-
ropmoHy (/IPT). lipomunoka3sakHa. [iaByileHa YyTNMBICTb 0 AiY0i PeYoBMHY abo 40 apaxicy, Coi un Ao Byab-AKOT AONOMIXKHOT PEYOBMHW Npenapary.
B3aemo0lis 3 iHwuMu niKkapcbKumu 3acobamu ma iHwi 6udu e3aemodil. Mae noTeHLiian NPWrHiYyBaTi akTUBHICTL Mpenaparis-TPaHCNopTepis
P-gp, BCRP, OATP1B1/1B3, OCT1, OCT2, MATE1 Ta BSEP. PekomeHAyeTbCA AOTPUMYBATVCA OOEPEXHOCTI Ta MPOBOAMTY MOHITOPVHI LWOJO MPOABIB
TOKCMYHOCTI MPOTArOM OfJHOUACHOTO NiKYBaHHA UyTMBUMM CyOCTpaTamMi LiMX TPAHCMOPTEPIB, AKi MaloTb By3bKii TepaneBTUYHWI iHAeKC. Ocobnusocmi
HeltponeHia. 3anexHo Bif CTyneHs TAXKOCTI HeMTponeHii nikyBaHHA npenapatom Kickani Moxe noTpebyBaTi TMMUYaCoOBOrO NepepyBaHHs,
3HUKEHHA 4031 abo NprnuHeHHs. [enatobiniapHa TOKCUUHICTb. Mepea noyaTkom NikyaHHA npenapatom Kickani cnif npoBecty ¢yHKLOHanbHI NediHKoBi
npobw; KOHTPOMoBaTN dyHKLIo neviHkm. [lofosxkeHHs iHTepany QT. He pekoMeHAYETbCA 3aCTOCOBYBaTV Npenapat Kickani y KombiHaLii 3 TaMOKCUdeHOM.
Mepen nouatkom nikyBaHHa cnif nposect EKI. Taxki WKIpHI peakwii. MoBIAOMAANOCA NPO TOKCUUHWIA enigepManbHIUi HeKponis. PuboLmknib moxe
B3A€EMOZIATU 3 JIKAaPCbKVMM 3acobamu, AKi MeTabonisyloTbea 3a ydacTio CYP3A4, Lo MoXe NpU3BECTV A0 MIABULEHHA KOHLEHTPaLii cybctpatis CYP3A4
y cvpoBaTLi KpoBi. MKiHKam penpopyKTMBHOTO BiKy Chifi PEKOMEHAYBAaTW BUKOPWUCTOBYBATU eQEKTUBHI METOAW KOHTPaLEnLUii MpoTAroM MiKyBaHH:
npenapatom Kickani Ta WwoHaimeHLe 21 AeHb NiCNA OTPYMaHHA OCTaHHBOI A03W Npenaparty. 3aCTOCyBaHHA Yy Nepiof BariTHOCTI abo roayBaHHA rpyaaio.
[Mpenapart Kickani He peKoMeHAYETbCA 3aCTOCOBYBATU Y NEPIOA BAriTHOCTI Ta »KiHKaM PENpPOAYKTUBHOTO BIiKY, AIKi HE BMKOPUCTOBYIOTb 3aCO6M KOHTpaLenLyii.

3acmoc

* MONALEESA-7: Tif uac nikyBaHHA AKICTb XUTTA 36epiranaca i nouaTky NikyBaHHA 40 17-ro LKAy B 060 rpynax; y Lvknax 18-28 y rpyni KICKAI® 3a3Hauany nokpatleHHA AKOCTi ku1TTa 6e3 nonepeaHsoi [T, y rpyni niauebo — noripueHHa. IcToTHIX po3tixHocTeln meaiaHi YT 3aranbHOro CTaHy 3A0poB'a / AKOCTI XWUTTA Ha >10% He 3a3Hauanu (BP = 0,759

(95% AI: 0,561-1,028)). Mig Yac nporpecyBaHHa 3axBOPIOBaHHA abo 3aBeplUeHHA NikyBaHHS 3aranbHa AKICTb XuTTA 6e3 nonepeAHbOl [T Noriplnnaca B 060x rpynax.

MONALEESA-3: Mepwwa ninis Tepanii (de novo abo nporpecysarHa > 12 mic nicns 3aBepluerHs (Heo)aa'toBanTHol I'T). [ipyra niHia Tepanii (1 nonepeara niHiaA [T Ans nikysaHHA MPM3) i 3acTocyBaHHA B iEHTIB i3
Bia nouaTky nikyBaHHA Ta Gyna nogi6Holo B 060X rpynax. ICToTHYX po36ixHocTei meaiaHu YN 3aranbHOrO CTaHy 3A0POB'A / AKOCTI XUTTA Ha >10% He 3a3Havany (BP = 0,795 (95% AI: 0,602-1,050)). Mig Yac nporpecyBaHHs 3aXBOPIOBaHHA abo 3aBepIUEHHA NiKyBaHHA 3aranbHa AKICTb XWTTA NOripLKUiaca B 060X rpynax.

MONALEESA-2: Mig yac nikyBaHHA AKICTb Xu1TTA 36epiranaca Bia novatky nikyBaHHa Ta 6yna nogi6Holo B 060x rpynax. lcToTHx po36ixHocTel MegiaHn YN 3aranbHOro ctaHy 300p0B'A / AKOCTI XIUTTA Ha >10% He 3a3Hauann (BP = 0,944 (95% [I: 0,720-1,237)). Mg uac nporpecyBaHHsA 3axBopioBaHHA abo 3aBepLIeHHA NikyBaHHA 3arabHa AKICTb XUTTA noriplumnaca

B 060X rpynax.
BP — BigHowWweHHs pu3ukis; Il — nosipunit iHTepsan; I'T — ropmoHanbHa Tepanis; YAM — yac 4o NoripleHHs.

Lia iHbopmaLiia npr3HaueHa nuLie AN BUKOPUCTAHHA MeAUYHUMU Ta papMaLieBTUYHUMY NpaLiBHUKaMU. IHGopMaLlisa MignArae po3noBCOAKEHHIO Ha MeAUYHIX YU papMaLieBTUUHKX BUCTaBKaX, CeMiHapaX, KOHdepeHLiAX Ta iHLWIKX 3axofax M NpAMin
nepepaui MeanuHUM i GapmaLeBTUYHMM NpaLiBHUKaM. Po3noBciofKeHH:A iHpopMaLlii 6yAb-AKMM iHILMM YMHOM, AKWIA BiLKPUBAE AOCTYN [0 HEl HEBM3HAUeHOro Kona oci6, 3abopoHeHe. MaTepian niAroToBneHO BiAMOBIAHO O BUMOT JIOKaIbHOrO

3aKOHO/]aBCTBa, @ TAKOX BHYTPILIHbOT MOAITUKM Ta MpoLeayp rpynu KomnaHin «<HosapTic».
306paxKeHHs He € 306paXXeHHAM peasibHOro nawieHTa.
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Y/ XIHOK Y KOMOiHaLiI
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Y XIHOK Y KOMOIHaLlii

3 OYNIBECTPAHTOM
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Lipyroi iii

lNavjierHTkam, Aki oTpMMyI0Tb Npenapart Kickani, He cnia roaysaTt rpya o NPOTArOM WoHaliMeHLwe 21 AHA NICNA OTPUMaHHA OCTaHHbOI 403V, [laliEHTU NITHEOrO
BiKy. MaLjienTam BiKoM Bifj 65 POKiB KOPeKLiA 403w He noTpibHa. [itu. be3neka Ta epeKTVBHICTL 3aCToCYBaHHA Npenapaty Kickani 4itam Ta nignitkam (8ikom
110 18 pokiB) He BCTaHOB/EH. l03yBaHHA. PekomerjoBaHa A03a CTaHOBIUTL 600 Mr prboLmknidy 1 pa3 Ha 406y NpoTArom 21 AHA NOCMiAb i3 NOAaNbLLIOD
7-AeHHOI0 MEPEPBOIO, LLO CKNaaaTiMe NOBHUM LMK 28 fAHiB. JlikyBaHHA C/if NPOAOBXKYBaTV [OTH, JOKW 36epiraeTbca KNiHiuHa epeKTVBHICTb Tepanii abo
[0 NOABU HEMPUIMHATHOT TOKCUYHOCTI. Mpenapat Kickani cnif 3acTocoByBaTt y KOMOIHALi 3 NeTPO301oM Y A03i 2,5 Mr abo iHWWM iHriGiTopom apomatasu,
a6o 3 dpynsectpaHToM y 03i 500 Mr. Mpu 3acTocyBaHHi npenapaty Kickani y KombiHaLlii 3 iHri6iTopom apomatasu iHribiTop apomarasyi ciif 3acTocoByBaTH
nepopanbHo 1 pas Ha 406y 6e3nepepBHO NPOTAroM 28-AeHHOr0 LK. Mpy 3acTocyBaHHi npenapary Kickani y kKombiHaLlii 3 pynsecTpaHToM dynsectpaHT
BBOAATb BHYTPILUHLOM'A30BO Yy 1-, 15-7 i 29-11 AHi, a NoTiM — 1 pa3 Ha MicALb. JlikyBaHHA XIHOK y Npe- Ta nepyMeHonay3anbHWi Nepios CxsaneHnmmn
KomGiHaLiamMm1 3 npenapatom Kickani MoBMHHO Takox BKMtouaty aroHicTv JITPT BigNoBiAHO A0 MICLIEBUX CTaHAAPTIB KNiHIYHOT NpakTvKku. Mpenapat Kickani
MOXHa 3aCTOCOBYBATW He3aNexHo Bif Npuitomy i. [aLieHTam Cnif peKoMeHAyBaT! NPpUMaTV O3y NpenapaTty NPUBAN3HO B OAVH i TO e YaC KOXHOTo
AHA. [PV BUHVKHEHHI y navjienTa bnioBaHHA Nicna npuioMy npenaparty abo y pasi npomnycky 4031 He Cif NpUiMaTi JOAATKOBY A03Y Y Liel fieHb. HacTynHy
NpU3HaYeHy 403y CNif NPUIHATY Y 3BUYaAHUI Yac. JliKyBaHHA TAXKMX a0 HENepeHOCMMX MOBIYHIX PeaKLIii Ha MPenapaT MOXe BMMaraTi TMMYacoBoro
nepepuBaHHa NiKyBaHHS, 3HUKEHHA 4031 ab0 NpUNMHEHHA Npuitomy Kickani. Y 38'A3Ky 3 iHAMBIAYanbHOK0 BapiabenbHICTIO pekoMeHA0BaHa KOPeKLia 4031
He Moxe 6yTv ONTUMaNbHOIO ANA BCiX MALEHTIB, TOMY PEKOMEHAYETbCA PETENbHIA MOHITOPVHT LOAO 03HaK TOKCUUYHOCTI. [lepedo3yeaHHA. NosifomneHHs
Npo BUNafKM Nepeao3yBaHHA npenapaty Kickani obmexeHi. Y pasi HeobXigHOCTI Ci NPOBOANTY 3arabHy MiATPYMYBasIbHY Tepaniio.

TepmiH np 'mi. 3 poku. Vi 1. Mo 21 TabneTyi y bnictepi, no 3 bicTepu y KapTOHHil Kopobyi. 2. Mo 21 TabneTui y bnicTepi, no 3 bnictepn
Y KapTOHHII KopobLj, No 3 KOPObKKM Y KapToHHiIl KopobLi. KaTeropis Bignycky. 3a pelienTom. Baxnmeo. IHdopmaLlia NpeacTasneHa y CKopoueHomy
BUMAL], Nepef NPY3HaYeHHAM NiKapCbKOro 3acoby i 03HaoMUTIICh i3 NOBHOIO IHCTPYKLiEI0 ANA MeANYHOro 3acTocyBaHHA npenaparty KICKAJI.
PeectpauinHe nocsigueHnsa N2 UA/18157/01/01. Haka3 MO3 Ykpaixu Ne 1910 sig 19.08.2020.

i Tepanii (nporpecysaHHa <12 mic 6e3 I'T ana nikysaHHA MPM3). IMia yac nikyBaHHA AKICTb XuTTA 36epiranaca
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Bu mokeTe MoBigoMMTM NPO NOo6iuHi peakLii Ta/abo BifcyTHICTb eheKTMBHOCTI likapcbKoro 3acoby KICKAJTI® npefcTaBHMKa 3asiBHYIKa 3a HOMepom TenedoHy: +38 (044) 389-39-33; e-mail: drugs_safety.ukraine@novartis.com; www.sandoz.ua.
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