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IHCTPYKUIA
AN191 MeANYHOr0 3aCTOCYBaHHSA JTiIKapCbKOro 3acoby

BIKANNYTAMIA-BICTA
(BICALUTAMIDE-VISTA)

Cknapg:

Aitoya peyosumHa: bicalutamide;

1 TabneTtka, BKpUTa N1iBKOBOK 060/10HKOO, MiCTUTL GikanyTamigy 150 mr;

[ONOMI>KHI PeYOBMHMW: NIAKTO3X MOHOTIApaT, MOBIAOH, KPOCMOBILOH, HATPIO naypuncynbMar, MarHito cteapar;
060/M10HKa: NaKTo31 MOHOriApaT, rinpoMenosa, TutaHy giokeng (E 171), makporon (MEI 4000).

JlikapcbKa thopma. TabneTku, BKPUTI NTIBKOBOK 060/I0HKOHO.
OCHOBHI (pi3nKO-XiMiuHi BnacTMBOCTI: 6ini Kpyrni gBoonyksi TabneTkn, BKPUTI NIBKOBOK 060/M10HKOK. Ha
OAHOMY 60Li TabneToK - rpasitoBaHHs «BCM 150».

dapmakoTepaneBTUYHa rpyna. AHTMaHgporeHHi 3acoou. Kog ATX L02B BO3.

dapmakosoriyHi B1acTmBOCTI.
dapmakogyHamika.
MexaHi3m fii. bikanytamif € HeCcTepoifHUM aHTMaHAPOreHOM, L0 He Mae iHWOro Br/MBY Ha €HAOKPUHHY
cucTemy. JTiKapcbKuiA 3aci6 3B’ A3YETbCSA 3 HEMYTaHTHUMMW aHAPOreHHUMU peLenTopaMmn («4UKOro Tuny»), He
aKTVMBYHOUM EKCMPECIK0 TMeHIB, TaKUM YMHOM MPUTHIYYOUYM aKTUBHICTb aHApPOreHiB. Y pe3ynbTaTi Takoro
MPUrHIYEHHS CNOCTEPIraeTbCA pPerpecis NyxanMH nepeamixypooi 3ano3u. Mpu BigMiHiI GikanyTamigy B NeBHOT
4aCTUHMW NaLiEHTIB MOXe BUHUKATW CUHAPOM BiAMIHW.
KniHiyHa edoeKTUBHICTb Ta 6esneka. bikanytamig, 150 mr, gocnigpkysBain nifg vac Tepanii nauieHTIB i3
nokanizosaHumMm (T1-T2, NO un Nx, MO0) a6o micueBo po3nosctogpkeHumu (T3-T4, N, MO; T1-T2, N+, M0)
nyx/MHamy nepeaMixXypoBoi 3an103u 6e3 mMeTacTasiB y npoueci TpboX Mnaue60-KOHTPONbOBaHUX MOABINHMX
CNiNUX JOCNIMKEHb, Y AKMUX B3/ yyacTb 8113 nauieHTiB. Y UMX AOCNIMKEHHSAX GiKanyTamig npusHadanm sk
HeBIAKNaAHY rOpMOHaNbHY Tepanito abo AK [JONOMDDKHMIA 3acib Mpyv paAuKasbHIN NpPOCTaTeKTOMIT yu
pagioTepanii (rONOBHMM UYMHOM, 30BHILLUHA AUCTaHUiiHa MpomeHeBa Tepanisd). Ha MOMeHT MefiaHu
cnocTepeXxeHHs 9,7 poky y 36,6 % Ta 38,17 % YyciX nauieHTiB, AKi npuiiMany Gikanytamig um nnaue6o
BIAMOBIAHO, CNOCTEPirasiocb 06'€EKTUBHE MPOrpecyBaHHA 3aXBOPHOBaHHA. 3MEHLUEHHSA PU3NKY 06’ EKTUBHOTO
NporpecyBaHHsi 3aXBOPHOBaHHSA CMOCTepiranocs y 6inblIOCTI NalieHTiB Yy rpynax, npote Oyno HaibinbLu
MOMITHUM Yy TUX, AKI Ma/ih HaBULLUMIA PU3UK MPOrpecyBaHHS 3aXBOPKOBAHHSA. TOMY K/IHILWUCTU MOXYTb
BUPILLUTYK, WO ONTUMASIbHOK CTPATErietd NiKyBaHHA 418 NAUiEHTIB i3 HU3bKUM PU3MKOM NPOrpPecyBaHHS
3aXBOPIOBAHHA, 0CO6/MBO MpW a4’ tOBAHTHOMY 3aCTOCYBaHHI /liKapCbKOro 3acoby nicns pagukanbHoOT
MpoCTaTeKTOMIT, MOXe 6YTU ropMOHasibHa Tepanif [0 MoYaTKy MporpecyBaHHs 3aXBOPHOBAHHA. Ha MOMeHT
mefiaHu rnepiofy criocTepexxeHHs 9,7 POKY XOAHOT Pi3HULI Y PiBHI 3arasibHOro BMXXMBaHHA He CriocTepiranocs,
NpUYomMy CMepTHICTb cTaHoBuna 31,4 % (BigHoweHHs pusnkis (BP)=1,01; 95 % posipunii iHTepsan (A4l)
0,94 1,09). OgHak nig yac aHasnizy pesynbTaTiB JOCAIAHULbKMX NIATPYN Aeski TeHAeHUiT 6ynv o4eBUAHUMM.
[JaHi 1100 BMXMBaHHA 6e3 NPOorpecii 3aXBOPHOBaHHA Ta aHi W00 3arajibHOr0 BMXKMBAHHS, L0 I'PYHTYBaIUCH
Ha aHani3i 3a MeTogoM KannaHa-Meiiepa, y NauieHTIB i3 MiCLEBO PO3MNOBCHAPKEHNUM PaKOM MPOCTaTh HaBeAeHi
y Tabnmuax 1 T1a 2.

Tabnuus 1
CniBBIZHOLIEHHA Ki/IbKOCTI NauieHTIB i3 MICLEBO PO3MOBCIOAXKEHVM PakoM Ta MauieHTIB i3 MPorpecyBaHHAM


mailto:

3aXBOPIOBaHHA Yy Nigrpynax i3 pisHNMM CXemamu flikyBaHHS

s —
MonynsauiiHnia pyna HOSS“;;)I)THa nol\%lm(eﬁ)THa Mogii (%) Ha | Mogii (%) Ha
aHani3 NiKyBaHHSA . MOMEHT 7 poKigMOMeHT 10 pokiB
3 poKku 5 pokiB
fvvamiure  PIKBYTAMIALSY g 7oy 36,3 % 52,1 % 73.2%
CMOCTEPEXXEHHS Mr
(n=657) Mnaue6o 39,8 % 59,7 % 70,7 % 79,1 %
PagioTepanis E'nggﬁp’"” 13,9 % 33,0 % 42,1% 62,7 %
(n=305)
Mnaue6o 30,7 % 49,4 % 58,6 % 72,2 %
Pagukanbha | BIKAYTaMIA | 5 oo, 14,4 % 19,8 % 20.9 %
MpoOCTaTeKTOMis 150 mr
(n=1719) Mnave6o 11,7 % 19,4 % 232 % 30,9 %
Tabnuugs 2

3arasibHe BW)KMBAHHS Y MaLieHTIB i3 MICLLEBO PO3MOBCIOMKEHUM pakoM y nigrpynax i3 pisHUMU CXeMamu
NiKyBaHHSA

— — —
MonynsuiiHui Mpyna Mopii (%) Ha | Mogii (%) Ha | Mogii (%) Ha Mogii (%) Ha
: : MOMEHT MOMEHT MOMEHT .
aHani3 NIKYBaHHSA . . MOMeHT 10 pokiB
3 pokun 5 pokiB 7 pokiB
Lvnamiuke | BIKAYTaMIA |, o 29,4 % 42,2% 65,0 %
CMOCTEPEXKEHHS 150 mr
(n=657) Mnaue6o 17,0 % 36,4 % 53,7 % 67,5 %
BikanyTami
PagioTepanis i el B - 1 20,9 % 30,0 % 485 %
(n=305)
Mnaue6o 12,6 % 23,1 % 38,1 % 53,3 %
Pagnkanbha | BIKAIYTAMIA |y 5o 10,0 % 14,6 % 22.4%
MPOCTaTEKTOMis 150 mr
(n=1719) Mnaue6o 4,2 % 8,7 % 12,6 % 20,2 %

Y naujieHTiB i3 /10KaNi30BaHMM 3aXBOPHOBAHHAM, SiKi OTPUMYBaNW TiNlbKK GikanyTamif, AOCTOBIPHOI Pi3HULI Y
BV)KMBaHHI 6e3 NpOorpecyBaHHs 3aXBOPHOBAHHA HEMAE. TakoX Yy MauieHTIB i3 /I0Ka/i30BaHUM 3aXBOPHOBAHHSAM,
AKi oTpuMmyBann BGikanyTamif SK af’ toBaHTHY Tepanito nicna pagiotepanii (BP=0,98; 95 % [l 0,80-1,20) un
pagvkanbHoi npoctarektomii (BP=1,03; 95 % /Al 0,85-1,25), £OCTOBIpPHOT BIAMIHHOCTI Y PiBHI 3arajibHOro
BVDKMBAHHSA HE CNOCTepirasiocs. Y MauieHTIB i3 /I0Kali30BaHMM 3aXBOPIOBAHHAM, [0 AKUX B IHLIOMY BUNALKY
3acTocyBasin 6 TaKTUKY AMHAMIYHOI0 CNOCTEPEXEHHS, TAKOX CNOCTEPIracTbCA TEHAEHUIA 40 3MEHLLEHHS PiBHS
B/DKMBaHHS NOPIBHSAHO 3 nauieHTamu, siki npuiimanu nnaue6o (BP=1,15; 95 % Al 1,00-1,32). 3 ornagy Ha ue
CNiBBIAHOLLEHHA PU3NKY/KOPUCTI 3aCTOCYBaHHA GikanyTamify naujieHTam i3 /10Kani3oBaHMM 3aXBOPHOBAHHAM
He BBAXKAETbCA AOLITbHUM.

B iHWili nporpami etheKTUBHICTb GikanyTamify A1 NiKyBaHHA MaLieHTIB i3 MiCLLEBO PO3MOBCHOLAXEHNM PaKOM
npoctatu 6e3 MeTacTasyBaHHS, fKMM Oyna nokasaHa HeraHa KacTpauid, Oyna nNpoLemMOHCTpoBaHa Yy 2
LJOCNIMKEHHAX, Y AKUX B3daM y4yacTb 480 nonepefHbO He NIKOBaHMX MaulieHTIB i3 pakoM npocTtatu 6e3
meTactaszyBaHHa (MO). Ha MOMeHT mefiaHu nepiogy CrOCTEPeXXeHHs 6,3 PoKy piBeHb CMepPTHOCTI CTaHOBWB
56 % i [OCTOBIPHO He BIfPI3HABCA Yy rpynax 3acTocyBaHHA OGikanyTamigy Ta KacTpauii (BP=1,05; Al
0,81-1,36), 0gHaK pPiBHOLIHHICTb 060X METOAIB NiKYBaHHA HE MOXXHa OLLIHUTWN CTAaTUCTUYHO.

Y npoueci 2 gocnimkeHb, y AKMX B3a1M yyacTb 805 nonepefHbO He /TIKOBaHWX MaLiEHTIB i3 MeTacTasyBaHHAM
(M1) npw piBHi cmepTHOCTI 43 %, GikanyTamifa 6yB OLiHEHWUIA K MEHLL e(PEKTMBHMIA, HIXX KacTpaLis, Wwoao
yacy BmxmBaHHA (BP=1,30; Al 1,04-1,65), npu LbOMY YMCeNbHa PI3HULA Y Yaci [0 CMepTi cTaHoBuia 42 fHi
(6 TMXKHIB) nNpy MefiaHi BMXMBaHHS 2 pokKW. bikanyTtamig € paueMaToM i3 aHTUaHAPOreHHOK aKTUBHICTIO,



npeAcTaBNeHUA Maike BUK/TIOYHO R eHaHTiOMepoMm.

Litn. XXogHnx gocnigpkeHs 3a yyacTHo AiTeid He NpoBoAnAn (AMB. po3ainu «MpoTUnoKasaHHs» i «3aCcToCyBaHHS
y nepiog BariTHOCTi ab0 rofyBaHHA rpyaato»).

dapmakoKiHeTuKa.

Abcopbuisi. bikanytamig aobpe BCMOKTYETbCA MiCAs NepopasbHOro npuitoMy. Hemae A0KasiB K/iHIYHO
3HAUYMMOr0 eqpeKTy BXMBaHHSA XKi Ha 6I0AOCTYMNHICTb MiKapcbKOro 3acooy.

Posnogin. bikanytamig Mae BUCOKMIA CTyNiHb 3B’ i3yBaHHA 3 Oinkamu (pauemart - 96 % (R) eHaHTiomep - >99 %
) Ta IHTEHCMBHO MeTab0/i3yeTbCst (LUSXOM OKCMAaALLiT Ta rNHOKYPOHi3auii), noro Metaboniti 04HaKoBOK Mipoto
BUAINAIOTLCA I3 CEYEHD Ta XKOBYIHO.

bioTpaHcthopMaLis. (S)-eHaHTiOMep Ay)e LWBWAKO BMBOAMUTLCSA MOPIBHAHO i3 (R)-eHaHTIOMEpOM; Mepiof
HaniBBMBELEHHS OCTAHHLOIO 3 NJa3MU KPOBi CTAHOBUTb MPUOG/IN3HO 1 TMXKAEHD.

Mpw woaeHHOMyY 3acTocyBaHHi GikanyTamigy (R)-eHaHTiOMep Yepe3 /iOro TpyBa/niA Nepiof HaniBBUBEAEHHS
KYMY/HOETLCA Yy Na3Mi KpoBi B 10-KpaTHI KOHLEHTpaL, .

Mnato koHueHTpauii (R)-eHaHTiOMepa Ha PiBHI MPUGIN3HO 22 MKI/M/ CMOCTePIraETbCs Mpy 3aCcTOCYBaHHI
AeHHoI ao3n 150 mr GikanyTamigy. Y cTabinbHi (hasi Ha 4acTKy MepeBaXXHO akTuBHOMo (R)-eHaHTiomepa
npunagae 99 % Bif 3araibHOT KiNIbKOCTI LMPKY/HOKOYMX eHaHTIOMEpIB.

EnimiHauia (BvBefeHHSA). Y npoueci KAIHIYHOro AOCHiIKEHHA cepefHs KoHueHTpauis (R) 6ikanytamigy B
crnepmi YonoBikKiB, AKi 1Moro otpumyBanm y fo3si 150 mr, ctaHosuna 4,9 mkr/mn. KinbkicTb Gikanytamigy, sika
NOTEHLiHO NOTpanse B OPraHiam XiHK1-napTHepa nif vac CTaTeBMX 3HOCKH, € HU3bKOKO Ta MOXE CTaHOBUTH
npu6nnsHo 0,3 Mkr/Mn. Lieil piBeHb € HMXXYMM 3a TON, WO Y NabopaTOpHUX TBAPUH MPU3BOAUTL A0 3MiHU
NMOTOMCTBA.

OcobnuBi rpynu nauieHTis. PapmakokiHeTVKa (R)-eHaHTIOMepa He 3a/1eXNTb BIf BiKY, HAABHOCTI YpaXKeHHS
HUPOK abo /fIerkoro Ym MOMIPHOro YpPaXXeHHs MeYiHKW. ICHYIOTb A0Ka3W, WO Y MauieHTIB i3 THKKUMU
ypakeHHsAMM nediHkK (R)-eHaHTIOMep NOBifbHILLE eNliIMIHYETLCA i3 N1a3MU KPOBI.

KniHiYHI XapaKTepuUCcTUKMN.

[Noka3aHHA.

bikanytamig-Bicta 150 Mr nokasaHuin Ans MoOHOTepanii abo $K aj’'toBaHTHa Tepanis y MNOEAHaHHI 3
PafMKasbHOK MPOCTaTEKTOMIEID UM NPOMEHEBOKD Tepaniero nauieHTam i3 MiCLEeBO PO3MOBCHOKEHUM PaKoM
nepeLMixXypoBoi 3a/1031 NPV BUCOKOMY PU3MKY NPOrpecyBaHHA 3aXBOPHOBAHHA (AMB. po3ain «PapmakonorivHi
B/IACTUBOCTI»).

bikanytamig-Bicta 150 Mr TakoX MOKasaHWA AN NiKyBaHHS MaLieHTIB i3 MICLUEBO PO3MOBCHKEHUM
HeMeTacTaTUYHNUM PaKoM MepeamixypoBoi 3a/103u1, 418 AKUX XipyprivyHa KacTpauis UM iHWi MeauyHi BTPYYaHHS
€ HENPUNHATHUMM YM He MOXKYTb BYTW 3aCTOCOBAHI.

IMpoTnnoKasaHHA.

BikanyTtamig-BicTta npoTunokasaHmin 4N 3aCTOCYBaHHA XiHKaM Ta 4iTaMm.

bikanyTtamig-BicTa He cnig npu3HavaTy NaLieHTaMm, y SKMX CnocTepirainca peakuii rinepyyTansocTi 40 Aito4oT
PEYOBMHU YK [0 BYAb-AKOT3 LOMOMIXHMX PEYOBUH, L0 BXOAATb 40 CKaAY NiKapCbKoro 3acoby.
MpoTunokKasaHe oHOYaCHe 3aCTOCYBaHHA bikanyTamify 3 TepdeHaAMHOM, aCTEMI30/10M YW L3anpugoMm.

B3aemogis 3 iHLUMMM NiKapCbKMMK 3aco6amMm Ta iHLWi BUAM B3aEMOZIN.

JocnimpkeHHs in vitro nokasanu, wo R-6ikanytamif € iHrieitopom CY P 3A4 Ta BUSBNSE MEHLUWNIA iHTIGITOPHNIA
efhekT Ha akTMBHICTL CYP 2C9, 2C19 Tta 2D6. Xoua KNiHiYHI JOCMIMKEHHS, Y NPOLECI AKUX 3aCTOCOBYBa/IN
aHTUMIPUH AK MapKep aKTWMBHOCTI LUTOXPOMY Pgsg (CYP), He cBiguaTb Npo NOTeHUiHY B3aEMOAit0 i3

GikanyTamifiom, cepefHs KOHLEHTpaLisa Migaszonamy (naowa nig apmakoKiHETUYHOK KPMBOHKD) 36iMbLumnach
A0 80 % nicns 0AHOYaCHOr 0 MOro 3aCTOCYBaHHA NPOTArom 28 AHIB i3 GikanyTamigom.

[ns nikapcbkyx 3acobiB i3 BY3bKWM TeparneBTUYHVM [iana3oHOM Take MIABMLLEHHA MOXEe MaTu Be/uKe
3HayeHHs. TOMy OfHOYacHe 3aCTOCYBaHHA i3 TepdeHaAMHOM, acTeMI30/I0M Ta LM3anpuioM npoTunokasaHo.
TakoX Oikanytamig cnif 3 06epeXxxHICTIO 3aCTOCOBYBATW i3 TakMMK CMOAyKaMu, fK LUMKIOCMOPUHKU Ta
61oKaTopu KasbLieBUX KaHasliB. M0oXe BUHUKHYTU HEOOXIAHICTb Y 3MEHLLEHHI A03M LMX NTIKAPCbKUX 3ac006iB,
0CO6/IMBO AKLLO € 03HaKW MOCW/IEHHSA BMJIMBY Npenapaty Yy BUHWMKAKOTb MOGIYHI edeKTn y pe3ynbTati Noro
3acTtocyBaHHA. pyu 3acTOCYBaHHI LMK/IOCMOPUHY PEKOMEHAYHOTb MPOBOAUTU peTefibHe CMOCTEPEXEeHHS 3a
I0ro KOHLEHTpaLjieto y naa3Mi KpoBi Ta 3a KIHIYHMM CTaHOM MaujieHTa Nicas noyatky Yu NPUNUHEHHS
NiKyBaHHS GiKanyTamigom.



3 0b6epexHicTio cnig npusHavaty bikanyTtamig-BicTa npy 3acToCyBaHHI JIIKAPCbKMX 3ac06iB, AKI MOXYTb
MPUrHIYYBaTN OKUCHEHHS npenapaty (TakuxX fK LUMETUANH, KETOKOHA30/1). TEeOpeTUUHO Lie MOXe Mpu3BecTy
[0 NiABULLEHHS KOHLeHTpauiT 6ikanyTamigy B nnasmi KPoBi, L0 MOXE 3yMOBUTM MOCUIEHHSA MOBGIYHUX eqeKTIB
NiKapCbKOro 3acoby.

JocnifpKeHHs in vitro Nnokasanu, Wo 6ikanyTamif MOXKe BUTICHATU KYMapUHOBWIA aHTUKOArynsHT BaptapuH 3
[INAHOK 1Oro 3B'A3yBaHHA i3 Gifkamu. TloBiZOMAANOCA MPO MOCWIEHHS eeKTiB BapdapvHy Ta IHLIKX
KyMapuMHOBUX aHTMKOArynsHTIB Npy X OAHOYaCHOMY NpuitoMi 3 GikanyTamigom. Tomy y pasi Npu3HayeHHs
GikanyTamigy nauieHTam, SKi BXe OTPMMYIOTb KyMapuvHOBI aHTUKOArynsHTW, PeKOMeHAYHTb MPOBOAUTM
peTelbHU MOHITOPUHI NPOTPOMGIHOBOIO Yacy, TaKoX MOTPIGHO PO3rNIAHYTU MUTAHHSA NPO KOPUTyBaHHS L03W
aHTMKOArynsHTIB.

Y 3B'A3Ky 3 TUM, LU0 aHTWMAHAPOreHHa Teparif MOXe NPU3BOAUTM [0 MOJOBXEHHA iHTepBany QT, cnig 3
06epexxHICTIO Npu3HavaTn BikanyTamif 04HOYACHO 3 NIKaPCbKMMK 3ac06amMu, AKi 3[aTHI NOAOBXUTY IHTepBa
QT abo CnpUUYMHUTM PO3BUTOK LUYHOUKOBOT Taxikapail Tuny nipyeT (torsade de pointes), Takumm K
aHTVapuTMiyHI npenapaty knacy |A (XiHiguH, gu3onipamig) abo knacy Il (amiogapoH, coTtanon, fjodetunnig,
i6yTunig), MeTafgoH, MOKCMQIOKCAUUH, HEAPONenTUKK (anB. po3ain «Oco6MBOCTI 3aCTOCYBaHHS).

Litn. JocnigpkeHHsA B3aEMOAIT NpoBefeHi TifIbKM 3a y4acTio A0pOC/nX.

Oc06/1MBOCT i 3aCTOCYBaHHSI.

JNikyBaHHA cnifg novnHaTtu nig 6esnocepeHimM Harnsa40M nikaps.

BikanyTamif akTMBHO MeTaboni3yeTbCca B neviHui. Jeski faHi JatoTb MigcTaBy BBaXKaTW, WO Y MauieHTIB 3
TSXKKUMWN YPOKEHHAMW MEeYiHKM BMBEAEHHS JTIKapCbKOro 3ac00y YMOBISIbHIOETLCH, a Lie MOXe Mpu3BecTn A0
Kymynsauii 6ikanytamigy. Tomy 6ikanyTtamif cnifg 3 06epexHiCTHO 3aCTOCOBYBaTW NnaujieHTam i3 MOMIpHUMU Ym
TKKUMWN YPOKEHHAMUN NEYiHKN.

Uepe3 MOXK/MBICTb 3MiH (OYHKLIT NeYiHKK cnif nepiofMyHo NPOBOAUTN KOHTPO/b NEYiHKOBUX NPo6. BinbLwicTb
3MIH CMOCTepiratoTbCA MPOTArOM MepLumx 6 MicauiB 3acTocyBaHHA GikanyTamigy. 3pifKa npy 3acToCyBaHHI
GikanyTamigy cnocTepiratoTb TsXKKi 3MiHM 3 BOKY Me4yiHKW, NOBigOMAAIOTb HaBiTb NPO NeTaslbHi BUMAAKM.
FAKLLO CrnocTepiratoTbCs TAKKI 3MiHW, NiKyBaHHA GiKanyTaMigom cif NpUnuHATHA.

3a HafBHOCTI 00’€KTMBHMX O3HaK MPOrpecyBaHHA 3axBOPIOBaHHA Ta nNpu MiABuLLEHOMY piBHI PSA
(NpocTaTMYHOro crneuugivYHOro aHTUreHy) cnig Po3rnsHy T MOX/IUBICTb NPUMUHEHHS Tepanil 6ikanyTamigom.
Moka3zaHo, WO OGiKasyTamif NPUrHiYye aKTUBHICTL UMTOXpPOMY Pasg (CYP 3A4), Tomy cnif npossaatut

06epeXKHIiCTb Yy pasi 0fHOYaCHOro MOro MNPU3HAYeHHs i3 NliKapCbKMMKM 3acobamu, WO MeTabosi3ytoTbes
nepesaxkHo CY P 3A4.

Y pigKicCHAX BUNagkax MoBIAOMAANOCS NP0 peakuil (hoToceHCMbInizayii y nayieHTiB, fAKi npuiMany
GikanyTtamig 150 mr. MNauieHTam cnif peKoMeHAyBaTh YHUKATX NPSMOro BNANBY HAAMIPHOMO COHAYHOrO CBiT/a
ab0 ynbTpaioNneToBoro CBiTna Ta KOPMUCTYBATMUCA COHLIE3aXMCHUMM 3acobamu nif Yac npuiioMy Gikanytamigy
150 mr. SAKuwio peakuis ¢oToOYyTAMBOCTI € 6ifbll CTIKOK Ta/abo TSXKKOK, CNif po3novatu BiAnosigHe
CUMMTOMATUYHE NiKYBaHHS.

MayieHT 3 pIAKICHUMK CNagKoBMMU (POPMaMKU  HEMepeHOCMMOCTI  FanakTo3n, BPOMKEHOK /1aKTa3HOK
HefOoCTaTHICTHO abo CMHAPOMOM MasibabCopOLiT FHOKO3U-ranakTo3n He MOBUMHHI MPUAMATK LE NiKapCbKuii
3acib. Y pasi BCTAHOB/IEHHSA HEMepPeHOCUMMOCTI [JesKUX LYKPiB HeobXigHO MPOKOHCYNbTYBATUCA 3 NiKapem,
nepLU HiXX NpuiAMaT Ler NikapcbKunia 3acib.

Tepanis aHTUMaHAPOreHamn MOXe MPU3BOAMTU O MOAOBXeHHA iHTepBasly QT. Y nauieHTiB i3 (hakTopamu
pu3nKy abo 3 HasBHICTIO MOLOBXeHHs iHTepBaly QT B aHamHesi, a TakKOX Yy MauieHTiB, fKi 04HOYaCcHO
NPUAMatoTb NiKapCbKi 3aco6u, WO MOXYTb NOAOBXKYBaTW iHTepBan QT (aumB. po3ain «B3aeMofis 3 iHWMMK
NnikapcbkUMmM 3acobamMu Ta iHWI BUAW B3aEMOLiN»), NliKap MOBWHEH A0 Mo4aTKy flikyBaHHsA GikanyTamigom
OLiHUTW CMIBBIAHOLIEHHS PU3NK/KOPUCTb, BPaxOBYHOUM MNOTEHUIHUIA PU3UK BUHUKHEHHS LUYHOUKOBOI
Taxikapgii Tuny nipyet. AHTMaHAPOreHHa Tepanis MoXke BUKIMKATK 3MiHW Yy Mopdonorii cnepmarto3oiis. Xoya
BNAMB 6GikanyTamify Ha MOPKO/Orit0 Cnepmaro30ifiB He OLIHIOBAIM | MPO Taki 3MiHW Y MauieHTiB, fAKi
oTpUMyBann GikanyTamif, He NOBILOMAANM, NauieHTam Ta/abo X napTHepam Mif Yac NMiKyBaHHA i NPOTArom
130 gHiB nicns Tepanil 6ikanyTamigoM Chig BUKOPUCTOBYBATU epeKT1BHI METOAMN KOHTpaLenuii.
MoBifOMNANOCA MPO MOCW/IEHHA eqeKTiB KyMapvHOBMX aHTUKOAry/fisHTIB Yy MauieHTiB, fKi O4HOYaCcHO
npuinmann 6ikanyTamif, WO MOXe NPU3BecTn 40 36inbLeHHS NpoTpoM6iHOBOro Yacy (MY) Ta Mi>KHapoAHOro
HopMasiizoBaHOro BigHoweHHa (MHB). [Heski Bunafkun Oynu Mo’ A3aHi 3 PU3MKOM BUHWKHEHHS KPOBOTEUI.
PeKOMeHAYETLCA peTeNnbHO KOHTpontoBath piBHi MY/MHB, TakoXX MNOTPIGHO pPO3rNsHYTU NUTaHHA MpPo
KOPWryBaHHS 403W aHTUKOAry IsHTIB.



[ONOMI>KHI peyOBUHM:
JlikapcbKuii 3aCi6 MICTUTb MeHLe 1 MMOsb (23 Mr)/a03y HaTpito, TOOTO NPaKTUYHO BifIbHUIA Bif HATPIto.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHSA rpyagato.

BariTHicTb.

BikanyTamig-Bicta npoTunokasaHuii AN 3acTocyBaHHS XKiHKaM. 3acToCyBaHHS GikanyTamifgy npoTunokasaHe
XKIHKaMm Yy nepiog BariTHOCTI.

Co4yBaHHA rpyAato.

BikanyTtamig-Bicta npoTunokasaHuid y nepiog rofyBaHHs rpyaato.

depTUNLHICTD.

OO6OpOTHE MOripLIEeHHS YOM0BIYOI PepTUIBLHOCTI CrnocTepiranocs y AOCAIIKEHHAX Ha TBapuHax. Y NOLUHU
cnig npunyckaTy nepiog cybepTunbHOCTI abo 6e3nnigas.

30aTHICTb BNAMBATM Ha LWBMAKICTb pPeakuii Npy KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMMU MexaHi3Mmamu.
bikanytamig-Bicta He Bn/iMBaE Ha 34aTHICTb KepyBaTV aBTOMOOGINEM YW npautoBaT¥ 3i CKIagHUMK
mexaHizMamu. OfiHaK Cnif mMaTh Ha YyBasi, L0 4acTO MOXEe BMHMKATW COHAMBICTb Ta 3anaMoOpOYeHHs (4uB.
po3gin «lMo6iuHi peakuii»). MayieHTn, AKi NpUMAMalOTb Uel NiKapcbKuiA 3aci6, MOBUHHI AOTPMMYBATUCS
06epexxXHOCTI.

Cnocib 3acTocyBaHHA Ta A03Mu.

Jopocni nauieHTn Yon0BIYOT CTaTi, BKNHOYAKOUM NaLieHTIB NiTHLOIO BiKy: NepopasibHO No OAHIM TabneTui 150
MI OZIMH pa3 Ha fo06y. bikanyTtamig-Bicta 150 Mr cnig npuitMaTy TpUBaso, NPUHANMHI L0 2 pOKiB UM [0 NOSBU
03HaK MPorpecyBaHHs 3aXBOPHOBAHHS.

Ocob6uBI rpynu.

HupkoBa HeOCTAaTHICTb: NayieHTaM 3 HUPKOBOK HEAOCTATHICTIO KOPEKL,ist 403U He MoTpibHa.

MeyviHKOBa HeAOCTATHICTb: MauieHTam i3 IErKoK NeviHKOBOK HeJOCTATHICTIO KOpeKLis 031 He NOoTpibHa. Y
MauieHTIB i3 MOMIPHOK UM THKKOK MEeYiHKOBOK HEeLOCTATHICTIO MOXe crocTepiratuca nigsuLleHe
HaKONUYeHHA NikapcbKoro 3acoby (AvB. po3ain «OCco6/IMBOCTI 3aCTOCYBaHHSA»).

aiTn.
BikanyTtamig-Bicta npoTunokasaHmin Ans 3aCTOCYBaHHSA AiTAM.

Nepepo3yBaHHA.

Hemae gaHux o0 nepefo3yBaHHA Y NHOLEN.

NikysaHHA. CneundivyHOro aHTUAOTY He iCHYE; NiKyBaHHA CMMNTOMaTUYHE. [iani3 Moxe 6yTn HeeeKTUBHUM,
OCKiNbKK GikanyTamif 3Ha4HOK MIpOH 3B’SA3YETbCS 3 GifIKaMu Ta He BUABNSAETLCA Y HE3MIHEHOMY BUTNIsAl B
ceyi. lNMpy nepefo3yBaHHI MoOKasaHa 3araibHa MiIATPUMYBa/bHA Tepanisi, BKAOYaOUM MOHITOPUHT XWUTTEBO
BaXK/IMBMX MOKa3HMKIB.

Mo6iyHI peakLii.

Mo6iyHI peakLuil 3a3Ha4eHO 3a 4acTOTOM: AyXe yacTi (=1/10), vacTi (=1/100, <1/10), HeyvacTi (=1/1000, <1
/100), pigki (=1/10000, <1/1000), ayxe piaki (<1/10000), yactoTa HeBifoma (Ha OCHOBI [LOCTYMHUX LaHWUX
HEMOXX/TMBO BCTAHOBUTM YacTOTY BUHUKHEHHS).

CucTema opraHiB YacTtoTa Mo6iyHa peakLiis
3 OOKy Kposi Ta nimdaTuyHoil  YacTi AHeMmis
cucTeMu
3 60Ky IMYHHOT CMCTEMM HeuvacTi  [FinepyyTnuBiCTb, aHriOHEBPOTUYHMIA HAOPSAK,

KpPOnuB’ AHKa

MopyLueHHs meTaboniamy  Ta  YacTi BMeHLUeHHs aneTuTy
XapyyBaHHs




McmxivHi posnagu Yacri BHVXEHHS Nibifo, aenpecis

3 60Ky HEpPBOBOT CUCTEMY YacTi 3arnamopoyeHHs, COHNMNBICTb

3 60Ky cepus YacTi MopoBXeHHs1 iHTepBany QT (AvB. po3ainu
<B3aemofifi 3 IHWMMW NiKapCbKMKU 3acobamu
Ta IHWI BMAX B3aemoAini» Ta «OCo6/IMBOCTI

3aCTOCYBaHHS»)

CyAVHHI MOPYLLEHHS [yxe vacTi [Mpunnvseu

3 0OOKy cepefoCTiHHA, rpyaHoll HeyacTi  (IHTepcTuuianbHa NereHeBa XBopo6ad.

KNI TKN Ta AnxXanbHOi CUCTeMU € NOBIZLOMNEHHSA MPO NeTasbHi BUNaAKuN.

3 60Ky TpaBHOI cUCTEMU YacTi Binb y >XuWBOTI, 3anop, AUcnencisa, MeTeopusmM,
HyfoTa

"enaTob6iniapHi po3nagu YacTi [[enaTOTOKCUYHICTb, XXOBTAHUUA, MiABULLEHHS

AKTUBHOCTI TpaHcaMiHa3zl

Pigki MNeuiHKoBa HeAOCTaTHICTbA. € TMOBiAOMNEHHS
MPO NeTasibHi BUNALKMN.

3 60Ky WKipn Ta nigwkipHoil dyxe yacTi BucunaHHs
KNI TKOBWHW

YacTi AnoneLis, ripcyTM3m/BiAHOB/IEHHS  POCTY)|
BO/OCCS, CYXIiCTb LLKipn3, cBEPOIX

Heuvacti [®oToCeHcKbini3auis

3 60Ky HMPOK Ta ce4yoBuginbHoll  YacTi "ematypis
cucTemMu

3 60Ky penpoayKTVBHOT cucTemu Ta| [yxe yacTi [FiHekoMacTisi Ta 6010HICTb MOIOYHMX 381032
MOJIOYHMX 3a/103

YacTi EpekTnnbHa AnchyHKUis

3arasibHi NopyLleHHA Ta cTaH micus [dyxe yacTi |ACTeHis
BBE/EHHS

YacTi Binb y rpyasx, Habpsik

O6CTE>KEHHS YacrTi 30i/IbLLUEHHA MacK Tina

1 3miHK 3 60Ky NeYiHKYM PifKO € THKKMMM Ta YaCTO MMHaOTb a6o CNabLuatoThb NPX NPOAOBXKEHHI NiKyBaHHs UM Nicns ioro
NPUNUHEHHS.

2 BiNbLWICTb MaLieHTiB, AKi OTPUMYOTb GikanyTamig 150 Mr fK MOHOTepanito, BifMiualoTb riHEKOMacTilo Ta/abo
60M104ICTb MOMOYHMX 3a/103. Y X0Ai AoCNiMKEHHS 5 % naLieHTiB KnacuikyBaam Li CUMNTOMK K TsXKKi. [iHEKOMACTIA
MOXXe He 3HUKHYTIN CaMOCTINHO Micns BigMiHW Tepanii, 0co6aMBO NicNs TPMBaNOro NiKyBaHHS.

3 3rigHO MpaBMN KOfyBaHHS, L0 BUKOPUCTOBYIOTLCS B AOCMiMKeHHAX EPC, nob6iuHa peakLis «CyxicTb LWIKipu» 6yna
3akopoBaHa nig COSTART TepMiHOM «BUCUM». TOMY OKpema 4acToTa il BUHMKHEHHS He MOXe OyTW BU3Ha4eHa An1s
6ikanytamigy 150 mr, ogHaK nepef6aqacTbCA Taka X YacToTa, AK Ans 50 Mr nikapcbKoro 3acoby.

4 BkntoueHa y nepenik noBGiuyHMX peakuiii nicns oTPUMaHHS NMOCTMAapPKETMHIOBMX fJaHUX. YacToTa 6yna BM3HaueHa 3a
4acTOTOK MOBIJOM/IEHb MPO BUMAAKWU YPXKEHHSA MEYIHKM Y MauieHTiB, AKi oTpumyBanun Gikanytamig 150 mr y rpyni
BiIKPUTOrO NiKyBaHHA y gocnimkeHHsax Early Prostate Cancer programme (EPC).

5 Bk/toyeHa y nepenik No6iYHMX peakLiil Mmicns OTPUMaHHS NMOCTMApPKETUHIOBUX fAaHuX. YacToTa Gyna BU3HauyeHa 3a
YaCTOTOH MOBIAOM/EHb NPO BUMAAKM iHTEPCTULiaIbHOT MHEBMOHIT Y nepiof paHA0Mi30BaHOr0 NiKyBaHHS GikanyTamigoMm
150 mr y gocnigpkeHHsx EPC.

36inbleHHa TMY/MHB: y 3BiTax NPOTAroM MiCNSAPEECTPaLiiHOro CrnocTepeXXeHHs MOoBIAOMANOCS MNPO
B3aEMO/It0 KYMapUHOBMX aHTUKOArynaHTIB i3 GikayTamifom.

[MoBiaOMNEHHSA NPO Nif03PHOBAHI NOOIYHI peakLiil.

MMoBiAOM/IEHHA MPO Mifo3proBaHi MOBGIYHI peakuii nicng peecTpauil NiKapCbKOro 3acoby € BaXK/IMBOK
npouenypoto. Lle 103BoNSE NPOAOBXKYBATM MOHITOPUHT CMiBBIAHOLEHHS «KOPUCTL/PU3NK>» A1 BiANOBIAHOIO
NiKapcbKoro 3acoby. MeguyHum npauiBHYKaM He06XigHO MOBIAOMAATM NPO OyAb-AKi NiJ03PHOBaHI MOGIYHI
peakuii Yepes HaliOHa/lbHY CUCTEMY MOBILOM/IEHb.




TepMiH NpuaaTHOCTI. 5 poKiB.

YMoBW 36epiraHHs.

36epiraT B opuriHaibHiin ynakoBLi Npyu Temnepatypi He Bulle 25 °C. 36epiraT B HeOCTYNHOMY ANs AiTeR
MicCL.

YnakoBkKa.
Mo 10 Tabnetok y 6nicTepi; No 3 6nicTepn B KAPTOHHIN KOPOOLL.

Kateropis Bignycky.
3a peLenTom.

BupobHuK.
CiHToH XicnaHisg, C. /.

Micue3HaxomkeHHS BUPOOHMKaA Ta afpeca Micusa NPoBafKeHHS MOro 4isiNIbHOCTI.
Byn. K/Kactenno, n°1, CaHT boi e JInobperart, bapcenoHa, 08830, IcnaHis.



