IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

BIKAJIYTAMII-BICTA

(BICALUTAMIDE-VISTA)

CKnao:
ditoua pevosuHa: bicalutamide;
1 TabneTka, BKpUTa IIiBKOBOIO 000JI0OHKOIO, MiCTUTh Oikanyramigy 150 mr;

0onoMidCcHI peuoBuUHU: TAKTO3W MOHOTIIpaT, IOBigOH, KPOCIIOBIOH, HATPil0 TaypuicynabQar, MarHiio
cTeapat; 000JI0HKA: JTaKTO3W MOHOTipaT, rimpomesno3a, Tutany giokcupn (E 171), makporon (ITET
4000).

JIikapcbka ¢opma. TabmeTKH, BKPUTI IIiBKOBOIO 000JI0HKOIO.

OcHogHi ¢izuko-ximiyHi 81acmueocmi: Oini KpyTii ABOOMYKJI TabMIeTKU, BKPUTI ITiIBKOBOIO
o6osonkoi0. Ha ogHoMy 6Gor1ri TabreTok - rpaBitoBaHHs «BCM 150».

dapMakoTepaneBTHYHA rpyna. AHTHaHaporeHHi 3acodu. Kog ATX L02B B03.

dPapmakono2iuHi e1acmueocmi.
®apmakoduHamika.

MexaHi3m 0ii. BikanytaMmiy € HeCTePOITHUM aHTHAHIPOTEHOM, II[0 He Ma€ iHIIoro BIJIMBY Ha
eHJOKPUHHY cucTeMy. Jlikapchbkuil 3aci0 3B'3YEThCS 3 HEMYTAHTHUMY aHIPOTE€HHUMH pellelTOpaMu
(«OUKOTro TUIY»), HE aKTUBYIOYYU €KCIIPECit0 T'eHiB, TAKUM YUHOM IIPUTHIYYIOUU aKTUBHICTD
aQHIPOTEeHIB. Y pe3ynbTaTi TaKOr0 IPUTHIYEHHS CIOCTEPIraEThCa perpecis MyxJInH IepegMixypoBol
3aso3u. [Ipu BimMiHi GikanyTamify B IeBHOI YaCTUHM MAlliEHTiB MOXKe BUHUKATH CUHAPOM BiIMiHHU.

KniniuHa e(pekmusHicmb ma 6e3neka. Bikanyramin, 150 Mr, JocigxKyBaiu i 9ac Teparii
malfieHTiB i3 nokanizoBanumu (T1-T2, NO uu Nx, M0) a6o miciieBo po3noBciomxkenumu (T3-T4, N,
MO; T1-T2, N, M0) nyxiuHaMu repefMixypoBoi 3amo3u 6e3 MeTacTasiB y mpolieci Tpbox marebo-
KOHTPOJIbOBaHUX MOABIMHUX CJIINMUX OOCIIIXKEHb, y AKUX B34IU y4acTh 8113 marieHTis. Y nux
IoCTimKeHHX OikamyTaMif Mpu3Havanu K HeBiIKIagHy TOPMOHAIbHY Tepariio abo SK JOTIOMiXKHUN
3acib mpu paguKanbHiN MPOCTAaTEKTOMIl 4u pagioTeparrii (TOJIOBHUM YHHOM, 30BHIIIHS OUCTaHIMHA
nIpoMeHeBa Tepanisi). Ha MoMeHT MeniaHu cniocTepexeHnHs 9,7 poky y 36,6 % Tta 38,17 % ycix



Malli€HTIB, SKi mpuiiManu 6ikanyTaMin 4y miaiebo BiAIOBiIHO, CIIOCTEPIranock 00’ EKTUBHE
IIPOTPECYBAHHS 3aXBOPIOBAHHS. 3MEHIIIEHHST PU3UKY 00’ €KTUBHOT'O MMPOTrPeCyBaHHS 3aXBOPIOBAHHS
crocTepiranocs y OibIIOCTI MaIiEHTIB y Tpynax, IpoTe 6y10 HaubOifbIl MOMITHUM y TUX, SKi Manu
HaVBUIIUY PU3UK IPOTPECYBaHHS 3aXBOPIOBaHHSA. TOMY KITiHIIIUCTA MOXKYTb BUPILIUATH, 110
OIITUMAJIPHOIO CTPATETI€I0 JIIKyBaHHA [JIA Malli€HTIB i3 HU3bKUM PU3UKOM IIPOTPECYBaHHSA
3axBOPIOBaHHS, 0COOIMBO IPH af I0OBAHTHOMY 3aCTOCYBaHHi JTiKapCchKOro 3aco0y Miciisg paguKaabHOI
IIPOCTATEKTOMIl, MOzKe OyTH TOpMOHa/IbHA Tepallis A0 MoYaTKy IPOorpecyBaHHs 3aXBopioBaHHS. Ha
MOMEHT Me[liaHu Iepiofy cnocTepexkeHHs 9,7 POKY XXKOAHOL Pi3HULI y piBHI 3arajbHOT0 BUKUBAHHS
He CIIOCTepiranaocs, IpuuoMy cMepTHiCcTh ctaHoBuna 31,4 % (BimHOwmeHHs pu3ukis (BP)=1,01; 95 %
noBipuui inTepsan ([II) 0,94-1,09). OgHak mifg 4ac aHalily pe3ynabTaTiB AOCHIAHULBKUX MiATPYII
mesiki TeHpeHIrii Oy oueBUOHUMHE. [laHi 1010 BUXKKMBaHHS 0e3 mporpecii 3aXBOPIOBaHHS Ta JaHi

II0JI0 3arajibHOr0 BUXKMBAHHS, 1[0 I'PYHTYBa/IMCA Ha aHai3i 3a MmeTomoM Kamnnana-Meiiepa, y
TIAIliEHTIB i3 MiCIIEBO PO3MOBCIONXKEHUM PAaKOM IIPOCTAaTU HaBefeHi y Tabnuisix 1 ta 2.

Tabmug 1

CriBBigHOLIEHHS KiJIbKOCTI ITAlli€HTIB i3 MiCI]€BO PO3MOBCIOAXKEHUM PaKOM Ta ITallieHTiB i3

IIPOrpecyBaHHAM 3aXBOPIOBAHHA y IIArpyIax i3 pi3HUMU CXeMaMU JIiKyBaHHSI

— — — —
Momymsmismmi  [Fpyna [Tomii (%) Ha [[lomil (%) Ha |I[Tomil (%) Ha |[Tomii (%) Ha
; ; MOMEHT MOMEHT MOMEHT MOMEHT
QHaIi3 TTiKyBaHHS . . )

3 pOKHU O POKiB '/ POKiB 10 pokiB

[luHaMidHe bIkanyTamin ;g 7 o, 36,3 % 52,1 % 73,2 %
crioctepexenHs (150 Mr

(n=657) [Tname6o 39,8 % 59,7 % 70,7 % 79,1 %
PamioTepamis Ifé‘f)a;fal‘m 13,9 % 33,0 % 12,1 % 62,7 %
(n=305) TIane6o 30,7 % 19,4 % 58,6 % 72,2 %
PapuKanbHa BikamyTamin 75 % 14,4 % 19,8 % 29,9 %
npoctaTekTomisi 150 Mr

(n=1719) [Tnaueb6o 11,7 % 19,4 % 23,2 % 30,9 %
Tabnuus 2

3arajbHe BUKUBaHHS Y MTALIEHTIB i3 MiCI[eBO PO3IIOBCIOAKEHUM PaKOM Y MIATrpynax i3 pisHUMUA
CXeMaMHU JIiKyBaHHS

— — —
Momynamiami  [Cpyna [Tomii (%) Ha |[lomii (%) Ha |ITomil (%) Ha Moxii (%) Ha

. , MOMEHT MOMEHT MOMEHT .
aHam3 JIIKyBaHHSA : . MoMeHT 10 pokiB

3 POKHU 5 poKiB 7 POKiB

[uHaMiuHe BikanyTamip 14.2 % 20,4 % 12 2 % 65,0 %
crioctepexkenHs [150 Mr
(n=657) [1nane60 17,0 % 36,4 % 53,7 % 67,5 %
PapioTeparis fg%afgmm 8,2 % 20,9 % 30,0 % 48,5 %
(n=305) [1nane6o 12,6 % 23,1 % 38,1 % 53,3 %
PaguKanbHa ‘ BikanyTamip 1.6 % 10,0 % 14.6 % 22.4 %
npoctaTekToMist [150 Mr
(n=1719) [1nane60 4,2 % 8,7 % 12,6 % 20,2 %




Y narieHTiB i3 10KaNi30BaHUM 3aXBOPIOBAHHSM, SKi OTPUMYBAJIU TiflbKK OiKanmyTamif, MOCTOBipHOI
pi3HMIi y BUXKMBaHHiI 663 MporpecyBaHHs 3aXBOPIOBAHHS HeMae. TakoX y MmalieHTiB i3
JI0KaJi30BaHUM 3aXBOPIOBAHHAM, SIKi oTpuMyBanu OikanyTaMif gk afi’ l0oBaHTHY Teparliio micys
panioTeparmii (BP=0,98; 95 % I 0,80-1,20) yu pagukanbHOi nmpoctaTekToMmil (BP=1,03; 95 %

1 0,85-1,25), mocToBipHOi BigMiHHOCTI y piBHi 3arajbHOr0 BUXKMBaHHS HE CIIOCTEPIranocs.

Y malieHTiB i3 T0Ka/i30BaHUM 3aXBOPIOBAHHSAM, [I0 SKWX B iHIIOMY BHIIaIKy 3aCTOCYBalIu 6 TaKTUKY
OVHaMi4HOTO CIIOCTEPEXKEHHS, TAKOXK CIIOCTEPIraeThCAd TEHAEHIIS 10 3MEHIIeHHS PiBHS BUXKHUBaHHSI
TIOPiBHSIHO 3 MallieHTaMu, ki npuiimanu mnanebo (BP=1,15; 95 % I 1,00-1,32). 3 ornsgnoy Ha 1ie
CIIiBBiTHOIIIEHHST PU3UKY/KOPUCTI 3aCTOCYBaHHS OikanyTaminy maiieHTaM i3 10Kasi30BaHUM
3aXBOPIOBAHHSM He BBAXKAETHCS MIOLITbHUM.

B inmi#t mporpami edekTuBHICTEL GiKanyTaMminy s JTiKyBaHHS Ialli€eHTIB i3 MiclieBO
PO3TOBCIOMZKEHUM PaKoOM IIpocTaTy 0e3 MeTacTa3yBaHHs, IKUM Oyjia MOKa3aHa HeraliHa KacTpallid,
Oyra mpoeMOHCTPOBaHa y 2 HOCTiAKEHHSX, V AKUX B35/ y4acTh 480 monepegHbo He TiKOBAaHUX
MallieHTiB i3 pakoM nmpocTtaTu 6e3 MeTactalyBanHs (M0). Ha MoMeHT MefiaHu mepiomy
CIIOCTepexkeHHd 6,3 POKY piBeHb CMEePTHOCTI CTaHOBUB 56 % i HOCTOBIPHO He BipI3HABCA Y rpymnax
3acTocyBaHHS Oikamyraminy Ta Kactpamii (BP=1,05; I 0,81-1,36), ogHaK piBHOLIHHICTE 000X
METOZIB JIIKyBaHHS HEe MOXKHA OLIIHUTUA CTaTUCTUYHO.

Y npoueci 2 gocrnigxeHsp, y AKUX B34 y4acTh 805 monepenHbo He JIKOBaHUX IAI[l€HTIB i3
MeTacTa3lyBaHHAM (M1) mpu piBHi cMepTHOCTI 43 %, GikanyTamin OyB OIliHEHUI SIK MEHIII
epeKTUBHUY, HiXK KacTpalisd, uono yacy suxusauug (BP=1,30; I 1,04-1,65), npu 1jpoMy ducesibHa
pi3HUL y Yaci 10 cMepTi cTaHOoBUNA 42 [Hi (6 THXKHIB) IpU MefiaHi BUXKUBaHHA 2 POKU. bikamyTamif
€ palleMaToM i3 aHTHaHOPOTEHHOI0 aKTUBHICTIO, IPEICTaBIIeHN Maiixke BUKIIOYHO R-eHaHTiOMEpOM.

[TiTy. 2KogHUX DOCTIIXKEeHb 3a YYaCTIO AiTel He MPOBOIUIM (OUB. po3minu «[IpoTUIOKA3aHHS» i
«3acToCyBaHHS y Iepiof] BariTHOCTI abo TomyBaHHS TPYIOIO»).

dapmaKoKiHemuxka.

Ab6cop6iiis. BikanyTtamin no6pe BCMOKTYETLCS MicTg IlepopajbHoro nmpuiioMmy. Hemae mokasis
KJTiHIYHO 3HAUUMOT0 e(heKTy BXKUBaHHS 1Ki Ha 6i0IOCTYMIHICTh TiKapCchKOro 3acoly.

Posmnopin. Bikanyramin Ma€ BUCOKUY CTYIiHb 3B’s13yBaHHA 3 Oinkamu (panemar - 96 %
(R)-eHanTiomep - >99 %) Ta iHTEHCUBHO MeTaboi3yeThCs (IIITXOM OKCHfallii Ta TTIIOKYpOHi3ailii),
1oro MeTaboIiTH OMHAKOBOIO MipOI0 BUIINSIOTHCS i3 CEYEI0 Ta KOBYIO.

BiorpaHcdopmatid. (S)-eHaHTiOMep AyXKe MIBUAKO BUBOOUTHCS MOPiBHAHO i3 (R)-eHaHTIOMEpOM;
mepion HaliBBUBEIEHHS OCTAHHLOTO 3 IJIa3MK KPOBi CTAHOBUTHL MPUOIU3HO 1 THXKIEHD.

[Tpu momeHHOMY 3acTocyBaHHi OikanyTaminy (R)-eHaHTioMep Yepe3 #Ooro TpuBaIui mepion
HalliBBUBEJEHHS KyMYJIIOETLCS Y I7Ia3Mi KpoBi B 10-KpaTHil KOHIIEHTpaIlil.

[Tnato KoHieHTpanii (R)-eHaHTioMepa Ha piBHI TpuOMM3HO 22 MKI/MJ CIIOCTEPIra€ThCs IPU
3acTocyBaHHI geHHOI 1o3u 150 Mr Oikanytaminy. ¥V crabinbHil (a3i Ha YacTKy nepeBakHO aKTUBHOTO
(R)-enanTiomepa npumnanae 99 % Bim 3aranbHOI KiTbKOCTI ITUPKYITIOI0UYNX €HAHTIOMEPIB.

EnimiHalisa (BUBeIeHH). Y IPOLeCi KIIHIYHOTO JOCHIAXKEHHS cepeHs KOHIeHTpallis
(R)-6ikanmyTaMiny B criepMi 90JIOBiKiB, sIKi #ioro oTpuMyBasnu y go3i 150 mr, ctaHoBua 4,9 MKT/MII.
KinbkicTs GikamyTaMiny, sika MOTEHIIIHO TIOTPAIJISE B OPraHi3M XKiHKK-TapTHePa IIif Yac CTaTeBUX
3HOCHH, € HU3BKOIO Ta MOXKe CTaHOBUTH IPubau3Ho 0,3 MKr/Mi. Lled piBeHb € HUKYUM 3a TOM, 110 Y
nabopaTOPHUX TBapUH MIPU3BOJUTE 10 3MiHU ITIOTOMCTBA.



Oco6mnuBi rpynu natrieHTiB. ®apMakokineTrka (R)-eHaHTioMepa He 3aJIeXKUTh Bifl BiKy, HassBHOCTI
ypaxKeHHsI HUPOK a00 JIeTKOT0 YU IOMIPHOT0 ypaXKeHHs IMe4YiHKU. [CHYI0Th JOKa3H, 110 Y Malli€HTiB i3
TSAXKKUMU ypaXKeHHSAMU ITediHky (R)-eHaHTiOMep NOBUIbHIIIE eTIMIHYETHCA 13 I1JIa3MU KPOBI.

Kniniuni xapakKTepuCTHKH.
Iloka3aHHs.

Bikanyramin-Bicta 150 Mr noka3aHui Ojsi MOHOTeparii abo K afi’'loBaHTHA Teparis y MoeqHaHHi 3
pamuKalIbHO IIPOCTAaTEKTOMIE YU IIPOMEHEBOI0 Tepalli€lo naijieHTaM i3 MiClleBO PO3IOBCIOIXKEHNM
PaKoM IepeaMixypoBol 3aI031 IPU BUCOKOMY PU3UKY IIPOTPeCcyBaHHS 3aXBOPIOBAHHS (OUB. PO3MiN
«®apMaKoIoriuyHi BJIaCTUBOCTI»).

bikanyramig-Bicta 150 Mr TakoXK ITOKa3aHU AJIS TiKyBaHHS IAIli€HTIB i3 MiCIIeBO PO3MOBCIOAKEHUM
HeMeTaCTaTUYHUM PaKOM ITepeaMixXypoBol 3a/103H, A1 IKUX XipypriyHa KacTpallif 4¥ iHIli MeJu4Hi
BTPYYaHHS € HEIIPUUHATHUMY Y1 HE MOXYTb OYTH 3aCTOCOBAHi.

IIpomunoka3aHHsA.
BikanmyTtamif-BicTa nmpoTunoka3aHuy Ajis 3aCTOCYBaHHS XiHKaM Ta OiTAM.

bikanyramin-BicTa He cyif mpu3HayaTH HallieHTaM, Y SKUX CIIOCTEPIraaucs peakiil rimepuyTauBOCTi
10 040l PEYOBMHHU YU 00 OyOb-IKOl 3 HOMOMIKHUX PEYOBUH, 1[0 BXOOATH 10 CKJIaAy TiKapChKOT0
3aco0y.

[TpoTunokasaHe OfHOYaCHE 3aCTOCYBaHHS OikanyTaminy 3 TepdheHaguHOM, aCTEMi30JI0M Ul
[[U3aIPULOM.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

HocnimkeHHS in vitro mokasanu, 1o R-6ikanyramin € inriditopom CYP 3A4 Ta BUSIBIISIE MEHIINH
inribiropauit edpekT Ha akTuBHicTE CYP 2C9, 2C19 Ta 2D6. Xoua KyiHiyHI goCTigXKeHHs, y Ipoleci
SIKUX 3aCTOCOBYBAJIU aHTUIIIPUH K MapKep aKTUBHOCTI nuToxpomy P, (CYP), He cBigyaTh IIpo
TIOTEHIIINHY B3a€MOii0 i3 OiKamyTamizoMm, cepeHs KOHIIeHTpallisd Mifa3onamy (11oIa mif
(dbapMaKOKiHeTUYHO0 KPUBO10) 30inbimmnach 0o 80 % micist omHOYaCHOT0 HOro 3aCTOCYBaHHS
npotsaroMm 28 gHiB i3 6GikamyTaMigom.

Ins mikapchkux 3aco6iB i3 By3bKUM TepaleBTHYHUM [ialla30HOM TaKe ITigBUIIEHHS MOXKe MaTu
BeNIMKe 3Ha4YeHHS. TOMy OfHOYacHe 3aCTOCYBaHHS i3 TepheHafuHOM, aCTEMI30JIOM Ta U3alpULOM
IIPOTUIIOKAa3aHo. Takoxk OikamyTaMif ciif 3 00epexkHiCTI0O 3aCTOCOBYBATH i3 TAKUMHU CIIOJTyKaMH, 5K
IIMKJIOCTIOPUHM Ta 6JI0KaTOPU KaJbIlieBUX KaHaliB. MoxXe BUHUKHYTH HEOOXiOHICTh y 3MeHIlIeHH]
03U IUX JIiIKapChKUX 3ac06iB, 0COOIMBO SKIO € 03HAKU ITOCUJIEHHS BIJIUBY NIpenapaTy 4u
BMHUKAIOTH M00i4Hi edekTH y pe3ynbraTi #oro 3acTocyBaHHs. [Ipyu 3aCTOCYBaHHi IUKIIOCIIOPUHY
PEKOMEHAYIOTh IPOBOJUTH PETEJIbHE CIIOCTEPEXKEHHS 3a MOro KOHILIEHTpAlli€l0 y Ia3Mi KpOBi Ta 3a
KJTIHIYHMM CTAHOM ITalli€HTa IicJig T0YaTKy UM NPUNUHEHHS JTiKyBaHHS OiKaayTaMimoM.

3 obepexkHiCcTIO ClTif mpr3HavyaTu bikamyTraMmia-BicTa mpu 3acTocyBaHHi JTiKapChbKUX 3ac00iB, sKi



MOXKYTb [IPUTHIYYBaTU OKUCHEHHS NIpelapaTty (Takux K UMMEeTHANH, KeTOKOHA30J). TeOPEeTUYHO 1ie
MO2Ke TTPU3BECTH [I0 MigBUIIEHHS KOHLeHTpalii 6ikamyTamigy B maa3Mi KpoBi, 110 MOXKe 3yMOBUTHU
OoCcUIeHHs 00iYHUX edeKTiB JIiKapChKOTro 3aco0y.

HocnigxkeHHs in vitro moka3any, 110 OikanyTaMif MOXKe BUTICHATH KyMapUHOBUY aHTUKOATYIISTHT
BapdapuH 3 AiNITHOK #Oro 3B’si3yBaHHS i3 O6imKaMu. IT0BiOMIISIIOCS PO MOCKUTIeHHS e(eKTiB
Bap(dapuHy Ta iHIMKWX KyMapXHOBUX aHTUKOATY/ISHTIB IIPYU 1X ODHOYACHOMY IIpUAKOMI 3
bikanyramigom. ToMy y pa3i mpu3HadeHHs OiKanyTaMmify malfieHTaMm, SiKi BXe OTPUMYIOTh KyMapUHOBI
aHTUKOATyJISTHTHA, PEKOMEHIYIOTh IPOBOAUTH PEeTEIbHIUY MOHITOPUHT MPOTPOMOIiHOBOTO Yacy, TaKOXK
NOTPiOHO PO3TTITHYTH NUTAHHS ITPO KOPUTYBaHHS 03U aHTUKOATYJISHTIB.

y 3B'${3Ky 3 TUM, IO aHTHAHOPOT€HHa Tepaniﬂ MOZXKe€e IMPU3BOOUTH OO IIOOOBXKEHHSA iHTepBaJ’Iy QT,
ciipm 3 o6epexkHiCTIO Mpu3HayaTH OiKalyTaMig OMHOYACHO 3 TiKapChKUMU 3acobaMu, SIKi 30aTHi
noposxkuTu iHTepBan QT a6o CIPUUYMHUTY PO3BUTOK LIUTYHOYKOBOI Taxikappil Tumy mipyet (torsade
de pointes), TakuMu sIK aHTHAPUTMIiYHI TpemapaTy Kiacy IA (ximigus, qusonipamin) abo kimacy
I1I (amiomapoH, cotamon, modeTumnin, i0yTumIim), MeTamoH, MOKCHU(IIOKCAIWH, HEUPOJIEITUKY
(ouB. po3min «OcoBIUBOCTI 3aCTOCYBAHHSI»).

Hitu. JocmigXeHHS B3a€MO[Iil TPOBeieHi TiIbKU 3a Y4acCTO JOPOCIIHX.

Oco6.1ueocmi 3acmocyeaHHsi.
JIikyBaHHS CIlif IOYMHATH Tif 6e3mocepeqHiM HarIsIAoM JiiKaps.

Bikanmytamin akTuBHO MeTabo0mi3yeThCs B mediHIi. [leski gaHi maloTh MigcTaBy BBaXKaTH, 110 Y
TIAIIEHTIB 3 TSXKKUMH YpaxkKeHHSIMU Ne4YiHKU BUBeIeHHS TiKapChKOro 3aco0y YIOBIIbHIOETHCS, a 1ie
MOXKe MPU3BECTH 00 KyMmynsiii 6ikanyraminy. Tomy GikamyTamin ciig 3 00epexkHiCTI0 3aCTOCOBYBaTH
IalieHTaM i3 IOMIPDHUMU YU TAKKAMU YPaKeHHAMU [IeYiHKU.

Yepe3 MOXKIUBICTh 3MiH QYHKIIII TEeYiHKY CITif MepPioAuYHO MPOBOJUTHA KOHTPOJIb IIE€UiHKOBUX IIPO0.
BinburicTs 3MiH CIIOCTEPIraloThCs MPOTATOM IepiInx 6 MicAIliB 3acToCcyBaHHS OikanyTaMiny. 3pifka
IIPY 3aCTOCYBaHHi GikanyTaMifgy CriocTepiraioTh TAXKKi 3MiHU 3 60Ky MMe4iHKHU, TIOBiOMJISIOTh HABITh
PO JIeTasbHi BUMAAKHU. AKIO CIIOCTEPIraloThCS TSIXKKi 3MiHHU, JIiKyBaHHS GiKaayTaMigoM Ciif
IPUNUHUTH.

3a HasBHOCTi 00’€KTUBHUX O3HAK IIPOTPECyBaHHS 3aXBOPIOBAHHS Ta IIPH MifgBUIlleHOMY piBHI PSA
(mpoCcTaTUYHOTO CIelu()igYHOTO aHTUTEHY) CJIiff PO3TJISIHYTHA MOXKJIMBICTh IPUIIMHEHHS Teparil
OikanmyTaMigom.

[TokazaHo, 110 GiKaayTaMif MPUTHiYye aKTUBHICTH UTOXpoMY P,s, (CYP 3A4), ToMy cItig IPOSIBIIATH
00epexkHiCTh y pa3i OqHOYACHOT0 HOT0 MPU3HAYEHHS i3 TiKapChKUMH 3aco0aMu, III0
MeTabomi3yoTecs nepeBaxkuo CYP 3A4.

Y pigkicHMX BUIIagKaxX MOBigOMIIAIOCS PO peakii hoTocencubinizaril y maiieHTis, ki npuiManu
6ikanmytamig 150 mr. [TauieHTam ciifg peKOMeHAyBaTé YHUKATU MPSIMOT0 BIIMBY HaAMipHOTO
COHSTYHOT'0 CBiT/Ia ab0 ynbTpadioneToBOro CBiT/Ia Ta KOPUCTYBATUCS COHIIE3aXUCHUMU 3aco0aMu ITif
yac nputiomy Gikamytaminy 150 mr. AKio peakirisi GOTOUYTAUBOCTI € GibIN CTiliKO0I0 Ta/abo TAXKKOIO,
CJIi pO3I0YaTH BiNIIOBiIHE CUMIITOMATUYHE JIIKyBaHHSI.

[TartieHTH 3 PigKiCHUMU CIafgKOBUMHU (OpPMaMH HEIIePEeHOCHMOCTI ralakKTo3|, BPOIXKEHOI TaKTa3HOoI0



HEe[IOCTATHICTIO ab0 CUHIPOMOM Matba0CcopO1Iii TTI0KO3U-TaIaKTO3!U He TIOBUHHI MPUNMaTH ek
nmikapchkuy 3aci6. Y pa3i BCTaHOBJIEHHS HETIEPEHOCUMOCTI OeIKUX LYKPiB HEOOXiIHO
IIPOKOHCYJIbTYBATHCS 3 JIiKapeM, MepIll HiK MpuiMaTy Lel JTiKapchbKuit 3acib.

Teparis aHTHAaHAPOreHAMU MOXKe IIPU3BOOUTH [0 NMoJoBKeHHS iHTepBany QT. V matienTis i3
¢daxTopaMu pru3uKy abo 3 HasIBHICTIO MOAOBXKeHHS iHTepBany QT B aHaMHe3i, a TaKOXK Y Ialli€eHTiB,
SIKi OTHOYACHO IIPUUMAIOTh JTiKapChKi 3aco0H, 110 MOXKYTh IIOOBXKYBaTH iHTepBan QT (muB. po3min
«B3aemoqis 3 inmmMu TikapchKUMHU 3acobaMu Ta iHII BUIKM B3a€MOMiN»), iKap MOBUHEH 0 TIOYATKY
niKyBaHHS OiKaayTaMimoM OIiHUTH CIiBBiOHOIIEHHS PU3UK/KOPUCTH, BPAXOBYIOUH MTOTEHIIMHUH
PU3UK BUHUKHEHHS LITYHOYKOBOI TaxikapAil TUIy IipyeT. AHTHAHAPOTeHHA Teparis MoXe
BUKJIMKATH 3MiHK y Mop¢osoril cnepMaTo30ifiiB. Xoda BIIuB OiKanyTaminy Ha MOPQOJIOoTiio
CIIepMaTOo30i/iB He OIiHIOBAJIX i IPO TaKi 3MiHM y IallieHTiB, SKi OTpUMyBanu OikamyTaMif, He
TIOBimOMJISNIM, MallieHTaM Ta/abo Ix mapTHepaM mif yac nikyBaHHS i mpoTsarom 130 guiB micns Tepamii
GikanmyTamigoM CJIii BUKOPUCTOBYBATH e(peKTUBHI METOM KOHTpALeIii.

[ToBimOMIIAI0CS IPO MTOCUJIEHHS €(EeKTiB KyMapruHOBUX aHTAKOATy/ISHTIB y Malli€HTiB, AKi
OJIHOYACHO IpuiMaiy OikaayTaMif, 110 MOXKe MPU3BECTH A0 30iNbIIeHHS MPOTPOMOiHOBOTO
yacy (IT4) Ta MikHapomHOr0 HOpMaJidoBaHoro BigHomeHHs (MHB). [esiki Bunagku Oynu
IIOB’sI3aHi 3 PU3WKOM BUHUKHEHHS KPOBOTeUi. PEKOMEHOYETLCS PETEIbHO KOHTPOIIOBATH
piBHi [TY/MHB, TakoX moTpiOHO PO3TNSHYTHA MUTAHHSA PO KOPUTYBaHHS 03U
QHTUKOATryJISHTIB.

IonomixcHI peyosuHu:

JlikapchKuit 3acib MicTuTh MeHIe 1 MMob (23 Mr)/mo3y HaTpito, TOOTO MPAaKTUYHO BiJIbHUM
Bifl HATPItO.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.
BaritHicTe.

Bikanyramin-BicTa mpoTuioka3aHuii i 3aCTOCYBaHHS XKiHKaM. 3aCTOCyBaHHS GikamyTaMigy
IIPOTUIIOKA3aHe XKIiHKaM y [Iepiof BariTHOCTI.

TongyBaHHS TPyOOLo.

Bikanyramip-BicTa nIpoTUIIOKa3aHUY y IIePiof TOAYBaHHS I'PYLIIO.

DepTULHICTS.

O060pOTHE MOTipIIeHHS Y0I0BiU0i ()epTUIBHOCTI CIIOCTEPIrasocs y JOCIiMXKeHHIX Ha TBAPHUHAX.
YV moguHu cnig npunyckaTyu nepion cydodeptunbHoCcTi abo 6e3mmimas.

30amuicmb eniueamu Ha weudKicmb peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

Bikanmyramin-BicTa He BIIMBae Ha 30aTHICTh KepyBaTH aBTOMOOiIeM UM MpaloBaTH 3i CKIIafHUMU
MexaHi3Mamu. OfHaK CJIil MaTH Ha yBasi, 10 YaCTO MOXKe BUHUKATU COHJIUBICTh Ta 3allaMOPOYEHHS



(muB. po3min «ITobiuHi peakirii»). [TallieHTH, SKi TPUAMAIOTh Lie¥ JTiKapChKUM 3acib, MoBUHHI
NOTPUMYBATUCS 00ePEKHOCTI.

Cnoci6 3acmocyeaHHss ma do3u.

[Topoci nanieHTH Y0JI0BidOl CTaTi, BKJII0Ya04y Malli€HTIB JIITHBOTO BiKY: IePOpPabHO 10 OFHIN
tabnetui 150 Mr oguH pa3 Ha noby. bikanyTtawmin-Bicta 150 Mr cnig mpuiiMaTé TpuBaio, TpUHANMHI
[0 2 POKIB YU [0 [IOSIBU O3HAaK IIPOrpecyBaHHS 3aXBOPIOBaHHS.

Ocobausi epynu.
Hupkosa HedocmamHicmb: nallieHTaM 3 HUPKOBOIO HEJOCTATHICTIO KOPEKIIisl 03U He MoTpibHa.

ITeyiHKosa HedocmamHicmb: TaAlliEHTaM i3 JIETKO0 MeYiHKOBOIO HeIOCTAaTHICTIO KOPEKIIisl 103U He
noTpi6Ha. Y malieHTiB i3 MOMipHOI0 YK TSXKKOIO ITeYiHKOBOIO HEIOCTATHICTIO MOXKe CIIOCTepiraTucs
MiIBUINEHe HAKOMUYEHHS TiKapChKoro 3aco0y (muB. po3min «OCoOMMBOCTI 3aCTOCYBaHHSI»).

Himu.

BikanmyTtamifg-BicTa npoTunoka3aHuy Ajisl 3aCTOCYBaHHS HiTSM.

Ilepedo3yeanns.
HeMae gaHuX 00 Iepeno3yBaHHs y JIIofel.

JlixyeaHHA. CnieniniuHOr0 aHTUAOTY HE iCHYE; MKyBaHHS cUMITOMaTuyHe. [liami3 Mmoxe OyTu
Hee(eKTHBHUM, OCKinbKM GiKamyTaMin 3HaYHOIO Mipoio 3B’I3y€eThCs 3 OiKaMu Ta He BUSBIISETLCS Y
He3MiHeHOMY BUTJIALL B cedl. [Ipu nepeno3yBaHHi IoKa3aHa 3arajbHa IiITpUMyBajbHa Tepaisd,
BKJIIOYal04YU MOHITOPUHT KUTTEBO BaXKJIMBUX [TI0KA3HUKIB.

ITo6iuni peakuii.

[To6iuni peakilii 3a3HaYe€HO 3a YaCTOTOIO: AyxKe dacTi (=1/10), wacTi (=1/100, <1/10), HewacrTi
(=1/1000, =1/100), pigki (=1/10000, <1/1000), oyxe pimki (=1/10000), yacToTa HeBigoMa (Ha OCHOBI
OOCTYIHUX OaHUX HEMOXKJIMBO BCTAHOBUTY YaCTOTY BUHUKHEHHS).

Cucrema opraHiB YacTtoTta [TobGiuHa peakiris

3 60Ky Kpoei ma aiMpamuyHoi YacTi AHEMIiS

cucmemu

3 6oky imyHHOI cucmemu HeuacTi [inep4yTIUBICTh, @aHTIOHEBPOTUYHUYN HAOPSK,
[KpomuB’sTHKa




[TopyweHHs memaboaizmy ma HacTi 3MEHIIeHHS alleTUTy

XAp4YBaHHA

[IcuxiuHi po3aadu JacTi SHUXKEeHHS J1ibifgo, mempecis

3 60Ky Hepeosoi cucmemu Yacri 3armaMOpOYeHHSs, COHJIUBICTD

3 6oKy cepus HacTi [TomoBxkeHHd iHTepBany QT (guB. po3minu
«B3aemogis 3 iHIIMMU JIiIKapCbKUMU 3aco0aMu
Ta iHII BUOY B3aeMomin» Ta «OcoOIuBOCTI
3aCTOCYBaHHS»)

CyOuHHI NOpYWeHHA Hyxe gacti [[Ipunnusu

3 60Ky cepedocmiHHA, 2pyOHOI HeuacTi [HTepCTHIiaIbHa JIeTeHeBa XxBopo6a’.

KAIMKU ma 0uxa/svHoi cucmemu € MOBiIOMJIEHHS IIPO JIeTalbHi BUMTAOKU.

3 6oky mpasHoi cucmemu YacTi Binb y KUBOTI, 3a110p, OUCIIEIICis, METEOPU3M,
HygoTa

"enamobiaiapHi po3aadu JacrTi [eIaTOTOKCUYHICTD, 2KOBTSIHUIIS, IIiABUIIIEHHS
AKTUBHOCTI TpaHcaMiHa3'

Pinki [TeuiHKOBa HENOCTATHICTH . € OBiMOMIIEHHS

PO JeTanbHi BUITAOKHU.

3 60Ky wkipu ma nidwkipHoi [yxe dacTi |BucumaHHs

K/AIMKOBUHU Jacri AJIomIeltis, TipCyTU3M/BifHOBIIEHHS POCTY
BOJIOCCSI, CYXiCTh HMIKipH®, CBEPBixK

HeuacTi doTocencubinizaris

3 6oky HUpPOK ma ceyosudiavHoi  [HacTi ['eMaTypisa

cucmemu

3 6oky penpodykmueHoi cucmemu |[dyxe 4dacTi [[iHekoMacTis Ta 60II0YiCTh MOJIOYHUX 3aJ103

ma Mo/104HUX 34103 HacrTi EpexTiibHa JUCHYHKIISA

3a2a/bHI NOPYWeHHA ma cmax [lyxKe dacTi |AcCTeHis

Micu 51 880€HHA Yacri Binb y rpyasx, Habpsax

ObcmedtceHHs YacTi 30inbIIeHHs MacH Tinna

'3Mminu 3 00Ky Ie4iHKU PigKO € TIKKHMHU Ta YaCTO MUHAIOTh a0 calIIaloTh IPU IPOJOBKEHHI
JIIKyBaHHS Y¥ IiCJIg MOr0 IPUIMHEHHS.

* BinpuricTh mamieHTiB, SKi oTpuMyloTh Gikanyramig 150 Mr 9K MOHOTepariio, BiiMidaloTh
riHeKoMacTiio Ta/ab60 0O0JIOYiCTh MOJTOYHUX 3aJ103. Y XOmi mocmimxKeHHs 5 % MallieHTiB KnacudikyBanu
IIi CHMIITOMY SK TsXKKi. [IHEKOMaCTis MoXKe He 3HUKHYTH CaMOCTINHO IIiCIis BiMiHM Teparrii,
0CO6JIMBO IiCJISL TPUBAJIOTO JIiIKYBaHHS.

3 3rigHO IpaBWI KOMYBaHHS, [0 BUKOPUCTOBYIOTECA B HOCHimkeHHax EPC, mobiuHa peakilis «CyxXicTb
mkipu» 6yna 3akomoBaHa mig COSTART TepMiHoM «Bucum». ToMy oKpeMa 4acToTa ii BAHUKHEHHS He
Moxe OyTu BU3HaueHa s Oikanyraminy 150 Mr, ogHak mepenbada€eThCs Taka XK 4acToTa, K mis 50
MT JTiKapChKOTo 3aco0y.

*BkmiodeHa y epeik NoGiYHUX peakxiiiil mic/s OTpEMaHHA IOCTMapKeTHHIOBUX faHuX. YacTora
Oyna BU3HaY€Ha 3a YaCTOTOIO IIOBiIOMJIEHD ITPO BUIAAKYU YpaxKeHHS MMeYiHKM Y MallieHTiB, SKi
oTpuMyBanu Oikanmytamin 150 Mr y rpymi BigkpuToro jmikyBaHHS y mociimkeHHsx Early Prostate
Cancer programme (EPC).

° BKIoueHa y epestik MoGiYHKX peakiliil micis 0TpUMaHHsa I0CTMapKeTHHTOBYX AaHuX. JacToTa
Oya BU3Ha4Y€Ha 3a YaCTOTOIO IIOBiIOMIEHD IIPO BUIAAKM iHTEPCTUIiaIbHOI THEBMOHII y TIepiofn
paHmoMi3oBaHOTO MiKyBaHHS Oikamytamigmom 150 Mr y gocmigxenusx EPC.



30inpmenns [TY/MHB: y 3BiTax IpoTSAroM MiCIsIpeECTPALiiHOTO CIIOCTEPEKEHHS TOBIAOMIISIIOCS PO
B3a€EMO[Iil0 KyMapUHOBUX aHTUKOATY/ISHTIB i3 GikamyTamigoM.

IIogidoMaeHHA Npo nido3pro8dHi nobiyHi peakuii.

[ToBimoMIeHHS PO Migo3pioBaHi MOGiYHI peakii micyisg peecTpaliil 1iKapchbKoro 3aco0y € BaxKIMBOIO
npouenyporo. Lle m03BoJIsi€ IPOAOBKYBATU MOHITOPUHT CIIIBBIIHOWIEHHS «KOPUCTH/PU3UK» IJIS
BigIIOBiAHOTO JIiKApChKOT0 3ac00y. MeguuHUM IIpalliBHUKaM He0OXiTHO MOBIJOMISATH PO Oymb-sKi
nifo3pioBaHi mob6iyHi peakilii yepes HalliOHAJIbHY CUCTEMY TIOBiIOMJIEHE.

Tepmin npudamHocmi. 5 POKiB.

YMmoBH 30epirannsi.

30epiraTtu B OpuriHanbHi{ yIaKOBIi IpU TeMmepaTypi He Buille 25 2C. 36epiraTu B HeIOCTYITHOMY
IS OiTed Micti.

YnakoBka.

[To 10 Tabnetok y GricTepi; mo 3 6iicTepu B KapTOHHIM KOPOOIIi.

Kareropis Bigmycky.

3a pelemnToM.

BupoOHHK.

CinTtoH Xicmanig, C. JI.

Micue3HaxoIKeHHsI BUPOOHHKA Ta ajfipeca MicIs MpoBaIXKeHHS HOTr0 Tis/IbHOCTI.

Byn. K/Kactenno, n’1, Cant Boi ge JIno6perar, bapcenona, 08830, Icmasis.



