IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

BICTAMI[

(VISTAMID)

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

0onoMidCcHI peuoBuUHU: TaKTO3a, MOHOTIAPAT; MOBiOH; KPOCIIOBIAOH; HATPil0 TaypusCcynbdaT; MarHiio
cTeapar;

000JI0HKa: JTaKT03a, MOHOTIApaT; rimpoMeno3a; TuTany miokcup (E 171); makporon (ITET 4000).

JIikapcbka ¢opma. TabmeTKy, BKPUTI IIiBKOBOIO 000JIOHKOIO.

OcHo8HI ¢i3uko-ximiyHi 81acmueocmi: Oinli KpyTJii ABOONIYKJI TabIeTKY, BKPUTI IIiIBKOBOIO
000JI0HKOI0; 3 0OHOTO 00Ky TabneTok rpaBitoBaHHs «BCM 150».

dapMaKkoTepaneBTHYHA rpymna. AuTuanaporesHi 3acoou. Kog ATX L02B B03.

dPapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.
MexaHism 0il.

Bikanyramifi € HeCTEpOIIHUM aHTHAHAPOTEHOM, 1110 HE Ma€ iHIIOTO BIIJIUBY Ha €HIOKPUHHY CHCTEMY.
JlikapceKui 3acib 3B'I3y€ThCS 3 HEMYTAaHTHUMU aHIPOTE€HHUMH pelleNTopaMu («DUKOTO TUILY»), He
aKTUBYIOUM E€KCIIPECii0 T'eHiB, TaKUM YMHOM IIPUTHIUYIOUM aKTUBHICTh aHAPOTeHiB. Y pe3ysbTaTi
TaKOT0 IPUTHIYEHHS CIIOCTEPIra€ThCA perpecisa NyxJIMH NepegMixypoBol 3ano3u. [Ipu Bigmini
6ikanyTaMmigy y meBHOI YaCTUHM TAlli€HTiB MOXe BUHUKATH CUHAPOM BiIMiHU aHTHMaHOPOT€HHUX
JiKapChKUX 3ac00biB.

KniniuHa e(pekmuaHicmb ma 6e3nexa.

Bikanyraming 150 Mr gocnmigKyBasnu Imif 4ac Teparii maiieHTiB 3 nokanizoBanumu (T1-T2, NO uyu Nx,



MO0) a6o micueBopo3snosciomxkenumu (T3-T4, N, M0; T1-T2, N, M0) nmyxnuHaMu IepeMiXypoBoi
3a03u 6e3 MeTacTasiB y XOfi TphOX IJ1ane00-KOHTPOJIbOBAaHUX MOABIMHUX CHIIMUX JOCIiAXKEHD, Y AKUX
B3s1 y4acTh 8113 mamieHTiB. ¥ 1iux gocmimkeHHsXx OikanyTaMig npu3Hadaiyu K HeBiIKIagHy
TOPMOHAJIbHY Tepariio abo SK JOoTOoMiXKHUY 3acib Ipu paguKasbHil mpocTaTeKToMii abo papioTeparil
(ro;TOBHMM YMHOM 30BHIIITHS OHUCTaHIIHA IPOMeHeBa Teparis). Ha MOMeHT Me[liaHu CIIOCTEePEeXKEeHHS
9,7 poky y 36,6 % Ta 38,17 % ycix naIiieHTiB, gKi npuiimanu OikanyTamin abo miaiebo BigmoBifHO,
criocTepiranoch 06’€KTUBHE IPOTPECYBaHHS 3aXBOPIOBAHHS.

3MeHIIeHHS PU3UKY 00’€EKTUBHOTO ITPOTPeCyBaHHs 3aXBOPIOBAHHS CIIOCTepiranocs y 0inbuocTi
TALiEHTIB ¥ Ipynax, IpoTe Oy10 HaWOiNbII MIOMITHIM y THX, SIKi Maly HaWBUIIUN PUIUK
IIPOTPEeCYBaHHS 3aXBOPIOBaHHSA. TOMY KITIHIIUCTHA MOXKYTh BUPIIIUTY, 110 ONITUMAJIBHOI CTPATErietn
JiKyBaHHS [JI5 Talli€HTiB 3 HU3bKUM PU3UKOM IIPOrPEeCyBaHHS 3aXBOPIOBaHHS, 0COONIMBO IIpU
aj'10BaHTHOMY 3aCTOCYBaHHI JIiKapChKOT0 3ac00y Iic/Is paguKaibHOI IIPOCTaTEKTOMII, MOxKe OyTH
rOpMOHaJIbHa Teparis J0 MoYaTKy IPorpecyBaHHs 3aXBOPIOBaHHS.

Ha MoMeHT MefiaHu mepiony criocTepexkeHHs 9,7 POKy XKOTHOI Pi3HUIIL Y PiBHI 3arajbHOTO
BUXKUBaAHHS HE CIIOCTEpIranocs, IprudoMy JeTalbHICTh cTaHOBUNA 31,4 % (CHiBBIIHOLIEHHS PU3UKIB
= 1,01; 95 % pmosipuui intepsan 0,94-1,09). OgHak mif Yac aHami3y pe3yabTaTiB JOCTiITHULIBKUAX
IiATPYT [esiKi TeHAeHIIi] Oy 04eBUTHUMU.

IaHi 110710 BUXKUBaHHS 0€3 Mporpecii 3aXBOPIOBAHHS Ta [aHi 00 3araJbHOTO BUXKHUBAHHS, 110
I'PYHTYBAJIACS Ha aHaui3i 3a MeTomoM Karmnana-Meliepa, y ali€HTIB 3 MiCI[eBOPO3MI0OBCIOXKEHUM
paKoM IIpocTaTy HaBedeHi y Tabnuusax 1 ta 2.

CriBBigHOIIIEHHS KiNTbKOCTI IMAIli€HTIB i3 MiCII€BO-PO3MOBCIOI2KEHUM PAKOM Ta IaIlieHTiB i3

IIPOrpeCcyBaHHAM 3aXBOPIOBAHHA V IIArpyIIax i3 pi3HUMU CXeMaMU JIiKyBaHHS

Tabnuus 1
— — — —
Monynamiinmii  [[pyma [Tomii (%) Ha [[lomil (%) Ha |ITomil (%) Ha |[lomii (%) Ha
: ; MOMEHT MOMEHT MOMEHT MOMEHT
QHaJIi3 TTiKyBaHHS . . )
3 POKHU O POKiB '/ POKiB 10 pokiB
[uHaMiuHe bikanyramin 19,7 % 36,3 % 52.1 % 73.2 %
crioctepexkenHs [150 Mr
(n=657) [Tname6o 39,8 % 59,7 % 70,7 % 79,1 %
Pamiotepantis  [pro o ot 13,9.% 33,0 % 12,1 % 62,7 %
(n=305) TTane6o 30,7 % 49,4 % 58,6 % 72.2 %
PanukajpHa . bikanyramin 7.5 % 14.4 % 19.8 % 29,9 %
npoctaTekTomisi [150 Mr
(n=1719) [Tname6o 11,7 % 19,4 % 23,2 % 30,9 %

3arasibHe BUKMBAHHS Y MAI[i€HTIB i3 MiCLIeBO-PO3MOBCIOAKEHUM 3aXBOPIOBAHHSAM
y Higrpymnax i3 pi3HUMU CXeMaMU JIiKyBaHHSA

Tabmnuig 2



— - — -
Momymamitidt  [Mpyna [Tomii (%) Ha |[lomil (%) [Tomii (%) [Tomil (%)

: : MOMEHT Ha MOMEHT  [Ha MOMEHT  |Ha MOMEHT
QHaTi3 TTiKyBaHHS ) . )

3 POKHU 5 poKiB 7 POKIiB 10 pokiB

[InHaMiuHe bikanytaMin 14,2 % 29.4 % 12,2 % 65,0 %
crioctepexkeHnHs (150 mMr
(n=657) [Tname60o 17,0 % 36,4 % 53,7 % 67,5 %
PapioTeparis fg%afgmm 8,2 % 20,9 % 30,0 % 48,5 %
(n=305) [Tname6o 12,6 % 23,1 % 38,1 % 53,3 %
PapukasbHa ‘ bikanytamin 16 % 10,0 % 14.6 % 22,4 %
mpoctaTekToMist 150 Mr
(n=1719) [Tname60o 4,2 % 8,7 % 12,6 % 20,2 %

Y marieHTiB i3 T0Ka/nMi30BaHUM 3aXBOPIOBAHHSM, SIKi OTPUMYBaJIM TiflbKU OiKanyTaMmif, JOCTOBipHOI
pi3HuUIl y BUXKUBaHHI 6e3 IporpecyBaHHS 3aXBOpPIOBaHHS HeMa€. TakK0X y Malli€eHTiB i3
JIOKaJIi30BaHUM 3aXBOPIOBAHHAM, fKi OTpuUMyBany OikanyTaMif gK afi'l0BaHTHY Tepalliio Mmicis
papioreparmii (BP = 0,98; 95 % I 0,80-1,20) abo pagukanbHoi nmpoctaTekToMmil (BP = 1,03; 95 % I
0,85-1,25), mocTOBipHOI BiTMiHHOCTI y PiBHi 3aralbHOT0 BUXKHBAHHS HE CIIOCTEPIranocs. Y Ialli€HTiB
i3 I0Kani30BaHUM 3aXBOPIOBAHHSM, [0 SKUX B iHIIOMY BUIIAOKY 3aCTOCYBau 6 TAKTUKY IUHAMiUHOTO
CIIOCTEPEXKEHHS, TAKOXK CIIOCTEPIraEThCA TEHAEHIIIA 1O 3MEHIIEHHS PiBHSA BUKMBAHHS IIOPIBHIHO 3
nalieHTaMu, gKi npuiimanu mnnanebo (BP = 1,15; 95 % [I 1,00-1,32). 3 ornsany Ha Iie
CIIiBBIIHOILIEHHS PU3UKY/KOPUCTI 3aCTOCyBaHHA bikanyTraMminy mauieHTaM i3 JI0Kali30BaHUM
3aXBOPIOBAHHSIM He BBAXKA€ETHCS HOLITHHUM.

B inmiit mporpami edekTuBHICTE GiKanyTaMigy Ojis JTiKyBaHHS Halli€HTIB i3 MiCIIeBOPO3MOBCIONXKEHUM
pakoM mpocTaTu 6e3 MeTacTa3yBaHHS, SKUM Oyja II0Ka3aHa HeraHa KacTpatlis, 6yia
IIPOOEMOHCTPOBaHa Y OBOX JOCIIAXKEHHSX, Y IKUX B3s/IU y4acTh 480 monepenHbo He TiKOBaHUX
TIAllieHTIB i3 pakoM mpocTatu 6e3 MeTacTtadyBaHHs (M0). Ha MoMeHT MeniaHu mepiony
CIIOCTepexkeHHA 6,3 POKY PiBeHb JIeTaIbHOCTI CTaHOBUB 56 % i JOCTOBIPHO HE Bifipi3HABCA Y rpymnax
3acTtocyBaHHS Oikanyraminy Ta Kactpanii (BP = 1,05; 11 0,81-1,36); ogHaK piBHOLIHHICTE 000X
METO[IiB JIIKyBaHHS He MOXKHa OLiHUTUA CTAaTUCTUYHO.

Y xopni 2 gocnifKeHs, y IKUX B3sIM y4acTh 805 monepenHb0 He JIIKOBaHUX TAlli€HTIB i3
MeTacTalyBaHHSAM (M1) npu piBHi netanbHOCTi 43 %, Gikanytamin 6yB OIiHEHUH SIK MEHIII
e(eKTUBHUY, HiXK KacTpallis, I[0fI0 Yacy BUKUBaHHA (CIiBBigHOIIEHHS pu3ukKiB = 1,30; moBipunit
intepsan 1,04-1,65), npu oMy YKCeJIbHA Pi3HULA Y Yaci [0 JeTaJbHOr'0 HACIAKY cTaHOBuUIa 42 OHi
(6 THKHIB) TPU MeiaHi BUXKMBAHHS 2 POKM.

BikanytaMmin € panieMaToM 3 aHTUAHAPOTEHHOI0 aKTUBHICTIO, IIPEACTaBIEHUN MalkKe BUHATKOBO
R-eHanTiomMepoM.

iTH.

KogHUX OOCTigXKeHb 3 y4acCTIO OiTed He MPOBOgUIM (AuB. po3ainu «[IpoTunokasaHHA» i
«3acToCyBaHHS Y IIepiof BariTHOCTI Ta TOOyBaHHS TPYOII0»).

dapmakoKiHemuxka.

AGcopOiis.

Bikanyramim noOpe BCMOKTYETHCS ITiCI IIepopajbHOro mpuiioMmy. HeMae mokasiB KIiHIgHO



3HAUyImoro epekTy NpuitoMy ki Ha 6i040CTYIHICTD JTiKapChKOT0 3ac00y.

Po3moomin.

Bikanyramif Ma€e BUCOKUIL CTYIIiHb 3B’sI3yBaHHS 3 OikamMu KpoBi (pauemar - 96 % (R)-eHaHTioMep -
>99 %) Ta iHTeHCHBHO MeTaboIi3yeThCs (IIJITXOM OKCHAALlil Ta TII0KYPOHi3allil), #oro MeTabomiTi
OIHAKOBOIO MipOI0 BUOINSAIOTLCS 3 CeYel0 Ta XKOBYIO.

BioTpancdopmarris.

(S)-eHaHTiOMED [AyKe IIBUAKO BUBOOUTHLCS IOPIBHAHO i3 (R)-eHaHTiOMepOM; epiof HalliBBUBEAEHHS
OCTAHHBOTO 3 IJIa3MU KPOBi CTAHOBUTH MPUONMM3HO 1 TUK[IEHB.

[Tpu momeHHOMY 3acTocyBaHHi OikanyTaminy (R)-eHaHTioMep Yepe3 HOro TpuBaIul mepiofn
HalliBBUBEJEHHS KyMYJIIOEThCS Y II7Ia3Mi KpoBi B 10-KpaTHil KOHIIeHTpaIlil.

[Tnato xKoHIeHTpallil (R)-eHaHTioMepa Ha piBHI MpubIN3HO 22 MKT/MJ CIIOCTEPITaeThCs MpHU
3acTocyBaHHI geHHOI 1o3u 150 Mr OikanyTaminy. V crabinbHil (a3i Ha YacTKy nepeBaxkHO aKTUBHOTO
(R)-enanTiomepa npunapae 99 % Big 3araibHOL KiTbKOCTI IUPKYTIOIOUYNX €HaHTIOMEDiB.

Eniminaniga(BuBegeHHd).

Y xomi KiHIYHOTO OOCTigXKeHHs cepefHs KoHLeHTpalisd (R)-6ikanyTaMigy y ciepMi 4ooBiKiB, sKi
1oro otpuMyBanu y mo3i 150 mr, ctanoBuna 4,9 Mxr/min. KinekicTs 6iKanyTaMiny, sika IOTEHITIHHO
IIOTpAIl/Isi€ B OPraHi3M XKiHKU-MapTHePa Miff Yac CTaTeBUX 3HOCKH, € HU3bKOIO Ta MOXK€e CTaHOBUTHU
npubnusno 0,3 Mkr/mi. Lleit piBeHb € HUKYKMM 3a TOH, 1110 Y 1a00paTOPHUX TBAPUH IIPU3BOAUTH [0
3MiHU IIOTOMCTBA.

Oco06nuBi TpyNY Nalli€HTiB.

dapmakokineTrka (R)-eHaHTiOMepa He 3aI€KUTh Bifl BiKy, HasIBHOCTi ypaXKeHHSI HUPOK abo JIerkoro
YU TIOMIPHOT0 ypaXeHHS NeYiHKU. ICHYI0Th JOoKa3y, L0 Y MaLi€HTIB i3 TAXKKUMU ypaKeHHAMU
neyvinku (R)-eHaHTiOMep MOBiIbHIIIE €TIMIHYETHCS 3 IIJIa3MU KPOBI.

Kniniuni xapaKTepuCTHKH.
Iloka3zaHHA.

Bictamig 150 Mr moka3aHuii [yig MOHOTepanil abo 9K afi'foBaHTHA Teparis y IoeqHaHHi 3
paAuKanbHOIO MPOCTAaTEKTOMIEI0 YU MPOMEHEBOI0 Tepari€lo NalieHTaM i3 MiCI[eBO-PO3MOBCIOAKEHUM
PakKoOM IepeaMiXypoBol 3aJI031 IIPU BUCOKOMY PU3UKY IIPOTPECYBaHHS 3aXBOPIOBAHHS (IUB. PO3MiN
«PapMakKoIoTiuHi BIaCTUBOCTI»).

Bictamipg 150 Mr TakoXX moKa3aHUM OJId JIIKyBaHHS MAIi€HTIB i3 MiCLIeBO-PO3MOBCIOIXKEHUM
HeMeTaCTaTUYHUM PaKOM IIepeAMiXypoBOl 3a/03H, [AJid SKUX XipypriyHa KacTpallid 4¥ iHIIi Megu4Hi
BTPYYaHHS € HEIPUUHATHUMY YY1 HE MOXKYTh OYTH 3aCTOCOBAHi.

IIpomunoka3aHnus.

BicTamig npoTunokasaHui O 3aCTOCYBaHHS XKIHKaM Ta OIiTSAM.



Bictamin He ciim mpu3HayaTH MalieHTaM, y SSKUX CIIOCTePiraaucs peakilii rinepuyyTiauBOCTi 10 Hit04oi
PEYOBUHM UU OYAb-IKUX JIOTIOMiXKHUX PEYOBHH, 110 BXOASTH 0 CKIaAy iKapChKoro 3acoby.

[TpoTumoKa3aHe OOHOYACHE 3aCTOCYBaHHS OiKanyTaMminy 3 TepdeHafuHOM, aCTEMi30I0M Un
ITU3AIPUIOM.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

HocnimkeHHS in vitro mokasanu, 1o R-6ikanytamin € inriditopom CYP3A4 Ta nposBisie MeHIIUN
inribitopauit edpekT Ha akTuBHiCTE CYP2CY9, 2C19 Ta 2D6. Xo4a KJIiHiYHI OOCTigXKEeHHS, Y XO[i SKUX
3aCTOCOBYBa/IM aHTUIIIPUH K MapkKep akKTUBHOCTI rutoxpomy P450 (CYP), He cBiguaTh 1Ipo
MOTEHIIINHY B3a€MOii0 i3 OiKamyTamizoM, cepemHs KOHIeHTpallisd Mifa3omamy (IIoIa mif
(bapMaKOKiHeTUYHO0 KpUBOI0) 30inbmmnack 0o 80 % micist 0mHOYAaCHOT0 HOr0 3aCTOCYBaHHS
npotsrom 28 guiB i3 GikamyTaMigom.

Ins mikapchKuX 3aco0iB i3 By3bKUM TEPANEBTUYHUM [ialla30HOM TaKe ITigBUIIEHHS MOXe MaTh
BeNIMKe 3Ha4YeHHS. TOMy OmHOYaCHe 3aCTOCyBaHHS i3 TepheHaguHOM, aCTEMi30I0M Ta IU3ANPULOM €
IIPOTUIIOKa3aHUM. TakoXK OikamyTamin ciig 3 00epexKHICTI0 3aCTOCOBYBATH i3 TAKMMHU CIIOJTyKaMu 5K
IIUKJIOCTIOPUHMY Ta 0JI0KaTOPU KaJbllieBUX KaHaliB. MoxXe BUHUKHYTH HeOOXiOHICTh y 3MeHIIeHH]
[03Y I[UX IIpenaparis, 0COOIUBO SKINO € 03HAKYU ITOCUJIEHHS BIIJIUBY JIIKapChKOT0 3aco0y abo
BUHUKAIOTH 106iuHi epeKTH y pe3ynbTaTi #0ro 3acTocyBaHHS. [Ipy 3aCTOCYBaHHI IUKIIOCTIOPUHY
PEKOMEHAYIOTh IPOBOAUTHU PETEJIbHE CIIOCTEPEekKEHHS 3a N0T0 KOHLIEHTPAL€l y IIJ1a3Mi KPOBi Ta 3a
KJTIHIYHMM CTAHOM ITallieHTa IicJig Io4aTKy abo MpUIMHEHHS JIiKyBaHHS GiKamyTaMigoM.

3 obepexkHiCTIO CTif mpu3HavyaTy OikKanyTaMif Mpy 3aCcTOCYBaHHI TiKapChKUX 3aC00iB, IKi MOXKYTh
IIPUTHIYYBaTH OKUCJIEHHS IIpenaparty (TaKux SK MUMETHOWH, KEeTOKOHAa30J1). TeOpeTUUHO Lie MOXKe
IIPU3BECTH [I0 IifABUINEHHS KOHIeHTpallil OikaayTaMiny y ma3mi KpoBi, 1110 MOXKe 3yMOBUTH
mocusieHHs mo6iuHuX edeKTiB IiKapChKOro 3acoby.

HocnigxKeHHS in vitro mokasany, o OikanyTaMif MOoXkKe BUTICHATH KyMapUHOBUAY aHTUKOATYJISHT
Bap(dapuH 3 AiNITHOK MOro 3B’s13yBaHHS 3 OiikamMu KpoBi. [1oBigoMIIsiiu mpo NMoCcuieHHs e(peKTiB
Bap(dapuHy Ta iHIMKUX KyMapXHOBUX aHTUKOATYISHTIB IIPHU 1X ODHOYACHOMY IIpUAKXOMi 3
6ikanyramigom. ToMy y pa3i mpu3HadueHHs OiKanyTamigy malieHTaMm, siKi BXe OTPUMYIOTh KyMapUHOBI
AQHTUKOATYJISTHTU, PEKOMEH/YIOTh IIPOBOUTH PETENIbHUM MOHITOPUHT IIPOTPOMOIiHOBOTO Hacy i
OTPiOHO PO3TISIHYTH NUTAHHS IIPO KOPUTYBaHHS N03U aHTUKOATYJISHTIB.

Y 3B’3Ky 3 TUM, 1110 aHTUAHAPOTEHHA Tepallis MOXKe IPU3BOOUTH OO0 Iof0BXKeHHA iHTepBany QT,
ciip 3 o6epekHiCTIO MpU3HayaTy OiKanyTaMin oqHOYaCHO 3 TiKapChKUMU 3acobaMu, SIKi 30aTHi
momoBxuTH iHTEepBanl QT abo CIPUUYMHUTY PO3BUTOK LITYHOUYKOBOI Taxikapmil Tumy mipyet (torsade
de pointes), TakuMu K aHTHAPUTMIiUHI pemnapaTy Kiacy IA (ximigus, gusomipamin) abo Kiacy

III (amiomapoH, cotanoy, modeTumin, ibyTumin), MeTamoH, MOKCU(IOKCALIMH, HEHPOIEITUKH.

(muB. po3min «OcoBIUBOCTI 3aCTOCYBaHHS»).

Himu.

HocmimKeHHS B3aEMO/Iii TPOBOAMIM TilbKY 3 y4aCTIO JOPOC/IUX IallieHTiB.

Oco6.1ueocmi 3acmocy8aHHs1.



JIikyBaHHS CIIifl MOYMHATH TIif 6e3m0CcepenHiM HaTIsAIOM JIiKaps.

Bikanyramin akTuBHO MeTaboi3yeThCs y Nedinii. [lesKi JaHi gaiTh MigcTaBy BBaXKaTH, 1110 ¥
MAIEHTIB 3 TAKKAMY YpakKeHHSIMU IeYiHKN BUBEOEHHS TiKapChKOT0 3aC00y YIOBITBHIOETHCS, a 1ie
MO2Ke TIPU3BECTH 0 Kymyssiil 6ikanyraminy. Tomy GikanyTamin ciif 3acTocoByBaTé 3 00€PEXKHICTIO
nalieHTaM i3 moMipHUMU a0 TSIXKKUME YPaKeHHSIMU MTeYiHKH.

Yepe3 MOXKIUBICTh 3MiH QYHKII MeUiHKY CIif mepioguyHO MPOBOAUTH KOHTPOJIb IIEeYiHKOBUX IIPO0.
BinbiricTs 3MiH CIIOCTEPIraloThCs MPOTSATOM IIEePIINX 6 MiCSIiB 3aCTOCyBaHHS OiKanmyTamimy.

3pigka mpu 3aCTOCyBaHHI OikanyTaMiny criocTepiraoTh TSXKKi 3MiHK 3 00Ky MMeYiHKY, ITOBiqOMIISIIN
HaBiTh IIPO JeTalbHi BUTAOKH. fAKIINO CIIOCTEPIraloThCs TSIKKi 3MiHM, JTiKyBaHHS OiKaayTaMimoM Ciif
IPUNNHUTH.

[Tpu HasIBHOCTI 00’€KTUBHUX 03HAK ITPOTPeCyBaHHS 3aXBOPIOBAHHS Ta IIPU MifBuUIileHOMY PiBHI PSA
(mpocTaTu4HOrO CrenudiyHOro aHTUTEHY) CIIifi PO3T/ISHYTH MOXKJIUBICTb IPUIIMHEHHS Teparril
GikamyTaMigom.

[Toka3zaHo, 110 OikanayTaMif MpurHiuye akTuBHICTH nuToxpomy P450 (CYP3A4), ToMy Cilif IPOSBAATH
00epexkHiICTh y pa3i 0qHOYACHOTO HOT0 IPU3HAUYEHHS 3 TiKapChKUMU 3acobaMu, 1110 MeTabomi3y0ThCS
nepeBaxHo CYP3A4.

Y pigkicHUX BUlafKaX MOBIIOMIISIN NP0 pPeakiii hpoToceHcuOini3allil y namieHTiB, SKi npuiiManu
6ikanyramig 150 mr. [TanienTaM i peKOMeHAyBaTH YHUKATU IPSIMOTO BIIJIUBY HAOMiPDHOTO
COHSIYHOTO CBiTJIa a60 ynbTpadioneToBOro CBiT/Ia Ta KOPUCTYBATUCS COHI[E3aXUCHUMU 3aco0aMu i
yac nputiomy Gikamytamigy 150 mr. dKio peakirist GoTouyTIUBOCTI € GinbIl CTiiiKO0I0 Ta/abo TAKKOIO,
CJIiT pO3I0YaTH BifIIOBiIHE CUMIITOMaTUYHE JIIKyBaHHS.

Teparis anTHaHAPOreHaMU MOXKe IIPU3BOAUTH [0 NMOJOBXKeHHS iHTepBany QT.

Y nauieHTiB 3 pakTOpamMu pU3uKy abo 3 HasBHICTIO IogoBKeHHS iHTepBany QT B aHaMHe3i, a TaKoXK
y TAIi€HTIB, IKi OMHOYACHO MPUMMAIOTh JIiKapChKi 3aco0H, 110 MOXKYTh OHOBXKYyBaTH iHTepBanl QT
(muB. po3min «B3aemogmis 3 iHIIUMHU JTiIKAapCHKUMHU 3aco0aMM Ta iHIM BUOM B3a€EMOMii»), JTiKap
TIOBUHEH [I0 NTOYaTKY JiKyBaHHS OiKalyTaMiZioM OIL[iHUTH CIiBBiIHOIIEHHS PU3UK/KOPUCTE,
BPaxOBYIOUM IIOTEHIIMHNY PU3UK BUHUKHEHHS IIJTyHOYKOBOI TaxXiKapfil Tumy mipyert (torsade de
pointes).

AHTVMaHOPOTEHHA Tepalisi MoXKe CIPUYMHUTU 3MiHH ¥ MOP(QOJIOril criepMaTo30ifiB. Xo4da
BIIJIMB GikanyTaminy Ha MOpdoJIoriio CliepMaTo30iiB He OIiHIOBAJIH i PO TaKi 3MiHU Y
TaIli€eHTiB, SKi OTpUMYyBasnu OiKanyTamifi, He ITOBiOMIISANH, MallieHTaM Ta/abo iX mapTHepam
mig yac nikyBaHH i npoTsirom 130 mHiB micns Teparii 6ikamyTamimoM Citig BUKOPUCTOBYBATH
e(peKTHBHI MeTOIM KOHTPAIEIIil.

[ToBimoMisanu Ipo IOCUIEHHS e(PEeKTiB KyMapHHOBUX aHTUKOATyJISHTIB y MAIl€HTIB, SIKi
OJHOYACHO IpuiiManu OikanyTaMmif, 110 MoXkKe IPU3BECTH 0 30iMblIeHHS MPOTPOMOIiHOBOTO
yacy (IT4) Ta MikHapogHOr0 HOpMaJidoBaHoro BigHowmeHHs (MHB). [lesiki Bunagku 0ynu
IIOB’s13aHl 3 PU3UKOM BUHUKHEHHS KPOBOTedl. PEKOMEHYETLCS pETEIbHO KOHTPOJIIOBATH
piBui [TY/MHB i noTpi6HO PO3TNSHYTH MUTAHHS NP0 KOPUTYBAHHS 03U aHTUKOATYJISHTIB.

LonomidicHI peyosuHU.

[TauieHTaM 3 PifKiCHUMU CIAgKOBUMU (popMaMu HEIEPEHOCHMOCTI rajlakTO3H, BPOOKEHOI0



JTaKTa3HOI0 HEJOCTATHICTIO a00 CHHAPOMOM MababCcopOIlil TTI0KO3U-TalaKTO3U He CIIi MpUiMaTi
e JmikapCchKui 3acib.

JlikapchKuii 3acid MicTuTh MeHIIe 1 MMomb (23 MT)/0o3y HaTpio, TOOTO MPaKTUYHO BiJIbHUM
BiJl HATPIIO.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
BariTHICTE.

BicTamin mpoTumnoka3aHuii A1 3aCTOCYBaHHS XKiHKaM. 3aCTOCYBaHHS OikKamyTaMifly IpOTHUIIOKa3aHe
JXKIHKaM y Iepion BariTHOCTI.

l'ogyBaHHS TPYOOIO.

BikanmyTamif npoTUnoKa3aHuy y Iepiof TOOyBaHHS T'PYATIO.

DepTUNLHICTD.

OO6opoTHE TOTipIIeHHS Y0I0Biu0l (ePTUTBHOCTI CIIOCTEPIranocs y HOCTiAXKEeHHSIX Ha TBapuHax.
Y nioguHU CIlifg nIpunyckKaTy nepion cydodepTunsHocTi abo 6e3nminns.

30amHicmb enaueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

BikanyTramin He BIJIMBA€ Ha 3[ATHICTh KepyBaTH aBTOMOOisieM abo mpalfoBaTH 3i CKIagHUMU
MexaHi3mamu. OgHAaK CIIil MaTy Ha yBa3i, 1[0 YaCTO MOXe BUHUKATU COHJIUBICTD Ta 3allaMOpPOYEHHS
(muB. po3min «ITobiuHi peakirii»). ITallieHTH, SKi TPUAMAIOTh 1ie¥ JTiKapChKUM 3acib, MoBUHHI
OOTPUMYBATUCS 00E€PEKHOCTI.

Cnoci6 3acmocyeaHHss ma do3u.

[lopoci malieHTH Y0JI0Bid0l CTaTi, BKIII0Ya0UM Malli€HTIiB JIITHHOTO BiKY: TePOPaIbHO 10 OfHIH
tabnetui 150 mMr 1 pa3 Ha mo0y.

Bictamig 150 Mr crig npuiiMaTu TpUBaIuy Yac, IPUHAKWMHI [0 2 poKiB abo [0 m0siBU 03HAK
IIPOTPeCyBaHHS 3aXBOPIOBaHHS.

Ocobuei epynu.

HupkoBa HegOCTaTHICTL: MalllEHTaM i3 HUPKOBOK HEJOCTATHICTIO KOPEKIIiS 03U He
moTpibHa.

[TeuiHKOBa HEIOCTATHICTL: Mallil€HTaM i3 JIETKOI IeYiHKOBOK HEeTOCTATHICTIO KOPEKIIis [03U He
moTpiOHa. Y mallieHTiB i3 moMipHOI0 a0 TAKKOI0 IMEeUYiHKOBOIO HEIOCTATHICTIO MOXKE CIIOCTEPITaTUCS
IigBHUINeHE HAKOMUYEeHHS JTIKapChKOro 3aco0y (auB. po3min «OcobIUBOCTI 3aCTOCYBAHHSI»).



Jimu. BikanyTtaMig IpoTUIOKa3aHUU AJI 3aCTOCYBaHHS OIiTSAM.

Ilepedo3yeanHs.

Hewmae marux mongo nepeno3yBaHss y mogei. CrenudidHOro aHTULOTY He iCHYE; JTiIKyBaHHS
cuMmnroMaTtuyHe. [liani3 Moxe OyTu HeeeKTUBHUM, OCKiTbKY GiKamyTaMin 3HaYHOIO Mipoio

3B’A3y€eThCs 3 OiIkaMu KPOBi Ta He BUABISETHCSA Y HE3MiHEHOMY BUTJIAML B cedi. [Ipu nmepego3yBaHHi

I[IOKa3aHa 3arajibHa HiJITpI/IMYBaHLHa Tepar[iﬂ, BKJIIOYAl04HU MOHiTOpI/IHl" KHUTTEBO BaKJIMBUX

IIOKA3HUKIB.

ITo6iuni peakuii.

[To6GiuHi peakiii 3a3HaYe€HO 3a YaCTOTOIO: AyxKe dacTi (=1/10), wacTi (=1/100, <1/10), HewacrTi
(=1/1000, <1/100), pigko (=1/10000, <1/1000), myxe pigko (<1/10000), yacTtoTa HeBimoMa (Ha
OCHOBI IOCTYITHUX JaHUX HEMOKJIMBO BCTAHOBUTH YaCTOTY BUHUKHEHHS).

[Cucmema opaanie Yacmoma |[Io6iyHa peakuis

3 60Ky Kpoei ma aiMpamuyHoi JacTi AHeMis

cucmemu

3 6oky imyHHOI cucmemu Heuacri [inepuyTIuBiCTh, @HTIOHEBPOTUYHUYN HAOPSIK,
KPONIUB THKa

[TopyweHHsA memaboaizmy ma YacrTi 3MEeHIIIEeHHS alleTUTy

Xap4yB8aHHs

[IcuxiuHi po3aadu JacTi 3HUXKEeHHS Nibifo, menpecis

3 60Ky Hepeosoi cucmemu JacTi 3armamMopoYeHHs, COHIIUBICTh

3 boky cepus acTi [TomoBxeHHs iHTepBany QT (ouB. po3pinu
«Oco0IMBOCTi 3aCTOCYBaHHs» Ta «B3aemogmis 3
iHIITMMY JTiIKapChKUMU 3acob6aMu Ta iHIi BUOU
B3aEMOIIN»)

CyOuHHI NnOpyweHHs [lyxe gacTi |[[Ipunnusu

3 60Ky cepe0ocmiHHs, epyOHOI Heuacri [HTepCTHIiaNbHA JTereHeBa XxBopoba’.

KAImKU ma 0uxa/avbHoi cucmemu € MOBiIMOMJIEHHS PO JIETAJIbHI BUIIATKH.

3 6oxy mpasHoi cucmemu acri Bifb y XXUBOTI, 3am0p, OUCIENCis, METEOPU3M,
HyIOTa

"enamobiaiapHi po3aadu HacTi ['eIaTOTOKCUYHICTD, 2KOBTSIHUIIS, ITiABUIIEHHS
AKTMBHOCTI TpaHCcaMiHa3'

Pigko [TeuiHKOBa HENOCTATHICTH . € IOBiMOMIIEHHS

[1PO NeTanbHi BUITaAKH.

3 60Ky wkipu ma niowkKipHoi [lyxe dacTi |Bucun

KAiMmKoB8UHU acTi ATIoneris, ripCyTU3M/BifHOBIEHHS POCTY
BOJIOCCSI, CYXiCTh IIKipH®, CBepBixK

HeuacrTi doTocencubinizallig

3 60Ky HUPOK ma ceyosudinbHOi acTi [ematypis

cucmemu

3 6oky penpodykmusHoi cucmemu  |dyxe 4dacti |liHeKoMacTist Ta 60II0YiCTE MOJIOYHKX 3a7103°

ma MO/I0OYHUX 3a/103 JacrTi EpeKTunbHa UCYHKILS




3aeanvHi nopyweHHA ma cmaH [lyke gacTi |AcTeHiqa
Micys 88e0eHHs JacTi Binb y rpymsix, Habpsik
O6cmedtceHHA Hacri 30inbIIeHHST MacH Tila

'3MiHu 3 00Ky IMeYiHKH PifKO € TSXKKHMH Ta 4aCTO MHHAIOTh a00 C/IabIaoTh Ipu
IIPOAOBXKEHH] JIIKYBaHHSA YU MICJIS UOT'0 IPUIIMHEHHS.

* BinpImicTh MalieHTiB, IKi OTPUMYIOTH OikanyTamin 150 Mr sK MOHOTepaIIio, Big3HaYaoTh
rinekomacTito Ta/a6o 60II09iCTh MOJIOYHUX 3aJ103. Y XOfi JOCTigKeHHsd 5 % MallieHTiB
Kylacu(piKyBaIH IIi CUMIITOMHU SIK TSKKi. ['ilHeKOMacTig MoXKe He 3HUKHYTU CaMOCTIMHO MiCs
BigMiHU Teparil, 0COONMMBO MiCs TPUBAJIOTO TiKyBaHHS.

*3rigHo mpaBWi KOAYBaHHS, [0 BAKOPUCTOBYIOThCS B OCIimkeHHsAX EPC, moGiuHa peakIfis «CyXiCTb
mkipu» 6yna 3akomoBaHa mig COSTART TepMiHoM «Bucum». ToMy oKpeMa 4acToTa il BAHUKHEHHS He
Moxke OyTu Bu3HaueHa s Oikanyraminy 150 Mr, omHak nepenbadyaeThCs TaKa XK 4acCTOTa, 5K
miist 50 Mr J1iKapchbKoro 3acoy.

* BkmioyeHa y Tepetik Io0i9HyuX peakIliil mic/is OTpUMaHHA IOCTMApKeTHHT OBYX JaHHUX.

YacToTra Oyna BU3HaYeHa 3a YaCTOTOIO IIOBiIOM/IEHD ITPO BUIAOKK YPaXKeHHS MTeYiHKY y Halli€HTiB,
1o oTpuMyBanu Oikanytamin 150 Mr y rpymi BigkpuToro jmikyBaHHS y mociimxkeHHsx Early Prostate
Cancer programme (EPC).

° BKIIo4eHa y Iepertik MoGiYHyX peakiifl Micis OTpUMaHHS IOCTMapKeTHHT OBHUX JaHHUX.
YacToTta Oyna BU3Ha4YeHa 3a YaCTOTOIO IIOBifOM/IEHD ITPO BUIIAOKK iHTEPCTHUIiaIbHOI ITHEBMOHII y
Tiepion paHIOMi30BaHOTo NiKyBaHHs OikanyraminoM 150 mr y gocnigxenHsx EPC.

36inbimenHs [TY/MHB: y 3BiTax mpoTSIroM micisipeecTpalifHOTo CIIOCTEPEXKEHHS TOBIIOMIISAIIN IIPO
B3a€EMOIil0 KyMapUHOBUX aHTUKOATY/ISHTIB i3 GikamyTamigoM.

ITogidomaeHHsA npo ni0o3pr8aHi nobiyHi peakuii.

[ToBimoMIIEHHS TIPO Mig03pIoBaHi MoGiuHI peakii micis peecTpatiil TiKapchKoro 3aco0y € BaXKJIHBOIO
npouenyporo. Lle mo3Bosise NPOAOBKYBATH MOHITOPUHT CIIiBBIHOLIEHHS «KOPUCTh/PUSUK» OJIS
BiATIOBigHOTO JTiKapchKOro 3aco0y. Megu4yHUM IIpalliBHUKAM HeOOXiTHO MOBiqOMIISTH PO Oymb-sKi
nimo3pioBaHi moOiuHi peakilil Yepes3 HalliOHaIbHY CHUCTEMY IIOBiIOMIIEHb.

Tepmin npudamHocmi. 5 POKiB.

YmMmoBH 30epiranss.

He notpebye ocobnuBux ymMoB 30epiraHHs. 306epiraTé y HeLOCTYIIHOMY [JI OiTel MiCIii.

YuakoBka. [To 10 TabneTok y 6micTepi; mo 3 GicTepu B KAPTOHHIM KOPOOIIi.



Kareropis Bigmycky. 3a perenTtom.

BupoOHHK.

CintoH Xicmasnis, C. JI.

Micue3HaxoKeHHsI BUPOOHHKA Ta afpeca MicClisi IpOBaXKeHHs HOro Jis/IbHOCTi.

Byn. K/Kacrtenno, n°1, CaunT Boi me JIno6perat, Bapcemona, 08830, Icanis.



