IHCTPYKIIA
AJIS1 MEIUYHOI0 32CTOCYBAHHS JIKAPCHKOI0 3aC00y

BIKAJTYTAMI/I-BICTA
(BICALUTAMIDE-VISTA)

Cknao:

oiroua peuosuna: bicalutamide;

1 Tabnerka, BKpUTA IUTIBKOBOIO OOOJIOHKOIO, MICTUTH OikamyTaminy 150 mr;

OONOMIJICHI pevwosuHU: JTAKTO3W MOHOTIIpAaT, MOBIJOH, KPOCIOBIJAOH, HATPIIO JaypwHiICyibdar,

MAarHiro creapar; 000JOHKa: JJAKTO3M MOHOT1JIpaT, rinmpoMenosa, Tutany giokcua (E 171), makporomn
(TIET 4000).

Jlikapcbka ¢opma. TaGneTky, BKPUTI IJTIBKOBOKO 000JIOHKOIO.
Ocnosni  @izuxo-ximiuni eéracmusocmi: OUTl KPYTIJ JBOOMYKI TaOJETKH, BKPUTI IUIIBKOBOIO
ob6ononkor. Ha omnomy 6orti TabiieTok - rpaBitoBanHs «BCM 150».

dapmakoTepaneBTHYHA rpyna. Autuanaporensi 3acoou. Kon ATX L02B B03.

Dapmakono2iuni enracmueocmi.
Dapmarxoounamixa.
Mexanizm 0ii. bikamyTamig € HECTEpOiTHUM AaHTHAHAPOTCHOM, IO HE Ma€ IHIIOTO BIUIMBY Ha
SHIIOKpUHHY cucteMy. Jlikapcekuid 3aci® 3B’SI3ye€ThCS 3 HEMyTaHTHUMH aHIPOTEHHUMHU
perenTopamMu («IUKOTO THUITY»), HE aKTUBYIOUM €KCIIPECII0 I'eHIB, TAKUM YMHOM IPUTHIYYIOUU
aKTHBHICTD aHAPOTEHIB. Y pe3yJbTaTi TaKOro MPUTHIYEHHS CIIOCTEPIraeThCsl perpecis MmyXJIuH
nepeaMixypoBoi 3anmo3u. [Ipu BigmiHi OikanmyTaMiay B MIEBHOT YaCTHHU IMAIIEHTIB MOKE BUHUKATH
CUHJIPOM BiIMiHH.
Kniniuna egpexmusnicme ma 6esneka. bikamyrtamin, 150 mr, mociimkyBaau Imija 4Yac Teparii
narienTiB i3 nokanizoBanumu (T1-T2, NO uu Nx, M0) a6o micueBo po3nosciomxenumu (T3-T4,
N, MO; T1-T2, N+, M0) nmyxJinHaMu MepeaMiXypoBoi 3aj03u 0e3 MeTacTa3iB y MpOoIEeCi TPbOX
M1a11e00-KOHTPOJILOBAHUX TOJIBIMHUX CIIMUX JOCIIKEHB, Y SIKAX B3sUTM y4acTh 8113 marrieHTis.
VY 1mux gociipKeHHIX OlkamyTamij MpU3Havyalu sIK HEBIAKIAJHY TOPMOHAIBHY Tepamiro ado Sk
JOTIOMIKHUM 3aci0 Hpu paguKaidbHIA MpPOCTATEKTOMIi 4M pajioTepanii (TOJIOBHUM UHHOM,
30BHIIIHA AMCTaHIIfHA MpoMeHeBa Teparis). Ha MoMeHT menianu croctepexeHHs 9,7 poky y
36,6 % Ta 38,17 % ycix mamieHTiB, SKi TpUAMaTM OlKadyTamiJl 4Yd TUTale0o BiIIOBIIHO,
CIOCTEpIrajgoch 00’€KTUBHE MPOrPECyBaHHs 3aXBOPIOBAHHS. 3MEHIIEHHS PU3MKY 00’ €KTHBHOTO
MIPOrpecyBaHHs 3aXBOPIOBAHHS CIIOCTEpIrajgocst y OUIBIIOCTI Mall€HTIB y rpynax, rnpore OyIo
HaWOUIBII TOMITHUM Yy THX, fKi Mald HAaWBUIIUK pPHU3UK MPOTPECYBAHHS 3aXBOPIOBaHHS.
ToMy KITIHIIMCTH MOKYTbh BUPILIUTH, 10 ONTHMAJIbHOIO CTPATETIEI0 JIKYBAHHS JUIsl MAllI€HTIB 13
HU3BKUM PU3UKOM IPOTPECYBaHHS 3aXBOPIOBaHHS, OCOOJIMBO MpPH aJi’ FOBAHTHOMY 3aCTOCYBaHHI
JKApChKOTO 3aco0y MICHsS paauKalbHOI MPOCTATEKTOMIl, MOXKe OyTH TOpMOHaJIbHA Teparis 10
MoYaTKy MporpecyBaHHs 3aXBOproBaHHA. Ha MOMEHT MeniaHM mepiony crocTepexeHHs 9,7 poky
KOJHOI PI3HUII Yy pIBHI 3arajbHOr0 BW)XMBAHHS HE CIOCTEpIranocs, MPUUYOMY CMEPTHICTb
cranoBuna 31,4 % (BimHomeHHs pusukiB (BP)=1,01; 95 % nosipuwmii intepsan (/1) 0,94-1,09).
Opnak mij yac aHami3y pe3yJbTaTiB JOCIITHUIIBKUX MIATPYT JAesSKl TEHASHIIT Oy OYeBUIHIUMU.
JlaHi 1110710 BIDKMBaHHs 0e3 mporpecii 3aXBOPIOBaHHS Ta JaHi MO0 3arajlbHOTO BIKHUBAHHS, IO
I'PYHTYyBaJIMCS Ha aHami31 3a MerooM Karutana-Meiiepa, y maii€eHTiB 13 MiCLIEBO PO3MOBCIOIKEHUM
paKoM IpOCTaTH HaBeeHI y Tabmuisx 1 ta 2.

Taommms 1
CriBBiTHOILIIEHHSI KUIBKOCTI MAII€HTIB 13 MICIEBO PO3MOBCIO/PKEHUM DPAKOM Ta TMAIl€HTIB i3
MIPOrpecyBaHHAM 3aXBOPIOBAHHSA y MIArPyNHax 13 pI3HUMU CXeMaMU JIIKyBaHHS



— — — —
oy it Tpyna [onii (%) | Homii (%) na | Ionii (%) va | Iloaii (%) Ha
. . Ha MOMCHT MOMCHT MOMCHT MOMCHT
aHaI13 JIIKYBaHH . . .
3 poku 5 poKiB 7 pOKiB 10 pokiB
Aunamivne Ble“-‘/TaMm 19,7 % 36,3 % 52,1 % 73,2 %
CIIOCTEPEKEHHS 50 mr
(n=657) [Tnare6o 39,8 % 59,7 % 70,7 % 79,1 %
Pagioreparis | g | 1399% 33,0 % 42,1% 62,7 %
(n=305)
ITnare6o 30,7 % 49,4 % 58,6 % 72,2 %
Pamucanbna | BIKUIyTaMIL | g 5 14,4 % 19.8 % 20.9 %
IIPOCTAaTEKTOMIA 150 mr
(n=1719) Inane6o 11,7 % 19,4 % 23,2 % 30,9 %
Tabmurs 2

3araqbHe BH)KMBAHHS Y TAIIEHTIB 13 MICIIEBO PO3MOBCIOKEHUM PAaKOM Y MIArPYyIax 13 pisHUMH

CXEMaMH JIIKyBaHHS

oy st Coviia [Monii (%) | Momii (%) na | Tloxii (%) va | Iloxii (%) Ha
ZH&JLIIIS JIiK p]Z]aHHSI Ha MOMCHT MOMCHT MOMCHT MOMCHT
y 3 poku 5 pokiB 7 pokiB 10 pokiB
JluHamiuxe bikanyramin 14.2 % 294 % 42,2 % 65,0 %
CIIOCTEPEIKEHHS 150 mr
(n=657) [Tnane6o 17,0 % 36,4 % 53,7 % 67,5 %
Pagiorepanin | iagn | 8.2% 20,9 % 30,0 % 48,5 %
(n=305)
[Tnane6o 12,6 % 231 % 38.1 % 53.3 %
Pajmkanena Ble‘“g TaMin 4,6 % 10,0 % 14,6 % 22 4 %
[POCTATEKTOMisI S0 mr
(n=1719) [Tnane6o 4,2 % 8,7 % 12,6 % 20,2 %

V naui€eHTiB 13 JIOKaNI130BaHUM 3aXBOPIOBAHHSM, SIK1 OTPUMYBAJIU TUIBKH O1KaJIyTamijl, 10CTOBIPHOL
pi3HUIIl Yy BHXHMBaHHI 0€3 NpPOrpecyBaHHs 3axXBOPIOBAaHHS HeMae. TakoX y TMalieHTIB 13
JIOKQJII30BaHUM 3aXBOPIOBAHHAM, K1 OTpUMYBallM OlkaayTaMiJ SK aJ’IOBaHTHY TEpamiio Micis
paniorepamnii (BP=0,98; 95 % MI 0,80-1,20) un paaukansHOi nmpoctarektomii (BP=1,03; 95 %
J10,85-1,25), mOCTOBipHOI BiIMIHHOCTI Yy piBHI 3arajJbHOrO BW)KMBAHHS HE CIIOCTEpIraiocs.
VY mamieHTiB 13 JOKaJIi30BAHUM 3aXBOPIOBAHHAM, JI0 SIKHX B IHIIOMY BMIIAQJKy 3aCTOCYBaJIH O
TaKTUKY JUHAMIYHOTO CIOCTEPEKEHHS, TAKOXK CHOCTEPIraeThCsl TEHJEHIIS 1O 3MEHILIEHHS PIBHS
BI)KMBAHHS TIOPIBHSHO 3 TMallieHTaMH, siki mpuiiManu twiane6bo (BP=1,15; 95 % /I 1,00-1,32).
3 ornsaay Ha 1€ CHIBBIJHOIIEHHS PHU3MKY/KOPUCTI 3acTOCYyBaHHS OlkalyTaMmily MalieHTaMm 13
JIOKaJII30BaHUM 3aXBOPIOBAaHHSM HE BBAXKAETHCS JOLIIBHUM.

B iHmift nporpami edekTHBHICTh OlkamyTaMigy [uisl JIIKyBaHHS NAI[lEHTIB 13 MICLEBO
PO3MOBCIOPKEHUM PAKOM MPOCTaTH 0e3 MeTacTa3yBaHHs, SKMM OyJla MOKa3aHa HeraiiHa KacTpaiis,
OyJa IPOJIEMOHCTPOBaHA y 2 MOCIIDKEHHSX, Y SKUX B3sUIH ydacTh 480 monepeaHpo He JIIKOBAaHUX
MAIieHTiB 13 pakoM ImpocTtatu Oe3 wmeractasyBaHHs (MO). Ha momeHT Mexmianu mnepiony
crioctepekeHHs 6,3 poKy piBEHb CMEPTHOCTI CTAaHOBUB 56 % 1 TOCTOBIPHO HE BIAPI3HABCA Y IpyIax
3acTocyBaHHs Oikamytamimgy Ta kacrtpamii (BP=1,05; IAI 0,81-1,36), ogHak piBHOIIHHICTH 000X
METO/IIB JIIKYBaHHS HE MOXHA OI[IHUTH CTaTUCTHUYHO.

VY mpomeci 2 AOCHIKEHb, Y SAKUX B3siaM y4yacTh 805 momepeaHbo He JIIKOBAaHMX HAIli€HTIB i3
MertactazyBaHHsM (M1) mpu piBHI cmepTHOCTI 43 %, Oikamytaming OyB OI[IHEHUH SK MEHII
edeKTUBHMN, HDK KacTparlis, moao 4dacy BwxkuBaHHs (BP=1,30; I 1,04-1,65), npu upomy
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YyHuceNbHa PI3HUIIS Y Yaci 0 cMepTi cTaHoBUIA 42 1H1 (6 THXKHIB) MPU Me/IiaHl BIDKMBAHHS 2 POKHU.
bikanmytamiza € panemaroMm i3 aHTHAHJIPOT€HHOIO aKTHUBHICTIO, MPEICTABICHUH Maibke BUKIIOYHO
R-enanTiomepom.

Hitu. XXogaux AoCTiKeHb 3a y4acTio aiTed He mpoBoawmn (auB. po3aiin «IIportumnokazanusy i
«3acTocyBaHHs y TIEPi0]] BariTHOCTI 200 TOyBaHHS TPYJIIO»).

Dapmaxokinemuxa.

AOGcopOiisg. bikamyramin go0pe BCMOKTYEThCS TICHs MepopalibHOro mpuiiomy. Hemae mokasi
KIIIHIYHO 3HAYUMOT0 e(DeKTy BXKUBAHHS 1K1 Ha 010/IOCTYITHICTH JIIKAPCHKOTO 3ac00y.

Posmonin. bikamyramin Mae BHUCOKHMM CTymiHb 3B’si3yBaHHS 3 Ouikamu (parmematr - 96 %
(R)-enantiomep - >99 %) Ta iIHTEHCHBHO MeTa00JIi3y€eThCs (LIUIIXOM OKCHIAIIIT Ta TIIFOKYpOHi3allii),
HOro MeTaboJIiTH OJHAKOBOIO MIpOIO BUIILISIOTHCS 13 CEUYEIO Ta YKOBUIO.

biorpancdopmaitis. (S)-eHaHTioMep Jy’Ke MIBUAKO BUBOIUTHCS MOPIBHAHO 13 (R)-eHaHTiOMEpoM;
Nepio/1 HaiBBUBEICHHS OCTAHHBOTO 3 IJIa3MH KPOBi CTAHOBUTH MPHUOIM3HO | THIKICHB.

[Ipu moneHHomy 3actocyBaHHi Oikamyraminy (R)-enanTiomep uepe3 ioro TpuBaimuii mepiof
HaITiBBUBEICHHS KyMYJIIOEThCS Y TI1a3Mi KpoBi B 10-KpaTHii KOHIICHTpAIIii.

[Tnaro xonunentpamii (R)-enanTiomepa Ha piBHI HpUOIU3HO 22 MKI/MJI CHOCTEpITaeThCs MPH
3acTOCyBaHHI JeHHOI o3 150 mr OikamyTtamimy. Y craOuibHIA (a3l Ha 4YacTKy MEpPEBa)KHO
aktuBHOTO (R)-eHantiomepa mnpumamae 99 % Big 3aranpbHOi KITBKOCTI  [UPKYJIIOKOYUAX
€HaHTIOMEDIB.

Eniminaris  (BuBepeHHs). Y TMpomeci KIIHIYHOTO JOCHIIKCHHS CepelHs KOHLEHTpAIis
(R)-6ikanyTaminy B criepMi 40JIOBIKiB, sIKi HOTO OTpUMYBaJH y 1031 150 mr, cranoBmIa 4,9 MKI/MII.
KinpkicTs OikamyTamMify, sika MOTEHIIITHO MOTPAILIsi€ B OPraHi3M XKiHKU-TIAPTHEPA ITi]T 4ac CTAaTEBUX
3HOCHH, € HU3bKOIO Ta MOX€E CTaHOBUTH MpHrOar3HO 0,3 MKr/mit. Lleii piBeHb € HIXKYMM 3a TOM, 110
y JIabOpaTOPHUX TBAPHH MPU3BOINTH JI0 3MIHH IIOTOMCTBA.

Oco0OnuBi rpynu namieHTiB. @apmakokineTuka (R)-enanTiomepa He 3a1€KUTh BiJl BiKy, HASBHOCTI
YpaXeHHsI HUPOK a00 JIETKOT'0 YU MOMIPHOTO ypa)kKeHHS MeYiHKH. [CHYIOTh JJ0Ka3H, IO y MaIli€HTIB
13 TSOKKUMU ypakeHHsIMH 1euiHku (R)-eHaHTioMep MOBUIbHIIIE €TIMIHYETHCS 13 TUIa3MH KPOBI.

KuiniyHi XxapakTepucTHKH.

Ilokazannus.

bikanyramia-Bicra 150 Mr nokaszanwuii 1uis MoHOTepartii abo sIK aJi’ I0OBaHTHA Teparisl y MOeIHaHH] 3
paIuKaIbHOIO TPOCTATEKTOMIEID YW TMPOMEHEBOIO  TEpali€r0  TMali€eHTaM 13  MICIEBO
PO3MOBCIO/PKEHUM PaKOM IepeIMIXypoBOi 3al0o3u MPH BHCOKOMY PHU3UKY MpOrpecyBaHHS
3axBoproBaHHS (UB. po3/ia «DapMakoIOTiuHI BIACTUBOCTI).

bikanyramia-Bicta 150 wMr Takox TmOKa3aHWi [UIsi JIIKyBaHHS TMAIIEHTIB 13 MiCLIEBO
PO3MOBCIOPKEHUM HEMETAaCTaTUYHUM pakoM MEepeaMIXypoBOi 3aJ03M, JUIS SKHX XIpypriuHa
KacTpallisl 4d 1HIII MEINYHI BTPYYaHHS € HENPUIUHATHUMH YU HE MOXKYTh OyTH 3aCTOCOBaHI.

Ilpomunokasanuna.

bikanyramin-Bicta nporunokasanuii A 3aCTOCYBaHHS KIHKaM Ta JITSAM.

bikanyramin-Bicra He ciii mOpuU3HAYaTH Tali€HTaM, Yy SKHX ~CIOCTepiraivcs peakuii
rinepyyTIUBOCTI JO0 A1F040i PEYOBHHM UM 0 OYyJb-SKOi 3 JONOMI)KHUX PEUYOBHUH, 110 BXOJATH /10
CKJIay JIKapChKOTO 3aco0y.

[IpoTunokazane OJHOYACHE 3acCTOCYBaHHs OikanyTamiay 3 Tep(eHaAUHOM, acTEMI30JIOM YU
U3AIPUIIOM.

B3aemooia 3 inwumu nikapcoKumu 3acodamu ma iHuwii 6UOU 63acMO0ill.

Hocmimxenns in vitro mokazanu, mo R-0ikamytamin € iariditopom CYP 3A4 Ta BusiBisie MEHITUH
iHri6iTopHMH epekt Ha akTHBHICTE CYP 2C9, 2C19 Ta 2D6. Xo0ua KiiHIuHI JOCTIKEHHS, Y TpoLieci
SIKUX 3aCTOCOBYBAJIM aHTHUIIPUH SIK Mapkep akTUBHOCTI uToxpomy Paso (CYP), He cBiguath mpo
NOTEHIIIHY B3aeMOi0 13 OikamyTamiZioM, cepeqHs KOHLEHTpallis Migazonamy (TUioma mif
(hapMaKOKIHETUYHOIO KpHUBOIO) 30umbmunack 10 80 % micis OMHOYACHOTO WOTO 3aCTOCYBaHHS
IpOTAroM 28 AHIB 13 GiKaTyTaMiIOM.



Jlnst mikapchKuXx 3aco0iB 13 BY3bKHM TEPANEBTUYHUM J1alla30HOM TaKe ITIBUIICHHS MOKE MaTH
BEJIMKe 3Ha4eHHs. ToMy OJIHOYaCHE 3aCTOCYBaHHS 13 Tep(eHaAMHOM, ACTEMI30JIOM Ta IIU3ANPUIOM
MpOoTHIOKa3aHo. Takoxk OGikaryTaMif ClIiJl 3 0OEPEKHICTIO 3aCTOCOBYBATH 13 TAKMMH CIIOJTyKaMH,
K IUKIOCTIOPHHU Ta OJIOKaTOPH KajbllieBUX KaHaiB. MoOke BHHUKHYTH HEOOXIJIHICTh Yy
3MEHIICHHI JIO3H IIUX JIIKAPChKUX 3aC001B, 0COOJIMBO SKIIO € 03HAKHU MTOCUJICHHS BILTUBY IpeIapary
Yl BUHHUKAIOTh MOOIYHI edekTH Yy pesyibrari #oro 3acrocyBanHs. Ilpu 3actocyBanHi
UKJIOCTIOPHHY PEKOMEHIYIOTh MPOBOJIUTH PETEIbHE CIIOCTEPEKECHHS 32 HOTr0 KOHICHTPAIIEI0 Y
IIa3Mi KpOBI Ta 3a KIIIHIYHUM CTAHOM MAIli€HTa MICs MOYaTKy YU NPUIHHEHHS JIKyBaHHSI
OlKaryTamizoMm.

3 obepexHicTio ciin npusHayatu bikamyramia-Bicra mpu 3acTocyBaHHI JiKapchKHX 3ac00iB, AKi
MOJYTb IPUTHIYYBATH OKHCHEHHSI TIpenapaTy (TakuX sIK MUMETH]IMH, KETOKOHA30:1). TeopeTHaHO
[I€ MOK€ NMPHU3BECTH A0 IiJBUIICHHS KOHIEHTpamii OikamyTamigy B IUia3Mi KpoOBi, IIO0 MOXe
3YMOBHTH IOCUJICHHS MTOOIYHUX e(EKTiB JIKapChKOro 3aco0y.

JlocnmipKeHHs in vitro TIOKa3aiu, 1o OiKaayTaMia MO)Ke BUTICHATH KyMapHHOBUI aHTUKOATyJISTHT
Bap(hapuH 3 AUISHOK HOro 3B’si3yBaHHA 13 Ounkamu. IloBigomiisiocss mpo mocuiaeHHs edeKTiB
BappapuHy Ta IHIIMX KyMapHHOBUX AaHTUKOAryJSHTIB MpH IX OJHOYACHOMY MpHUiioMi 3
Oikamytamigom. ToMy y pa3i mpu3HadeHHs OiKalyTaMigy TalliEHTaM, SKi BXE OTPUMYIOTh
KyMapuHOBI  aHTHKOAryJIsiHTH, PEKOMEHIYIOTh  TPOBOJUTH  PETEIbHUH  MOHITOPHHT
NPOTPOMOIHOBOTO 4Yacy, TaKOX IOTPIOHO PO3IJITHYTH THUTAHHS TPO KOPUTYBAHHS JI03U
AHTHUKOATyJISHTIB.

VY 3B’513Ky 3 TUM, III0 aHTHAHPOTEHHA TepaIlis MOXKe PU3BOJIUTHU 10 No0BKeHHs iHTepBany QT,
CITiJl 3 00EPEKHICTIO MPU3HAYATH OiKaTyTaMil OJHOYACHO 3 JIIKAPCHKUMH 3ac00aMH, sIKi 37aTHi
nonoBxkuTH iHTepBan QT a0 CHPUYMHUTH PO3BUTOK ILTYHOYKOBOI TaxiKapAil TUMy HipyeT
(torsade de pointes), Takumu SIK aHTHAPUTMIYHI nperniapatu kiacy A (XiHiguH, qu3omipamin) adbo
knacy Il (amiogapon, coranon, foderumia, i0yTHIIiT), METaI0H, MOKCU(DIOKCALIUH, HEUPOIECNTHKI
(muB. po3ain «OcoOIMBOCTI 3aCTOCYBAHHS).

Hitu. JocnigxeHHs B3aeMO/ii MPOBEACHI TIJIBKU 32 yYaCTIO JOPOCIHX.

Ocoonueocmi 3acmocyganns.

JlikyBaHHS CIIiJ] TOYMHATH 117 6€310cepeIHIM HATJISA0M JTKapsl.

bikanytamia akTUBHO MeTa0omi3yeThcs B neviHmi. Jleski AaHi JarOTh MiJICTaBy BBaXKaTH, L0 Y
MAIIEHTIB 3 THYKKUMU YPAXKEHHSAMHU NI€UIHKH BUBEJIEHHS JIIKAPChKOT0 3ac00y YyHIOBUIBHIOETHCS, a 1€
MOXK€ TpPHU3BECTH 10 KyMmysauii Oikamyramigy. Tomy OikamyTamia ciif 3 0OEpeKHICTIO
3aCTOCOBYBATH MAalllEHTaM 13 MOMIPHUMHU YH TSXKKUMHU ypaKEHHSIMU MEYIHKH.

Uepe3 MOXKIUBICTb 3MiH (DyHKIIT MEUiHKU CIiJ MEpPiOAMYHO MPOBOJUTH KOHTPOJIb MEUIHKOBUX
1po6. BiTbLIICT 3MIH CIIOCTEPITalOThCSI MPOTATOM MEPUINX 6 MICSIIB 3aCTOCYBaHHS OlKalyTaminy.
3piaka TpU 3acTocyBaHHI OiKadyTamily CIOCTEpIraloTh TSKKI 3MIHM 3 OOKy TEYiHKH,
MOBIAOMJISIIOTh HaBITh MPO JIETaldbHI BUMAJKU. SIKIIO CIOCTEPIraroThCs TSHKKI 3MIHH, JIKYBaHHS
OiKaTyTaMiZOM CIiJl TPUITUHUTH.

3a HasgBHOCTI 00’ €KTUBHUX O3HAK NPOTPECYBaHHS 3aXBOPIOBAHHS Ta MPH MiJIBULLIEHOMY piBHI PSA
(mpocTaTUYHOTO CHENU(IYHOTO AHTUTEHY) CIil PO3IJSHYTH MOXJIMBICTh NMPUIIMHEHHS Teparii
01Ky TamMizIoM.

ITokazaHo, mo OikaJyTaMifi NPUTHIYY€E aKTUBHICTH LUTOXpoMy Paiso (CYP 3A4), tomy cumifg
MIPOSBIIATH 0OEPEXKHICTh Yy Pa3l OJIHOYACHOTO HOro MpU3HAYEHHS 13 JIKAPChKUMHU 3aco0amH, 110
MeTaboi3ytoThes nepeaxkuo CYP 3A4.

VY piakicHUX BUMaAKax MOBIIOMIISIIOCS PO peakiii poToceHcuOTizanii y NamieHTiB, K1 IpuiMani
Oikamytamig 150 mr. IlamieHTam ciii peKOMEHAYBaTH YHUKATH MPSMOTO BIUTUBY HaJIMipHOTO
COHSIYHOTO CBITJIa a00 yJIbTPadioeTOBOrO CBITJIa Ta KOPUCTYBATUCS COHIE3aXHUCHUMH 3ac00aMu
nig yac npuidomy Oikamytaminy 150 mr. Skino peakiist GoTOUyTIMBOCTI € OUIBII CTIMKOIO Ta/abo
TSDKKOFO, CJIIJT PO3MOYATH BiJIMOBITHE CHUMIITOMAaTUYHE JTIKYBaHHS.

[TamieHTH 3 PIOKICHUMHM CHAJKOBUMH (OpPMaMU HENEePEeHOCHMMOCTI TallakTO3H, BPOHKEHOIO
JIAKTa3HOI0 HEJOCTATHICTIO ab0 CHHIPOMOM MaibaOCOPOIli TIOKO3U-TATAKTO3W HE TOBUHHI
npuiiMaTH 1ed JiKapcbkuil 3aci®. Y pasi BCTAHOBJIEHHS HENEPEHOCHMOCTI JESKUX IyKpiB
He0OX1HO IPOKOHCYJIbTYBATHUCS 3 JIIKapeM, Mepil HiK NMpUitMaTH LieH JiKapchbKHii 3acio.
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Teparmisi anTHAHAPOTEHAMH MOXE TPHU3BOAUTH 10 MojoBxkeHHs iHTepBany QT. V marieHTiB i3
¢dakTopamu pu3MKy abo 3 HasIBHICTIO OJOBKEHHS iHTepBaity QT B aHaMHe31, @ TAKOXK Y MAaLlI€HTIB,
SIK1 OJTHOYACHO MIPUMMAIOTh JIIKApPChKI 3aCO0H, III0 MOXKYTh MOJ0BXKYyBaTH iHTepBai QT (1uB. po3ain
«B3aemonig 3 IHIIMMH JIIKAPCHKUMH 3acO0aMH Ta 1HINI BUAMA B3AEMOJIiN»), JKap MOBUHEH IO
MOYaTKy JIKyBaHHS OiKaqyTamilOM OIIIHWTH CITiBBIIHOIICHHS PH3UK/KOPHUCTh, BPAXOBYIOYH
NOTEHIIHUN pU3UK BUHUKHEHHS IIUTYHOYKOBOI TaXiKapAii TUIy mipyeT. AHTHAHIPOT€HHA Teparis
MOK€ BUKJIMKATH 3MiHU Y Mop(osiorii cnepmaTo30iaiB. Xo4a BIUIMB OiKayTaMixy Ha MOp(OJIOTiro
CIIepMaTo30i/1iB HE OIHIOBAJIN 1 MPO TaKi 3MiHHU Yy MAI€HTIB, SKi OTPUMYBAJIN OiKamyTamil, He
MOBIIOMJISUTH, TIalliEHTaM Ta/a0o0 X mapTHepaMm Mmija 4ac JIiKyBaHHA 1 mpotsroM 130 mHiB micis
Tepamii OiKamyTaMiZoM Ciii BUKOPUCTOBYBAaTH €(EKTUBHI METOIM KOHTPALISTIIII].

[ToBimomismocss Tpo TOCWICHHS €(EeKTiB KyMapHHOBHX AaHTHKOATYJSHTIB y TAII€HTIB, SKI
OJTHOYACHO IpUAMaK OiKaIyTaMiJ], 10 MOXe MPU3BECTH A0 301IbIIECHHS MPOTPOMOIHOBOTO Yacy
(ITY) ta mixkHapoaHOTO HOpMaTi3oBaHoro BigHomeHHs (MHB). Jleski Bunaaku Oyiu moB’si3aHi 3
PU3UKOM BUHHUKHEHHS KpoBOTedi. PexomeHayeThcsi perenbHO KoHTposoBatu piBHi [TY/MHB,
TaKO0X MOTPIOHO PO3IIIAHYTH MUTAHHS MPO KOPUTYBAHHS J03H aHTUKOATYJISIHTIB.

Jlonomidcni pewogunu:

Jlikapchkuit 3aci0 micTuTh MeHIIe 1 Mmoib (23 Mr)/mo3y HaTpiro, TOOTO MPAKTUYHO BiUIBHUHN Bij
HaTpIIO.

3acmocyeanns y nepioo eazimmocmi abo 200y8aHHsL 2pyO0K0.

BariTHICTb.

bikanyramin-Bicra mpoTumoka3zaHuii JUisi 3aCTOCYBaHHS JKiHKaM. 3acTOCyBaHHS OiKamyTamimy
MPOTHUIIOKA3aHe )KIHKaM Yy TIepioj] BariTHOCTI.

loxyBaHHS rpyaio.

bikanyramia-Bicta npotunokazanuil y nepio roayBaHHs TPy IIIO.

DepTUITBHICTD.

O60poTHE MOTIPIIEHHS YOJI0BIUO1 (PePTUIBLHOCTI CIIOCTEPIraiocsl Yy JOCTIHPKEHHSIX Ha TBapUHAX.
VY MIOQWHM CITiJ IPUITYCKATH TIepios cyOdepTiibHOCTI 200 Oe3rumiias.

30amuicms enausamu Ha WEUOKICMb peakyii npu Kepy8awmHi a8mMompaHcnopmom abo iHwuUMu
Mexarnizmamu.

bikanyramin-BicTa He BIuIMBa€ Ha 3aTHICTh KEpyBaTH aBTOMOOIJIEM UM IPALIOBATH 31 CKJIaJHUMU
MexaHi3Mamu. OJTHaK CJIiJl MaTH Ha yBas3i, 1110 YaCTO MOK€ BUHUKATH COHJIUBICTH Ta 3alIaMOPOUYCHHS
(muB. po3ain «Ilob6iuni peakuii»). IlamienTu, sxi npuiimMaroTh Ll JIKapChbKUW 3acid, MOBUHHI
JTOTPUMYBATUCA 00EPEKHOCTI.

Cnoci6 3acmocysannsa ma 0o3u.

/{opocni Tali€eHTH YOJIOBIYOi CTaTi, BKJIIOYAIOUM MAIlIEHTIB JIITHBOTO BIKY: MEPOPAIBbHO MO OJHIN
tabnerui 150 mr oauH pa3 Ha 100y. bikanyramin-Bicta 150 mr ciin npuiiMaT TpuBaio, NpUHAKMHI
710 2 pOKiB 4M JI0 MOSIBU O3HAK IPOrpeCyBaHHs 3aXBOPIOBAHHS.

Ocobnusi epynu.

Huproea neoocmammuicmy: nauieHTaM 3 HUPKOBOIO HEJOCTATHICTIO KOPEKIIIsl 103U HE MOTpiOHA.
Ileuyinkosa neoocmamuicmys: TAIIEHTaM 13 JIETKOIO TIEUiHKOBOIO HEJOCTATHICTIO KOPEKIIisl 103U HE
noTpiOHA. Y MaIli€HTIB 13 MOMIPHOIO Y TSHXKKOIO IEYIHKOBOIO HEAOCTATHICTIO MOYKE CIIOCTEPIraTUCS
Mi/IBUIIEHE HAKOITMYEHHS JIIKAPCHKOTO 3ac00y (IHB. po3aia «OcoOIMBOCTI 3aCTOCYBaHHS).

Jimu.
bikanyramin-Bicra nporunokasanuii A5 3aCTOCYBaHHS JITAM.

Ilepedosysanns.

Hemae nanux moio nepeao3yBaHHA y JTHOJICH.

Jlikysanna. CneuniyHOro aHTHAOTY HE ICHY€; JIKyBaHHS cumnTomartuyHe. Jliamiz moxe OyTu
Hee(eKTUBHHUM, OCKIJIbKU O1KaTyTaMiJ 3HAYHOIO MIpOIO 3B’SI3YEThCS 3 OLIKAMU Ta HE BUSBIISETHCS
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y He3MiHEHOMY BUTJISLI B cevi. [Ipu mepeno3yBaHHI MOKa3aHa 3arajibHa MiATPUMYBaJIbHA Tepaltis,
BKJIFOUAIOYU MOHITOPUHT KUTTEBO BAYKITMBUX MOKA3HUKIB.

I06iuni peakuii.

[To6iuH1 peakiiii 3a3Ha4YE€HO 3a YacTOTOrO: mayke 4acti (>1/10), gacrti (>1/100, <1/10), Heuacri
(>1/1000, <1/100), piaki (>1/10000, <1/1000), ayxe piaki (<1/10000), yacroTa HeBigoMa (Ha
OCHOBI JTIOCTYITHUX JJAHUX HEMOJKJIMBO BCTAHOBUTH YaCTOTY BUHUKHEHHS).

Cucrema opratis Yacrorta [To6iuna peakiist

3 6oky xposi ma nimgpamuunoi Yacri AHeMis

cucmemu

3 6oky imyHHOI cucmemu Heuwacti | ['imep4yTiauBicTh, aHTIOHEBPOTHUYHUN HaAOPSIK,
KpOIUB’SIHKA

Hopywennus  memabonizmy  ma Yacri 3MEHILICHHS alleTUTY

XapuyeauHs

Tcuxiuni poznaou Yacri 3HMKEHHS 1101110, Aenpecis

3 6oky nepsosoi cucmemu Yacri 3amaMopoYeHHS, COHIIUBICTh

3 6oky cepys Yacri [TonoBxenns intepBany QT (auB. posainu
«B3aemois 3 IHITUMU JTIKAPCHKUMU 3aC00aMH
Ta 1HII BUOM B3aeMonii» Ta «OcoOiIuBOCTI
3aCTOCYBaHHS»)

Cyounni nopywienus Hyxe yvacrti | [Ipunnusu

3 6oxy cepedocminns, epyomoi | Hewacti | InTepcTuiianbHa TereHeBa XBopoOa®.

KAIMKU ma Ouxaivioi cucmemu € MOBIIOMJICHHS TIPO JICTAJIbHI BUTIAIKU.

3 6oky mpasnoi cucmemu YacrTi bine y skHBOTI, 3am0p, JUCIICIICIS, METCOPH3M,
HyJI0Ta

T'enamob6iniapui poznaou YacTi ['enaToTOKCHYHICTD, KOBTSHUIIS, ITiIBUIIICHHS
aKTUBHOCTi TpaHcaMiHa3!

Pinxi [MewyinKOBa HEIOCTATHICTE . € TOBIMOMIICHHS

PO JIeTadbH1 BUMAKH.

3 6oky wxipu ma niowxkipnoi | Jlyxxe yacti | Bucunanns

KJLIMKOBUHU ; - - -

Yacri ATnormenis, TipCyTU3M/BITHOBIEHHS  POCTY
BOJIOCCS, CYXiCTh TIKipu®, cBepbix
Heuacti | ®oTocencubimizaiis

3 060Ky HUpox ma ceyosudinlbHOI Yacri I'ematypis

cucmemu

3 6oky penpodykmusnoi cucmemu | Jlyxe dacti | ['iHeKOMAcTist Ta 60OTI0UICTh MOTOYHHX 3271037

ma MONO1HUX 3471103 Yacri EpexTuinbHa 1ucdyHKITis

3azanvni nopywenns ma cman | Jlyxxe 9acTi | AcTeHis

MiCYs 66€0enHs Yacri Bine y rpyasx, HaOpsk

Obcmedicenns Yacri 301IbIICHHS MaCH Tisa

1 3minm 3 GOKy TIEUIHKH PiKO € TSHKKMMH Ta 9aCTO MUHAKOTH a00 C1abLIaloTh IPH IPOIOBKEHHI JIKYBaHHS
YH TICIIs HOTO MPHUITMHEHHSI.

2 BUIBIIICTh MAIEHTIB, SKi OTPUMYIOTH OikamyTamin 150 Mr sSK MOHOTEpAiro, BiMi4alOTh MHEKOMACTII0
Ta/a060 OOMIOYICTh MOJNIOYHMX 3aJ103. Y XOJi JOCHIHKEHHs 5 Y% maiieHTiB KiIacu(iKyBaid 1i CUMIITOMH SIK
TsoKKi. ['iHEeKoMacTisi MOXKe He 3HUKHYTH CaMOCTIMHO Micis BiAMIHM Tepamii, 0cOOJIMBO Micisl TPUBAJIOTO
JIKyBaHHSI.




3 3rimHo mpaBWa KOMyBaHHSA, IO BHKOPUCTOBYIOTHCS B mociimkeHHSX EPC, moGidHa peakiis «CyXiCTh
mkipm» 0yna 3akomoBana i COSTART tepminom «Bucumy. ToMy okpema 9acToTa ii BAHUKHEHHS HE MOYKE
OyTu Bu3HaueHa Juis Oikamytamimy 150 mr, omgHak mepembadaeTbesi Taka X 4acToTa, sK ansd 50 mr
JIKapChKOTO 3ac00y.

* BKIroveHa y Tepertik MoOiYHMX peakiliii Mmicisi OTPUMAHHS IOCTMAPKETHHIOBHX AaHuX. Yactora Oyna
BH3HAYEHA 32 YacCTOTOIO MOBIJIOMJICHb MPO BHUMAJKU YPaXXCHHs MEUIHKK Yy TMAII€HTIB, SIKI OTPUMYBAaJH
Oikamytamin 150 mr y rpymi Bimkpurtoro JikyBanHs y gocuijkeHHsx Early Prostate Cancer programme
(EPC).

° BriroueHa y Tepetik MoOiYHMX peakiliii micis OTPUMaHHS TMOCTMAPKETHHIOBUX JaHux. Yactora Oyia
BH3HAUCHA 3a YAacTOTOK TOBIJIOMIICHh TIPO BUMAJIKH IHTEPCTUI[IAIBHOT THEBMOHII y Tepiof
paHIOMi30BaHOTO JiKyBaHHA Oikamytamigzom 150 mr y mocmimkenusx EPC.

30inpmenns [TY/MHB: y 3BiTax mpoTArom micispeecTpaliiiHOro CrocTepeKeHHs OB1IOMIISLIOCS
PO B3a€EMOJII10 KYMapUHOBUX aHTUKOATYJISHTIB 13 OlKaJIyTaMigoM.

Tosioomnenns npo nidosprosani noOiuni peaxyii.

[ToBimoMIeHHS PO MMiIO3pIOBaHI IMOOIYHI peakiii Micis peecTpalii JIKapCchKOro 3acoly €
BOXJIMBOIO  mporenyporo. ILle 103Bojsie MPOJOBXKYBATH  MOHITOPUHT  CITIBBITHOIICHHS
«KOPHCTB/PU3HUK» Ui BiAIOBITHOTO JIKApCHKOTO 3ac00y. MeauuHuM mpairiBHHKaM HEOOXiIHO
MOBIAOMIISATH TMpo OyAb-sKi Mil03pIOBaHI TOOIYHI peakiii uepe3 HalllOHAIbHY CHCTEMY
ITOB1JOMIIEHD.

Tepmin npuoammnocmi. 5 poKis.

YMmoBu 30epiranus.
30epiraTu B OpUTiHANBHIN yIakoBIi pu Temrepatypi He Buie 25 °C. 36epiratu B HEJOCTYTHOMY
JUTSL OITEN MICII.

YnakoBka.
ITo 10 Tabnerok y Gmictepi; mo 3 OiicTepu B KapTOHHIN KOPOOIIi.

Kareropis Binnmycky.
3a perienTom.

Bupoonuk.
CinroHn Xicnanis, C. JI.

Micue3HaxoaKeHHs BHPOOHHKA Ta ajpeca Micusi POBA/IKEHHs HOro NislJIbHOCTI.
By, K/Kacremno, n°1, Canr Boi xe JIno6perar, bapcenona, 08830, Icnamis.



