THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

BIKAJIYTAMII-TEBA

(BICALUTAMIDE-TEVA)

Cknad:
ditoua pevosuHa: GikanyTamin;
1 TabneTKa, BKpHUTa IJIiBKOBOI 000JI0HKO0, MiCTUTH OikanyTaMiny 50 Mr;

0ONOMIdCHI peyoBuUHU: LIEJTI0JI03a MiKPOKPUCTAaliuyHa, MOBiAOH, HaTPil0 KPOCKapMelo3a, HaTpiio
naypuicyiabdart, 1akTo3u MOHOTIApaT, KPEMHII0 MiOKCUA KONoigHuM 6e3BOIHUIM, MarHilo cTeapar,
rimpomernosa, MoJigeKcTpo3a, TuTany miokcup (E 171), monmieTuneHr mikomb.

JIikapcbka ¢opma. TabmeTKy, BKPUTI ITiIBKOBOIO 000I0HKOIO.

OcHosHi (pi3uko-xiMiuHi 81acmusocmi: 6inoro abo Maiixke 0i70r0 KOIbOPY, KPYTJIi, HBOOIYKITI,
BKPUTI IJTIBKOBOIO 000JIOHKOI0 TableTKu 3 TUCHEHHSIM «93» 3 ogHOTro 60Ky Ta «220» 3 iHmoro; 6e3
TPILIKH Ta CKOJIIB.

dapMmakoTepaneBTHYHA rpyna. AuTHaHaporeHHi 3acobu. Kog ATX L02B B03.

dapmakonoziuHi e1acmueocmi.
®apmakoduHamika.

BikanyTtamiz € HeCTepOITHUM aHTHAHAPOTEeHHUM 3aCc060M, T030aBIeHUM iHIIOI eHOOKPHUHHOI
aKTHMBHOCTI. BcTymae y 3B’s130K 3 aHAPOTeHHUMHU pellenTopaMu 0e3 akKTUBallil TeHHOI eKCITpecii,
0710KyI04M B TaKWii CIIOCI0 aHOPOTeHHY CTUMYIALI0. l]e MpU3BOOUTE N0 Perpecii MyXIuH IpocTaTh. Y
YaCTUHY XBOPUX IIPUNMHEHHS Teparii OikanyTamifoM MoXke CIIPOBOKYBAaTU CUHAPOM BiMiHHU.

€ paneMidHO0 CIOJIyKOI; aHTHAHIPOTeHHY aKTHUBHICTh IIPOSABIIsA€E BUHATKOBO (R)-eHaHTiOMeD.
dapmaxoKiHemuxka.

Ab6cop6irist

Bikamytamin mo6pe aGcopOyeThCs IpK epopanbHOMY IPHoMi. [Ka He IposaBse Gymb-IKOro
icToTHOTO KyTiHiYHOTO eekTy Ha 6i0OJOCTYIHICTE.



[TopiBasAHO 3 (R)-eHaHTiOMepOM (S)-eHaHTiOMeD MIBUOKO BUBOOUTLCS 3 OpPraHi3My, mmepion
HaITiBBUBEIEHHS IEPIIOr0 CTAHOBUTHL IPUOITHU3HO 1 THKOEHD.

Posnopin

[Tpu moneHHOMY 3acTOCyBaHHI OikanyTaMminy KoHIleHTpalisa (R)-eHaHTioMepa y I1a3Mi KpoBi 3pocTae
y 10 pasiB y pe3ynbTaTi TPUBaNOro Mepiofy HamiBBUBEAEeHHS.

[Tpu momeHHOMY 3acToCyBaHHi OikanyTaminy y mosi 50 mr miaTo KoHIeHTpanii (R)-eHaHTioMepa
CTaHOBUTH MPuONMMU3HO 9 MKr/Mi. [lepeBaxkHO akTuBHUM (R)-eHaHTioMep cTaHOBUTHL 99 % Bif
3araibHOl KiIbKOCTI IIUPKY/TIOI0YNX €HaHTIOMEPIB ¥ CTaflil HaCU4YeHHS.

BioTpaHcdopmaltiisi Ta BUBEOEeHHS

Ha dapmakoxkineTuky (R)-eHaHTioMepa He BIIJIUBAE Hi BiK, Hi mopyieHHS QyHKIII HUPOK ab0 nediHKu
JIETKOTO i CepeqHbOTO0 CTyIeHiB. [Ipu TAKKOMY NOpyIIeHH] (yHKI1 nedinku (R)-eHaHTioMep
BUBOOUTHCS 13 IIJTa3MU KPOBI MOBi/IbHILIE.

BikanyTtamim Ma€e BUCOKUM CTYIIiHb 3B’si3yBaHHS 3 Oinkamu (pauemoBauuii: 96 %, (R)-emanTiomep:
>99 %) Ta iHTeHCUBHO MeTab01i3yeThCs (IUISTXOM OKMCHEHHS i ITIOKYPOHYBaHHS); MeTabomiTu
BHUBOISTHLCS HUPKAMHM Ta 3 XKOBYIO MPKUOIM3HO B OMHAKOBUX CITiBBiTHONIEHHSX.

[Tig vyac KmiHiYHOTO mOCTimXKeHHs cepenHs KoHueHTpalis (R)-6ikanyramigy y crepMi 40IoBiKiB, sKi
orpumMmyBanu Oikanmytamin 150 mr, ctaHoBuna 4,9 Mkr/mi. KinbkicTs 6ikanyraminy, sika MOTEHLIHNHO
IIOTpAIlIsI€ B OPra’i3M XIHKU-IapTHEePa IIifl Yac CTaTEBOr'0 akKTy, HU3bKa 1 MOXKe CTaHOBUTHU
npu6nu3no 0,3 MKTr/MJI, 10 HUXKYe, HiXK piBeHb, IKUW y TabopaTOPHUX TBApPUH MPU3BOJUTD O BIJIUBY
Ha IIOTOMCTBO.

KrinigHi xapaKTepHCTHKH.
Iloka3anus.

JIikyBaHHST PO3MOBCIOMIZKEHOT0 PaKy IepeaMixypoBoi 3a103u y KoMOiHaIlil 3 aHATOTOM PUJTi3UHT -
daxTopa moTeiHizyiouoro ropmony (POJII') abo xipyprivHuM KacTpyBaHHSIM.

IIpomunoka3aHHs.
- linepuyTnuBicTek mo 6ikanyramigy abo mo iHIIKMX KOMIIOHEHTIB IIpemnapary;

- OMHOYACHe JTiKyBaHHS TeppeHauHOM, acTeMi30oM abo mu3ampuaoM (OuB. Po3min «B3aemomis 3
iHIITIMM JTiIKapChKUMHM 3aC00aM¥ Ta iHIIN BUOY B3aEMOIii»);

- IPOTUIIOKAa3aHO 3aCTOCOBYBATH XKiHKaM Ta [AiTAM (OUB. po3Oin «3acTOCyBaHHS Y MePiofl BariTHOCTI
abo romyBaHHS TPYOOI0»).

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

HeMmae nokasiB papmakomrHaMiuHOol a60 hapMaKOKiHEeTUYHOI B3aEMOIii Mixk OikanyTamimoM Ta



aHanoramu POJIT.

HocmimKeHHs in vitro noka3any, 1o R-6ikamyTtamin € inriditopom CYP 3A4 i mposiBrisie MeHIINM
inribitopauit epekT Ha akTUBHiCTE CYP 2C9, 2C19 Ta 2D6.

Xoya KIIiHIYHI fOCTIAXEHHS, Y X0l AKUX 3aCTOCOBYBa/I aHTUIIIPYH AK MapKep aKTUBHOCTI
mutoxpomy P450 (CYP), He cBimuaTh PO MOTEHIIINHY B3aEMOIi0 i3 GiKanyTaMigoM, cepenHs
KOHIIEHTpallis Miga3onamy (Ioia nifx hapMakKoOKiHETUUHOIO KpuBOi0) 30inbiunack o 80 % micns
OJHOYACHOI'0 MOT0 MPUKUOMY MPOTAToM 28 [HiB i3 OikamyTamimom. [ mpemnapaTiB 3 By3bKUM
TepalleBTUYHUM [1iala30HOM TaKe IiIBUINEHHS MOXKe MaTH BaXK/IMBe 3HaUYeHHS. BigmoBigHo,
OJIHOYaCHe 3aCTOCYBaHHA i3 TepeHafuHOM, aCTEMI30JI0M Ta [U3aNPUAOM € IPOTUIIOKAa3aHUM

(ouB. po3gin «IIpoTunokasaHHsa»). Crig OyTu 06epekHUMY, TPU3HAYAl0YU OMHOYACHO I[UKIOCIIOPUH
Ta 6JI0KATOPH KaJbI[iEBUX KaHAIiB. MoXke BUHUKHYTH HEOOXiTHICTh ¥ 3MEHIIIeHHi 103U ITUX
IIperapariB, 0COOIMBO SKIIO € 03HAKY IIOCUJIEHHS BILIUBY IpernapaTy abo BUHUKAIOTh MOGiuHi
eeKTH y pe3ynabTaTi 10T0 3aCTOCyBaHHS.

[Ipu 3acTOCyBaHHI UKJIOCIIOPUHY PEKOMEHAYIOThH IIPOBOAUTU PETEIbHE CIIOCTEPEXKEHHS 3a UOr0
KOHIIEHTPAIIIE€I0 Y MJIa3Mi Ta 3a KJIiHIYHUM CTAaHOM TallieHTa IIic/Is Mo4YaTKy a00 MpUIUHEHHS
JiKyBaHHSA OiKamyTaMigoM.

Crnig Takoxk OyTy 00epeXHUMHU IIPU CYIYTHbOMY 3aCTOCYBaHHI PeYOBHH, SIKi MOXKYTh iHTiOyBaTH
OKHCHEHHS GiKanmyTamigy, TOOTO TiKapChKuX 3aco0iB, SKi MiCTATh KETOKOHa30J1 abo ruMeTunuH. Le
MOXKe CIPUYMHUTH MigBUINIEeHHS PiBHS OiKanyTaMify y mia3Mi KpOoBi, 1[0 MOKe 3yMOBUTHU ITOCUIEHHS
n00iYHMX peaklliif mpemapary.

HocnigXeHHS in vitro moka3any, o 6ikaayTaMif 37aTeH BUTICHATH aHTUKOATY/ISTHT KyMapHHOBOTO
psigy BapdapuH i3 OinsgHOK #oro 3B's13yBaHHS 3 6inmkamu. ToMy He0OXiqHO PeTebHO KOHTPOIIOBATH
IPOTPOMOiHOBUIY Yac Ipu pu3HavyeHHi OikanyTaMiny nmaiieHTaM, SKUM IIPOBOAUTLCS JIIKYBaHHS
KyMapUHOBUMU aHTUKOATyJITHTaMU.

Crnip 3 06epeXHiCTI0O 3aCTOCOBYBATH JIiKapChKi 3aco0u, sSIKi MOXKYTb IonoBxKyBaTu inTepBan QT abo
CIIPOBOKYBATH PO3BUTOK ABOHAIPABIIEHOI BePETEHOIOMI0HOI IITYHOYKOBOI TaXiKapdil TUILY «IIipyeT»
(torsades de pointes) 3 orngay Ha Te, 110 aHTHAHOPOTeHHA Tepallis Moxe ofoBxKysaTu iHTepsan QT.
Ilo Takux JTikapChKHX 3ac00iB HajlekaTh: aHTHAPUTMIuHI 3acobu IA Knacy (Hampukiian XiHifuH,
mu3ormipamin) Ta III kmacy (HampuKiag aMiofmapoH, coTanon, nodeTurin, i0yTumin), MeTamoH,
MOKCHU(IIOKCAINH, aHTUIICUXOTUKY (TUB. po3misl «OCOBIMBOCTI 3aCTOCYBaHHS»).

Oco06.1ueocmi 3acmocye8aHHs1.
[TouaToK JTiKyBaHHS CIIif 3AifiCHIOBATH IIifi Oe3MmocepeiHiM HaATIsg0M cIelliaicTa.

Bikanyramin-TeBa akTUBHO MeTa00Ii3yETLCA Y MEUiHI. Y NaAlLi€HTIB i3 TIXKKUM MOPYUIEHHAM QYHKITiI
NeYiHKYM MOXKJIMBE yIIOBiIbHEHHS BUBEIeHHS IIperapaTy, 110 MOoXKe IIPU3BECTU 0O TOCUJIEHO]
KyMynsunii 6ikamyramigy. Tomy ciif 3 06epexkHICTI0 TPOBOAUTH JliKyBaHHS Bikanyraminom-Tesa
NAIi€HTIB i3 MOPYIIEHHSIMY [Ie4iHKOBOI QPYHKIIil CEPEOHBOrO i TAKKOI0 CTYIIEHS.

Yepe3 MOKIUBICTh 3MiHK QYHKIIII MEYiHKY CIIif TepioguyHO KOHTPOJIIOBATH IE€YiHKOBI ITPoOH.
OuikyeTbcs, 110 OiNbIIICTh 3MiH MOXK/IMBA MPOTSATOM IePIINX 6 Mics1iB 3aCTOCYyBaHHS OiKamyTaMimy.

[Tpu 3acTocyBaHHi OiKanyTaMify OBigOMIISIM IIPO PigKiCHI BUNAAKU PO3BUTKY TSAXKKHUX IOPYIIEHb 3
00Ky MeYiHKM Ta MEeYiHKOBOI HeIOCTATHOCTI, SKi iHOMi 3aKiHYyBanucs neTanbHO (IUB. PO3MIin



«ITo6iuHi peakii»). [Ipu BUHUKHEHHI TSIXKWX IIOPYIIEHDb TeYiHKY TP 3aCTOCyBaHHi bikanyraminy-
TeBa iKyBaHHA IIpeniapaToM CJIif IPUIUHUTH.

[ng nauieHTiB, sIKi MaloTh 006’ €KTUBHE IIPOTPeCyBaHHS 3aXBOPIOBAHHS Pa30M 3 IMiABUIIEHUM pPiBHEM
[1CA, cnip po3rnsiHyTH MOXKJIUBICTL IPUNMHEHHS Teparii 6ikanyTamifom.

Bikanyrawmip € inribitopom nutoxpomy P450 (CYP 3A4), Tomy crig OyTu 00epeKHUMU i 9ac
3aCTOCYBaHHS I[LOTO IIPelapaTy pa3oM 3 JIiKapCbKUMHU 3aco0amu, siki meTabomiszyiotecss CYP 3A4
(muB. po3minu «ITpoTunoKa3aHHI» i «B3aeMopmis 3 iHIMMMY JTiKapChbKUMK 3aC00aMM Ta iHIINI BUOK
B3aEMOMIN»).

Croocrepiranocs 3HUKEHHS TOJIEPAHTHOCTI OO0 TJII0OKO3H y MallieHTiB Y0JI0BiYO1 CTaTi, AKi
3acTocoByBanu aroHictTu POJIT, 1110 mMposIBNISIIIOCS PO3BUTKOM LIYKPOBOTO fiiabeTy abo BTPATOI0
TIiKeMigYHOTO KOHTPOJIIO B 0Ci0 3 yke BusiBneHUM AiabeToM. ToMy CIIifl yBakHO CIIOCTEpiraTu 3a
piBHEM TJII0OKO3U KPOBI Malli€HTiB, IKi OTpUMYIOTh OiKanmyTaMip y KoMmOiHaii 3 aroricramu POJIT.

AHTHaAH[IPOTeHHA Teparis MoXke MofoBxKyBaTHu iHTepBan QT.

Y natieHTiB, SKi MaloTh aKTOpU PU3UKY ab0 Maju BUIMaKHU MposioHTralii inTepBany QT B aHaMHe3i
Ta y TMali€HTiB, IKi OQHOYACHO 3aCTOCOBYIOTH JIiKapChKi 3aC00H, 10 MOXKYTh IIOAOBXKYBaTH iHTepBal
QT (muB. po3min «B3aemogmis 3 iHIMUMHU JTiKapCbKUMM 3aco0aMu Ta iHIIN BUOYM B3aEMO[ii») mepen
II0YaTKOM JIiKyBaHHS JIiKap ITOBUHEH OL[IHUTHU CIIiBBIAHOIIIEHHS KOPUCThL/PU3UK, 3BaXKalul TaKOX Ha
MOXKJIUBICTh BUHUKHEHHS [BOHAIIPaBIeHOI BepeTEeHOMOmi0OHOI IITYHOYKOBOI TaXiKapmil TUILY «IIipyeT»
(torsades de pointes).

AHTHaAHJPOTeHHA Teparis MoXe CIPUYUHUTH 3MiHK y MOPQOJIOril cliepMaTo30ifiB. Xo4ya BIIJIUB
6ikanyramigy Ha Mopdosorito criepMaTo30iiB He OIiHIOBaJIH, i PO TaKi 3MiHM y TAalli€HTiB, SKi
oTpuMyBanu OikanayTaMif, He IIOBIIOMIISNHM, MTallieHTaM Ta/a0o IxX mapTHepaM IIif Yac JIiKyBaHHS i
npotsrom 130 gHiB micns Teparmii 6ikaayTamifoM Ciifi BAKOPUCTOBYBaTH e(DeKTUBHI METOAN
KOHTpAaIemIiil.

e nikapchbkuit 3acib MicTuTh 35 Mr JTaKTO3u MOHOTigpaTy. [TalieHTaM 3 PigKiCHOIO CITagKOBOIO
HeIepeHOCHMICTIO TalakTo3u, fedinuToM naktasu Jlamnma, ManbaOcopOIieto TII0KO3U-TaTlaKTO31 He
CJIifT 3aCTOCOBYBATH JAaHWM JTiKapChKUii 3acib.

3acToCyBaHHSA y MepPiof BariTHOCTiI a00 rofmyBaHHS IPYIIIO.
BariTHicTb

BikanmyTamifm npoTunoka3aHuy Ajis 3aCTOCYBaHHS XKiHKaM, IPOTUIIOKA3aHO MPUMMAaTHU UOT0 y Iepion
BariTHOCTI.

l'ogyBaHHd TPYANI0

BikanmyTamifm npoTunoka3aHuy y nepiof TOOyBaHHS TPYALIO.

®epTUNLHICTD

OO60opoTHE MOTipIIeHHs Y0I0Bi40il (epTUIBHOCTI CITOCTEpiranocs y HOCTiAKeHHIX Ha TBapuHax. Y
JIIONVHMY CJIifl TpUITyCcKaTH mepion cyOdbepTunbHocTi abo 6e3mmimms.



3maTHICTh BIIMBATH Ha IIBUAKICTH peakllil Ipyu KepyBaHHI aBTOTPAHCIOPTOM abo iHIMMU
MeXaHi3MaMu.

[TopyuieHHSs 30aTHOCTI MAIiEHTIB 0 KepyBaHHS aBTOTPAHCIOPTOM ab0 yIpaBIliHHS MeXaHi3MaMH{ Ha
TJIi 3aCTOCYBaHHS OiKanyTaminy € MamoiMoBipHuM. OgHAK CJIif MaTH Ha yBaa3i, 10 4aCTO MOXe
BUHUKATHU COHJIUBICTH, My2Ke 4acCTo - 3allaMopoyeHHs (guB. po3nin «ITobiuni peakuii»). [TamienTu, ski
IPUUMAaIOTh IIeH Iperapar, MaloTh OyTH 00epeKHUMU.

Cnoci6 3acmocyeaHHss ma do3u.

IopocmuM 40sI0BiKaM, y TOMY YUCJI TiTHROTO BiKy: o 1 Tabnetui 1 pa3 Ha o0y, B OOUMH i TOM caMui
yac (BpaHIi abo BBeuepi).

JIikyBaHHST pO3MOYMHATH BIIPOMOBK 1 TUXKHS 10 3aCTOCyBaHHS aHajoriB POJII" aGo omHOYACHO 3
XipypriuauM KacTpyBaHHSIM.

ITopyweHHs ¢pyHKYiT HUpoK. KopekIrisi qo3u He moTpibHa.

INopywenHsa ¢pyHKUil nevinku. [Ipu mopyLIeHHSIX MEYiHKOBOI (DYHKIIIl IETKOT'0 CTYIEHS TSIXKKOCTI
KOPEKIIis 03U He nmoTpibHa. MoxXuBa nmocuiieHa KyMmysiis 6iKanyTaMminy npu MopyeHHSIX
Ne4iHKOBOI PYHKIII cepegHbOoro i TSAXKKOro CTyneHs (auB. po3min «OcoONMMBOCTi 3aCTOCYBAHHS»).

Himu.

[IpenapaT npoTUNIOKa3aHUM OiTAM (OUB. po3nin «IIpoTUnoKa3aHHS»).

Ilepedo3yeanHsi.

[aHux mIpo nepeno3yBaHHs y MIOAWHYU HeMae. CreludiyHOro aHTUAOTY HEMAE, JTIKyBaHHS —
cumnroMaTtuyHe. [liani3 Moxe OyTu HeeeKTUBHUM, OCKiTbKY GiKamyTaMin 3HAYHOIO Mipoio
3B’A3y€ThCS 3 OiIKaMu Ta He BUSIBISIETHCS Y HE3MiHEHOMY BUTJISAMI B cedi. [Ioka3aHa migTpuMyooda
Teparisi, BKIII0Yalo4yd KOHTPOJIb 3a KUTTEBO BaXKIUBUMU (PYHKINIIMU OPraHi3My.

ITo6iuni peakuii.

3a yacToTo moOiuHi peakiril po3moinieHi TaKuM YuHOM: myxKe yacto (= 1/10); gvacto (= 1/100,
< 1/10); mewacto (= 1/1000, < 1/100); pigko (= 1/10000, < 1/1000); my=xke pigko (< 1/10000);
YaCcTOTa HeBigoMa (HeMOXKJIMBO OI[IHMTH 3 HAasIBHUX JaHUX).

3 6oky kpoei i simppamuyHoi cucmemu. [Iyxke 4acTO: aHeMis.
3 6oky imyHHOI cucmemu. HedacTo: TinepuyTiIuBiCTh, @aHTIOHEBPOTUYHUYN HAOPSK, KPOIIUB' THKA.

3 6oky ncuxiku. YacTo: 3HUKEHHS 1i6igo, gempecis.



3 6oky Hepeoeoi cucmemu. [lyxke 9aCTO: 3allaMOPOYeHHsI. YacTo: COHIUBICTB.

3 boky cepus. Yacrto: iHpapKT Miokapaa® (ITOBimOMIISIIIN IIPO JIeTajIbHI BUIIAAKHU), CeplieBa
HemocTaTHiCTh . YacToTa HeBigoMa: momoBxKeHHs inTepBany QT (muB. po3minu «OcobauBOCTi
3aCTOCYBaHHS» i «B3aemMofisa 3 iHIIMMHU JTiIKapCbKAMM 3aco0aMM Ta iHII BUOW B3aEMOMIiM»).

3 6oky cyOuH. [ly:Ke 4acTO: MPUILIUBHU.

3 boky OuxaavHoi cucmemu. HedacTo: inTepcTuilianbHa XxBopo6a jiereHsb’ (IIOBiMOMIISIIIN PO JIeTajIbHi
BUIAOKH).

3 60Ky mpasHoi cucmemu. [Iyxe 4acTo: 6isib ¥ KMBOTi, 3amop, HymoTa. YacTo: OJUCIIencis,
METEOPU3M.

3 6oky 2enamobiniapHoi cucmemu. YaCTo: remaTOTOKCUYHICTD, 2KOBTSIHUIIS, MiABUIIECHHS PiBHS
TpchaMiHasb. Pinko: me4iHKOBa HEMOCTATHICTE (MTOBIJOMIISITIH IIPO JIETAIbHi BUMAAKHM) .

3 6oky wkipu i nidwkipHoi mKaHuHu. YacTo: aJomnellis, ripCyTU3M/BiqHOBIIEHHS POCTY BOJIOCCS,
CyxXicTh WIKipH, cBepOixk, Bucunanusg. HedacTo: peakilil (¢OoTOYyTIHUBOCTI.

3 60Ky HUpoK i ceuosudinbHoi cucmemu. [IyxKe 4acTo: TeMaTypisi.

3 60Ky penpodykmueHoi cucmemu i MOA0YHUX 3dn103. [IyXKe 4acTo: TiHeKoMacTisi, 60JI04iCTh
MoogHuX 3am03’. YacTo: epeKTusIbHa AUCHYHKILiSA.

3 6oky memaboaizmy ma xap4ye8aHHA. HacTo: 3HUKEHHS alleTUTy.
O6cmedicerHA. YacTo: 30inblIeHHS MacH Tifa.

3azanvHi po3nadu. [lyxe gacTo: acteHis. YacTo: HAOPSK, 6inb y rpygHidk KITiTIi.

4 BrmoueHa y eperiik no0iYHUX peakIliil micis OTPUMaHHS MicIsSpeecTpaliiHuX JaHuX. JacToTa
Oyna BU3HaYeHa 3a MOBiIOMIEHHSIMU [P0 BUIIAIKU iHTEPCTUIlia/bHOI ITHEBMOHII y MallieHTiB, AKi
otpuMyBanu OikanyTawmin y gosi 150 mr y nepion panpomizoBanux EPC-mocnigxens (Early Prostate
Cancer programme).

b 3MiHu 3 60Ky MeUiHKU pigKo O6yBalOTh TSXKKUMU Ta YaCTO MUHAIOTH ab0 c1abInaTh Mpu
IIPOMIOBXKEHHI JIIKyBaHHS YU MIiCJIA MOTO IPUNMHEHHS.

€ Brmouena y mepertik no0iYHuX peakiliii micisi OTPUMAaHHS Mic/IIpeecTpaliiuuxX ganux. YacrorTa i€l
peaxiiii BcTaHOBJIEHa Ha OCHOBi 4aCTOT BUIAAKIB II€UiHKOBOI HEIOCTATHOCTI y MAalli€HTiB, SKi
oTpuMyBanu Oikanytamin y mo3i 150 Mr y xomi BigkpuToro pocninxenus EPC.

‘MoxXe 3MEHIIUTHCS IPH CYIyTHil KacTpaii.

*CriocTepiranocs mig 9ac hapMako-emiieMionoriYHoro OCTiIXKeHHsT 3aCTOCYBaHHST arOHIiCTiB
puIi3uHT-(haKTOpa JII0TEIHi3yI090ro TOPMOHY Ta aHTUAHAPOTEHIB [AJIS JIIKyBaHHS pPaKy
nepenMixypoBol 3a103u. Pu3uk 36inbiryBaBcs, gkio OikanyTtamin 50 Mr 3acTocoByBaiIu y KoMOiHalil
3 aroHicTaMu pUsi3uHT-(paKTOpa JMIOTEIHI3yI0Y0ro TOPMOHY, ITpoTe 30i/bIIeHHS PU3UKY He OyIo
BifI3HaueHO IIpu 3acTocyBaHHi 6ikamytamigy 150 Mr Ik MOHOTepaIil A7 TiKyBaHHS PaKy
IepenMixXypoBol 3a103H1.



[ToBigoMIIeHHS PO Mim03pioBaHi mo6iuHi peakirii

BaxkuBo moBimoOMIATH PO Migo3pioBaHi mo0iyHi peaxiiii micasa peecTpatii mikapcbkoro 3acoby. Lle
[la€ 3MOTY IPOOBXKYBaTHA MOHITOPUHT 0ajlaHCy KOPUCTI/PU3UKY JTiKapCchKoro 3aco0y. daxiBliB y
rajy3i 0XOpOHU 3[I0POB’Sl IPOCSTh NOBINOMIIATH PO OYOb-SKi Mimo3pioBaHi mobiyHi peakiiii.

Tepmin npudamHocmi. 3 POKH.

YmMmoBH 30epirannsi. 30epiratu B OpuriHajabHil yIaKOBIi B HEHOCTYITHOMY [JIS OiT€ MiCIIi.

YnakoBka.

[To 7 TabneToK y 6ricTepi, mo 4 GiicTepu B KOPOOIIi.

[To 10 TabneTtok y 6ricTepi, mo 3 GiicTepu B KOPOOIIi.

Kareropis Bigmycky. 3a peLenTom.

Bupo6nuk. TeBa ®apmartieBTikan IHmacTpis JITH.

Micue3HaxoaKeHHs1 BHPOOHHKA Ta ajjpeca Miclsi MIPOBaIKeHHsI HOT0 Tis/IbHOCTI.
Byn. Eni Xypsin 18, Iux. 3ona, Kpap-Caba, I3pains.



