IHCTPYKIIA

IJIs1 MEIUYHOT 0 3aCTOCYBaHHS JIIKapChKOT'0 3aC00y

BICTAMI[

(VISTAMID)

Cknao:
ditoua pevosuHa: bicalutamide;
1 TabneTka, BKpUTa IUTIBKOBOIO 000710HKOI0, MicTUTE 50 Mr OikanyTaminy;

0onoMidCHI pe4oBUHU: TaKTO3a, MOHOTIAPAT; MTOBiIOH; KPOCIOBIAOH; HATPil0 TaypUCyIb(aT; MarHiio
creapart;

000JI0HKA: JTAKTO03a, MOHOTIApaT; rimpoMeno3a; TuTany miokcup (E 171); makporon (ITET" 4000).

JIikapcbka ¢opma. TabneTku, BKPUTI IJTiIBKOBOIO 000JI0HKOIO.

OcHogHi ¢izuko-ximiyHi 81acmueocmi: Oini KpyTii ABOOMYKJI TabIeTKU, BKPUTI ITiBKOBOIO
000JI0HKOI0; 3 0fHOT0 00Ky TabeToK rpaBitoBaHHs «BCM 50».

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

Papmakono2iuHi e1acmueocmi.
dapmakoOuHamika.

BixanyTramif € HeCTEpOIIHUM aHTHAHAPOTEHOM, 110 HE Ma€ iHIIOTO BINIUBY Ha €HIOKPUHHY CUCTEMY.
Jlikapcekui 3aci0 3B’I3YETHCS 3 aHAPOTEeHHUMH pPellelITOpaMy, He aKTUBYIOYH €KCIIPECiio TeHiB,
TaKUM YMHOM IIPUTHIYYIOYU aHOPOTEHH] CTUMYIN. Y pe3yJibTaTi IPUTHIYEHHS CIIOCTEPIraeThCs
perpecis NyxJIuHU IepefMixypoBoi 3amo3u. [1pu BiiMiHi OikanyTamify y meBHOI YaCTUHU MallieHTiB
MOXe BUHUKHYTU CUHIPOM BiMIiHU.

BikanmyTamif € paleMi4yHO0 CyMIIIII0 3 aHTUAHAPOTE€HHOK aKTUBHICTIO, IIpeCTaBIeHUN Malike
BUHATKOBO (R)-eHaHTiOMEepOM.

dapmakoKiHemuka.



AGcopOiris.

Bikanmytamin no6pe BCMOKTYETHCS IiCTs TepopanbHoro mpuiiomy. HeMmae mokasiB KIiHIUHO
3HAuyIoro eQpekTy npuitoMy ixi Ha 6i0H0CTYIHICTD JTiKaPCHKOT0 3aC00y.

Posmomin.

(S)-enanTiOMep AyXkKe IIBUAKO BUBOAUTHCS MOPIBHSAHO i3 (R)-eHaHTiOMepoM; Mepion HalliBBUBEAEHHS
OCTAHHBOTO 3 IIJITa3MK KPOBi CTAHOBUTD NMPUOIN3HO 1 TUXKIEHE.

[Tpu mopenHOMy 3acTocyBaHHi 6ikanyraminy (R)-eHaHTioMep yepe3 #oro TpuBamuy nepion
HalliBBUBEIEHHS KyMYJIIOETLCA Y II7Ta3Mi KpoBi B 10-KpaTHiM KOHI[EHTPAIll.

[TnaTo koHueHTpauil (R)-eHaHTioMepa Ha piBHI puONIU3HO 9 MKT/MJI CIIOCTEPIra€THCS IPU
3acTocyBaHHi neHHol no3u 50 Mr Gikanyraminy. V ctabinbHiil ha3i Ha 4aCTKy nepeBakHO aKTUBHOTO
(R)-enanTiomepa npunaga€e 99 % 3aranbHOI KiTbKOCTI HAPKYTIOI0YHX eHaHTiOMePiB.
dapmakokineTrka (R)-eHaHTiOMepa He 3aI€KUTh Bifl BiKy, HasIBHOCTi ypaXKeHHSI HUPOK abo JIerKoro
YU TIOMIPHOT0 ypaXKeHHS eYiHKU. ICHYI0Th JOoKa3y, 10 Y MaLi€HTIB i3 TAXKKUMU ypaKeHHIMU
neyvinku (R)-eHaHTiOMep MOBiIBHIIIE €TIMIHYETHCS 3 IIJIa3MU KPOBI.

BikanyTramim Ma€e BUCOKUM CTYIIiHb 3B’si3yBaHHS 3 O6inkamu KpoBi (pamemar - 96 % (R)-eHaHTioMep -
>99 %) Ta iHTEHCUBHO MeTaboTi3yeThCs (IIITXOM OKCHAllii Ta TJIIOKYpOHi3allil), ioro MetabomiTu
OHAKOBOI MipOI0 BUAIIAIOTHCSA 3 CEUEI0 Ta KOBYIO.

EnimMizarisa (BuBeOeHH).

Y xopmi KNMiHIYHOTO OOCiIXKEeHHS cepenHs KoHLeHTpallisa (R)-0ikamyTaminy y ciepMi 4omoBiKiB, ki
oTpumyBanu Oikamytamin y mo3i 150 mr, ctarnoBuina 4,9 Mxr/mn. Kinekicts Oikanyraminy, sika
IIOTEHITIMHO MOTPAIIISE B OPTaHi3M XKIiHKHY ITifl YaC CTaTEBUX 3HOCHH, € HU3bKOIO Ta MOXKE CTAaHOBUTHU
npubnusno 0,3 Mkr/mi. Leit piBeHb € HUKYKUM 3a TOH, 1110 Y 1a00paTOPHUX TBAPUH IIPU3BOAUTH [0
3MiHH IIOTOMCTBA.

Oco06nuBi TPYIY NAlliEHTIB.

dapmakokineTuka (R)-eHaHTiOMepa He 3a/IeKUTh Bifl BiKy, ypaKeHHs HUPOK a0o JIETKOTO Ta
IIOMIPHOTO CTYIIEHS TSXKKOCTi ypaxKeHHd IediHKu. [CHYI0Th oKa3y, 10 V Nalli€HTIB i3 TAKKUMU
ypaXeHHAMU NediHKkY (R)-eHaHTiOMep MOBiNbHIIIE BUBOAUTHCS 3 IIJIa3MU KPOBI.

KniniuyHi xapaKTepHCTHKH.
Iloka3aHnHs.

JIikyBaHHST PO3MOBCIO[IZKEHOT0 PaKy MpocTaT y KoMOiHallil 3 Teparieio aHajoraMu pusli3uHr-
daxTopa moTeiHizyiogoro ropmony (P®JII') abo xipypriuHoio KacTpalli€io.

IIpomunoka3aHHA.

BikanmyTaMmifg NpoTUNOKa3aHUM AJ1s1 32CTOCYBAHHS XiHKAM Ta OiTAM.



BikanmyTamin He CyIif mpu3HAYaTH MallieHTaM, V SKHX CIIOCTEePiraaucs peakiiii rinepuyTanBoCTi Io
Mi090i PeYOBUHH UM 0 OYIb-IKUX JOIOMIiKHUX PEUYOBHH, 110 BXOASTH M0 CKIaAy TiKapChKOT0
3aco0y.

[TpoTunokasaHe OMHOYACHE 3aCTOCYBaHHS OikanmyTaminy i3 TepdheHaguHOM, aCTeMi30JI0M UM
IIU3aIIPUOOM.

B3aemodisa 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

He icHye moka3iB (hapmakogrHaMigHOI ab0 hapMaKOKiHEeTUUHOI B3aeMOil 6ikanmyTaMigy Ta aHa/IOTiB
puIi3uHT-(haKTopa JI0TEIHi3yI090r0 TOPMOHY .

HocnimxeHHS in vitro mokasanu, 1o R-Oikamytawmin € inriditopom CYP 3A4 Ta nposBisie MeHIINN
inribitopauit edekT Ha akTUBHiCTE CYP 2C9, 2C19 Ta 2D6.

Xoya KIIiHIYHI JOCTIAXEHH, Y X041 AKUX 3aCTOCOBYBa/IM aHTUIIIPUH AK MapKep aKTUBHOCTI
mutoxpomy P450 (CYP), He cBimuaTh PO MOTEHIIINHY B3aEMOIi0 i3 GiKanyTaMigoM, cepenHs
KOHIIEHTpallis Miga3oamy (Iomla nifn hapMakKoKiHEeTUUHOIO KprBOi0) 36inbuunack o 80 % micns
OIHOYACHOT'0 MOT0 3aCTOCYBaHHS MPOTATOM 28 [HiB i3 Oikamytamimom. [Ij1s miKapchKuUx 3aco06iB 3
BYy3bKHM TepalleBTUYHUM [ialla30HOM TaKe IiIBUIIEHHS MOXe MaTU BeJluke 3Ha4eHHS.

ToMy ogHOYacHe 3aCTOCyBaHHS i3 TepheHagUuHOM, aCTEMi30JI0M Ta LIU3ANPULOM € IPOTUIIOKA3aHUM.
Takox OikanyTamif ciig 3 00epeKHICTI0 3aCTOCOBYBATH 3 TAKMMHU CIIOJTyKaMy SIK LUKJIOCIIOPUHYU Ta
6;10KaTOpU KasbI[iEBUX KaHasliB. Moxke BUHUKHYTH HEOOXiMHICTh ¥ 3MEHIIIEHH] 103U LUX JTiKapChbKUX
3ac006iB, 0COOIMBO SKIIO € O3HAKX ITOCUJIEHHS BIIJIUBY IIpenapaTy abo BUHUKAIOTh 06iuHi ehekTH y
pe3ynbTaTi Uoro 3acTocyBaHHsA. [Ipy 3aCTOCYBaHHI IIUKIIOCIIOPUHY PEKOMEHYIOTh IIPOBOAUTH
peTesnbHE CIIOCTEPeKeHHS 3a M0ro KOHIIEHTPALli€lo y IIJIa3Mi KPOBi Ta 3a KJIiHIYHUM CTaHOM IIalli€HTa
nicis mo4aTKy abo NpUNUHEHHS JIiKyBaHHS OiKanyTaMigoM.

3 o6epekHiCTIO CTif mpu3HadyaTy OikanmyTaMif Mpu 3acTOCYBaHHI TiKapChKUX 3aC00iB, IKi MOXKYTh
IIPUTHIYYBaTU OKUCJIEHHS IIpenapary (TaKux sSK UMETUOUH, KeTOKOHa30J1). TeoOpeTUyHo e MOXKe
IIPU3BECTH [0 MiABUINEHHS KOHI[eHTpallil OikaayTaMify y ma3Mi KpoBi, 1[0 MOXKe 3yMOBUTH
mocuIeHHs mo6iYHUX edeKTiB JTiKapChKOro 3aco6y.

HocnipxeHHS in vitro mokasanu, 1o OikaayTaMif MOXKe BUTICHATHA KyMapUHOBUM aHTUKOATYJISHT
BapdapuH i3 [iNAHOK #oro 3B's13yBaHHA 3 OinikaMu KpoBi. ToMy y pasi mpu3HayeHHs GikamyTamigy
malfieHTaM, sKi BKe OTPUMYIOTh KyMaprUHOBI aHTUKOAryJIsTHTH, PEKOMEHAYIOTh IPOBOAUTU PETEIbHUN
MOHITOPHHT IPOTPOMOiIHOBOTO Yacy.

HocmimkeHHS in vitro mokasanw, 10 6ikaayTaMin MOxKe BUTICHSITA KyMapHUHOBUM aHTUKOATYJISIHT
BapdapuH i3 #ingHOK #oro 3B’sg3yBaHHS 3 6iTkaMu KpoBi. [ToBigoMIsiau npo mocuaeHHs epeKTiB
Bap(apuHy Ta iHIMKUX KyMapHHOBUX aHTUKOATYISHTIB IIPH 1X ODHOYACHOMY IIpHiioMi 3
bikanyramigom. ToMy miff Yac 3acTocyBaHHS GiKalyTaMify y MaIli€HTiB, SKi OGHOYACHO OTPUMYIOTh
KyMapHHOBI aHTUKOATyJISHTH, PeKOMEHIYIOTh IPOBOOUTY peTeibHUM MoHiTOpuHT [TY/MHB, i
NOTPiOHO PO3TJITHYTH NUTAHHS PO KOPUTYBaHHS 03U aHTUKOATYJISHTIB.

Y 3B’13Ky 3 TUM, 1[0 aHTHAHAPOTEHHA Tepallisi MoXe IIPU3BOAUTH OO0 MOA0BXKeHHS iHTepBamy QT,
crif 3 o0epexHiCTIO Mpu3HayaTH OiKaTyTaMil omHOYACHO 3 JIKapChKUMM 3aco0aMu, sIKi 3maTHi
CTIPUYUHSTH MOO0BXKeHHS iHTepBany QT abo pO3BUTOK IIIYHOYKOBOI TaXiKapil TUMY «IIipyeT»
(Torsade de pointes), To6To TakKuMU SIK aHTHAPUTMIiYHI ITpemnapaTu Kiaacy IA (Hampukmiam, XiHigwH,
nu3ormipamin) abo knacy III (mampukian, amiogapoH, coTanoi, modeTumin, ibyTumin), MeTaioH,



MOKCHU(DIIOKCAIINH, HEUPONENTHKHY i T.O. (OuB. po3ain «OcobnMMBOCTI 3aCTOCYBaHHS»).
Himu.

HocmifKeHHS B3aEMOIii TPOBOAMIM TilbKY 3 y4aCTIO JOPOC/IUX IallieHTiB.

Oco06.1ueocmi 3acmocyeaHHs1.
JlikyBaHHS BicTamimoM crig po3mouunHaTH mmig 6e3rmocepeqHiM HarasaooM JTiKaps.

Bikanyramifm akTuBHO MeTabo0i3yeThCs y Nedinii. [lesKi JaHi qaiTh MifcTaBy BBaXKaTH, 1110 ¥
TAIIEHTIB i3 TAXKKUMH YPaxKeHHSIMHU MTeYiHKU BUBEIeHHS JTiIKapChKOro 3aco0y YIOBIIbHIOETHCS, a 1ie
MO2Ke TIPU3BECTH [0 KyMmysil Oikanyraminy. Tomy GikamyTamin ¢y 3acTocoByBaTé 3 00€PEKHICTIO
nalieHTaM i3 moMipHUMU a00 TSIXKKUMU YpaKeHHSIMHU MediHku. Yepe3 MOXKIHUBICTh 3MiH QYHKIII
MEeYiHKY CJIiT MePioguYHO MPOBOAUTH KOHTPOJIb IeYiHKOBHUX MP00. BinbiricTh 3MiH criocTepiraroThes
IIPOTSTOM TIEPIINX 6 MicsliB 3acToCyBaHHS OikanmyTaMiny. 3pigka IIpu 3aCTOCyBaHHi OikanyTaminy
CIIOCTEpIramTh 3MiHU y QYHKIIIl IeUiHKY TSIKKOTO CTyIeHs, Oy/Iu OTpHMaHi IOBifOMIEHHS IIPO
neTtanbHi BUnagku (ouB. po3min «ITo6iuHi peakiii»). K0 coCcTepiraloThCs TAXKKi 3MiHM QyHKIII
NeYiHKY, JIIKyBaHHS GiKamyTaMigoM CITif IPUIIUHUTH.

Ins maltienTiB, ki Ma0Th 00’€KTUBHE ITPOrPECYBaHHS 3aXBOPIOBaHHS pPa30M 3 MigBUIIEHUM PiBHEM
TICA, crif po3rIsHyTH MOXKIIHBICTh IPUIMHEHHS Teparii 6iKanyTaMigoMm.

Y 4o0BiKiB, SIKi MpUIMaOTh arOHICTH PUJTi3UHT-(paKTOpa JII0TEIHi3yI0Y0Tro TOPMOHY, CIIOCTEPIraeThCs
3MEHIIIEHHS TONIEPAHTHOCTI [0 TIIOK03H. Lle MoxKe TPOSBUTHCS IIYKPOBUM HiabGeToM abo BTPaTOO
TTiIKEMiIYHOTO KOHTPOJTIO Y MAIli€HTiB 3 y2Ke BUSBIEHUM miaOeToM. Y 3B’SI3KYy 3 LIUM CIIif] IPUOIIUTH
yBary MOHITOPUHTY PiBHS TJIIOKO3M B KPOBI Malli€HTiB, IKi OTpUMYIOTh OiKanyTamin y
KoMOiHallil 3 aroHicTaMu puitisuHr-hakTopa MI0TEIHI3yI040ro TOPMOHY.

[TokazaHo, 1110 OikamyTaMifl MPUTHiYy€e aKTUBHICTD 1uToXpoMy P,., (CYP 3A4), Tomy crifg
IIPOSIBIISITH 00EPEXHICTh Yy pa3i OMHOYACHOT'0 HOT0 IpU3HaYeHHS 3 IIpernapaTaMH, 1110
MeTabomi3yoThcs nepeBakHo CYP 3A4 (mus. posninu «IIpoTumoKasaHHs» i «B3aemomis 3
iHITMMY JTiKapChbKUMM 3aco0aMu Ta iHIIT BUOYM B3aEMOIiii»).

Teparis aHTUaHAPOTEHAMU MOXKe IIPU3BONUTHU [0 ITON0BXKeHHd iHTepBany QT.

Y narnieHTiB, sKi MaoTh GakTOpU PU3UKY ab0 BUIAAKK IogoBkKeHHs iHTepBany QT B aHaMHe3i, a
TAKOXK Y TAI[iEHTIB, IKi OMHOYACHO MPUUMAIOTh JIiKapChKi 3ac00H, 10 MOXKYTh mogoBxkyBaTu QT (Ous.
po3min «B3aemMopist 3 iHIMMMY JTiKapChKUMHU 3acobaMu Ta iHII BUIM B3a€MOiN»), TiKapi MOBUHHI 10
TI0YaTKYy JIiKyBaHHS OiKanyTaMifnOM OLIHUTY CIIIBBIJHOLIEHHS PU3UK/KOPUCTH, BPAaXOBYOUHN
OTEHIINHUY PU3UK BUHUKHEHHS IIIYHOYKOBOI Taxikapmil tuny «mipyet» (Torsade de
pointes).

AHTHaHApPOTreHHa Teparis MoXke CIPUYUHATH 3MiHK Y Mopdosioril cnepMaTo30ifiB. Xo4a BIIJIUB
6ikanyraMmigy Ha Mop@oorito criepMaT030iiB He OIiHIOBAJIH i ITPO TaKi 3MiHM Y Malli€eHTiB, SKi
oTpuMyBanu OikanayTaMif, He IOBiIOMIISNY, MTallieHTaM Ta/a0o IX mapTHepaM IIif Yac JIiKyBaHHS i
npotsarom 130 mHiB micns Tepamnii 6ikamyTamifom citifg BUKOPUCTOBYBaTH e(eKTUBHI METOOU
KOHTpAIIemIIil.

[ToBigomsAnu po HOCUieHHs e(eKTiB KyMapHHOBUX aHTUKOATY/ISHTIB Y NAlLli€HTIB, IKi 0OJHOYACHO



npuiiManu OikaayTaMif, 1[0 MOXKe IIPU3BECTH [0 30inmbIneHHS TpoTpoMbiHOBOTO Yacy (IT4) ta
MiKHapOgHOTO HOpMani3oBaHoro BimHomeHHs (MHB). [Teski Bunagku Oyniu 1MOB’sI3aHi 3 PU3UKOM
BUHUKHEHHS KPOBOTeYi. PEKOMEHOY€EThCS peTeabHO KOHTPooBaTH piBHi ITY/MHB i motpi6HO
PO3TISHYTHU MUTaHHS [P0 KOPUTYBaHHS 003U aHTUKOATYJISHTIB.

LonomidjicHI peyosuHuU.

[NTauieHTaM 3 PifKiCHUMU CIAgKOBUMU (popMaMu HEIEPEHOCHMOCTI rajlakTO3H, BPOOKEHOI0
JTaKTa3HOI0 HEeJOCTATHICTIO a00 CHHAPOMOM MaababCopOIIil III0KO3U-TalaKTO31 He CIIif
3aCTOCOBYBATH Iiei JTiKapChKUM 3acio.

Jlikapcekuit 3acib mictuTh MeHIne 1 MMoib (23 Mr)/mo3y HaTpito, TOOTO MPAKTUYHO BiTbHUU Bif
HaTpiro.

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

BikanyTaMij IpOTHIIOKa3aHUi [AJIs 3aCTOCYBAHHS XiHKaM. FIoro IpOTHIIOKAa3aHOo IPU3HAYATH Y
IIepioa BariTHOCTI.

['ogyBaHHSA TPYOOL0.
BikanyTramig IpoTUnokKa3aHuy Iif 4ac rPyAHOI0 BUTONOBYBaHHS.

QepTUNLHICTE.

Y mocnigXeHHSX Ha TBapHHAX CIIOCTEpPIiranocs 060poTHe MOopyIIieHHsS GepPTUIbHOCTI CaMIIiB.
Crig mpuIycKaTH, 10 B YOJIOBIKiB TEK MOKIIUBHH Iepiof HeIOCTAaTHOCTI PEITPONYKTUBHOI (YHKITiI
a00 Oe3mminng.

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

BikanyTramizm He Ma€ 30aTHOCTI BIIJIMBATH Ha KepyBaHHS aBTOMO0OinieM abo poboTy 3i CKiIagHUMHU
MexaHi3mamu. OgHAaK CIIif MaTy Ha yBa3i, 1[0 YaCTO MOXe BUHUKATU COHJIUBICTD, y2Ke 4acTo -
3anaMopoueHHs (muB. po3min «ITo6ivHi peakmii»). [TamieHTH, SKi TpUWMal0Th IeX JTiKapCchKui 3acio,
IIOBUHHI JOTPUMYBaTHCS 00€PEKHOCTI.

Cnoci6 3acmocyeaHHss ma do3u.

[lopoci mallieHTH Y0JI0BidO0l CTaTi, BKJII0Yal04y MallieHTiB JIITHHOTO BiKY: epopaibHo mo 1 TabneTii
50 mr 1 pa3 Ha go0y. JlikyBaHHs OikamyTaMimoM CiIif po3mouYnHATH H[OHAWMeHIIIe 3a 3 OHi 10
TI0YaTKy Tepallil aHajmoraMu puii3uHr-akTopa JI0TeiHi3yI0u0oro ropMoHy abo 0fHOYAaCHO i3
Xipypriusoo KacTpali€.

Hupkosa HedocmamHicmy: MallieHTaM 3 HUPKOBOIO HENOCTATHICTIO KOPEKIIis M03u He MoTpiOHa.



ITeyiHKosa HedocmamHicmy: TalliEHTaM i3 JIETKO0 IMeYiHKOBOIO HeOCTAaTHICTIO KOPEKITis 103U He
noTpibHa. Y mamieHTiB i3 moMipHOI0 a00 TSIKKOI0 IMeYiHKOBOI HEJOCTATHICTIO MOXKe CIIOCTepiraTucs
IigBHUINeHE HAKOMMMYEeHHS JTiIKapChKOro 3aco0y.

Jlimu. BikanyTaMig MpoTUIIOKa3aHUW A1 3aCTOCYBaHHS OiTSM.

Ilepedo3yeanHns.

Hemae manux mopo nepeno3yBaHHsA y mofei. Cnenu@piyHOro aHTUAOTY He iCHYE; TiKyBaHHS
cuMmnroMaTtuyHe. [liani3 Moxke OyTu HeeeKTUBHUM, OCKiIbKY GiKamyTaMin 3HaYHOIO Mipoio
3B’513y€ThCS 3 OiTKaMu KPOBi Ta He BUSIBIIIETLCS Y He3MiHEHOMY BUTTIALL Y cedi. [Ipu nepeno3yBaHHi
[I0OKa3aHa 3arajibHa MiATpUMYyBaJibHa Tepalis, BKJII0Yaloud MOHITOPUHT KUTTEBO BaKJIMBUX

IIOKA3HUKIB.

ITobiuni peakuii.

[To6iuHi peaxiiii 3a3HaYE€HO 3a YaCTOTO: OyxKe 4JacTi (=1/10), wacTti (=1/100, <1/10), HevyacTi
(=1/1000, <1/100), pigko (=1/10000, <1/1000), myxe pigko (<1/10000), yacToTa HeBimoMa (Ha
OCHOBI IOCTYIIHUX JaHWX HEMOKJIMBO BCTAHOBUTH YaCTOTy BUHUKHEHHS).

[Cucmema opaanie Yacmoma |[IobiuHa peakuisn
3 6oky Kposi ma aimpamuyHoi cucmemu  |dyxe gacti |AHeMis
3 60Ky iMyHHOI cucmemu HeuacrTi [inepYyTIUBICTh, aHTIOHEBPOTUYHUN

HaOpSK, KPOIUB THKaA

[TopyweHHs Mmemaboaizamy ma xap4yeaHHs

JacTi

3MEHIeHHS AlleTUTY

[TcuxiyHi po3aadu YacTi SHUXKEHHS Nibifgo, memnpecis
3 60Ky Hepsosoi cucmemu [yxe dacTti [3amamopoueHHs
YHacTi COHIHMBICTH
3 boky cepus acri [HpapKT MioKapaa (€ MOBiTOMIIEHHS
po NeTaNbHI BUlagku)®, cepriesa
HEIOCTATHICTD
Hesigoma [TomosxkeHHs iHTepBany QT (guB.
JacToTa po3minu «Oco6IMBOCTI 3aCTOCYBAHHS»
Ta «B3aeMopia 3 iHIIMMHU TiKapCbKUMU
3aco0aMH Ta iHII BUOY B3a€MOMili»)
CYOUuHHI NnOpyweHHA [yxe gacti [[Ipunimsu
3 6oky cepedocmiHHA, 2py0HOi Kaimku ma [Hedacri [HTepCTHIliabHA JIereHeBa XBopoba’.
OuxavHoi cucmemu € TOBiMOMJIEHHS IIPO JIeTaIbHi
BUIIAIKH.
3 6oky mpasHoi cucmemu [yxe dacti |Binb y KUBOTI, 3am10p, HyAOTa
Yacri [lucmnerncisg, MeTeopusm
"enamobiaiapHi po3aadu JacrTi [ eIaTOTOKCUYHICTD, 2KOBTSIHUIIS,
[MigBUINEHHS aKTUBHOCTI TpchaMiHa31
Pigko [Te4yiHKOBA HEOOCTATHICTH .

€ MOBITOMIEHHS IIPO JIeTallbHi

BUIIAIKH.




3 6oky wkipu ma nidwkipHoi kaimkosuHu [HacTi Ajionienis, ripCyTU3M/BiTHOBIIEHHSA
POCTY BOJIOCCS, CYXiCTh LIKipH,
cBepbixK, BUCUII

HeuacTi doTocencubinmizaliga

3 6oky HUPOK ma ceyosudinvHoi cucmemu |dyxe vacti |[emaTypis

3 60Ky penpodykmueHoi cucmemu ma Iyxe yacTti [|[iHeKoMacTist Ta 00JTI0YiCTh MOJIOYHUX

MO/10YHUX 3a103 327103’

YacTi EpekTunbHa OUCYHKIIIS

3a2abHI NOPYWeHHA ma CmaH micys [lyxe gacti |AcTeHiq

B88e0eHHA JacTi Binb y rpynax, HaOpsk

ObcmedstceHH s JacTi 30inbIIeHHs MacH Tinna

'3miHM 3 OOKY IMEYiHKK PifKO € TSKKHMH Ta YaCTO MMHAIOTh a00 CIabInaioTh NpH
IIPOAOBXKEHHI TiKyBaHHS YU MIiCJIS UOT0 MIPUIMHEHHS.

* BKTI04eHO [0 meperTiKy moOiYHMUX peakilii Ha JTiKapchbKui 3acib micis po3risany
micnsgpeecTpaniiaux gaHux. Yactora Oyna BU3HauYeHa 3a 4aCTOTOIO ITOBiOMIIEHD ITPO
no0iyHi sABUINa IEeYiHKOBOI HEIOCTATHOCTI Y XBOPUX, IKi OTPUMYIOTh JIiKyBaHHS Y BiTKPUTUX
nocnipxeHnHsax Early Prostate Cancer programme (EPC) y rpymax Gikanmytamigom 150 mr.

YMoxke 3MEeHIIUTHCS [IPY CYMyTHiM KacTparii.

* CrocTepiranocs mif 9yac ¢papMaKo-eIIifeMioNoriYHoro MOCIIiIKeHHsT 3aCTOCYBaHHS
aroHiCTiB PUII3UHT-(haKTOpa JTTEIHI3yI040r0 TOPMOHY Ta aHTHaHAPOTEHIB OJIs TiKyBaHHS
paky nmepeaMixypoBoi 3aio3u. Pu3uk 30inbiryBaBcs, K0 OikanyTamin 50 MT 3aCTOCOBYBau
y KoMOiHarii 3 aroHicTaMu pUji3uHT-PaKTopa JII0TEiHi3yI040Tro TOPMOHY, ITPOTe 30iTbIIEeHHS
pu3uKy He OYyJI0 Bifl3HaY€HO IIPU 3aCTOCyBaHHi Oikanytamigy 150 Mr ik MOHOTepatil ass
JiKyBaHHS paKy IepegMiXypoBol 3a103H.

° BKI04eHa y Teperlik MoGiYHUX peakilil Mic/Is OTPYMaHHs IOCTMapKeTHHIOBUX JaHHUX.
YacToTta Oyna BU3HaYeHa 3a YaCTOTOIO IOBiOMJIEHD ITPO BUIIAOKK iHTEPCTHUIIaIbHOI ITHEBMOHII y
nepion parmomizoBaHoro yikyBaHHa 150 mr EPC.

36inpmenns ITY/MHB: y 3BiTax IpOTSIroM MicIsIpeecTPalifHOTO CIIOCTEPEeKEHHS TOBIOMIISIIIN IIPO
B3AEMO[IiI0 KyMapUHOBUX aHTHUKOATYJISHTIB i3 GiKamyTaMigoMm.

ITosidomaeHHA npo nido3peaHi nobiuHi peakuii.

[ToBimomeHHs mpo Mimo3poBaHi moGiYHI peakii micyisg peecTpariil 1iKapchbKOro 3aco0y € BaxKIUBOIO
npouenyporo. Lle m03Bosisie IPOAOBKYBAaTU MOHITOPUHT CIIBBiIHOLIEHHS «KOPUCTH/PU3UK» HJIS
BiATIOBigHOTO JTiKapchKoro 3aco0y. Megu4yHUM IpalliBHUKaM HeOOXiTHO MOBiqOMIISTH PO Oyab-sKi
nimo3pioBaHi MoOiuHi peakilil Yepe3 HalliOHaIbHY CHCTEMY IIOBiOMIIEHb.

Tepmin npudamHocmi. 5 pOKiB.

YMoBu 30epiranHsi.

He notpebye ocobmuBux yMoB 30epiranHs. 36epiratu y HeIOCTYIIHOMY [JIs1 OiTe MicCIi.



YnakoBka. [To 10 ta6neTok y 6mictepi; mo 3 6micTepu B KapTOHHI#M KOPOOIIi.

Kareropis Bignmycky. 3a peLenToM.

BupoOHHK.

CinTtoH Xicmasnis, C. JI.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afpeca MicCIsi IPOBaIKeHHs HOro Jis/IbHOCTI.

Byn. K/Kactenmno, nol, Caut boi me JIno6perat, bapcenona, 08830, IcmaHnis.



