Ckian

Oitoua peuvosuHa: bicalutamide;
1 TabreTka, BKpUTa IJIiBKOBOIO 000JIOHKOI0, MicTuTh 50 Mr GikamyTtaminy;

OONOMIJCHI peuoB8uHU: TaKTO3W MOHOTiApaT, IOBiAOH, KPOCIIOBiIOH, HATPiio
naypuicynbdar, MarHiio cTeapaT; 000JIOHKA: TaKTO3W MOHOTIIpaT, rimpomeso3a,
tuTany giokcurn (E 171), makporon (ITET" 4000).

JIikapcbKa ¢opMma

TabneTKu, BKPHUTI IJIIBKOBOIO 000JIOHKOIO.

OcCHOBHI (pi3uko-ximiuHi 81acmueocmi: 6iryi KpyrJiii OBOONyKli TaGIeTKU, BKPUTI
IJTIiBKOBOIO 000J10HKOI0. Ha omHOMYy 6011 TabeToK - rpaBitoBaHHsA «BCM 50».

®dapMaKoTepalneBTHYHA rpymna
AnTuanpgporesHi 3acobu. Kog ATX L0O2B B03.
dapMakoguHaAMiKa

BikanyTtamiz € HeCTepPOIOHUM aHTUAHOPOTEHOM, III0 HE Ma€ iHIIIOTO BIIJIMBY Ha
eHOOKPUHHY cucteMy. JIikapchbKuli 3acib 3B’SI3yE€THCS 3 aHOAPOTEHHUMU PELeNToOpaMHu,
He aKTUBYIOUYHU €KCIIPECiIO I'eHIiB, TaKUM YUHOM IIPUTHIYYIOYU aHOPOTeHHI CTUMYyIu. B
pe3ynbTaTi IPUTHIiYeHHS CIIOCTEPIraEeThCS perpecis NyxJInHU IIepeaMixXypoBol 3ajI03H.
[Tpu BigMiHi GikamyTaMigy y II€BHOI YaCTUHU MAli€HTIiB MOXKe BUHUKHYTU CUHOPOM
BimpMminu. BikanyTaMmif € paleMiyHO0 CyMIIMI0 3 aHTUAHOPOT€HHOK aKTUBHICTIO,
pencTaBlIeHUN Maixke BUKITIOUHO (R)-eHaHTioMepoM.

dapMaKOKiHeTHKa

AGcop0Or1is.

Bikanytamin mob6pe BCMOKTYETHCS ITiC/IsI TepopanbHOro mmpuiiomy. Hemae mokasis
KJIiHIYHO 3HAYMMOT0 e(PeKTy BXKUBaAHHSA 1Ki Ha 010QOCTYITHICTh TiKapChKOT0 3aco0y.

Pos3nonin.

BikanyTtamig Ma€ BUCOKMU CTYIiHb 3B’si3yBaHHS 3 Oinkamu (pamemat 96 %, (R)-
eHaHTioMep > 99 %) i mimpgaeThCsA iIHTEHCUBHOMY MeTab01i3My (LIIIsIXOM OKUCHEHHS Ta
TJIIOKYPOHi3allii); #1oro MeTaboJIiTH BUBOOATHCSA HUPKAMU Ta 3 2KOBYI0 IPUOIHU3HO B



OIOHAKOBIU KiTBKOCTI.

BioTpancdopmariis.

(S)-eHaHTiOMeD OyzKe IIBUOKO BUBOOUTHCS MOPIiBHSAHO 3 (R)-eHaHTioMepOM; BUBEOEHHS
OCTAHHBOTO 3 MJIa3MM KPOBi CTAaHOBUTHL MPUOIHU3HO 1 TUXAEHb. [Ipu mjomeHHOMY
mpuiioMi JT1ikapchbkKoro 3aco0y OikanyTamip (R)-eHaHTioMep BHACJIIHOK MOTO TPUBAJIOTO
Iepiony HalliBBUBEOEHHS KYMYIIOETHCS y Miia3Mi KpoBi B 10-KpaTHil KOHIIeHTpAIlil.
[Tnato KoHneHTpalil (R)-eHaHTioMepa Ha pPiBHI TpuOIU3HO 9 MKI/MJI CIIOCTEPITa€ThCA
ITPY 3aCTOCYBaHHI geHHOi go3u 50 Mr 6ikanyrtaminy. ¥ crtabinbHilt ¢a3i Ha 4acTKy
rnepeBaxkKHo akKTUBHOTO (R)-eHaHTioMepa npunagae 99 % 3arajabHOI KiJTbKOCTI
LUPKYJIIOI0YUX €HaHTIOMEPiB.

Eniminanis (BuUBeOeHHS).

Y npotueci KimiHiYHOTO HOCHimXKeHHsA cepenHs KoHleHTpalisa (R)-0ikanyTaminy y
CIIepMi 40JIOBiKiB, fIKi oTpuMyBanu OikamyTtamin y go3i 150 Mr, cranoBumna 4,9 MKT/MII.
Kinekictps 6ikanyTaMify, iKa IOTEHIIIHO IIOTPAIJII€ B OpPraHi3M KiHKU IIif 4ac
CTaTeBUX 3HOCHUH, € HU3bKOIO Ta MOXKe CTaHOBUTH Ipubnu3Ho 0,3 MKr/mi. Llei piBeHb
€ HUXKYUM 3a TOH, 110 y TabopaTOPHUX TBapUH IPU3BOOUTH A0 3MiHU IOTOMCTBA.

Oco06uBi rpyny Nalli€HTiB.

dapmakokineTuka (R)-eHaHTioMepa He 3aJIeKUTh Bifl BiKy, ypazkKeHHSI HUPOK abo
JIETKOT'O Ta IOMIPHOT'O CTYIIeHS TSAXKKOCTI ypaxKeHHs e4YiHKU. [CHyI0Th HoKa3y, 110 y
MaIli€HTIB 3 TAKKUMHU YpaKeHHSIMHU ITediHKU (R)-eHaHTioMep MOBiIbHIiIIIE BUBOOUTHCS
3 JIa3MUu KPOBI.

IToxa3aHHSA

JIikyBaHHSI PO3MOBCIOI?KEHOI'0 PaKy IIpocTaTu y KoMOiHallil 3 Tepali€o aHaloraMu
pUIisuHr-PaKTOpa IITeiHi3yro4oro ropmMony (P®JII') yu XipypridyHomw KacTpalli€o.

IIporunnoka3aHHs

Bikanytamin-BicTa npoTUIIOKa3aHUU [J1 3aCTOCYBaHHS XKiHKaM Ta OITAM.

bikanyramin-BicTa He ciig npu3HadaTH HalliEHTaM, y IKUX CIIOCTepiraaucs peakilil
TinepuyyTINBOCTI OO Ail04Y0l peHYOBUHU YU A0 OyOb-sIKOl 3 HOTIOMIizKHUX PEYOBUH, 1110
BXO[OATH OO0 CKJIaAy JIIKapChKOTO 3aco0y.

[IpoTunoka3aHe OHOYACHE 3aCTOCYBaHHS OiKanmyTaMiny i3 TepdheHaguHOM,
acTeMi30JIOM YU [IU3alIPUOOM.



B3aeMmopisi 3 iHIIEMH JTiKapCLKHMH 3aCO00aMH Ta iHIII BHIH B3a€EMOIIiH

He icaHye mokagziB papMakoguHaMigHOl 4¥ (papMaKOKiHETUYHOI B3a€EMO/Il
O6ikanytaminy Ta aHasnoriB POJIT.

IocnimxkeHHs in vitro mokazanu, 1o R-6ikanytamin € inriditopom CYP 3A4 Ta BUSIBISE
MeHIIuM iHridiTopaui edpekt Ha akTuBHicTE CYP 2C9, 2C19 Ta 2D6.

Xo4a KJIIHIYHI JOCIIIAXKEeHHs, Y IPOLieCl SKUX 3aCTOCOBYBaJIM aHTUIIIPUH SIK MapKep
akTuBHOCTI mutoxpomy P450 (CYP), He cBiguaTh IpO NOTEHIIWHY B3aEMOZIO i3
OikamyTaMigoMm, cepegHs KOHIIEHTpallisl Miga3osamMy (1siolta mmig ¢gapMaKOKiHETUYHOIO
KpuBO10) 30inbimunacs go 80 % miciiga ogHOYaCHOT0 MOTr0 3aCTOCYBAHHS MPOTSAToM 28
OHIB i3 6ikanmyTamigoM. [Ins miKapCchKuX 3aco0iB 3 BY3bKUM TepPaIlleBTUYHUM
oiarma3oHOM TakKe MifBUILEHHS MOX€e MaTU BeJIUKe 3HadyeHHs. oMy ogHOYacHe
3acTOCyBaHHS i3 TepeHaguHOM, aCTEMiI30JIOM Ta IU3AIIPUIOOM € MPOTUIIOKa3aHUM.
Takoxk GikamyTaMmizn ciim 3 06epezKHICTI0O 3aCTOCOBYBATH i3 TAKUMU CIIOJIyKaMH, SIK
IIMKJIOCIIOPUHY Ta 67I0KaTOPU KalbIliEBUX KaHaliB. Moxe BUHUKHYTH HEOOXigHICTh y
3MeHIIIeHHi 03U IIUX IIperapaTiB, 0COOIUBO SKIIIO € O3HAKU IIOCUJIEHHS BIJIUBY
JIIKapChKOTO 3ac0o0y UM BUHUKAIOTh MOOiYHi epeKTU y pe3yJsibTaTi 1O0T0 3aCTOCYBaHHS.
ITpu 3acTOCyBaHHI IUKJIOCIIOPUHY PEKOMEHOVIOTH IIPOBOAUTHY PETEJILHE
CIIOCTEpPEeKEHHS 3a MOr0 KOHILIEHTPAIIi€I0 V I1JIa3Mi KPOBi Ta 3a KJIIHIYHUM CTaHOM
MallieHTa ITic/Is MoYaTKy Y IPUIINHEHHS JIiIKyBaHHSA OiKajlyTamimoM.

3 obepexkHicTIO ciifg nmpu3HadaTu bikamyramin-BicTta mpu 3acTocyBaHHi JTiKapChKUX
3aco00iB, gKi MOXKYTh IPUTHIYyBaTU OKUCHEHHS NpelaparTy (TakKuX SK IIUMETUIUNH,
KEeTOKOHAa30J1). TeopeTUuyHo 1ie MOXKe ITPU3BECTH OO0 ITiIBUIIIEHHS KOHIIeHTpaIlil
OikanyTaMigy y Ija3Mi KpOBi, 110 MOXKe 3yMOBUTH IIOCUTIEHHS MOOIiYHUX e(eKTIB
JIiIKapCchKOTO 3aco0y.

IocmigzkeHH in vitro mokasamnu, 1o 6iKanyTamig MoKe BUTICHATH KyMapUHOBUMN
AHTUKOATYJISTHT BapdapuH i3 OiIsTHOK Moro 3B’s13yBaHHSA 3 OinkaMu. [ToBigomisinocs
IIPO OCUJIeHHSA epeKTiB BapdpapuHy Ta iHIINX KYMapyuHOBUX aHTUKOATYJISHTIB IPU 1X
OOHOYACHOMY ITpuiioMi 3 OikanmyTtamimoM. ToMy ITim 4ac 3acTOCyBaHHS OikalyTaMinoy y
MIALlEHTIB, IKi OQHOYAaCHO OTPUMYIOTE KyMapuHOBI aHTUKOATYIIHTH, PEKOMEHOVIOTh
MTPOBOJAUTHU PETEJILHUN MOHITOPUHT MpoTpoMOiHOBOro Yacy (ITH)/MixkHapomHOTO
HopMaJsizoBaHoro BigHomeHHsA (MHB), TakoX MOTPiOHO PO3TIAHYTU MUTAHHS IIPO
KOPUT'YBaHHS OO3U @HTUKOAT'YJISTHTIB.

Y 3B’43Ky 3 TUM, 110 aHTUAHOPOTreHHa Tepallisi MoXe IIPU3BOAUTHU [0 IIOOOBXKEHHS
inTepBany QT, crmig 3 o6epexkHiCcTIO TpUu3HavaTH OiKaayTaMig OMHOYaCHO 3
JIIKapChbKUMHU 3aco0aMM, siKi 3TaTHI CIPUYUHSTUA NOO0BXKeHHS iHTepBany QT abo
BUK/IIMKATH PO3BUTOK IIJIYHOYKOBOI TaxikKapmil Tuny «mipyeT» (torsade de pointes),
TOOTO TaKMMM SIK aHTHApPUTMIiuHi nIpenapaTu Knacy [A (Hanpukiap, XiHiguH,



ou3oIripamin) abo knacy III (Hampukiam, aMiomapoH, coTasnos, modeTunin, i0yTumin),
MeTagoH, MOKCU(IIOKCAIINH, HEUPONIEeNTUKU (AuB. po3min «OcobIuBOCTi
3aCTOCyBaHHS»).

Himu. JocnigKeHHS B3aeMoil OyIu IpoOBeeHi TiTbKH Y TOPOCIUX.
Oco00/1UBOCTi 3aCTOCYBaHHSA

JIikyBaHHSs npemnapaTtoM bikanyramin-Bicta ciig mounHaTu mig 6e3nocepenHiM
HarasagoM JIiKaps4.

Bikanytamig akTuBHO MeTabo0Ji3yeThbCs B mediHIi. [lesiKi maHi maioTh mifcTaBy
BBazkaTy, IO Y AIl€HTIB i3 TAXKKUMU ypaKeHHIMU IIe4YiHKU BUBEOEHHS JIIKAPChKOI'0
3aco0y YIOBITbHIOETHCS, a 1le MOKe IMPU3BECTU A0 KyMynsilii 6ikanyraminy. Tomy
OikamyTaMmig ciig 3 00epekHiCTI0O 3aCTOCOBYBATH ITAlliEHTaM i3 TOMipHUMU YU
TSAXKKNMHU YpPaKeHHSAMHU IMediHKU. Yepe3 MOXKJIUBICTh 3MiH (DyHKIIil IEeYiHKH! CITif
IMepioanYHO ITPOBOAUTH KOHTPOJIb MEYiHKOBUX ITP00. BilbIIicTh 3MiH CIIOCTEPIraloThCs
IIPOTSATOM ITEePIINX 6 MiCAIiB 3aCTOCyBaHHS OikanmyTaMiny. 3pigKa IIpu 3aCTOCYyBaHHi
OikaslyTaMify cmocTepiraioTh 3MiHHU Y (PYHKIIiI ITeUYiHKY TSAXKKOTO CTyIIeHs, OyJu
OTpPUMaHi IMOBiHOMIIEHHS PO JeTalbHi BUnagku (OuB. po3min «I1o6iuHi peakirii»).
AKII10 criocTepiraloThbCs TAXKKI 3MiHM QYHKINI ITeYiHKY, JIIKyBaHHS OiKamyTaMiZoM CIIif
[IPUIIHUTH.

I maiieHTiB, Ki MailoTh 00’€KTUBHE ITPOTrpPeCyBaHHs 3aXBOPIOBAaHHS pa3oM i3
migBunieHuM piBHeM [ICA, criim po3rissHyTH MOXKJIUBICTh IPUMTMHEHHS Teparil
OikamyTaMigom.

Y 4o0n0BiKiB, fKi npuiiMaroTs aronictu POJII, cnocTepiraeTbCs 3MeHIIIeHH
TOJIEPAHTHOCTI [0 TII0KO03U. Lle Moxke MpossBUTUCS LIyKPOBUM fiabeToM ab0 BTPaTOIO
TJIIKeMiYHOTO KOHTPOJIIO y MAlLi€HTIB 3 y2Ke BUSIBJIEHUM OiabeToM. Y 3B’SI3KY 3 IIUM
CJIi IPUIIIIUTUA yBary MOHITOPUHTY PIiBHSA T'JIIOKO3U B KPOBIi MAII€HTIB, AKlI OTPUMYIOTh
OikanyTamig y koMm0OiHatiil 3 aronictamu POJIT .

[TokasaHo, 110 OikamyTaMin mpurHiuye akTuBHIiCTE uToxpomy P450 (CYP 3A4), Tomy
CIIiZ IPOSIBNIATH 00€PEeKHICTh Y pa3i OqHOYAaCHOTO MOro MpU3HavYeHH i3
ImpernapaTamy, 1110 MeTaboni3yoTbes nepeBaxkHo CYP 3A4 (guB. po3minu
«[IpoTtumnokasaHHsa» i «B3aemMomis 3 iHIIMMH JTiKapChbKUMHK 3acoO0aMu Ta iHIII BUOH
B3aEMOOIN»).

[MammieETH 3 PigKiCHUMH CIIagAKOBUMM (pOpMaMi HEIEPEHOCHUMOCTI raIaKTO3H,
BPO/I2KEHOIO0 JIaKTa3HOI0 HeJOoCTaTHiCTI0O ab0 cuHAPOMOM MainbabCcopOilii TTI0K03u-
rajakTo3u He IIOBUHHI MpuiMaTH 1ie# JTikapchbKuii 3aci6. fAxkio y Bac BcTaHOBIEeHa
HEIIePEeHOCHUMICThb OesIKUX LIYKPiB, IPOKOHCYJIbTYUTECH 3 JIIKapeM, IMepIl HixK



Ipu¥MaTH 1eH JliKkapCchKui 3acib.

Tepania aHTHAaHOAPOT€HaMU MOXKe IIPU3BOOUTHU [0 IIOOOBXKEHH iHTepBany QT. Y
MallieHTiB, SIKi MalOTh PaKTopu PU3UKYy ab0 BUIIagKU ITOMOBXKeHHs iHTepBany QT B
aHaMHe3i, a TAaKOX Yy Ialli€eHTiB, sIKi OJHOYaCHO MPUKUMAaIOTh TiKapChKi 3acobu, 1110
MOXKYTh momoBxkyBaTu QT (guB. po3min «B3aemMopisa 3 iHIIMMU JTiIKapPCHbKUMU 3acob0aMu
Ta iHII BUOW B3a€EMOiM»), JTiKapi IMOBUHHI MO ITOYATKY JiKyBaHHS OiKanyTamMigom
OLIIHUTHU CIiBBIOHOIIEHHS PU3UK/KOPUCTH, BPaXOBYIOUU IOTEHIIMHUU PU3UK
BMHUKHEHHS IIUIYHOYKOBOI TaxiKapmil TUNY «IIipyeT».

AHTHaHOpOTeHHa Tepamis MOoXe BUKJIUKATU 3MiHN y Mop(doIIorili cmepMaTo30i/iB.
Xoya BIMB OikKamyTamifgy Ha MOpPQOJIOTii0 ClIepMaTOo30iiB He OIiHIOBaJIM i Mpo TakKi
3MiHHU y Ialli€eHTiB, AKi oTpuMyBaiu OikajyTaMill, He MOBiHOMIIANM, ITallieHTaM Ta/abo
ix mapTHepaM IIif Yac JikyBaHHS i mpotsaroM 130 gHiB micns Teparil 6ikanyTamimoM
CJIiI BUKOPUCTOBYBaTU €e(PEKTUBHI MEeTOOYW KOHTPAaLEeIIlil.

[ToBimoMIsAyIOCS PO MOCUJIEHHS €(PEeKTiB KyMapHHOBUX aHTUKOAryJIsHTIB y Nalli€HTIB,
sIKi OMHOYaCHO ImpuiiMasnu 6ikayTaMil, 1110 MoxKe npu3BecTu no 30inbmienHs (IT9) ta
(MHB). Jesaki Bunagku Oynau OB’ si3aHi 3 pU3UKOM BUHUKHEHHS KPOBOTEUi.
PekoMeHOy€ETHCSA peTenbHO KOHTpOoBaTu piBHI [TY/MHB, TakoX mmoTpiObHO
PO3TJIIHYTY NUTAHHSA IPO KOPUT'YBaHHSA 03U aHTUKOAryJIsSHTIB.

IIoNoOMIdCHI peyoBUHU:

JlikapcbKui 3acid MicTuTh MeHIie 1 MMonb (23 MT)/mo3y HaTpPilo, TOOTO IPAaKTUYHO
BIIBHUMU Bif HaTpiro.

3maTHiCTh BIUIMBATH HA IIBHIKICTH peakilili mpu KepyBaHHI aBTOTPAaHCIIOPTOM
a0o0 iHmMMHu MexaHi3ZMaMHu

bikanyramin-BicTa He Ma€ 3aTHOCTI BIIIMBATH Ha KepyBaHHSA aBTOMOOisieM 41 poboTy
31 ckylagHUMM MexaHi3zMaMmu. OgHaK CJiig MaTH Ha yBa3si, III0 4aCTO MOXKe BUHUKATU
COHJIMBICTB, My’Ke YacTOo - 3allaMOpoUYeHHs (OuB. po3min «ITobiuHi peakiii»).
[MamienTH, sAKi TpUUMalOTh 11e¥ TiKapCchKUM 3acib, MOBUHHI JOTPUMYBATUCS
00epexRkHOCTI.

3acTocyBaHHs y nepioa BaritTHocTi a00 rogyBaHHs Irpyaaio

BariTHiCTEb.

Bika/lyTaMij IpOTHUIIOKA3aHUH 715 3aCTOCYBaHHS KiHKaM. HMoro mpoTUIoKasaHo
IIpU3HavyaTH y nepioq BariTHOCTI.

l'ogyBaHHS I'PyOnio.




BikanyTaMmipn npoTUnoka3aHUU IIi1 4aC TPyAHOIO0 BUTOLOBYBaHHSI.

QOepTUIbHICTE.

Y mocnimkeHHSIX Ha TBapMHAX CIOCTepiramsocs 000pOoTHe MOpPYyHIeHHS PepTUILHOCTI
caMuiB. Ciif MpuUIlyCcKaTH, 110 B YOJIOBIKiB TE€XK MOXKJIMBUM Mepiog HEOJOCTAaTHOCTI
pernpoayKTUBHOI QyHKIIi1 abo 6e3mmigas.

Cnoci0 3acTocyBaHHsS Ta J03H

Ilopoci mamieHTH Y0JI0BiYOl CTaTi, BKIIOYAl04YX Halli€EHTIB JIITHBOTO BiKy: IEepOpPaIbHO
o 1 tabnetui 50 Mr oguH pa3 Ha moOy. JlikyBaHHS OiKanmyTaMigoM CIif MOYUHATH
IIoOHaMMeHIIe 3a 3 JHi [0 MoYaTKy Tepallil aHajloraMu pUJIi3uHT-paKTopa
JIIOTEIHiI3yI0Y0ro ropMOHY ab0 OJHOYACHO i3 XipypriyHoio KacTpalli€io.

Hupxosa HeOocmamHicmu: TlalliEHTaM 3 HUPKOBOIO HEJOCTAaTHICTIO KOPEKITis O34 He
moTpibHa.

ITeuiHkosa HeOocmamHicmb: IallieHTaM i3 JIerKolo IIe4iHKOBOIO HeOOCTAaTHICTIO
KOPEKIIis o3 He NoTpibHa. Y IallieHTiB i3 MOMIpHOIO UM TSIXKKOIO ITe4YiHKOBOIO
HEeIOOCTaTHICTIO MOXKe CIIOCTepiraTUcs MigBUIlleHe HAaKOIIMYEeHHS JIIKapChKOTro 3acoly.

itk
BikanyTtamin-BicTa npoTUunoka3aHUM OJI 3aCTOCYBAHHS OiTSAM.
Ilepeno3yBaHHA

Hemae maHux momo rnepego3yBaHHS y JTIOOEH.

JlIikysaHHA. Crienn(pivyHOTO0 aHTUOOTY HE iCHYE; JIIKyBaHHA CUMITOMaTu4He. [liami3
MozKe OyTU Hee(peKTUBHUM, OCKiNbKU OiKayTaMiz 3HaYHOIO MipOi0 3B’SI3YETHCS 3
O0inkaMu Ta He BUSIBIISIETHCS Y HE3MiHEHOMY BUTIISAMI ¥ cedi. [Ipu nmepemo3yBaHHi
[I0OKa3aHa 3arajibHa IIiATpUMyBajlbHa Tepalis, BKIH4Yal4yd MOHITOPUHT XKUTTEBO
BaXJIMBUX IIOKA3HUKIB.

ITo0iuni peakmii

[ToGiuHi peakiril 3a3Ha4YeHO 3@ YaCTOTOIO: myxKe 4dacTi (=1/10), gacTi (=1/100, <1/10),
HedacTi (=1/1000, =1/100), pigki (=1/10 000, =1/1000), oyxe pigki (=1/10 000),
YaCcTOTa HeBimoMa (Ha OCHOBi IOCTYIHUX JaHUX HEMOKJIMBO BCTAHOBUTH YaCTOTY
BUHUKHEHHS).

Cucrema opranis YacrtoTta IToGiuHa peakiis



3 60Ky KpOBi Ta miMpaTuaHOI

Ilyxe yacti |AHeMisa
CHUCTEMU
[mep4yyTIuBICTE,
3 OOKy iMyHHOI CUCTEMU HeuacrTi QHTiOHEBPOTUUYHUM HaAOPSIK,
KPOIIUB’ THKa
[TopymeHHsT MeTaboIi3My Ta )
Yacri 3MeHIIeHHS alleTUTy
Xap4YyBaHHS
[IcuxiuHi po3nanu YacrTi 3HUKEeHHS J1ibigo, menpecis
. IyXe dacTi |3anmaMOpOYeHHS
3 OOKy HEPBOBOL CUCTEMU i _
Yacri COHIUBICTH
IndapkT Miokapaa (€
) IIOBIIOMJIEHHS IIPO JieTallbHi
YacTi .
BUMNAOKK )4, cepleBa HeJOCTaTHICTh
4
3 60Ky cepls [TomoBxkeHHs iHTepBany QT (gus.
po3ninu «B3aeMmomisa 3 IHIIUMU
YactoTa , o
) JIiIKapChbKUMHU 3aco0amMu Ta iHIIri
HeBigoMa N )
BUOU B3aeMoni» Ta «Oco0IUBOCTI
3aCTOCyBaHHS»)
CynouHHI IOpYIIeHHS Hyxe gacti |[IpunnusBu

3 OOKY CepefoCTiHHSA, TPyAHOL
KJIITKH Ta OUXAJILHOL CUCTEMU

HeuacTi

[aTepcTUullianbHa JlereHeBa XxBopoba
5. € IOBiIOMJIEHHS IIPO JIeTalbHi
BUIIQKMU.

3 60Ky TpaBHOI CUCTEMH

Iyxke 4dacTi

Binp y )KMBOTI, 3a11op, HygoTa

YacrTi Hucmernciss, METEOPU3M
['ermraTOTOKCUYHICTD, JKOBTSIHULIS,
YacTi MiABUILEHHS aKTUBHOCTI
TpaHcaMiHa3 1
I'emaToOimiapHi po3manu
[legiHKOBa HEJOCTATHICTh 2. €
Pigxi IIOBIOJOMJIEHHS IIPO JieTallbHi
BUIIAJKHU.
Aroneltis, ripCyTU3M/BiIHOBJIEHHS
3 OOKy LIKipHU Ta MiAMKipHOI YacTi POCTY BOJIOCCS, CyXiCTh LIKipH,
KJIITKOBUHU cBepOixK, BUCUTIaHHS
Hewuacri doTtoceHncubinizairisa
3 600Ky HUPOK Ta CEYOBUIiTHbHOI . .
Hyxe gacti |['ematypis

CHUCTEMH

3 O0OKY penpoayKTHUBHOI CUCTEMH
Ta MOJIOYHHUX 3aJ103

HyXe 4yacTi

'iHekoMacTisg Ta O0JII0YiCTh
MOJIOYHHUX 3aJ1033




EpektunepHa
OUCHYHKITIS
HyXxe gacti |AcTeHisa

YacTi

3araJsipHi IOPYIIEHHS Ta CTaH
MiCIs1 BBEI€HHS YacrTi Bine y rpynsx, HaOpskK

OOcTexkeHHA YacrTi 30iIbIIIEHHS MaCH Tila

1 3miHM 3 O0KY HMEeYiHKHU PigKO € TIKKUMH Ta 9aCTO MUHAIOTh abo c1abIaloTh ITPU ITPOOOBXKEHHI

JIIKyBaHHS YU IiCJI MOT0 NPUIHHEHHS.

2 BxkIo4YeHO [0 mepesniky nobivyHuX peakiliii Ha JiKapChKHi 3acil Mmicis po3rnsay micasipeecTpalifiHuX
maHux. YacroTa Oysia BU3HAYEeHa 3a YaCTOTOIO MTOBiOMIIEHE ITPO MO0iUHi ABUIIa ITeYiHKOBO1
HeOOoCTaTHOCTI ¥ XBOPHUX, AKi OTpUMYyBasu JIiKyBaHHS y BimkKputux mociimxkeHHAx Early Prostate Cancer
programme (EPC) y rpymnax 6ikamytamigom 150 mr.

3 Mozke 3MEHIINTUCH IPU CYIIYTHINA KacTpaiiil.

4 CnocTepiranocs nig yac dapMako-enifneMioorigHOro AOCiAXKeHHs 3acToCcyBaHHs aroHictis POJII Ta
aHTHAHMAPOTeHiB IS JTiKyBaHHS PaKy IepeaMixXypoBoi 3ao3u. Pusuk 36inburyBaBcs, SKII0 OikamyTaMin
50 Mr 3acTocoByBanu y KombiHatii 3 aronicramu POJIT, mpoTe 36inbllleHHS pU3UKY He OyII0 BigMideHO
IIpH 3acTocyBaHHi 6ikamyTtamimy 150 Mr sk MOHOTepaIii st TiKyBaHHS paKy NepeaMixXypoBOi 3aI03H.

5 BxkitodYeHa y mepertik mobivyHuX peakIlii ITiciig OTpUMaHHS HOCTMapKeTUHTOBUX AaHux. YacTora Oyna
BHM3Ha4Y€eHa 3a 4aCTOTOIO IIOBiOMJIEHD IIPO BUIIaAKM iHTEPCTUIiaIbHOl THEBMOHI1 y mepiof
paHmoMizoBaHOro jnikyBaHHS 150 mr EPC.

36inbienus [TY/MHB: y 3BiTax IpoTATOM IIiCISIPEECTPALIITHOTO CIIOCTEPEKEHH S
TTOBiTOMJISIJIOCS TIPO B3a€EMO[Iil0 KyMapHUHOBUX aHTUKOATYISHTIB i3 OiKamyTaMimoM.

ITogi0oMaeHHA npo ni0o3prosaHi nobiuHi peakuii.

[ToBigoMIieHHS IIPO Mimo3pIoBaHi MobiuHi peaxiiil micss peecTpatiii TiKapcbKOro
3aco0y € BaxXKJIMBOIO IIpoIenypoio. Lle mo3Boisie MpoaoBKyBaTH MOHITOPUHT
CIIiBBiDHOIIEHHS «KOPUCTL/PU3UK» IJIS BiAMOBIMHOIO JIiKapChKOTro 3aco0y. MemuyHuM
IIpalliBHUKaM HeoOXigHO IMoBimoMIsATH PO Oymb-sAKi Mimo3pioBaHi mobiyHi peakirii
Yyepes HalliloOHaJIbHY CUCTEMY IIOBIJOMJIEHbD.

TepMmin npuagaTHOCTI
5 POKiB.
VYMmoBHu 30epiranHs

30epiraTty B OpuUTiHaIbHIM yIAKOBIIi TPpU TeMIiepaTypi He Buile 25 °C.

30epiraTtu B HEOOCTYIHOMY OJIsS OiTeM MicCIIi.




VYnakoBka

ITo 10 TabneTok y 6micTepi; mo 3 6micTepu B KAPTOHHIM KOPOOIIi.
KaTeropis Bignycky

3a penemnTomM.

BupooHHK

CinToH Xicmoanig, C. JI.

Miciie3Haxo/dKeHHsI BHPOOHHKA Ta HOro agpeca MiCIisi IPOBaaKeHHSI
OistIbHOCTI

Byn. K/Kactenno, nol, Caut boi me JInobperart, Bapcenona, 08830, Icmanis.
[Ixepeso iHCTPyKIIil

[HCTPYKIIito TiKapCchKOro 3aco0y B35ATO 3 odiIliiHOro gxkepena — JlepKaBHOIO PEECTPY

JIiKapchKHX 3aco0iB YKpaiHu.
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