IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

BIKAJIYTAMII-BICTA

(BICALUTAMIDE-VISTA)

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

0onoMidCcHI peuoBuUHU: TAKTO3W MOHOTIIpaT, IOBigOH, KPOCIIOBIOH, HATPil0 TaypuicynabQar, MarHiio
cTeapat; 000JI0HKA: JTaKTO3W MOHOTipaT, rimpomesno3a, Tutany giokcupn (E 171), makporon (ITET
4000).

JIikapcbka ¢opma. TabmeTKH, BKPUTI IIiBKOBOIO 000JI0HKOIO.

OcHogHi ¢izuko-ximiyHi 81acmueocmi: Oini KpyTii ABOOMYKJI TabMIeTKU, BKPUTI ITiIBKOBOIO
o6osonkoi. Ha ogHoMy Gotri TabrmeToxk - rpaBitoBaHHsT «BCM 50».,

dapMakoTepaneBTHYHA rpyna. AHTHaHaporeHHi 3acodu. Kog ATX L02B B03.

dPapmakono2iuHi e1acmueocmi.
®apmakoduHamika.

BikamyTamif € HECTEPOIIHIUM aHTHAHAPOTEHOM, III0 He Ma€ iHIIOT0 BIIJIUBY Ha €HIOKPUHHY CUCTEMY.
Jlikapcekui 3acib 3B’I3YETHCS 3 aHAPOTEeHHUMH pPellelITOpaMy, He aKTUBYIOUH €KCIIPECiio TeHiB,
TaKUM YMHOM IIPUTHIYYIOYU aHOPOTEHH] CTUMYIU. B pe3ynbTaTi NIpUrHideHHS CIIOCTEPIraeThCsa
perpecis NyxJIuHu IepefMixypoBoi 3amo3u. [1pu BiiMiHi OikanyTamify y meBHOI YaCTUHU IMalli€HTiB
MOXKe BUHUKHYTU CHHIPOM BiqMiHU. BikanyTaMif € paleMiqyHO0 CYyMIIIII0 3 aHTUaHAPOT€HHO0
aKTUBHICTIO, IPEJICTaBIIeHN Maiixke BUKIIOYHO (R)-eHaHTiOMepOM.

dapmakokiHemuxka.

AGcopOiis.

Bikanyramin no6pe BCMOKTYETHCS ITicIig IIepopajbHOro mpuiioMmy. HeMae mokasiB KIiHigHO
3HAUUMOro e(heKTy BXKHUBaHHA 1XKi Ha 0i0JOCTYIIHICTH JTiKApChKOTO 3ac00y.



Posnmomin.

BikanyTamin Ma€e BUCOKUY CTYIIiHb 3B’A3yBaHHS 3 Oinkamu (pareMat 96 %, (R)-eHaHTioMep
> 99 %) i miggaeThCd iHTEHCUBHOMY MeTab0/Ii3My (IIISTXOM OKMCHEHHS Ta TJIIOKYPOHi3allii);
1oro MeTabomiTh BUBOASATLCS HUPKAMU Ta 3 XKOBYI0 MPUOIN3HO B OMHAKOBIi KiTbKOCTI.

BbioTpancdopmarris.

(S)-eHaHTiOMep OyKe IMIBUAKO BUBOAUTHCS MOPiBHAHO 3 (R)-eHaHTiOMEpOM; BUBEOEHHS
OCTAaHHBLOTO 3 IIJTa3MU KPOBi CTAHOBUTH MpHUOIM3HO 1 TuXAeHb. [Ipu MofeHHOMY ITpUKoMi
nikapchKoro 3acoby 6ikanyramin (R)-eHaHTioMep BHACTIOOK MOT0 TPUBAJIOTO Iepiony
HalliBBUBEOEHHS KyMYyIIOEThCS y TIa3Mi KpoBi B 10-kKpaTHiu KoHIeHTpalil. [TmaTo
KoHIleHTpalril (R)-eHaHTioMepa Ha piBHI MpubOIU3HO 9 MKT/MJI CIIOCTEPIra€ThCS MIPU
3acToCcyBaHHI JeHHOI mo3u 50 Mr 6ikanyTtaminy. Y cTtabinbHilk ¢a3i Ha 4aCTKy IepeBaxkHO
akTuBHOTO (R)-eHaHTioMepa npumnagae 99 % 3araabHOI KiTbKOCTI IIUPKYTIOI0YNX
€HaHTiOMepiB.

EniMinarisa (BuBeOeHH).

Y mporieci KTiHIYHOTO AOCIIIXKEHHS cepenHs KoHLeHTpallis (R)-0ikamyTaMminy y criepMi 40JI0BIKiB, SKi
oTpumMyBanu Oikamytamin y mo3i 150 mr, ctanoBumna 4,9 mMxr/mn. Kinekicts Oikanytaminy, 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
3MiHM IIOTOMCTBA.

Oco6nuBi TPYNY NalliE€HTIB.

dapmakokinetuka (R)-eHaHTioMepa He 3aJIeXKUTh Bifl BiKy, ypaXKeHHs HUPOK a0 JIeTKOTO Ta
IIOMIPHOTO CTYIEeHS TAXKKOCTI ypaxKeHHS IIe4iHKU. [CHYI0Th JOKa3y, 10 Y Nalli€HTIB 3 TAXKKUMU
ypaxeHHsIMU ediHkyU (R)-eHaHTiOMep NOBiIbHIIIE BUBOAUTHLCS 3 IIJTa3MU KPOBI.

KriniyHi xapaKTepHCTHKH.
Iloka3anns.

JlikyBaHHSI PO3MOBCIOMIKEHOT0 PaKy MpocTaTu y KoMOiHallil 3 Teparmi€lo aHajoraMyu pUJTi3uHT-
daxTopa moTelHi3yio9oro ropmony (POJIT') yu xipypriuHoio KacTpali€ro.

IIpomunoka3aHHs.
BikanmyTtamif-BicTa nmpoTunoka3aHui Ajisl 3aCTOCYBaHHS XiHKaM Ta OiTAM.

BikamyTtamif-BicTa He ciifg Ipr3HayaTH MallieHTaM, y SKUX CIIOCTEPIraaucs peakilil rinepyyTIuBOCTi
10 Mi040i PEYOBMHHU YU 00 OyOb-IKOl 3 MOMOMIKHUX PEYOBUH, 1[0 BXOOATH 10 CKJIay TiKapChKOI0
3aco0y.

[TpoTunokasaHe ofHOYaCHE 3aCTOCYBaHHS OikanyTaminy i3 TepdheHaguHOM, aCTEMi30JI0M UM
[IA3aMPUOOM.



B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

He icHye moka3iB (papMakomrHaMiyHOI UM papMaKOKiHETHYHOI B3aeMofil 6ikanmyTaMioy Ta aHaoriB
POIIT.

HocmimkeHHS in vitro mokasanu, 1o R-6ikanyramin € inriditopom CYP 3A4 Ta BUSIBNISIE MEHIINM
inribiTopauy edpekt Ha akTUBHiICTE CYP 2C9, 2C19 Ta 2D6.

Xoya KIIiHIYHI fOCTIIAXKEHHS, Y IPOLEC] SIKUX 3aCTOCOBYBa/IM aHTUIIIPUH IK MapKep aKTUBHOCTI
mutoxpomy P, (CYP), He cBig4aTh Ipo MOTEHIIiMHY B3aEMO[Iiio0 i3 GiKanmyTaMigoM, cepegHs
KOHIIeHTPallis Mifa3omamy (11ora mif papMakoKiHETHUHOIO KpuBoi0) 36inmbimmitacs mo 80 % micms
OJHOYACHOT'0 MOT0 3aCTOCYBaHHS MPOTATOM 28 [HiB i3 OikamyTamimom. [js nikapchKux 3aco0iB 3
BY3bKUM TePAIleBTUYHUM [ialla30HOM Take IIiIBUILEHHS MOXE MaTU BeJIUKe 3Ha4eHHs.

Tomy omHOYacHe 3aCTOCYBaHHS i3 TeppeHafiuHOM, aCTEMi30JIOM Ta IU3AMPULOM € IPOTUIIOKa3aHUM.
Takox OikanyTamin ciif 3 00epexKHICTI0 3aCTOCOBYBATH i3 TAKMMHU CIIOJTyKaMH, SIK IUKJIOCIIOPUHY Ta
6;1oKaTopu KasblIlieBUX KaHasiB. Moxke BUHUKHYTH HEOOXIIHICTh ¥ 3MEHIIIEHH] 1031 LUX IIpemnaparis,
0COBIMBO FKIO € 03HAKU ITOCUJIEHHS BIJIUBY JIIKaPChKOTO 3aCc00y YU BUHUKAIOTH M06iuHi ehekTH y
pe3ybTaTi K0T0 3aCTOCyBaHHA. [Ipy 3aCTOCYyBaHHI IUKIOCIOPUHY PEKOMEHIYIOTh IPOBONUTH
peTesibHE CIIOCTEpPekKEeHHS 3a M0ro KOHIIEHTPALli€o y IIy1a3Mi KPOBi Ta 3a KJIiHIYHUM CTaHOM IlallieHTa
IIiCJI TOYaTKy YU IPUIKMHEHHS JTiKyBaHHS OiKalyTaMmigoMm.

3 obepexkHiCcTIO CIif mpr3HavyaTu bikamyTtaMmia-BicTa mpu 3acTocyBaHHi JTiKapChbKUX 3ac00iB, sAKi
MOXKYTb [IPUTHIYYBaTU OKUCHEHHS IIpelaparty (Takux K UUMEeTHANH, KETOKOHA30J). TeOPeTUYHO 1ie
MO2Ke TTPU3BECTH [0 MigBUINEHHS KOHIeHTpalil 6ikanyTaminy y maa3Mi KpoBi, 110 MOXKe 3yMOBUTU
ocuIeHHs m0o6iYHuX edeKTiB JTiKapChKOTro 3aco0y.

HocnigxkeHHs in vitro moka3any, 110 6ikanyTaMif MOXKe BUTICHATH KyMapUHOBUN aHTUKOATYIISIHT
BapdapuH i3 minsgHOK #oro 3B’s3yBaHHs 3 O6iTkaMu. IT0BimOMIISIIOCS PO MOCKUTIeHHS e(eKTiB
BapdapuHy Ta iHMKUX KyMapXHOBUX aHTUKOATYJISHTIB IIPYU 1X ODHOYACHOMY IIpAKOMI 3
6ikanyramigom. ToMy mifi Yac 3acTocyBaHHS GiKanyTaMify y MallieHTiB, SKi OGHOYACHO OTPUMYIOTh
KyMapUHOBi aHTUKOATyISHTH, PEKOMEHAYIOTh TPOBOAUTY PETEbHUI MOHITOPUHT ITPOTPOMOIHOBOTO
yacy (IT4)/mixkHapomHOTro HOpPMaJli3oBaHOro BigHomeHHs (MHB), Takoxk MOTPiOHO PO3TISHYTH
IATAHHSA IPO KOPUT'YBAHHSA [O3U aHTUKOATYJISHTIB.

Y 3B’S13Ky 3 THM, 1[0 aHTHAHAPOTEHHA Tepallisi MoXe IIPU3BOAUTH OO0 MOA0BXKeHHS iHTepBanmy QT,
ciipm 3 o6epexkHiCTIO Mpu3HayaTy OiKanyTaMig OqHOYACHO 3 TiKapChKUMU 3acobaMu, SIKi 30aTHi
CIIPUYUHSITY TTONOBXKeHHS iHTepBany QT a60 BUKIMKATHA PO3BUTOK IIIYHOUKOBOI Taxikapmil Tuimy
«mipyeT» (torsade de pointes), TOOTO TaKMMU K aHTUAPUTMi4Hi IpemapaTy Knacy IA (Hanpukiafm,
XiHiguH, pu3omipamin) abo knacy III (Hanpuknan, amiogapoH, coTanon, fobeTunin, i6yTumin),
MeTafiloH, MOKCU(DIIOKCAINH, HENPONENTUKY (OUB. po3ain «OcoONMMBOCTI 3aCTOCYBaHHS»).

Himu. [ocnigXeHHs B3aeMOZil Oy/x MpoBeOeHi TiTbKU ¥ JOPOCIHX.

Oco6.1ueocmi 3acmocy8aHHs1.
JlikyBaHH$ npenapaToM bikanyTtamin-Bicra ciig mounHaTy nip 6e3nocepenHiM HarasgoM Jiikaps.

Bikanyramim akTuBHO MeTa0o0i3yeThCst B mevinil. Jlesiki maHi garTh MigcTaBy BBAXkKaTH, II0 Y
TIAIEHTIB i3 TAXKKUMU YpaxKeHHSIMU MTeYiHKY BUBEIeHHS JTiIKapChKOro 3aco0y YIOBIIbHIOETHCS, a 1ie



MOXKe MPU3BECTU 00 KyMmynsuil Oikanyraminy. Tomy OikamyTamin ciif 3 00epexkHiCTI0 3aCTOCOBYBaTH
nanieHTaM i3 MOMIPHUMU YU TIKKUMHU YPakeHHIMU MediHku. Yepe3 MOKJIIUBICTh 3MiH (PYHKITi1
TIEeYiHKHY CJIif IepiogrYHO IPOBOOUTH KOHTPOJb MeYiHKOBUX MP00. BinbIIicTh 3MiH crIoCTepiranThCs
IIPOTSITOM TIEPIINX 6 MicslliB 3acTOCYyBaHHS OikanmyTaMiny. 3pigka IIpu 3acTOCyBaHHi OikamyTaminy
CIIOCTEpIramTh 3MiHU y QYHKIIIl IeUiHKY TSIKKOTO CTyIeHs, OyIu oTpHMaHi IIOBiOMIEHHS IIPO
JeTanbHi BUNagKy (muB. po3min «I1o6iuHi peakirii»). AKIIo cmocTepiraloThCs TIXKKi 3MiHK QyHKIII
MeYiHKY, JIiKyBaHHS OiKanyTaMimoM CIifl MPUIUHUTH.

[ng nauieHTiB, SKi MaiTh 00’'€KTUBHE IIPOTPeCyBaHHS 3aXBOPIOBAHHS pPa30M i3 MigBUIIEHUM PiBHEM
TICA, crif po3TIsHyTH MOXKIIMBICTh IPUIMHEHHS Tepaiii 6iKaayTaMigoMm.

Y 4onogikis, sKi mpuuMaTh aroHictu POJII, criocTepiraeThCs 3MEHIEHHS TOIEPAHTHOCTI [0
r110K03u. Lle MoXKe MPOSBUTUCS LIYKPOBUM AiabeToM a60 BTPATOIO IIiKeMiYHOTO KOHTPOJIIO Y
TIAIliEHTIB 3 y2Ke BUABIEHUM fiabeToM. YV 3B’SI3KY 3 IIUM CJIifi IPUAITATHA yBary MOHITOPUHTY PiBHA
TJIIOKO3Y B KPOBI MAIli€HTIB, SKi OTPUMYIOTh OiKamyTamin y KombiHariil 3 aroHicramu POJIT .

[TokazaHo, 1110 OiKamyTaMifl MPUTHiYye aKTUBHICTD 1uToXpoMy P,., (CYP 3A4), Tomy crig
IIPOSIB/ISATH 00EPEXKHICTh y pa3i OMHOYACHOI'0 MOT0 IPU3HaYeHH i3 IpernapaTamH, 110
MeTabomi3yoThcs nepeBaxHo CYP 3A4 (nus. posminu «IIpoTumnokasanus» i «Baaemomist 3
iHITMMY JTiKapChbKUMU 3aco0aMu Ta iHIIIi BUIM B3a€MOIIN»).

[TarmienTy 3 pigKiCHUMU CIIagKOBUMHU (popMaMu HETIEPEHOCUMOCTI rajlakKTO3H, BPOAXKEHOI0 JIaKTa3HO0
HEeJ0CTaTHICTI0O a60 CHHOPOMOM MajibabcopOilii ITI0K03U-TaTlakTo3u He MMOBHHHI MpUiMaTH 1ei
nmikapcbKu# 3aci6. Akio y Bac BcTaHOBIEHa HETIEPEHOCUMICTh OesKUX I[YKPiB, TPOKOHCYITYHTECS 3
JikapeM, MepI HiX mpuiiMaTy Ied TiKapchKuit 3acib.

Teparis aHTUaHAPOTEHAMU MOXKe IIPU3BONUTHU [0 ITONoBXKeHHd iHTepBany QT. YV nauieHTis, gki
MaioTh paKTOpU pHU3UKy abo BUIAKU MONOBXKeHHS iHTepBany QT B aHaMHe3i, a TAaKOXK y NAallieHTiB,
SIKi OJHOYaCHO MPUMMAaIOTh JIiKapChKi 3acobu, 1m0 MoXyTh nogoBxkyBaTd QT (guB. po3min «B3aemogis
3 iHIIMMU NMiKapChKUMU 3aco0aMu Ta iHIIi BUAYM B3aEMOLiH»), Tikapi MOBUHHI 10 TOYATKY JiKyBaHHS
6iKayyTaMigoM OIiHUTH CITiBBiIHOIIEHHS PU3UK/KOPUCTDb, BPAXOBYIOUH IIOTEHIIINHUN PU3UK
BAHUKHEHHS IIJIYHOYKOBOI TaXiKapfil TUILY «IIipyeT».

AHTHaAHJPOTeHHA Tepalis MoXkKe BUKIUKATH 3MiHU ¥ MOPGOJIOrTii ciepMaTo30ifiB. X04a BIJIUB
6ikanyramigy Ha Mop@osorito criepMaTo30ifiB He OIiHIOBAJH i ITPO TaKi 3MiHM Y Malli€eHTiB, sKi
oTpuMyBau OiKanayTaMif, He IIOBiIOMIISNHM, MTallieHTaM Ta/abo Ix mapTHepaM IIif Yac JIiKyBaHHS i
npotsrom 130 gHiB micns Teparmii 6ikanayTamifoM Ciifi BUKOPUCTOBYBaTH e(peKTUBHI METOAM
KOHTpaLIeIIIil.

[ToBimomsiniocs PO MOCUIEHHS e(eKTiB KyMapyuHOBUX aHTHKOATYJISHTIB Y MAlli€HTiB, AKi OMHOYACHO
npuiiManu GikaayTaMif, 110 Moxke Ipu3BecTH a0 36inbienHs (IT9) ta (MHB). [eski Bunagku Oyiu
II0B’s13aHi 3 PU3UKOM BUHUKHEHHS KPOBOTedi. PEKOMEHyETLCS peTeIbHO KOHTPOJII0BATH PIiBHI
[TY/MHB, TakoxX moTpi6HO POITISHYTH MUTAHHS IIPO KOPUTYBAaHHS NO3U aHTUKOATY/ISHTIB.

IonomidxcHI peuyosuHu:

Jlikapcbkuit 3aci6 mictuTh MeHIe 1 MMonb (23 Mr)/go3y HaTpito, TOOTO TPAaKTUYHO BiTbHUIM Bif
HaTpik.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py0010.



BariTHicTs.

BikanyTaMij IpOTHIIOKa3aHUH /IS 3aCTOCYBaHHS XiHKaM. Foro IpoTHIIOKa3aHo IPU3HAYaTH Y
1epion BariTHOCTI.

['omyBaHHSA TPYILOIO.
BikanyTramig IpoTunokasaHuy Iif 4ac IpygHOT0 BUTONOBYBaHHS.

QepTUNBLHICTE.

Y mocnigXeHHSX Ha TBapHHAX CIIOCTepiranocs 060poTHE MopyIlieHHsS GepTUIbHOCTI CaMIIiB.
Crnip mpunyckaTy, 110 B YOJIOBIKiB TeXK MOXKJIMBUU MEPiof HEOOCTATHOCTI PENPOAYKTHABHOL
¢byHKIIi1 abo Oe3mmiaas.

30amHicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

Bikanmyramifg-BicTa He Mae 30aTHOCTI BIJIMBATU Ha KepyBaHHS aBTOMOGieM 4 pobOTy 3i CKIagHUMU
MexaHi3mamu. OgHaK CIIif MaT¥ Ha yBaa3i, 1[0 YaCTO MOXKe BUHUKATU COHJIUBICTD, yKe 4acCTo -
3anmaMopoueHHs (muB. po3min «ITo6ivHi peakmii»). ITamieHTH, SKi IPUUMAaIOTh IeH JTiKapChKU 3acio,
TIOBUHHI JOTPUMYBaTHCS 00€PEeKHOCTI.

Cnocib 3acmocyeaHHsi ma do3u.

[lopocai malieHTH Y0JI0BiU0l CTaTi, BKIII0Ya04y Malli€HTiB JIiITHHOTO BiKY: mepopasbHo 1o 1 TabmeTii
50 Mr oguH pa3 Ha mo0y. JlikyBaHHS 6iKalyTaMigoM CIIif MOYMHATH L[0OHaWMeHIIe 3a 3 [Hi 10
IIOYaTKY Tepallil aHajoraMy PUTi3uHT-(paKTopa JII0TeIHi3yI040ro ropMoHy abo 0gHOYaCHO i3
XipypriyHoi KacTpali€o.

Hupxosa HedocmamHicmb: TalliEHTaM 3 HUPKOBOIO HEIOCTATHICTIO KOPEKIIisl 1031 He MOTpiOHa.

ITeuiHkosa HeOocmamHicmb: TallieHTaM i3 JIETKOI0 ITeYiHKOBOIO HeJOCTaTHICTIO KOPEKIIis H03U He
noTpibHa. Y nalieHTiB i3 MOMipHOI0 YM TSAXKKOIO TEeYiHKOBOIO HEIOCTATHICTIO MOXKe CIIOCTepiraTucs
IifBHUIeHe HaKOMUYEeHHS JTiIkapChKOT0 3acoly.

Himu.

BikanyTtamin-BicTa npoTunoka3aHuy Ajisl 3aCTOCYBaHHS HiTAM.

Ilepedo3yeanns.

HeMae maHuX 110710 TIEPEI03YBaHHS V TIOfEH.



JlixysaHHA. CieniniyHOr0 aHTUAOTY HE iCHYE; MiKyBaHHS cUMITOMaTuyHe. [liami3 moxe OyTu
HeeQeKTUBHUM, OCKiTbKM OiKanyTaMif 3HaYHOIO Mip0oi0 3B’I3yEThCSA 3 OiIKaMu Ta He BUSIBIIIETHCS Y
He3MiHeHOMY BUTJIAL y cedi. [Ipu mepeno3yBaHHI IT0Ka3aHa 3arajabHa MiATPUMYyBaJibHa Tepallis,

BKIIIOYal4HU MOHiTOpI/IHl" KHATTEBO BaXKJIMBUX IIOKA3HUKIB.

ITo6iuni peakuii.

[ToGiyHi peakiiii 3a3HaY€HO 3a YaCTOTOW: OyxKe 4yacTi (=1/10), wacTi (=1/100, <1/10), HewyacTi
(=1/1000, <1/100), pigki (=1/10 000, <1/1000), nyxe pigki (<1/10 000), yacToTa HeBigoMma (Ha
OCHOBI JOCTYIIHUX JaHUX HEMOXKJIMBO BCTAHOBUTH YaCTOTy BUHMKHEHHS).

CucteMa oprasis HacToTa [To6iuHa peakis
3 6oky Kposi ma aimpamuyHoi cucmemu |[Iyxe dacti |AHeMis
3 6oky imyHHOI cucmemu Heuacri [imep4yyT/IuBICTh, aHTIOHEBPOTUYHUL
HaOpSIK, KPOIIUB THKa
[TopyweHHsA memaboaizmy ma HacTi 3MEHIIeHHS alleTUTy
XapuyeaHHs
[TcuxiuHi po3aadu YacTi 3HMKeHHA Nibigo, enpecis
3 60Ky Hepsosoi cucmemu [Iy>xe yacTi [3amamMopouyeHHS
Yacri COHIUBICTB
3 60Ky cepus YacTi [HbapKT MioKapaa (€ MOBiTOMIIEHHS
Tpo JeTanbHi BUmagku)®, ceplesa
HEOOCTATHICTD
HacToTa [TomoBxkeHHs iHTepBany QT (gus.
HeBiToMa po3pinu «B3aemofis 3 iHIIUMUA
ITiKapChKUMH 3aco0aMu Ta iHIIT BUIH
B3aeMopii» Ta «OcoOnMuBOCTI
3aCTOCYBaHHS»)
CyOuHHI NOpyWeHHs [yxe gacti [[IpuniuBu
3 6oky cepedocmiHHA, e2py0Hoi Kaimku  [Hedacri [HTepcTHLIiaIbHA JIeTeHeBa xBopo6a’.
ma ouxaabHOi cucmemu € mOBiMOMJIEHHS IIPO JIeTaJbHi
BUTIQ[IKH.
3 6oxy mpasHoi cucmemu Hyxe gacti |Bifb y XKUBOTI, 3a110p, HY#OTa
YacTi [lucnerncisg, MeTeopusm
"enamobiaiapHi po3aadu JacTi [ eIlaTOTOKCUYHICTDh, 2KOBTSIHUIIS,
MiTBUINTEHHS aKTUBHOCTI TpchaMiHas1
Pigki [TeuiHKOBa HEOOCTATHICTH .
€ IMOBiMOMIEHHS IIPO JIeTalbHi
BUTIQ[IKH.
3 60Ky wkipu ma niowkKipHoi JacTi ATToTIeIis, TipCyTH3M/BiqHOBIEHHS
KAImKo8UHU POCTY BOJIOCCS, CYXiCTh LIKipH,
cBepOixK, BUCUIIAHHS
HeuacTi doTocencubinizarris
3 60Ky HUPOK ma ceyosudinbHOi Hyxe dacTti [[eMaTypisa
cucmemu
3 6oky penpodykmueHoi cucmemu ma  |[yxe gacTti [[iHeKoMacCTis Ta 6OOYICTh MOJIOYHUX
MO10YHUX 30103 325103’
HacTi EpekTuibHa OUCHYHKIIS




3a2a/1bHI NOPYWEHHA Ma CMaH Micya Hyxe dacti |AcTeHis
BB8eOeHHSA JacTi Binb y rpyasx, HaOpsK
Ob6cmeotceHH JacTi 30i/IbIIIEHHS MaCH Tila

' 3MiHM 3 60Ky MeYiHKK PifKo € TAXKHAMH Ta YacTO MUHAIOTh a00 ClabIIaTh IPH IPOIOBXEHHI
JIIKYBaHHS 4¥ IICJI UOT0 MPUIMHEHHS.

* BKIII04EeHO [0 TepeiKy MoGiYHuX peakilili Ha TiKapChKuil 3aci6 micas po3riany
micnsapeecTpaniiinux ganux. Yacrora O6yia BU3HaYeHa 3a YaCTOTOIO IIOBiIOMIEHD ITPO MO0iUHi SBUIla
IIe4iHKOBOI HEIOCTaTHOCTI Y XBOPUX, SIKi OTPUMYyBaJH JIiKyBaHHS Y BITKPUTHUX AOCTigKeHHAX Early
Prostate Cancer programme (EPC) y rpynax 6ikanytamigom 150 mr.

*MozKe 3MEeHIIMTHCE [IPH CYIyTHil KacTpallil.

4 Coocrepiranocs mif 4ac ¢papMako-emiieMionoridyHoro AOCigXKeHHS 3aCTOCYBaHHS aroHicTiB POJIT
Ta aHTUAHPOTEHIB IJIS JIIKyBaHHS pPaKy IepefMixypoBoi 3a/103u. Pu3uK 36iIbIIyBaBCs, SIKIIO
6ikanyramig 50 Mr 3acTocoByBanu y KombiHallil 3 aroHictamu POJIT, npoTe 30inbllIeHHS pU3UKY HE
Oyrno BigMiueHO mpu 3acTocyBaHHi OikanyTaminy 150 Mr sk MOHOTeparmii Ayis TiKyBaHHS paKy
IepenMixXypoBol 3a103H1.

° BKI04eHa y eperlik MoGiYHMX peaxilili mic/is OTPMMAaHHS I0CTMapKeTHHIOBUX faHuX. JacToTa
Oyna BU3Ha4YeHa 3a YaCTOTOIO [TOBiIOMJIEHb NP0 BUMIAAKYU iHTEPCTHUIliaIbHOI THEBMOHII y mepion
pargoMizoBaHoro jikysanHs 150 mr EPC.

36inbimenHs ITY/MHB: y 3BiTax mpoTSroM micisipeecTpalifHOTO CIIOCTEPeXKEHHS TOBIIOMIISIIOCS PO
B3a€EMO[Iil0 KyMapUHOBUX aHTUKOATY/ISHTIB i3 GikamyTamigoM.

IIogidoMaeHHA npo nido3pro8aHi nobiyHi peakuii.

[ToBimoMIeHHS PO Migo3pioBaHi MOGIYHI peakil Mic/sg peecTpaliil TikapChbKOT0 3aco0y € BaXKIMBOIO
npouenyporo. Lle mo3Bosise NPOAOBKYBAaTH MOHITOPUHT CIIiBBIAHOLIEHHS «KOPUCTh/PU3UK» OJIS
BiATIOBigHOTO JTiKapchKOro 3aco0y. MeguyHUM IIpalliBHUKAM He0OXiTHO MOBiqOMIISTH PO Oymb-sKi
nigo3proBaHi moOiuHi peakiril Yepes3 HalliOHAIBHY CUCTEMY IIOBiIOMIIEHb.

Tepmin npudamHocmi. 5 POKiB.

YmMmoBH 30epiranssi.

30epiraTtu B OpuriHaabHiY yIaKOBIi IpU TeMIepaTypi He Buiile 25 2C.

30epiratu B HEAOCTYIIHOMY IJISl OiTEW MiCIIi.

YnakoBka. [To 10 TabneTok y 6micTepi; mo 3 6ricTepu B KapTOHHIM KOPOOIIi.



Kareropis Bigmycky. 3a perenTtom.

BupoOHHUK.

CinTtoH Xicmanisg, C. JI.

Micue3HaxoaKeHHs1 BHPOOHHKA Ta ajjpeca Miclsi MPoBagKeHHsI HOT0 TisIbHOCTI.

Byn. K/Kactemnno, n°l, Caut boi ge JIno6perar, bapcenona, 08830, Icmawnis.



