IHCTPYKUIA
AN MeJMYHOI0 3aCTOCYBaHHS NiKapCbKoro 3acoby

BICTAMI/,
(VISTAMID)

Cknap:

Aitoya pevosmHa: bicalutamide;

1 TabneTtka, BKpUTa NiBKOBOK 060/10HKOL, MiCTUTL 50 Mr 6ikanyTamigy;

[OMNOMI>KHI PeYOBMHW: NaKT03a, MOHOTiApaT; NOoBiAOH; KPOCMOBIAOH; HATPIO NnaypuicybgaT; MarHito cTeapar;
060M0HKa: NaKTo3a, MOHOrigpaT; rinpoMenosa; Tutany giokeng (E 171); makporon (MEI 4000).

JlikapcbKa thopma. TabneTku, BKPUTI NTIBKOBOK 060/I0HKOHO.
OCHOBHI (pi3nKO-XiMiYHi BNacTMBOCTI: 6iNi Kpyrni ABOONYKNi TabNeTKN, BKPUTI MNIBKOBOK 060/10HKOKD; 3 0AHOr0 60Ky TabneToK rpasitoBaHHA «BCM 50.

dapmakoTepaneBTUYHa rpyna. AHTMaHAporeHHi 3acooun. Kog ATX L02B BO3.

dapmMakosoriyHi BNacTmBOCTI.

PapmakognHamika.

BikanyTtamif € HeCTepPOIAHUM aHTUaHAPOreHOM, WO He Mage iHLIOro BNAMBY Ha eHAOKPUHHY cuCTeMy. JTiKapCbKuMii 3aci6 3B’A3YETLCS 3 aHAPOreHHUMI peLenTopamu,
He aKTUBYHOUM EKCMNPECIO MEHIB, TAaKUM YMHOM MPUTHIYYHOUM aHAPOTeHHI CTUMYNW. Y pe3ynbTaTi MPUrHIYeHHS CroCTepiracTbCA perpecis NyxJMHWU nepeamixypoBoi
3ano3u. Mpw BigMiHI GikanyTamigy Y NEBHOI YaCTUHM NaLiEHTIB MOXe BUHUKHYTU CUHAPOM BiAMIHW.

BikanyTamif € paueMiyHO CyMILLLLIO 3 aHTUaHAPOreHHOK aKTUBHICTIO, MPeACTaBNeHNA Maike BUHATKOBO (R)-eHaHTioOMepoM.

PapmakoKiHe TuKa.

Abcopbuis.
BikanyTamifg go6pe BCMOKTYETLCS MiC/s NepopasibHOro NpuiioMy. Hemae AoKasiB KAiHIYHO 3HaYyLLOro epekTy Nprinomy i Ha 6i040CTYNHICTb NiKapCbKOro 3acoby.

Posnogin.

(S)-eHaHTIOMEp LyXKe LUBMAKO BUBOAUTLCA NOPIBHAHO i3 (R)-eHaHTioMepoM; nepiog HaniBBYBEAEHHA OCTAHHLOI0 3 M1a3My KPOoBi CTAaHOBUTbL NPUOBAN3HO 1 TVXKAEHD.

Mpy WwoaeHHOMY 3acTocyBaHHi Gikanytamigy (R)-eHaHTiomep uyepe3 ioro TpuBanwuii Mnepiof HaniBBMBEAEHHS KYMYHOETbCS Yy NnasMi KpoBi B 10-KpaTHii
KOHLIeHTpauiT.

Mnato KoHueHTpauii (R)-eHaHTioMepa Ha PiBHI NpM6aM3HO 9 MKI/MN CNOCTEPIraeTbCsA NPW 3aCTOCYBaHHI AeHHOI f03n 50 Mr 6ikanyTamigy. Y cTabifbHii thasi Ha
4acTKy nepeBaxxHO akTMBHOIO (R)-eHaHTiomepa npunagae 99 % 3aranbHOT KiNIbKOCTI LMPKYNHOKUNX eHaHTioMepiB. @apmakokiHeTuKa (R)-eHaHTioMepa He 3a1eXuTb
Bifl BiKy, HasBHOCTI YpaXeHHS HWPOK ab0 NIerkoro Yv MOMIPHOro YPaXXeHHs MediHKW. ICHYKTb A0oKasu, WO Y MauieHTIiB i3 THKKUMU YPOKEHHAMU MeYviHKK
(R)-eHaHTiOMEp MOBIfIbHILLIE eNiIMIHYETLCA 3 MIa3MUN KPOBI.

BikanyTamif Mae BUCOKUIA CTYyNiHb 3B°3yBaHHA 3 6inkamu KpoBi (pauemat — 96 % (R)-eHaHTioMep — >99 %) Ta iIHTEHCUBHO MeTab0Ni3yeTLCS (LLNSAXOM OKCUaaLii Ta
[MHOKYpPOHi3auiT), Moro Metabonitv 04HaKOBOK MipOO BUAINAKOTLCA 3 CEYEt0 Ta XKOBYIO.



EnimiHavis (BUBeAEHHS).

Y xofi KNiHIYHOro JocnifpkeHHs cepefHs KoHUeHTpauis (R)-6ikanyTtamigy y cnepmi 4onoBiKiB, SKi oTpuMyBann GikanyTtamig y gosi 150 mr, ctaHoBuna 4,9 Mkr/mi.
KinbKicTb 6ikanytamigy, sika NOTeHUiAHO NOTpansse B OpraHiaM XiHKW Mif Yac CTaTeBMX 3HOCWH, € HU3bKOKO Ta MOXe CTaHOBUTU NpubnnsHo 0,3 mkr/mn. Llei
PiBEHb € HVMXKUMM 32 TOMW, L0 Y NabopaToOpHUX TBAPUH NPU3BOAUTL 40 3MiHN NOTOMCTBA.

0OcobnuBiI rpynu NALLIEHTIB.

dapmakokiHeTVKa (R)-eHaHTIOMepa He 3a1eXXUTb Bif, BIKY, YPaXKeHHA HMPOK abo /IerKoro Ta MomipHOro CTyNeHs TSHXKKOCTI YPaXKeHHS MediHKW. ICHYI0Tb [oKasu, Lo
Y NaLiEHTIB i3 THKKUMU YpaKeHHAMM nedviHky (R)-eHaHTioMep MOBifbHiLLe BUBOAMTLCA 3 NIa3MU KPOBI.

KniHiYHI XapaKTepUCTUKN.

Noka3aHHA.

JNiKyBaHHSA PO3MOBCIOMKEHOrO paKy MpocTaTv y KOMOiHaUil 3 Tepanieto aHanoraMmu puiisvHr-gakTopa AHTEHI3Y0Horo ropmoHy (PPN abo XipyprivyHoto
KacTpauieto.

IMpoTnnoKasaHHA.

BikanyTamif NnpoTunokasaHuin Ans 3aCTOCYBaHHA XXiHKaM Ta AiTaMm.

BikanyTtamif He cnig npusHavaT NauieHTam, Yy AKX CnocTepirannca peakuii rinepyyTnMBOCTI A0 Ai0YOT PEYOBMHU UM A0 OYAb-SIKMX AOMOMIKHUX PEYOBUH, WO
BXOAATb A0 CKaay NikapcbKoro 3acooy.

MpoTunokasaHe o0fHOYacHe 3aCTOCyBaHHS BikanyTamify i3 TepdeHagnHoOM, acTeMi30/10M YK LiM3anpuaoM.

B3aemogisi 3 iHLLIMMW NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIiA.

He icHye foKa3iB hapMakogMHaMi4HOT abo papMaKOKIHETMYHOT B3aeEMOAIT 6ikanyTamigy Ta aHanoriB puni3vHr-hakTopa NHTETHI3YHUHOro ropMoHy.

JocnimpkeHHs in vitro nokasanu, wo R-6ikanyTtamig € iHrioitopom CY P 3A4 Ta NposB/isie MeHLWNIA iHMi6ITOPHUI edheKT Ha akTuBHICTb CY P 2C9, 2C19 Ta 2D6.
Xoua KNiHiYHI AOCNiMKEHHS, Y XO4i SKMX 3aCTOCOBYBaM aHTUMNIPUH SK MapKep akKTUBHOCTI umToxpomy P450 (CYP), He cBig4aTb Npo NOTeHLiAHY B3aEMOAIHO i3
GikanyTamioMm, cepeaHs KOHUeHTpauis migasonamy (nnowa nig apMakoKiHETUYHOK KpKUBOKD) 36inblumnack Ao 80 % nicns OfHOYACHOro MOro 3acTOCyBaHHSA
npotarom 28 fHiB i3 Gikanytamigom. [ns NikapcbKMX 3aco6iB 3 BY3bKMM TepaneBTUYHMM Aiana3oHOM Take MifBWLLEHHS MOXe MaTu Be/IMKe 3HaYeHHS.
ToMy oflHOYaCHe 3aCTOCYBaHHA i3 TepheHaAMHOM, acTeMI30/1I0M Ta UM3anpuaom € NpPoTUnokasaHMM. Takox GikanyTamig cnif 3 06epeXHIiCTI0 3aCTOCOBYBaTU 3
TaK1MMK CroslyKaMm SiK LIMKNOCMOPUHM Ta 6/10KaTopK KaslbLieBUX KaHasiB. MOye BUHUKHYTU HEeOOXiAHICTb Y 3MEHLUEHHI 403K LMX NiKapCbKMX 3aco6iB, 0c06/1MBO
SIKLLLO € 03HAKWN MOCWEHHS BMMBY NnpenapaTy abo BUHMKatOTb NOGIYHI etheKTW y pe3ynbTarTi Moro 3actocyBaHHS. Mpy 3aCTOCYBaHHI LIMKNOCMOPUHY PEKOMEHAYHOTb
MPOBOAUTY PeTesibHE CMOCTEPEXEHHSA 3a MOr0 KOHLEHTpauieto y niasMmi KpoBi Ta 3a K/AIHIYHUM CTaHOM nauieHTa nicns novaTky abo NpUnuMHeHHS NiKyBaHHS
GikanyTamigom.

3 06epexHiCTIO cnifg npu3Hadath Gikanytamif nNpv 3acTOCyBaHHI NiKapCbKMX 3ac06iB, AKi MOXYTb MPUrHIYYyBaTh OKUC/IEHHA npenapaty (Takux SK LUUMETUAMH,
KETOKOHa30/1). TEOPeTUYHO Lie MOXKe NMPU3BECTU [0 MiABULLEHHS KOHLEHTpauil bikanyTamigy y nnasmi KpoBi, O MOXe 3yMOBUTU MOCWUIEHHS NOGIYHUX eteKTiB
NiKapcbKOro 3acooy.

JocnifpkeHHs in vitro nokasanu, Wo 6ikanyTamif MOXe BUTICHATA KYMapUHOBUIA aHTMKOArynsHT BapapuH i3 4iNsgHOK A0ro 38°s3yBaHHA 3 6ifikaMu KpoBi. Tomy y
pasi npu3HaveHHs OGikanyTamigy nauieHTaM, $Ki BXe OTPUMYKOTb KyMapWHOBI aHTUKOArynsHTW, pPeKOMeHAYHTb MNPOBOAUTU  PeTeNlbHUA  MOHITOPUHT
NPOTPOMOIHOBOIO Yacy.

JocnifpkeHHs in vitro nokasanu, Wwo 6ikanyTamif, MOXXe BUTICHATM KyMapWHOBWIA aHTUKOArynsHT BapapuH i3 [AiNSHOK MOro 3B’A3yBaHHA 3 Gilkamy KpPOBI.
MoBigoMNANM NPO NOCUNEHHA eeKTiB BapapuHy Ta iHLIMX KyMapuHOBWX aHTUKOArynsHTIiB npy iX OLHOYaCHOMY Mpuitomi 3 GikanyTtamigom. Tomy nig uac



3aCTOCyBaHHA GikaslyTamify y nauieHTiB, AKi 04HOYACHO OTPUMYIOTb KyMapyHOBI aHTUKOArynsHTW, PEKOMEeHAYIOTb NPOBOAUTN peTelbHUIA MOHITOPUHT MNMY/MHB, i
MOTPIOHO PO3rNAHYTU MUTAHHA MPO KOPUTyBaHHSA 403M aHTUKOAry/ISHTIB.

Y 3B’53Ky 3 TWUM, L0 aHTWaHAPOreHHa Tepanis MoXKe NPU3BOAUTU A0 MOAOBXKeHHs iHTepBany QT, cnif 3 06epeXHicTio npusHavaTy bikanyTtamif OAHOYacHO 3
NiKapCbKMMKM 3acobamu, SKi 3a4aTHI CNPUUMHATU MOLOBXEHHS iHTepBasly QT abo pO3BMTOK LLYHOUKOBOI Taxikapgii Tuny «nipyet» (Torsade de pointes), To6To
TaKUMW K aHTMapUTMIYHI npenapaTy Knacy IA (Hanpuknag, XiHiguH, gm3onipamig) a6o knacy Il (Hanpuknag, amiogapoH, cotanon, gogetunid, i6ytunig),
MeTafoH, MOKCU(IOKCALMH, HEMPONenTuKK i T.4. (AMB. po3ain «OcobaMBOCTI 3aCTOCYBaHHS»).

aiTn.

JocnigpkeHHsA B3aEMOAIT MPOBOANAN TifIbKMN 3 yHaCTHO AOPOCNNX NaLiEHTIB.

Oc06/1MBOCT i 3aCTOCYBaHHSI.

JNikyBaHHA Bictamigom chiig po3noynHaTy nif 6e3nocepefHiM Harnsa40Mm fikaps.

BikanyTtamif akTMBHO MeTaboni3yeTbCA y nediHyi. Jeski faHi AatoTb MigcTaBy BBAXKATK, WO Y NALEHTIB i3 TKKAMM YPAKEHHAMN NeYiHKN BUBEAEHHS NiKapCbKOro
3ac00y YroBINIbHIOETLCA, a Lie MOXe MPU3BECTU A0 KyMynauii 6ikanyTamigy. Tomy GikanyTamif Cnif 3acTOCOBYBaTW 3 06EPEXHICTIO naujieHTam i3 NoMipHUMKM abo
TKKAMW  YPOXKEHHAMU MeYiHKK. Yepe3 MOXIMBICTb 3MiH (DYHKLIT MeYiHKX Ccnif MepiofvMyHO MPOBOAWUTU KOHTPO/Mb MEeYiHKOBMX Npo6. BinbwicTb 3MiH
CrocTepiraloTbCs NPOTAroM Mepwnx 6 MicsAuiB 3acTocyBaHHs GikanyTtamigy. 3pigka npu 3actocyBaHHI GikanyTamifgy CrocTepirarTb 3MIHU Yy QYHKLIT NeYiHKK
TSDKKOIO CTYMeHs, 6yn oTpuMMaHi NoBiJoMAeHHS NPo NeTanbHi Bunaaky (AvB. po3ain «IMobiyuHi peakLii»). AKLLO0 CNoCTepiratoTbCa THKKI 3MiHM PYHKLIT NEYiHKN,
NiKyBaHHA GiKanyTamifom Cnif NPUNUHATK.

[na nauieHTiB, AKi MatoTb 06’€KTUBHE MPOrpecyBaHHs 3axXBOPHOBaHHA pa3oM 3 niAsuiieHMM piBHeM TCA, cnif po3rnisHyTU MOX/MBICTb MPUMNUHEHHA Tepanii
GikanyTamigom.

Y 4onoBiKiB, fIKi NpPWiAMalOTb aroHICTU PUNI3MHr-(hakTopa /OTEIHI3YOUOro rOPMOHY, CMOCTEPIraETbCAa 3MEHLLEHHS TONEepPaHTHOCTI A0 rAtoKo3u. Lle moxe
NPOSBUTUCS LYKPOBMM [iabeToM abo BTPATOK [/IIKEMIYHOrO KOHTPO/IKO Y MauieHTIB 3 YXKe BUSABMEHUM fiabeToM. Y 3B’A3KY 3 LUM CNij NpuainuTn yeary
MOHITOPVHIY PiBHA INHOKO3M B KPOBI MaLiEHTIB, AKi OTPUMYHOTb BikanyTamif y KOMOIHALiT 3 aroHiCTaMu pui3uHr-haktopa NHTETHI3YHUHOro ropMoHy.

MokasaHo, WO GikanyTamif NPUrHivye akTUBHICTb LUTOXpOMY Pusg (CYP 3A4), Tomy cnif nposBnsatiu o06epeXHicTb Y pasi OAHOYACHOro MOro MpusHayeHHs 3

npenapatamu, WO MeTabonizytoTbca nepeBaxHo CYP 3A4 (auB. po3ginn «poTunokasaHHs» i «B3aemogia 3 iHWYMK NiKapcbKMMKU 3acobamy Ta iHWIi BUAW
B3aEMOAI ).

Tepanis aHTMaHAPOreHaMn MOXe NMPU3BOAUTU A0 NOAOBXeHHS iHTepBany QT.

Y naujieHTiB, AKi MatOTb (haKTOpW pU3nKy abo BMNaLKMN NOAOBXEHHS iHTepBany QT B aHaMHe3i, a TaKoX Y NalieHTIiB, SKi 04HOYaCHO NPUIAMatOTb NiKapcbKi 3acoom,
WO MOXYTb nogoBxysatn QT (AMB. po3ain «B3aemogis 3 iHWWMK NiKapCbKMMKM 3aco6aMun Ta iHLWI BUAW B3aEMOfili»), Nikapi NOBUHHI [0 MOYaTKy NliKyBaHHSA
GikanyTaMifoM OLiHUTL CMiBBIAHOLIEHHS PU3NK/KOPUCTb, BPaXOBYHOUM MOTEHUIMHUIA PU3MK BUHUKHEHHS LUYHOYKOBOI Taxikapgii Tuny «nipyeT» (Torsade de
pointes).

AHTUaHAPOreHHa Tepanis MOXe CNPUYMHATIA 3MiHK Y MOPONOrii cnepMaTo30ifiB. Xoua BNavB GikanyTamifgy Ha MOP(OIOrito CrepmaTo30iaiB He OLiHIoBaIKN i Npo
Taki 3MiHW Y MauieHTIB, AKI OTpMMYyBain GikanyTamif, He MOBIAOM/IAMMW, MalieHTaM Ta/abo TX napTHepam nif yac NikysaHHA i npotarom 130 gHiB nicns Tepanii
GikanyTamifioM Cnif BUKOPUCTOBYBATU ePEKTUBHI METOAM KOHTpaLEenLil.

MoBifOMAANN NPO NOCUNIEHHS e(heKTiB KyMapUHOBMX aHTUKOArynaHTIB y NauieHTiB, AKi 04HOYaCcHO npuimani GikanyTtamif, Lo MOXe MpU3BeCTN A0 36iNbLUeHHS
npoTpom6iHoBoro yacy (MY) ta MiKHapoAHOro Hopmani3oBaHOro BigHoweHHs (MHB). [eski Bunagky 6ynv MoB’d3aHi 3 PU3MKOM BUHWKHEHHS KPOBOTEUI.
PeKOMeHAYETLCA peTe/lbHO KOHTPOIoBaTH pPiBHi MUY/MHB i NoTPi6HO po3rnsHYTU NUTaHHSA NPO KOPUTyBaHHSA 403U aHTUKOArynsaHTIB.

JOMNoMi>KHI PeYOBUHM.

MayieHTaM 3 PigKICHUMKX CnagKoBMMK (hOpMammn  HernepeHOCUMOCTI ranakTo3u, BPOMKEHOH NaKTa3HOK HefoCTaTHICTI0O abo CUHAPOMOM Manibabcopouii




[MIIOKO3U-TanakTo3u He CNij, 3aCTOCOBYBATM Ll NiKapCbKumii 3acib.
JlikapcbKuii 3aCi6 MICTUTb MeHLe 1 MMOsb (23 Mr)/a03y HaTpito, TOOTO NPaKTUYHO BifIbHUIA Bif HATPIto.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHSA rpyagato.

BariTHicTb.

BikanyTamiz NpoTMNOKa3aHWi 4ns 3aCTOCYBaHHS XiHKaM. 1oro npoTmnokasaHo npusHauaTiy nepiog, BaritTHoCTi.

["oAyBaHHA rpyaato.

BikanyTamif npoTunokasaHuii nif Yac rpyAHoro BUrogoBYyBaHHS.

PepTUNLHICTD.

Y [OCNifPKEHHSX Ha TBapuvHax CrnocTepiranocsd 000pOTHE MOPYLUEHHS (hepTWUbHOCTI camuiB. Cnig npunyckatu, WO B YOMOBIKIB TeX MOXIMBUIA MNepiog
HeA0CTaTHOCTI PenpoAyKTUBHOT PYHKLiT abo 6e3nnigas.

34aTHICTb BNAMBATY Ha WWBMAKICTb peakLii Nnpy KepyBaHHi aBTOTPaHCNOPTOM abo iHLWIMMKU MeXaHi3mamu.

BikanyTamif He Mae 34aTHOCTI BN/IMBATU HA KepyBaHHA aBTOMOOGi1eM a6o pobOoTY 31 CKNaAHMMK MexaHismamun. OfHaK cnif mMaTh Ha yBasi, L0 YacTo MOXE BUHUKATK
COH/IMBICTb, AYXXE 4acTO — 3anamopoyeHHs (AuB. po3fin «[Mo6iuHi peakuii»). MauieHTW, AKi NPUMAMalOTb Lein NiKapcbKuiA 3acib, MOBMHHI AOTPMMYBATUCS
06epexXHOCTI.

Cniocib 3acTocyBaHHSA Ta A03Mu.

[lopocni nauieHTX 4oNOBIYOT CTaTi, BKIHOYAKOUM NauieHTiB NiITHLOrO BiKY: nepopasibHO no 1 Tabnetyi 50 mr 1 pa3 Ha Ao6y. JlikyBaHHS GikanyTaMigom cnif
PO3MOYMHATK LLOHANMeHLLE 3a 3 AHI A0 NoYaTKy Tepanii aHanorammn punisuHr-hakTopa NOTETHI3YHUOro ropMoHy abo 0AHOYAcHO i3 XipyprivyHOK KacTpaui€to.
HupkoBa HeOCTaTHICTb: NalieHTaM 3 HUPKOBOK HeOCTATHICTIO KOPeKLia 03K He NoTpibHa.

MeyiHKOBa HeAOCTATHICTL: MalieHTaM i3 JIErKOK NEeYiHKOBOK HeLOCTATHICTIO KOPeKLis A03M He MOoTpibHa. Y mauieHTIiB i3 NOMIPHOK abo TAXKOK MeYiHKOBOK
HeA0CTaTHICTIO MOXXe CNOCTepiraTmucs nifuLLeHe HaKOMMYEHHS TiKapCbKOro 3acoby.

[iTw. BikanyTamif NpoTUNOKasaHWin AN 3aCTOCYBaHHSA AiTAM.

Nepeno3yBaHHSA.

Hemae paHux WoAo nepefosyBaHHA y oged. CrneumgiyHOro aHTUAOTY He iCHYe; NiKyBaHHS CUMMNTOMaTWM4He. [ianis Moxe 6yTW Hee()eKTUBHWUM, OCKIiNbKM
GikanyTamig, 3Ha4YHOK MIpOK 3B’SI3YeTbCS 3 OiIKAMM KPOBI Ta He BUABNAETLCA Y He3MiHeHOMY BuUrnsgi y cedi. Mpu nepefosyBaHHI MoKasaHa 3arasibHa
nigTPUMyBasibHa Tepanis, BK/IYaoUy MOHITOPUHT XXUTTEBO BXK/MBMX MOKA3HUKIB.

Mo6iuHi peakuii.
Mo6iyHI peakuii 3a3Ha4YeHO 3a YacTOTO: AyXe yacTi (=1/10), vacTi (=1/100, <1/10), HeuacTi (=1/1000, <1/100), pigko (=1/10000, <1/1000), gyxe pigko (<1/10000),
yacTOoTa HeBifoma (Ha OCHOBI JOCTYMHUX faHWX HEMOX/BO BCTAHOBUTW YacCTOTY BUHUKHEHHS).

CuncTema opraHis UacToTa Mob6iuHa peakuis
3 60Ky KpoBi Ta NimgaTUYHOT CUCTEMM [y>xe vacTi AHewmis




3 60Ky iMyHHOT cucTemu HeuacTi [inepyyTnuMBICTb,  aHriOHEBPOTUYHWIA
HabpsK, KPOMuB’AHKa

MopyLUeHHs MeTabonismy Ta xapuyBaHHs YacTi 3MeHLLEeHHS aneTuTy

McuxiyHi posnagm YacrTi 3HWKeHHA Nibigo, fenpecis

3 60Ky HepBOBOT CUCTEMY Lyxe yacTi 3anamMopoyeHHs

YacrTi CoHNMBICTb

3 60Ky cepus YacrTi IHapKT Miokapaa (€ NOBIAOMIEHHS MPO
neTabHi BUMaaKmn)4, cepLeBa
HeoCTaTHICTb4

HeBigoma MofoBXeHHs1 iHTepBaly QT  (awms.

yactoTa po3ainn «OcobAMBOCTI 3aCTOCYBaHHS»
Ta «B3aemogis 3 IHWMMK NiKAPCbKUMK
3aco6amMm Ta iHLLi BUAW B3aEMOAINI»)

CyOWHHI NopyLUEeHHA [yxe yacTi Mpunnvsun

3 60Ky CcepefoCTIiHHS, rpyaHol KniTkn Ta | HeuacTi IHTepcTULialbHa NnereHeBa XBopoba>. €

AUXanbHOI cUCTeMu MOBIZOM/EHHSA NP0 NeTasibHi BUMAAKW.

3 60Ky TpaBHOI cUCcTeMu Ly>xe yvacTi Bifib y XuBOTI, 3anop, HyJoTa

YacTi [vcnencis, MeTeopusm

"enaTob6iniapHi po3naau YacrTi "enaToTOKCUYHICTb, YKOBTAHULA,

MiJBULLIEHHS aKTUBHOCTi TpaHcaMiHazl
Pigko MeyviHKOBa HEJOCTATHICTbZ.

€ MNOBIAOMNEHHSA NP0  NeTa/bHi

BUMaAKMW.

3 60Ky LUKIpW Ta MifWKIPHOT KNI TKOBUHM YacrTi Anoneuis, ripcyT3m/BiHOB/IEHHSA
poCTy  BOMIOCCH,  CYXICTb  LUKipH,
cBepbiX, BUCHN

Heuvacri doToceHcmbInizaLis

3 60Ky HMPOK Ta CevyoBMAiNbHOT CMCTEMM Lyxe yacTi ematypis

3 OOKy penpofyKTMWBHOI cucTemn Ta | dyxe yacTi MHekomacTis Ta GO0/HOYICTb MOJIOYHUX

MO/IOYHMX 327103 3a/1033

YacrTi EpekTunbHa gnchyHKLis




3arasbHi - nopylweHHs Ta cTaH  Micua | [y>Ke yacTi AcTeHiA
BBE/IEHHS YacrTi Binb y rpyasx, Habpsik

O6CTeEXKEHHSA Yacri 30i/bLLUEHHS MacK Tina

1 3miHm 3 OOKY NeYiHKM PiLKO € THKKMMM Ta 4aCTO MUHaKOTh 260 cnabLuaroTb Npy NPOLOBXEHHI NiKYBaHHS Y/ NiCNsA KOro NPUNUHEHHS.

2 BkntoueHo [0 Nepeniky No6iyHMX peakLiil Ha NiKapCbKWiA 3acib nicnsa po3rnagy nicnapeectpauiiHux gaHuX. YactoTta 6yna BU3HayeHa 3a 4aCTOTOHO MOBIAOM/IEHb
Mpo NoGiYHI ABMLLA NEYiHKOBOT HEOCTATHOCTI Y XBOPUX, AKi OTPUMYIOTb NiKyBaHHA Y BIAKpUTUX aocnigpkeHHsax Early Prostate Cancer programme (EPC) y rpynax
6ikanytamigom 150 mr.

3 Moxe 3MeHLINTUCS npu CynyTHI KacTpaLlii.

4 CnocTepirasnocs nig vac hapmako-enifeMionoriyHoro 4OCiIpKeHHA 3aCTOCYBaHHS aroHICTIB PUNI3NMHI-(hakTopa NHOTETHI3YUO0ro ropMoHY Ta aHTUaHAPOreHIiB A1
NiKyBaHHSA paKy nepeaMixypoBoi 3ano3n. Pusuk 36inbluyBaBcs, SKWO OGikanyTamig 50 mr 3acTtocoByBaiM y KOMGiHaUil 3 aroHictamMu punisuHr-gakTopa
NIOTETHI3YHOUYOro FOPMOHY, NpoTe 306i/bLUEHHA PU3MKY He Oyno Big3HA4YeHO MpW 3acTocyBaHHI Gikanytamigy 150 Mr sk MoHoTepanii Afd NiKyBaHHA paky
nepeAMixXypoBoi 3a/1031.

S BkitoyeHa y nepenik nobiuHMX peakuiid Micns OTPUMaHHA MOCTMApPKETMHIoBMX AaHuX. Yactota Oyna BM3HayeHa 3a YaCTOTOH MOBIAOM/EHb MPO BUMALKM
IHTEPCTULIaIbHOT MHEBMOHIT Y Mepiof paHA0Mi30BaHOr o NnikyBaHHs 150 mr EPC.

36inbLieHHa MY/MHB: y 3BiTax NpOTAroM MicASPeecTpaLiniHOro CnocTepeXeHHs NoBiAOMAAIN NPO B3aEMOAIK0 KYMapUHOBMX aHTUKOAry nsHTIB i3 GikasiyTaMifoMm.
[MoBiAOMNEHHSA NPO Nif03POBAHI NOOIYHI peakLiil.

[MoBigOM/IEHHA NPO NifO3PHOBaHI NOBGIYHI peakuil nicna peecTpauii NiKapcbKOro 3acoby € BaXK/MBOK NpoLueayporo. Lle [03BONSE MPOAOBXKYBAaTU MOHITOPUHT
CMNiBBIAHOLLEHHSA «KOPUCTL/PU3NK» ANS BIAMOBIAHOIO MiKapcbKoro 3acoby. MeanyH1M npauiBHMKaM Heo6XigHO MOBILOMAATY NMPo 6yab-AKi Nifo3ptoBaHi MoGiYHI
peakuii yepes HalioHa/IbHY CMCTeMY NOBIAOMIIEHb.

TepMiH NpuAaTHOCTI. 5 poKiB.

YM0BM 36epiraHHs.
He noTtpebye 0co6/MBUX YMOB 36epiraHHs. 36epiraty HeoCTYMHOMY AN AiTel MicLi.

Ynakoska. o 10 Tabnetok y 6ictepi; no 3 6nicTepy B KAPTOHHI KOPOOLL.
Karteropis Bignycky. 3a peLenTom.

BupobHuK.
CiHTOH Xicnanis, C. /1.

Micue3HaxomMkeHHSA BUPOOHMKaA Ta afpeca Micua NpoBafyKeHHS NOro 4isNIbHOCTI.
Byn. K/Kactenno, nol, CaHT boi fe JIno6perar, bapcenoHa, 08830, IcnaHis.



