IHCTPYKIIA
AJIS1 MEINYHOT0 32CTOCYBAHHS JIKAPCHKOI0 3aC00y

BIKAJTYTAMIJI-TEBA
(BICALUTAMIDE-TEVA)

Cknao:

diroya peyoguHa: OIKATyTaMi;

1 TabneTka, BKpUTA IUTIBKOBOIO OOOJIOHKOIO, MICTUTh OikanmyTaminy 150 mr;
O00NOMICHI peyosuHU. IENTI0NI03a MIKPOKPUCTAJIIuHa, TOB1IOH, HATPIIO KPOCKapMeno3a,
HaTpIIO JaypuiIcyb(dart, TaKTO3H MOHOT1IpaT, KPEMHII0 JIOKCH] KOJIOiTHUI 6€3BOTHUIA,
MarHilo creapar, TillpoMeno3a, MOdiJeKcTpo3a, Tutany niokeun (E  171),
MOJIIETUIICHTJTIKOJb.

Jlikapcbka ¢gopma. TabieTku, BKPUTI TITIBKOBOIO 000JIOHKOIO.

OcnosHi hizuko-ximiuni éracmugocmi: 6inoro abo maixe OLIOro KOJIbOpY, KpYTIIi,
JIBOOIMYKJIi, BKPHUTI ITIBKOBOIO 00OJOHKOIO TabneTku 3 TucHeHHsM «BCLy» 3 omnoro
00Ky Ta riaJieHbKi 3 1HIIOro; 6e3 TPIIIKH Ta CKOJIIB.

dapmaxoreparneBTHUHa rpyna. AHTHanaporensi 3acoou. Kogq ATX L02B B03.

Dapmakonoziuni eracmusocmi.

Dapmakoounamixa.

Mexanizm 0ii

bikamytamiz € HecTepOiTHUM aHTHAHIPOTEHHUM 3aCO00M, TI030aBJICHUM 1HIIIOT eHIOKPUHHOT
aKTUBHOCTI. BcTymae y 3B’S30K 3 aHIPOr€HHMMH pelenTopamy 0e3 akTHBalii TeHHOI
eKcrpecii, OJIOKyIOUM B TaKHi CIIOCIO aHIpOreHHy cTuMyJisiiito. Lle mpusBoauTh 10 perpecii
OyXJIMH TpocTaTH. Y 4YaCTWHM XBOPHMX TIPUIMHEHHS Tepamii OiKalyTaMmiioM MOXe
CIIPOBOKYBATH CHH/IPOM BiIMiHU.

€ paleMiyHOI0 CIIOJIYKOI0; aHTHAHAPOTE€HHY aKTUBHICTh MpOSBIsL€ BHHATKOBO (R)-
eHaHTioMep.

Kniniuna epexmuenicmo ma 6esnexa

bikamytamia 150 Mr mocnipkyBaiy K Tepamito UIsl marieHTiB 3 JokamizoBanumu (T1-
T2, NO a6o NX, M0) a6o wmicreBo-po3noBcromkeHumu (T3-T4, Oynp-sxi N, MO; T1-
T2, N+, M0) nyxi1uHamu nepeaMixypoBoi 3a103u 6e3 MeTacTasiB y X0/l 00’ €IHaHOTO
aHaJi3y TPHOX MIIANE00-KOHTPOIbOBAHUX MOIBIMHUX CIIMUX JTOCIHIIKEHb, B SIKUX B3sUIN
yuactb 8113 mnamienTiB. bikamyTamin mnpusHayaiau SK HEBIAKIAIHY TOPMOHAJIBHY
Tepamito abo AK aJ’IOBaHTHY Tepamilo MNpH paJuKalibHId mpocTaTekToMii abo
paniorepamii (31€01IbIIOT0 30BHILIHS AUCTaHLIHHA poMeHeBa Tepamis). Ha MmoMeHT
MefiaHu croctepekeHHs 9,7 poky y 36,6 % 1 38,17 % mauieHTiB, sKi mpuiAManu
Oikamytamin abo miane6o BIAMOBIAHO, BiJ3HAYEHO OO’€KTHBHE MPOTPEeCyBaHHs
3aXBOPIOBAHHS.

3HWKEHHS PU3HKY OO €KTHBHOTO IIPOIPECYBaHHS 3aXBOPIOBAHHS 3a(iKCOBAHO Y
OLTBIIOCTI MALIIEHTIB Y FPyMax, MPOTe BOHO 0YJ10 HAalOLIbII MOMITHUM B OCi0, SIKi MalOTh
BUCOKHI PU3MK MpOrpecyBaHHs XBOpoOH. ToMy KIIHIIMCTH MOXYTh BHPIIIyBaTH, 110
ONTUMAJIBHOIO CTPATEri€lo JIIKyBaHHS MALI€HTIB 3 HU3bKUM PU3UKOM MPOTPeCyBaHHs
3aXBOPIOBAHHs], 30KpeMa IIpH aJ I0OBAHTHOMY 3aCTOCYBaHHI Ipemapary i
panuKaibHOI MPOCTATEKTOMII, MOXe OYTH BiITEpMiHYBaHHS TOPMOHAIBHOI Tepamii 10
MOSIBU O3HAK MPOTPECYBaHHS XBOPOOU.



Ha mMomeHT menianu mepiofly criocTepexeHHs 9,7 poKy HiSIKOI pI3HHMII Yy 3arajbHii
BIKMBAHOCTI HE BIAI3HAYEHO, IPUUIOMY CMEPTHICTh cTaHoBuMIIA 31,4 % (BiHOCHUI pU3UK
(BP)=1,01; 95 % nosipuwmii intepsan ([1I) = 0,94—-1,09). Ognak npu npoBeIeHHI aHATI3y
pe3yJbTaTIB JOCHIHKEHUX MIATPYH esAKi TeHIEHIIi1 OyJIM OUeBUIHI.

JlaHi mpo BMXKMBAHICTH 0€3 MPOrpecyBaHHs 3aXBOPIOBAHHS Ta 3arajibHy BH)KUBaHICTb,
3acHOBaHI Ha aHamizi MeronoMm Kamulana—Meilepa, y mDalli€HTiB 3 MicCLE€BO-

PO3MOBCIOIKEHUM PaKOM MEPEIMiXypOBOi 3271031 HABE/ICHI B HACTYIHUX TaOIHIISX:

Tabmums 1

CriiBB1THOIIIEHHS MAIIEHTIB 3 MICIIEBO-PO3MOBCIO/PKEHUM PAaKOM 1 IPOTrpecyBaHHIM
3aXBOPIOBAHHS y MIATPyINax 3 pi3HUMH CXeMaMHU JIIKyBaHHS

[Momynsuiitamii | ['pymna SlBuma Ha | fIBuma Ha | fBumma Ha | SIBuIua Ha
aHai3 JiKyBaHHS MOMGCHT MOMEHT MOMGCHT MOMGCHT
3 pokiB, % | 5 pokiB, % | 7 poki, % | 10 pokis, %

JlunamiuHe Bikanyramizg | 19,7 36,3 52,1 73,2
crioctepeskennst | 150 mr
(n=657) ITnamebo 39,8 59,7 70,7 79,1
Paniorepamis bikanyraminx | 13,9 33,0 42,1 62,7
(n=305) 150 mr

ITnanebo 30,7 49,4 58,6 72,2
PanukansHa bikanyramizg | 7,5 14,4 19,8 299
npoctatekTomist | 150 mr
(n=1719) [Tnane6o 11,7 19.4 23,2 30,9

Tabmni 2

3araspHa BIDKMBAHICTD MAIIEHTIB 3 MICIIEBO-PO3MOBCIOPKEHUM 3aXBOPIOBAHHSIM
y MiArpymnax 3 pi3HUMH CXeMaMHU JIIKyBaHHS

[Monmynsmiitauit | 'pyna SBnma Ha SABnma Ha | SBuma Ha | SIBuIna Ha
aHai3 JKyBaHHS MOMEHT MOMEHT MOMEHT MOMEHT
3 pokiB, % | 5 pokiB, % | 7 pokiB, % | 10 pokis, %

JuHamiune bikanyramin | 14,2 29,4 422 65,0
criocrepeskeHns | 150 mr
(n=657) ITnanebo 17,0 36,4 53,7 67,5
Paniorepamis Bbikanyramiz | 8,2 20,9 30,0 48,5
(n=305) 150 mr

[Tnane6o 12,6 23,1 38,1 53,3
PagukannHa bikanyramin | 4,6 10,0 14,6 22,4
npocrarekTomist | 150 mr
(n=1719) ITname6o 4.2 8,7 12,6 20,2

VY martieHTiB 3 JIOKaJi30BaHUM 3aXBOPIOBAHHSM, SIKI OTPUMYBAJIM TiIbKH OiKaTyTamif,
JIOCTOBIPHOI PI3HUII Y BIDKHBAHOCTI 0€3 MPOTrpeCcyBaHHs MyXJMHHOTO MPOIECY HEMAE.
Takox y malieHTiB 3 JIOKaJIi30BaHUM 3aXBOPIOBAHHSM, SIKI OTPUMYBAJIN O1KaIyTamijg K
a1’ toBaHTHY Tepartito micis paaiorepanii (OP 0,98; 95 % /11 0,80-1,20) abo pagukanbHOi
npocratektomii (OP 1,03; 95 % I 0,85-1,25), nocToBipHOi BIAMIHHOCTI y 3arajibHiii
BIDKMBAHOCTI HE BiJ[3HaY€HO. Y MAIlIEHTIB 3 JIOKAJTI30BaHUM 3aXBOPIOBAHHSM, JI0 SIKUX
B IHIIOMY BHIIQJIKy 3aCTOCYyBaJd O TaKTHUKy TUHAMIYHOTO CIOCTEPEKEHHS, TaKOX
30epiraeThCsl TEHICHIIIS /10 3HMXKCHHS PIBHSI BIDKMBAHOCTI MTOPIBHSHO 3 MAIIEHTAMH, K1



orpumyBaiu 1iane6o (OP 1,15; 95 % I 1,00—-1,32). 3 ypaxyBaHHSIM CITiBBiTHOILIEHHS
KOPUCTB/PU3MK  3aCTOCYBaHHS  OiKaJlyTaMmiy  Mali€eHTaM 3  JIOKaJli30BaHUM
3aXBOPIOBAHHSM HE BBA)KAETHCS JOLIBHUM.

B iHmnit mporpami edextuBHicTh Oikamytamigy 150 Mr juist JmiKyBaHHS MAIl€HTIB 3
MICIIEBO-PO3MOBCIOJKEHUM PAKOM MEPEMIXypOBOi 3a71031 0e3 MeTacTa3yBaHHs, IKUM
Oyna mokazaHa HeraiHa KacTpalis, NPOJEMOHCTPOBAaHA Y CIIJIBHOMY aHaji3i JBOX
JOCIIJIKEeHb, B SIKMX B3sUIM ydacTh 480 MariieHTiB 3 pakoM MepeaMiXypoBoi 3a03u 6e3
metacrazyBaHHsa (MO), siki He oTpUMyBaJu monepenHboi Tepamii. Ha MoMeHT MeniaHu
Mepioy CrocTepexeHHs 6,3 pOKy piBeHb CMEPTHOCTI CTaHOBUB 56 % 1 TOCTOBIPHO HE
BIJPI3HABCA y TpyIax 3acTocyBaHHA OikamyTaminy Ta kactparii (OP 1,05; A10,81-1,36);
MPOTE PiBHOLIHHICTH 000X METOIB JTIKyBaHHS HE MO>KHA OI[IHUTH CTAaTUCTHYHO.

VY xo/i 00’€IHAHOTO aHANi3y JABOX JOCIHIIKEHb, B AKUX B3sIU y4acThb 805 maIli€eHTiB 3
MeTactazyBaHHAM (M 1), ki He OTpUMYBaJIX OTIEPETHIO TEPaIito, TP PiBHI CMEPTHOCTI
43 % Oikamyramin 150 Mr OyB olLiHEHUH K MeHII e(EeKTUBHUMN, HIXK KacTparlis, o0
gacy Bwxkubanas (OP 1,30; I 1,04-1,65), npu upomMy 4YmcenbHa PI3HUIL B 4aci 10
JETAbHOTO HACHIAKY cTaHOBWIA 42 AH1 (6 THXKHIB) pU MeiaHi BIXKUBAHOCTI 2 POKH.
Jimu

Konmuux mocnipkeHs 3 ydacTro JiTei He MpoBOoAWIH (IUB. po3aiin «IIpoTunokasanHs»
1 «3acTocyBaHHA y Mepioj BariTHOCTI Ta FOJLyBaHHS TPYIIION).

Dapmaxoxinemuxa.

Abcopbuis

Bikaiyramizn 106pe abcopOyeThes pu nepopanbHOMy Hpuitomi. [xa He nposiiisie 6y ab-
SIKOTO ICTOTHOTO KJIIHIYHOTO €(peKTy Ha 61040CTYITHICTb.

ITopiBusiHO 3 (R)-eHanTioMepoM (S)-eHaHTIOMEp MIBUAKO BHBOIHUTHCSA 3 OpraHizMy,
Nepio/l HaMiBBUBEIEHHS MEPIIOT0 CTAHOBUTH MPUOIN3HO 1 THXK/IEHB.

Po3nonin

IIpu moneHHoMy 3acTocyBaHHI Oikamytamigy y 1031 150 mr xonuentpamis (R)-
eHaHTIiOMepa y Iu1a3Mi KpoBi 3poctae y 10 pas3iB y pe3ynbTaTi TPUBAJIOro Mepiogy
HaIliBBUBEICHHS.

[Tnaro xonuentpauii (R)-eHanTiomepa Ha piBHI IPUOIN3HO 22 MKI/MII BIJ3HAYEHO MPH
npu3HadeHHi Jo6oBoi go3u 150 wmr Oikamyraminy. IlepeBaxno axtuBHMH (R)-
€HaHTIOMep CTaHOBUTH 99 % Bif 3arajibHOi KUTBKOCTI IUPKYJIIOIOUUX €HAHTIOMEpPIB Y
CTaJii HACHYEHHSI.

bioTpancdopmallis Ta BUBEICHHS

Ha ¢apmakokinetuky (R)-eHaHTioMepa He BIUIMBA€ Hi BIK, Hi MOpPYIIEHHS (QYHKIIi
HUPOK 200 MEUYiHKH JIETKOTO 1 cepeIHbOro CTymneHiB. [Ipu TskkoMy nopyieHHi GyHKIii
MEYiHKH

(R)-enanTiomep BUBOJAMTHCS 13 TUIA3MU KPOBI NOBUIBHIILIE.

bikanytamia Mae BUCOKUH CTYIIiHB 3B’A3yBaHHs 3 Oukamu (panemoBanuii: 96 %, (R)-
eHaHTioMep: >99 %) Ta IHTEHCHUBHO METa0OMI3yeThCs (LIUIIXOM OKHCHEHHS 1
[JIIOKYPOHYBaHHS); METaOOJIITH BHBOIATHCS HUPKAMU Ta 3 JKOBUIO NPUOJIM3HO B
OJTHAKOBMX CITiBB1IHOIICHHSX.

[Tig yac KIIHIYHOTO AOCHTIKEHHS cepeans koHueHTpanis (R)-6ikamyraminy y cnepmi
YOJIOBIKIB, sIKI oTpuMmyBaiu Oikamytamin 150 mr, cranoBmia 4,9 Mkr/miu. KiigbkicTb
OikamyTamigy, siKka TOTEHLIMHO MOTpaIuise B OPraHi3M >KIHKU-TIApTHEpa IMiJ 4ac
CTaTeBOr0 aKkTy, HU3bKA 1 MOXKE CTAHOBUTH NpuOau3HO 0,3 MKI/MI, IO HUXKYE, HDK
piBEHb, IKUH Y TaOOPaTOPHUX TBAPUH MPU3BOAUTH J10 BIIMBY Ha MOTOMCTBO.
Kuiniuni XapakTepucTUKH.




Ilokazannsa.

bikanyramin-TeBa tabnetku 150 Mr mpus3HayaTu SIK MOHOTEpAMilo Ta K aj IOBAHTHY
Tepario y MO€JAHAHHI 3 PaJUKaIbHOIO MPOCTATEKTOMIE a00 MPOMEHEBOIO Tepari€ro
nalieHTam 3 MiClIeBO-pO3MOBCIOPKEHUM PAaKOM IEePeIMiXypOBOi 3251031 Y Pa3i BUCOKOTO
PHU3UKY [TPOrpeCcyBaHHs 3aXBOPIOBAHHS (IUB. po3Ii1 «DapMaKoIoriuyHi BIaCTUBOCTI).
bikanyramin-TeBa Tabnetku 150 Mr Takox mpu3HAYaTH NS JTIKYBaHHs MAali€HTIB 3
MICII€BO-PO3MOBCIOJKEHUM HEMETACTATUYHUM PaKOM IEpeaMiXypoBOi 3all03H, KOJIH
XipypriuyHa KacTparis abo iHII MeIWYHI BTPyYaHHs € HENPUHHATHUMH YU HE MOXYTb
OyTH 3aCTOCOBaHi.

IIpomunokaszanna.

— I'inepuyTnuBicTh 10 GiKamyTamigy abo 0 IHIIMX KOMIIOHEHTIB Ipenapary;

— OJJHOYACHE JIIKYBaHHS Tep(peHaIuHOM, acTeMi30JIoM a00 LM3aNpHUIOM (AMB. PO3JILT
«B3aemois 3 IHITUMU JTIKAPCHKUMH 3aC00aMU Ta 1HIII BUAU B3aEMOII»);

— IPOTUIIOKA3aHO 3aCTOCOBYBATH KIHKaM Ta JITSAM (JIUB. pO31i1 «3aCTOCYBaHHS y EPioj
BariTHOCTI 00 TOAYBaHHS TPYAIIO»).

B3aemooia 3 inwumu nikapcokumu 3acodamu ma inuii 6uOU 63aEMO0iil.
JlocnikeHHs in vitro mokasanu, mo R-6ikamyramif € inridiropom CYP 3A4 1 nposiisie
MeHIui iHriditopuuii edpext Ha aktuBHicTH CYP 2C9, 2C19 Ta 2D6.

Xoua KIIHIYHI JOCHI/KEHHS, Y XOJl SKHUX 3aCTOCOBYBAJIM AHTHUIIPUH SK MapKep
akTuBHOCTI 1uToxpomy P450 (CYP), He cBiguarh mpo MOTEHIIHHY B3aEMOIII0 3
OikayTaMizioM, Cepe/iHsl KOHIIEHTpallis Mijlazonamy (ruioma i papMakoKiHETUYHOIO
KpHUBO0) 301bmmnacek 10 80 % micis 0AHOYaCHOTO HOTro mpuioMy MpoTsIrom 28 AHIB
13 Oikamytamizom. [lns mpemapaTiB 3 BY3bKMM TEpaneBTUYHHUM J11alla30HOM Take
MiABUILEHHS MOKEe MaTH Ba)XJIMBE 3HaUYEHHs. BiAnoBigHO, OHOYAaCHE 3aCTOCYBAaHHA 13
TepeHaaMHOM, acTeMi30JIOM Ta IM3alpUAOM € TMPOTUIOKA3aHUM (AMB. PO3JILT
«I[Iporunokaszanusy). Ciain 6yTH 00epeXHUMH, MPU3HAYAIOYH OJHOYACHO LIUKIOCTIOPUH
Ta OJIOKaTOPU KAIBI[IEBUX KaHAIIB.

Moxe BUHUKHYTH HEOOXIJHICTh Y 3MEHIICHHI /103U LIUX IMPenapariB, 0COOIMBO SKILO
€ O3HaK{ MOCUJICHHS BIUIMBY IpenapaTy abo BUHUKAIOTh MOO1UHI e()eKTH y pe3ysbTari
fioro 3acrocyBaHHA. Ilpu 3acTocyBaHHI LUKIOCHOPHHY PEKOMEHIYIOTH MPOBOJIUTH
peTenbHe CIOCTEPEKEHHS 3a MOro KOHIEHTPALI€o y MUIa3Mi Ta 3a KJIIHIYHUM CTaHOM
nalfiexHTa Mmcis MoYaTKy abo NPUIMHEHHS JIIKYBaHHS O1KaTyTaMilIoM.

Cnig takox OyTH OOEpeKHHMHU IPU CYIyTHbOMY 3aCTOCYBaHHI PEUOBHH, SIKI MOXKYTb
iHriOyBaT OKHUCHEHHS OlKalyTaMigy, TOOTO JIIKapChKUX 3aco0iB, $KI MICTATh
KETOKOHAa30J1 200 UMeTHIUH. Lle MoXe CIpUUMHUTH MiABUIICHHS PiBHS OiKalyTamiay y
TU1a3Mi KpOBI, 1110 MOY€ 3yMOBHUTH MOCUJICHHS MMOOIYHUX peakIiil mpenapary.
JlocmiKeHHsT in Vitro TOKa3aiu, 10 OlkadyTamil 374aTe€H BHUTICHSATH aHTUKOAryJsSHT
KyMapHHOBOT'O Py Bap(apHH i3 JUITHOK HOro 3B’ s13yBaHHA 3 Oiikamu. ToMmy HE0OXi1HO
peTeNbHO KOHTPOJIOBATH MPOTPOMOIHOBMIT dYac TpH TNpU3HAYEHHI OikaiyTamixy
Nalie€HTaM, KM IPOBOIUTHCS JIIKYBaHHS KYMapHHOBHMHU aHTHUKOATYJITHTaMHU.

Crain 3 00epeXHICTIO 3aCTOCOBYBATH JIKapChKi 3ac00H, sIKI MOXYTb IOJIOBXKYBaTH
inrepBan QT abo cHpoBOKYBaTHM pO3BUTOK JBOHAIPABIEHOI BEPETEHOINOIOHOT
ITYHOYKOBO1 Taxikapaii Tumy «mipyer» (forsades de pointes) 3 oriisiy Ha Te, IIO
aHTHaHJIPOr€HHA Tepallisi Moxe 1mo1oBxKyBaTH iHTepBas QT. Jlo Takux JiKapchbKHX 3aC001B
HaJIeXKaTh: aHTHAPUTMIUHI 3acobu [A kmacy (Hampukman XiHiauH, auzomipamin) ta III
Kinacy (HampuKkiIad — aMiolapoH, coTtanon, goderwnin,  iOyTWig), MeETaJoH,
MOKCH(IIOKCAIIUH, aHTUTICUXOTUKH (IUB. po3i1 «OcOOIUBOCTI 3aCTOCYBaHHS).



Ocobueocmi 3acmocyeanns.

[TouaTok JiKyBaHHS CIif 311HCHIOBATH M O€3MmocepeIHIM Harsa0M clieianicra.
bikanmytamin-TeBa akTUBHO MeTabOMI3yeThCs y TeEUiHII. Y TMAI€HTIB 13 TOHKKUM
NopyUIeHHAM (yHKIIT MEeYiHKW MOJKJIMBE YHOBUIBHEHHS BMBEJCHHS Ipernapary, IIo
MO’KE€ MPU3BECTH A0 MOCWIEHOI KyMyusuii OikamyTaminy. ToMy ciif 3 00epexkHICTIO
NpoBOIUTH JiKyBaHHs bikamyramizom-TeBa mamieHTIB i3 MOPYUIEHHSAMHU NEYiHKOBOI
(byHKLIT CepeHBOTrO 1 TSKKOTO CTYHEHS.

Yepe3 MOXKIUBICTD 3MiHU (DYHKIIIT MEYIHKH CIT1J1 HEPIOJUYHO KOHTPOJIIOBATH MEYIHKOBI
npobu. OuikyeTbcsi, M0 OUIBIIICTH 3MIH MOXIIMBA IMPOTATOM MEpIIUX 6 MiCsIiB
3aCTOCYBaHHA OIKaTyTaMify.

ITpu 3acTocyBaHHI OiKaTyTaMidy MOBIIOMIISUIM PO PIAKICHI BUMIAIKA PO3BUTKY TSKKUX
MOpyIIeHb 3 OOKy MEYiHKM Ta MEYIHKOBOI HEIOCTATHOCTI, SIKI 1HOZAI 3aKiHUyBaIHCS
neranbHO (auB. po3nin «IloOiyni peakuii»). IIpy BHHMKHEHHI TSKKHX IMOPYIICHb
NEeYiHKM Tpu 3acTocyBaHHI bikamyramigy-TeBa JikyBaHHS MpemapaToM —Clif
MPUITUHUTH.

IIpy HasgBHOCTI 00 ’€KTMBHMX O3HAaK NPOTPECyBaHHA 3aXBOPIOBAHHSI Ta IpH
niasuieHomy piBHi [ICA (mpoctatudHoro crenugpiqyHOro aHTUTEeHY) CIi PO3TIISIHY TH
MO>KJIMBICTh IPUIIMHEHHS Teparii mpernapaTom.

bikamyTamiz e inridiropom rutoxpomy P450(CYP 3A4), tomy citig 6yTH 00epesKxHUMH i 4ac
3aCTOCYBaHHS 1IbOT'O TIpETapaTy pa3oM 3 JIIKapCbKUMU 3aco0amu, siki Metabomnizytorecst CYP
3A4 (nuB. po3ninu «IIpotunokasanus» i «B3aemois 3 HIIUMU JiKapCbKUMU 3aCO0aMu
Ta IHIII BUJIA B3aEMOJIIINY).

VY piakiCHUX BUIAAKaX MOBIIOMIISUIM MPO peakiii poToceHcHOLTi3allii y NaienTiB, SKi
npuiiManu Oikamytamin 150 mr. IlamienTam ciiji peKOMEHIYBAaTH YHHKATH HPSIMOTO
BIUIMBY HAJMIPHOTO COHSYHOrOo CBiTIAa abo yiubTpadioneToBoro cBiTiIa Ta
KOPUCTYBAaTHUCS COHIE3aXUCHUMHM 3aco0aMM MiJl yac npuiiomy Oikamytamizy 150 mr.
SIkmo peaxuis (HOTOUYTIUBOCTI € OUIBII CTIHKOIO Ta/ab0 TSKKOIO, CIIJI PO3MOYATH
BiJIMOBIJHE CUMIITOMATUYHE JIIKyBaHHSI.

AHTHaH/IPOreHHA Teparist MoXke MoAoBXKyBaTH iHTepBai QT.

V marieHTiB, SKi MatOTh (PaKTOPU PU3MKY 200 Majii BUNIAJKU MpojoHranii intepBany QT
B @aHAMHE31 Ta y MALI€HTIB, SIKI OJJHOYACHO 3aCTOCOBYIOTh JIIKAPCHKI 3aCO0H, 110 MOXKYTb
nonosxxyBatu iHTepBal QT (auB. po3nin «B3aemomist 3 IHITMMHU JIIKAPCHKUMH 3aCO0aMHU
Ta IHIOI BUAM B3a€EMOJii») TMepen MOYaTKOM JIIKYBaHHsS JiKap TMOBHUHEH OIIHUTHU
CMIBBIAHOIIEHHS KOPHUCTH/PU3MK, 3BAXKAIOUM TaKOX Ha MOXIIUBICTh BHHUKHEHHS
JIBOHAIIPABIIEHOI BEPETEHONOAI0HOT IUTYHOUKOBOI TaxiKapii THITy «Iipyer» (torsades
de pointes).

AHTHaH/IpOreHHa Teparlisi MOXKe CIPUYMHHUTH 3MiHU Yy MOp(oJiorii criepmMaTo30iniB. Xoya
BIUIUB OiKalTyTamigy Ha MOP(OJIOTito CrIepMaTO30iiB HE OLIHIOBAIH, 1 PO TakKi 3MIHU y
MAIIEHTIB, SIKI OTpUMYyBalM OiKamyTamil, HE TMOBIAOMIISUTH, MAaIlieHTaM Ta/abo iX
napTHepaM MiJ yac JiKyBaHHS 1 nporsroMm 130 mHiB micis Tepamii GikalyTamioM Clif
BUKOPHCTOBYBATH €(PEKTUBHI METOAN KOHTPALIETIIII].

Lleit nikapchkuit 3aci6 mictuth 105 Mr gakTo3u MoHOriIpary. [lamieHTaM 3 pigKiCHOO
CMAJKOBOIO  HEMEPEHOCHMICTIO  TrajlakTo3d,  Jedinurom  sakrazu  Jlanma,
MaJIbaOCOPOIIIEO IMIIOKO3U-TAIAKTO3U HE CJIiJ1 3aCTOCOBYBATH JTaHUM JTIKapChKUi 3acio.
3acmocysanns y nepioo eacimunocmi abo 200y8anus 2pyooio.

BaritHicTbh

bikanytamia mpoTUIOKa3aHU I 3aCTOCYBaHHS KiHKaM, IPOTUIIOKa3aHO NpUHMaTH
Horo y nepioj BariTHOCTI.



['oxyBaHHS rpyAIio

bikanmytamia mpoTUIIOKa3aHuil y mepio]] rolyBaHHs TPYII0.

@epTUIbHICTD

OO6opoTHE NOTIPIICHHS YO0JIOBIY0I (PEPTHIBHOCTI CHOCTEPIranocs y JOCTIKEHHAX Ha
TBapUHaX. Y JIOAMHU CIIiJ] IPUITYCKATH Nepios cyOdepTuibHoCTI 60 Oe3rmiis.
30amuicms énaueamu Ha WEUOKICMb pearyii npu KepyeanHi asmompaHcnopmom aoo
IHUWUMU MEXAHISMAMU.

[TopymieHHs 31aTHOCTI Malli€HTIB A0 KEepPyBaHHS aBTOTPAHCIOPTOM alo0 YHpaBIIiHHS
MeXaHi3MaMH Ha TJi 3aCTOCYBaHHs OikaimyTamiay € ManoiMoBipHUM. OHAK CiIil MaTH
Ha yBa3i, [0 YacTO MOK€ BHUHMKATHU COHJIUBICTH Ta 3allaMOPOYEHHS (IUB. PO3JILT
«IloOiyni peaxuii»). IlamienTH, ski npuiiMaroTh Leld mpemnapar, MalTb OyTH
00epeKHUMU.

Cnoci6 3acmocyseannsa ma 0o3u.

Lo3zysanns

Hopocnum uonogixam, y momy uucui rimuvoeo 6iky: no 1 tabnerui 1 pa3 Ha 100y, B 01uH
1 TO camwmii yac (BpaHii abo BBeuepi) MPOTATOM He MeHIe 2 poKiB a00 70 MOSBU O3HAK
IIPOTpeCyBaHHs 3aXBOPIOBAHHS.

Ocobnusi epynu

HupkoBa HetocTaTHICTh: KOPEKLis 03U Uil NAlll€EHTIB 3 HUPKOBOIO HEJOCTATHICTIO HE
notpioOHa.

[TediHKOBa HENOCTATHICTb: KOPEKIsl J03U A XBOPUX 3 JIETKOI IEYiHKOBOIO
HE/IOCTATHICTIO HE OTpiOHA.

[TigBuieHa KyMmyJisillii MOKE CHOCTEpPIraTUCh y XBOPUX 3 IMOMIPHOIO Ta TSKKOIO
MIEYiHKOBOIO HEJOCTATHICTIO (JUB. po311i1 «OCOOIMBOCTI 3aCTOCYBAHHS).

Jimu.

[Ipemapat npoTunokazanuii JiTsaMm (IuB. po3ain «[IpoTunokazanusmy).

Ilepedosyeanns.

JlaHux mpo mepeno3yBaHHS y JOAMHM HeMmae. Crneuu¢piqyHOro aHTHUIOTY HEMAE,
JiKyBaHHS — cuMnToMaTuyHe. [lianiz Moxxe OyTH Hee(peKTHUBHUM, OCKIJIBKY OiKalyTamMiz
3HAYHOIO MIpOIO 3B’A3YEThCA 3 OUTKaMU Ta HE BUSBIISETHCS Y HE3MIHEHOMY BUIVISJI B
ceui. [Toka3aHna miaTpuMyro4a Tepariisi, BKJIOYaOUN KOHTPOJIb 33 )KUTTEBO BaKIMBUMU
(bYHKLISIMU OpraHizMy.

Ho6iuni peaxuii.

3a yacToTor0 MOOIYHI peakilii po3MmoAiieHi TAKUM YHHOM: ayxke yacto (> 1/10); gacto
(>1/100, < 1/10); mewacto (> 1/1000, < 1/100); pinko (> 1/10000, < 1/1000); gyxe piako
(< 1/10000); yacTora HeBiqOMa (HEMOXKIMBO OI[IHUTH 3 HAssBHUX JaHUX ).

3 6oy kposi i nimpamuynoi cucmemu. Yacto: anemisl.

3 6oky imynnoi cucmemu. HedacTo: rinep4yyT/IMBICTh, aHTIOHEBPOTUYHUN HaOpsIK,
KpOIMB’ SIHKA.

3 60ky memabonizmy ma xapuyeants. YacTo: 3HWKEHHS alleTUTY.

3 6oxy ncuxixu. YacTo: 3HIKEHHS 1101710, Jenpecis.

3 60Ky Hepeosoi cucmemu. HYacto: 3a1aMOpOYCHHS, COHJIUBICTb.

3 6oky cepysa. Yacro: momomxkenHs iHtepBany QT (mauB. po3minu «OcoOIuBOCTI
3acTOCyBaHHS» 1 «B3aemomis 3 IHIIUMHU JIKApPCBKUMH 3ac00aMM Ta 1HIII BUAH
B3a€MO/Iii»).3 60Ky cyOoun. YacTo: MpUILIUBY.

3 60ky ouxanvnoi cucmemu. Heyacto: inTepcTHiiiaibHa XBopoOa iereHb? (OB IOMIISLIH
PO JIETaJIbHI BUITAJKH).
3 6oky mpaenoi cucmemu. Yacto: OLIb y KHUBOTI, 320D, TUCTICTICiS,, METEOPU3M, HY10TA.



3 6oxy eenamobiniapnoi cucmemu. YacTo: TeNaTOTOKCUYHICTb, >KOBTSHUIL,

1IBUIIICHHS PIBHS TpchaMiHasb. Pinko: meuinkoBa HeoCTaTHICTHS (TIOBIOMIISLITH TIPO
JIeTaNbHI BUTIATKH).
3 6oky wxipu i niowxipnoi mxkanunu. Jlyxe dacto: BucumnanHs. Yacto: amomerris,

TipCyTHU3M/BiTHOBIICHHS POCTY BOJIOCCS, CYXICTb mKipHd, cBepOik. Pimko: peakumii
(OTOUIYTIMBOCTI.

3 6oky nupok i cevosudinvhoi cucmemu. Yacto: rematypis.

3 6oky penpodykmugHoi cucmemu i MONOYHUX 3an03. Jy’)Ke YacTo: T1HEKOMAacCTis,

00ITI0YiCcTh MOJIOYHUX 3a5103°. YacTo: epeKTriibHa TUChYHKIILIS.
3acanvui posnadu. Jlyxe dacto: acteHis. YacTo: 611b y rpyaHiil KiiTii, HAOPSK.
Obcmedrcenns. Yacto: 301IbLICHHS MAacH Tijla.

4 BraroveHa y TNepetik MOOIYHMX peakiiil IMicias OTPUMAHHS IICASPEECTPAIliiHAX JaHHUX.
Yacrora Oyrna BH3HA4YEHA 3a TMOBIIOMIICHHSIMHU TPO BUMAAKH IHTEPCTHIIIANBHOI ITHEBMOHII ¥
MAIliEHTIB, KI OTpUMyBanmu OikamyTtamin y mo3i 150 mr y mepion panmomizoBaHux EPC-
nociimkens (Early Prostate Cancer programme).

b 3yinu 3 00Ky MeUiHKH pigko OyBarOTh TSHKKUMH Ta 4acTO MHMHAIOTh a0o0 crnalIiaioTe Mmpu
MPOJIOBXKEHHI JIIKYBaHHS YH MiCIs OTO MPUTTHHEHHS.

C BriroveHa y meperik MoOIYHMX peakiiil Micis OTPUMAHHS IICISPEECTPAIiHHUX JAHHUX.
UYacrora 11i€i peakiiii BCTAHOBJICHA Ha OCHOBI 4acTOT BHUIAJKIB IMEYIHKOBOI HEOCTATHOCTI Y
Mali€eHTIB, SKi OTpUMYBaJH OikamyTamia y 1031 150 mr y xoxai Biakputoro pocnimxenas EPC.

d

3rigHo MpaBUiI KOLYBaHHS, 10 BUKOPUCTOBYIOTECS y HociiukeHHsx EPC, mobiuna peakuis
«cyxictp mkipu» Oyma 3akonosana mix COSTART tepminoMm «BHcHnaHHS». ToMy OKpeMo
yacToTa il BUHUKHEHHs He Moxke OyTH BU3HaueHa ais Oikamytamimy y no3i 150 mr, ogHak
nepeadavaeThes Taka K 4acToTa, SIK IIPH 3acTocyBaHHi 50 MT.

Y OGUIBIIOCTI MAIIEHTIB, IKi OTPUMYIOTH OikairyTamin 150 MT sik MOHOTEpaIrito, MOBiTOMIISITA
PO TIHEKOMACTiI0 Ta/a00 OONFOYICTh MOJIOYHHX 3aj103. Y JOCIHIDKCHHSIX Il CHMITOMH
BBKAIHCA TSOKKAMHU Yy 5 % martieHTiB. ['iHeKoMacTist MOXe He 3HHKHYTH CaMOCTIHHO Micis
MIPUITUHEHHS TepalTii, HaTO IMiCIIs TPUBAIOTO JTIKyBaHHS.

[ToBitoMJICHHS PO IM1/103PIOBaHI NOOIYHI peaKlii.

BaxxinBo mOBiJOMIISTH PO MiA03pIOBaHi MOOIUHI peakilii micis peecTparii JiKapchKoro
3aco0y. Lle nae 3Mory mNpoJIOBXKYyBaTH MOHITOPUHI OajaHCy KOPHCTI/PU3HKY
Jikapcbkoro 3aco0y. MaxiBIliB y Taigy3i OXOPOHH 30POB’Sl MPOCATH MOBIIOMIISTH PO
Oyab-sKi I1A03pIOBaHi MOOIYH1 peaxiii.

Tepmin npuoamnocmi. 3 poxu.

YMoBH 30epiranns. 30epiratu B OpUriHajbHIA YNAaKOBI B HEJAOCTYIHOMY JJIS JITEH
MiCIIi.

Ynakoska.

ITo 7 Tabnetok y Guictepi, o 4 6aicTepu B KOpOOL1i.

ITo 10 Tabnerok y Omicrepi, mo 3 GuicTepu B KOPOOIIi.

Kareropis Binmycky. 3a peuenrom.

Bupoonuk.

Tesa ®apmarnenrikan [ngactpiz JITa.

Micue3HaxoaKeHHsI BAPOOHUKA TAa ajgpeca Micusi NPOBAsKeHHsI HOro AislJIbHOCTI.
Byn. Eni Xypsin 18, Ina. 3ona, Kap-Caba, [3pains.




