IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

KACOJEKC

(CASODEX"®)

Cknaod:
ditoua pevyosuHa: GikamyTamif;
1 TabneTKa, BKpHUTa IJIiBKOBOI 0007I0HKO0, MicTUTh 150 Mr 6ikanmyraminy;

0onoMidicHI peyosuHuU: TaKT03a, MOHOTIOpaT; MarHiio creapart; rinpomenosa; Makporon 300; moBifoH;
HaTPi0 KPOXMasbIiiKoaAT (Tun A); Tutany giokcup (E 171).

JIikapcbka ¢opma. TabneTKy, BKPUTI IIJIiIBKOBOI 000JIOHKOIO.

OcHosHi (pi3uko-xiMiyHi 81acmusocmi: KpyTJli, ABOOIYKJI, 6iToT0 KOILOpYy TabJIeTKH, BKPUTI
ITIBKOBOIO 000JIOHKO!0, 3 TUCHEHHSIM JIOTOTHIIA 3 OBHOI0 O0KY Ta CHJIONO il 3 iHIIOroO.

dapMakoTepaneBTHYHA rpymna. AuTuasaporesHi 3acoou. Kog ATX L02B B03.

dPapmakono02iuHi e1acmusocmi.
dapmakoOuHamika.
MexaHi3m 0ii

Bikanyramif — HeCTepOIIHUI aHTHAHAPOTEH, 0 He Ma€ iHIIOTO0 BIJINBY Ha €HAOKPUHHY CUCTEMY.
Bin 3B’513y€ThCA 3 HEMYTOBAaHUMHU («IUKOTO TUIy») ab0 HOpMaIbHUMHU aHAPOTE€HHUMHU PelellTOpaMu,
He aKTUBYIOUU €KCIIPECio reHiB, TaKUM YMHOM IIPUTHIYYIOYM aKTUBHICTh aHAPOreHiB. B pe3ynbraTti
TAKOT'0 IIPUTHIYEHHS CIIOCTEPITAETLCS Perpecis MyXJIUHY IepeaMiXypoBoi 3ano3u. [1pu BigMiHi
npenapaTy Kacogekc y meBHOI YaCTHHHU TallieHTiB MOXKe BUHUKATH CUHAPOM BiIMiHN
QHTUAHAPOTeHHUX IIpernaparis.

KniHiuHa epekmusHicmb ma 6e3neka

Kacomekc 150 Mr gocmigKyBasy SK Tepariio s MalieHTiB 3 mokanizoBanumu (T1-T2N0 a6o NX, MO0)
abo micueBo-po3mnosciomxkenumu (T3-T4, Oynp-aki N, MO; T1-T2, N, M0) nyxnuHaMu IepefMixypoBoi
3aso3u 6e3 MeTacTasiB B X0fi 00’€IHAHOTO aHali3y TPHOX IJIalie00-KOHTPOILOBAHUX MTOABIHHUX
CIIiMUX JOCTifXKeHb, B IKUX B3s1Iu y4acTh 8113 mairienTiB. Kacomekc npu3Hadainu K HEBIOKIaOHY
TOPMOHAJIbHY Teparnilo abo K af'IoBaHTHY Tepallilo TP pafuKasbHilk npocTaTekToMii abo



papioTeparii (3ge0inmbIIOro 30BHIITHS AUCTaHIlIMHA TPOMeHeBa Teparisi). Ha MOMeHT MefliaHu
cnioctepexeHHs 9,7 pokiB y 36,6 % i 38,17 % naruienTis, uo mpuiimanu Kacomekc a6o mnare6o,
BiATIOBigHO, Bil3HaYeHO 00’ EKTUBHE IIPOrPeCyBaHHS 3aXBOPIOBAHHS.

3HUXKEHHS PU3UKY 00'€KTUBHOTO IIPOrPEeCYBaHHS 3aXBOPIOBaHHS 3adikCcoBaHO y OiNbLIIOCTI MaLiEHTIB
B I'PyIIax, IIPoTe BOHO 6yJI0 HAMOIIbII MOMITHUM Yy 0OCi0, 1110 MAlOTh BUCOKUM PU3UK IIPOrPeCyBaHHS
xBopoOu. ToMy KITiHILIMCTH MOXKYTb BUPIIITyBaTH, 110 ONTHMAaIbHOI0 CTPATETi€l0 JTiKyBaHHS MAIliEHTIB
3 HA3BKUM PU3UKOM IIPOrPeCyBaHHS 3aXBOPIOBaHHS, 30KpeMa IIpU afi '0BaHTHOMY 3aCTOCYBaHHI
Ipernapary IMic/is pafruKalibHOl IPOCTaTeKTOMil, MoxKe OyTH BifTepMiHyBaHHS TOPMOHAJIbHOI Teparil
JI0 TIOSIBM O3HAK IIPOr'PECYBaHHS XBOPOOH.

Ha MoMeHT MefiaHu mepioAy criocTepekeHHs 9,7 POKiB HiIKOl Pi3HUII B 3arasibHill BUKHUBAHOCTI HE
Bil3HAYEHO, MPUUOMY CMepTHICTh cTaHoBuma 31,4 % (BimHOCcHuUM pusuk (BP) = 1,01; 95 % moBipuuu
intepsan ([I) = 0,94-1,09). OgHak npu IpoOBefeHHI aHali3y pe3yabTaTiB JOCHIIKEeHUX MATrPyN AesKi
TeH[IeHIIil Oy/T1 04eBUIHI.

Iani mpo BUXKuBaHICTL 63 MPOrpecyBaHHS 3aXBOPIOBAHHS Ta 3arajibHY BUXKUBAHICTh, 3aCHOBAHI Ha
anasisi Metogom KarnaHa - Meliepa, y alli€HTIB 3 MiCL[€BO-PO3II0BCIOAKEHUM PaKOM
IIepeMixypoBoi 3a/1031 HaBefleHi B HACTYIIHUX TaOIUIISIX:

Tabmuig 1

CriBBigHOIIEHHS MALiEHTIB 3 MiCI[€BO-PO3II0BCIOAKEHUM PaKOM i IPOrpeCcyBaHHSAM 3aXBOPIOBaHHS B
MiArpymnax 3 pi3HUMU CXeMaMU JIiKyBaHHS

[Tonynsauiiauy |['pyna fBuIa Ha {IBuia Ha |Y{dBuIlla Ha |{ABuIlma Ha
QHaJIi3 JTiKyBaHHS  [MOMEHT MOMEHT MOMEHT MOMEHT
3 pokiB, % |5 pokiB, % |7 pokiB, % |10 pokiB, %

[IuHaMiuHe Kacomekc 19,7 36,3 52,1 73,2
criocTepexeHHs (150 mr
(n=657) [Tname6o 39,8 59,7 70,7 79,1
PamioTeparis Kacomekc 13,9 33,0 42,1 62,7
(n=305) 150 mr

[Tname60o 30,7 49,4 58,6 72,2
PapukaibHa Kacopgekc 7,5 14,4 19,8 29,9
mpocTtatekTomis (150 Mr
(n=1719) [Tname6o 11,7 19,4 23,2 30,9

Tabnuus 2
3aranbHa BUXKMBAHICTD MAlli€HTIB 3 MiCI[€BO-PO3IIOBCIOAKEHUM 3aXBOPIOBAHHSIM

B MiATpynax 3 pi3HUMU CXeMaMHU JIiIKyBaHHSA

[Tonynauivauu |[pyna fBuiia Ha  |[fBuina Ha |fBulna Ha |fBuIna Ha
aHai3 JIIKyBaHHSI ~ |[MOMEHT MOMEHT MOMEHT MOMEHT

3 pokiB, % |5 pokiB, % |7 pokiB, % |10 pokiB, %
[lrHaMiuHe Kacomekc 14,2 29,4 42,2 65,0
criocTepexeHHs (150 mr
(n=657) [1nare60 17,0 36,4 53,7 67,5




PapmioTeparis Kacomekc 8,2 20,9 30,0 48,5
(n=305) 150 mr

[Tname6o 12,6 23,1 38,1 53,3
PagukanbHa Kacomekc 4,0 10,0 14,6 22,4
npocTtatekToMis (150 mr
(n=1719) [nane6o 4,2 8,7 12,6 20,2

Y nari€eHTiB 3 I0Kali30BaHUM 3aXBOPIOBAHHSAM, SIKi OTPUMYBaJIX TilbKu Kacogekc, mOCTOBipHOL
pi3HUIl Y BUXKUBAHOCTI 0€3 MporpecyBaHHs IyXJIMHHOIO MPOIlecy HeMae. TaKoX y MallieHTiB 3
JIOKaJIi30BaHUM 3aXBOPIOBAHHAM, fKi OTpUMyBasiu Kacomekc K af'I0BaHTHY Teparliio Micis
papioteparmii (OP 0,98; 95 % I 0,80-1,20) a6o pagukanbHoi mpoctaTekToMii (OP 1,03; 95 % I
0,85-1,25), mocToBipHOI BiTMiHHOCTI B 3arajabHili BUKMBAHOCTI He Bil3HA4YEeHO. Y Malli€eHTiB 3
JI0OKaJTi30BAaHUM 3aXBOPIOBAHHSIM, [I0 SIKHX B iHIIIOMY BUIIQ[IKy 3aCTOCYBaiX 0 TAKTUKY TUHAMIYHOTO
CIIOCTEPEeXkKEHHS, TaKOXK 30epiraeThCsi TEHAEHIIIS 10 3HUKEHHS PiBHS BUKKMBAHOCTI y TIOPiBHSHHI 3
nalieHTaMu, Ki orpuMyBanu mianebo (OP 1,15; 95 % [I 1,00-1,32). 3 ypaxyBaHHAM
CIIiBBIHOILIEHHS KOPUCTH/PU3UK 3aCTOCYBaHHA Ipenapary Kacomgekc rnamuieHTaM 3 JIOKali30BaHUM
3aXBOPIOBAHHSIM He BBAXKAETHCS HOLITHHUM.

B inmiit mporpami edekTuBHicTh npenapaTty Kacomekc 150 Mr g IiKyBaHHS MAIiEHTIB 3 MiCI[eBO-
PO3MOBCIOIXKEHUM PaKoOM IIepeaMixypoBoi 3ay103u 6e3 MeTacTalyBaHHS, IKUM OyJla ITOKa3aHa
HeralHa KacTpallis, IPOJeMOHCTPOBaHa B CIiJIbHOMY aHaJli3i JBOX [OCIiAXKeHb, B SIKUX B3SJIA Y4aCThb
480 maIrieHTiB 3 pakoM IIepeaMixypoBoi 3amo3u 6e3 MetacTadyBaHHs (M0), IKi He oTpUMyBaIu
monepenHbol Teparnii. Ha MOMEHT MefiiaHU Nepiofy CIioCcTepexXeHHs 6,3 POKiB piBeHb CMEPTHOCTI
cTaHoBUB 56 % i IOCTOBIpPHO He Bifpi3HABCA B Ipymnax 3acTocyBaHHS Kacomekcy Ta kacTtpatii (OP
1,05; 01 0,81-1,36); npoTe piBHOIIHHICTL 000X METOMIB JTIKyBaHHS He MOXKHA OLIHUTH CTAaTUCTUYHO.

B xogi 006’emHaHOTO aHani3y ABOX JOCIiXKeHb, B SKUX B35/IM y4acTh 805 nallieHTiB 3
MeTacTa3yBaHHAIM (M1), gKi He OTpuMyBasu [ONEPESHIO Teparito, Ipu piBHI cMepTHOCTI 43 %
Kacopekc 150 mr 6yB omiHeHMH SIK MeHII eeKTUBHUM, HiXK KacTpallisd, 1000 Yyacy BuxkuBaHHs (OP
1,30; OI 1,04-1,65), npu bOMy YKCeJIbHA Pi3HULS B Yaci 0 cMepTi cTaHOBUA 42 [Hi (6 TUXKHIB) IpU
Me[iaHi BU2KMBAHOCTI 2 POKHU.

BikanmyTaMmif € palemMiyHO0 CyMIIIII0 3 aHTUAHIPOTE€HHO aKTUBHICTIO, IIpeCTaBlIeHUN Maike
BUKITIOYHO (R)-eHaHTiOMEpOM.

iTH.

KopgHuUX HOCTiAKEeHb 3a YYacTIo [iTell He MPOBOAUNY (IUB. po3pinu «I[IpoTunokasaHHg» i
«3acToCcyBaHHS y IePiof BariTHOCTI Ta TOOYBaHHS TPYLOAI0»).

dapmakokiHemuka

AGcopbiist

Bikanyramin noope abcopOyeThCs Ipu epopaibHOMY IIpuiioMi. [loKasu KJIiHiYHO 3HAYYIIOTO BIIJIUBY
IpUKoOMY 1Xi Ha 6i0OCTYTIHICT IpenapaTy BiACYTHI.

Po3nopin



BikamyTamim Mae BUCOKMH CTYIiHb 3B’s13yBaHHS 3 Oinkamu (paremat 96 %, (R)-enanTtiomep >99 %) i
HiggaeThCs iIHTEHCUBHOMY MeTabo01i3My (IIJITX0M OKHCIEHHS i TI0KYpOHi3allii); 1oro MeTabomiTu
BHUBOMSITHCSI HUPKAMH i 3 JKOBYI0 MPUOINU3HO B OOHAKOBIM KiJTbKOCTI.

BiorpaHcdopmartiis

(S)-enaHTiOMep OyXKe IIBUAKO BUBOAUTHCA B MOPiBHSHHI 3 (R)-eHaHTiOMepOM; BUBEOEHHS OCTAaHHbOTO
3 IJIa3MU O CTAHOBUTH MPUOIU3HO 1 TUXKIEHE.

[Ipu moperHOMy npu3HavyeHHi npenapaty Kacogekc 150 mr (R)-eHaHTiOMep BHACIIIAOK UOT0
TPUBAJIOTO [IePioAy HaliBBUBEIEHHS KyMYJIIOETLCS B IIJIa3Mi KpoBi B 10-KpaTHil KOHI[EHTpAIll.

[TnaTo KoHueHTpauil (R)-eHaHTioMepa Ha piBHI MpuONMU3HO 22 MKI/MJI Biil3HA4YeHO P IPU3HaYeHH]
no6osoi mo3u 150 mr Kacopmekcy. Y crabinbHii ¢as3i Ha 4acTKy nepeBaxkHO akKTUBHOTO (R)-
eHaHTioMepa npunapgae 99 % 3aranabHOl KiTbKOCTI IUPKYIOIOYNX €HaHTiIOMEeDiB.

EniMizarisa (BuBeOeHH)

ITig yac KmiHiYHOTO mOCTimXKeHHs cepenHs KoHueHTpalis (R)-0ikanytaminy B ciepMi 400BiKiB, sKi
orpumyBanu Kacomekc 150 mr, ctaHoBuma 4,9 mxr/mi. KinbkicTs 6ikanyraminy, sika MOTEHILIHHO
IIOTpAIlIsi€ B OPraHi3M XIiHKU-IapTHePa IIifi Yac CTaTeBOr'0 akTy, HU3bKa 1 MOXKe CTaHOBUTHU
npubnusno 0,3 MKr/MJI, 10 HUXKYe, HiXK piBeHb, IKUW y Tab0paTOPHUX TBAPUH IIPU3BOJUTD [0 BIIJIUBY
Ha ITI0TOMCTBO.

Oco06nuBi TPyIy NallieHTIB

dapmakokineTuka (R)-eHaHTioMepa He 3a/IeKUTh Bifl BiKy, ypaxKeHHs HUPOK abo JIeTKOTO Ta
IIOMIPHOTO CTYIEHS TAXKKOCTI ypaXKeHHS Ie4iHKU. [CHYI0Th JOKa3y, 10 Y Nall€HTIB 3 TAXKKUMU
ypaxeHHsIMU Te4iHkY (R)-eHaHTiOMep MOBiIbHIIIE BUBOAUTHCS 3 IIJTa3MU KPOBI.

KrinigHi xapaKTepHCTHKH.
IToka3zanHus.

Kacomekc 150 mr npu3HavyaloTh SK MOHOTepAIilo, Ta K af I0BaHTHY Tepallilo y IoeAHaHH] 3
PaMKaIbHOIO IPOCTAaTEKTOMi€I0 a00 MPOMEHEBOIO Tepalliclo MalliEeHTaM 3 MiClieBO-PO3IOBCIOIXKEHNM
PakKoOM IepeaMiXypoBol 3aJI034 Y pa3i BUCOKOT0 PU3UKY IPOTpeCcyBaHHS 3aXBOPIOBAHHS (OUB. PO3MOin
«®apMaKOIOTiYHi BIaCTHABOCTI»).

Kacopekc 150 Mr TakoxX IIpu3HavyaloTh AJIA JIiIKyBaHHS IAl[i€HTIB 3 MiCLI€BO-PO3MI0BCIOIAKEHUM
HeMeTacTaTUYHUM PaKOM IepeaMiXypoBoi 3a/103H, KOJIK XipypriuyHa KacTpallig abo iHir MmeguyHi
BTPYYaHHS € HEIPUUHATHUMY YU He MOXKYTh OyTH 3aCTOCOBaHI.

IIpomunoka3aHHA.

Kacopekc 150 Mr mpoTurnoka3aHuii Ay 3aCTOCyBaHHS XKiHKaM Ta AiTAM (OuB.pPO3[iNn «3aCTOCYBaHHSA
y IIepiof BariTHOCTI Ta TOOyBaHHS T'PYLOOI0»).

Kacogekc 150 mr npoTunokasaHo Ipu3HavYaTy XBOPUM, Y SKUX BiIMidasiachk peakliis rinepuyTaIuBOCTi
[0 aKTUBHOI Pe4oBUHU ab0 00 OyIb-SIKOl 3 TOTIOMIXKHUX PEYOBUH.

OpuovacHu nmpuiioM Kacomekcy 3 TepheHaguHOM, acTeMi3010M a00 IIU3aMPUa0M IPOTUIIOKA3aHUH



(muB. po3min «B3aemopmis 3 iHIMMMY JTiKapChbKUMU 3ac00aMM Ta iHII BUOM B3AEMOIii»).

B3aemodisn 3 iHwumu snikapceKumu 3acobamu ma iHwi eudu e3aemoditi.

HocmigxeHHs in vitro moka3anu, 1mo R-6ikanytamip € inriditopom CYP3A4 Ta BUSBIIsS€ MEHIIUN
inribitopauit epekT Ha akTuBHiCTE CYP 2C9, 2C19 Ta 2D6. Xoua KiiHiYHi HOCTimXKEHHS, y XOIi TKUX
3aCTOCOBYBa/IM @HTHUIIIPUH SIK MapkKep akTuBHOCTI nutoxpomy P450 (CYP), He cBiguaTh Ipo
IIOTEHIIINHY B3aEMOfi0 3 KacogekcoM, cepeiHsl KOHILIEHTpallisl Mifa3onaMy (mioia Imif
(bapMaKOKiHeTUYHOI0 KPUBO10) 30inbumunach 0o 80 % micnis 0mHOYaCHOTO HOro MPUiioMy IPOTIroM 28
nHiB i3 KacogekcoMm. [171s mpernapaTiB 3 By3bKUM TepPalleBTUYHUM [ialla30HOM Take ITiIBUIeHHS
MOXK€e MaTH BaXKJIMBe 3HauYeHHS. BigmoBigHO, ogHOYacHe 3aCTOCYyBaHHS i3 TepheHaguHOM,
acTeMi30JI0M Ta IIM3alPUOOM € IPOTUIIOKAa3aHUM (OuB. po3min «IIpoTunoka3anHs»). Takoxk Kacomekc
ciipm 3 06epekHICTIO 3aCTOCOBYBATH i3 TAKMMU CITOIYKAaMH, SK ITMKJIOCIIOPUH Ta OJI0KAaTOPH
KaJIbIIiEBUX KaHAJIiB.

Moxe BUHUKHYTU HEOOXiOHICTh ¥ 3MeHIIIeHHi 103U I[UX ITperapariB, 0COOIUBO SIKIIO € 03HAKU
TIOCUJIEHHS BIIJIUBY IIpelnapaTy Y BUHUKAIOTh 00iuHi eeKTH y pe3ynbTaTi HOTro 3acTocyBaHHS. [Ipu
3aCTOCYBaHHI IUKJIOCIIOPUHY PEKOMEHAYIOTh IPOBOJUTH PETEJIbHE CIIOCTEPEKEHHS 3a KOT0
KOHLIEHTpPALI€I0 y M1a3Mi Ta 3a KJIiHIYHUM CTaHOM MallieHTa IiCJIA I0YaTKy YU NPUIUHEHHS
JIiKyBaHHS KacogekcoM.

3 o6epexkHiCTIO CTif mpru3HavYaTu KacofgeKkc npu 3aCTOCyBaHHI IpemnapariB, IKi MOXKYThb
IIPUTHIYYBaTU OKUCJIEHHS MIpernapariB, TaKuX K MUMETUONH, KEeTOKOHA30Jl. TeOPETUYHO 1[e MOXKe
IIPU3BECTH [0 MigBUILIEHHS KOHIIeHTPalil Kacomekcy y mma3mi, 1o MoxKe 3yMOBUTH IIOCUIEHHS
no0iyHuX epeKTiB IIpemnapary.

HocnigxkeHHS in vitro moka3any, 1m0 OikanyTaMif MOXkKe BUTICHATH KyMapUHOBUAN aHTUKOATYJISIHT
BapdapuH i3 mingHOK ¥oro 3B’sg3yBaHHs 3 6inmkaMu. [IoBimoMsnocs Ipo moculeHHs epeKTiB
BapdapuHy Ta iHIMKUX KyMapHHOBUX aHTUKOATYISHTIB IIPH IX O0HOYACHOMY IpuiioMi 3 KacomekcoM.
ToMmy mipm 4ac 3acTocyBaHHSA Kacomekcy y nalieHTiB, IKi OGHOYACHO OTPUMYIOTh KYMapUHOBI
AQHTHUKOATYJISTHTH, PEKOMEHAYIOThH IIPOBOOUTH peTenbHuM MoHiTopuHT ITY/MHB, i moTpi6HO
PO3TJISIHYTU NMUTAHHS [P0 KOPUTYBAHHS NO3U aHTUKOATYJISHTIB (OUB. po3ninu «OcobIuBOCTi
3acTocyBaHHS» i «[T06iuHi peakIrii»).

Y 3B’43Ky 3 TUM, 110 aHTUAHIPOTE€HHA Tepallis MoXe IPU3BOAUTHU [0 OLOBXeHHA iHTepBany QT,
ciig 3 obepexkHiCTIO Mpu3HavYaTH Kacomekc ogqHOYaCHO 3 TiKapChKUME 3aco0aMu, sIKi 3maTHi
nofmoBxKuUTH iHTepBas QT abo CIpUYMHUTY PO3BUTOK IITYHOYKOBOI TaxiKappii Tumy mipyert (torsade
de pointes), TakuMU IK aHTHapPUTMi4Hi npenapaTy Knacy [A (xiHiguH, gulonipamin) ado kmacy 11
(amiomapos, coTanon, nodertunin, iOyTumig), MeTagoH, MOKCU(MIIOKCALINH, HEUPOJIENITUKY TOLIO. (OUB.
po3min «Oco6IUBOCTI 3aCTOCYBAHHS»).

Himu.

HocmimKeHHS B3aEMO{Iil TPOBEMEHI TiTbKY 3a y4acTIO LOPOCIINX.



Oco6.1ueocmi 3acmocyeaHHsl.

JIikyBaHHS IpenapaToM CJIiff IOYMHAaTH Iifg 6e3rmocepeqHiM HaTIsAIOM JliKaps.

Bikanyramig akTuBHO MeTabo0mi3yeThCst B medinili. [IeBHi gaHi Jar0Th migcTaBy BBAXKATH, IO Y
IAIEHTIB 3 TAKKAMU YpaKeHHSIMU [Ie4iHKY BUBEEeHHS IIpernapaTy YIOBIILHIOETHCS, a e MOXKe
IPU3BECTH [0 KyMmyisiil 6ikanyraminy. Tomy Kacomekc 150 Mr ciig 3acToCOBYBaTH 3 00€peXkHiCTIO
nalieHTaM 3 MOMipHUMU a00 TSIXKKUMU YpaXKeHHSIMHU MTeYiHKH.

Yepe3 MOXKIMBICTh 3MiHU (DYHKIIi1 IEYiHKY CIIif IePioOgAYHO KOHTPOIIOBATH MEYiHKOBI
mpobu. OYiKyeThCs, 110 OiTBIIICTh 3MiH MOXKJIMBA MIPOTSITOM IIEPIIUX 6 MICSIiB 3aCTOCYBaHHS
Kacopexkcy.

Pinko mpu npusHadeHHi Kacogekcy 150 Mr criocTepiraioTh 3MiHM y QYHKIIII TeYiHKU
TSKKOTO CTyIleHs, OyJIi OTpUMaHi ITOBiIOMJIEHHS TIPO JIeTaslbHi BUMTAAKY (IUB. PO3MiN
«[Tob6iuHi peakii»). AKIO BUHUKAIOTh 3MiHU (QYHKIIil TeYiHKX TSXKKOTO CTYTEeHS, JTiKyBaHHS
KacogekcoMm 150 Mr ciif NIPUIMHUTH.

I maIfieHTiB, SIKi MalOTh 00’'€KTUBHE IPOTPeCyBaHHS 3aXBOPIOBAaHHS pa30M 3 IiABUIIEHUM
piBaeM [1CA (mpocTtaTocnenudigyHuii aHTUTEH), CJIiT PO3TISHYTHA MOXKJIUBICTh IPUNMHEHHS
Teparii Kacomekcom.

[TokasaHno, o Oikanyramif npurHiyye akTuBHicTs P450 (CYP3A4), ToMy CIIif NpOsSBASATH
00epexHiCTh ITPX OIHOYACHOMY MOT'0 3aCTOCYBaHHi 3 IpenapaTaMu, siKi MeTab0/mi3y0ThCA
nepeBaxkHo CYP3A4 (ouB. po3minu «IIpoTuUIioKa3aHHs» i «B3aeMofis 3 iHIIMMY JTiKapChKUMHU
3acobaMu Ta iHIII BUOU B3a€EMOMINA»).

Y pigkicHux BHIlafiKax MOBiJOMIISIIIOCS TIPO peakilil hoToceHcubinmizanii y maIieHTis, gKi
npuriManu Kacogekc 150 mr. ITaniesTaM ciiif peKOMeHAyBaTh YHUKATU IPSMOTO BIIJIUBY
HaIMipHOTO COHSYHOTO CBiT/Ia abo ynbTpadioneToBOro CBiTIa Ta KOPUCTYBATUCS
COHIle3axMCHUMU 3acobaMu mif yac npuitomy Kacomekcy 150 Mr. AKino peaxiis
(hOTOUYTIUBOCTI € GINbII CTIKKOIO Ta/abo TSAXKKOIO, CIIifl po3I0oYaTH BiATIOBiIHE
CHMIITOMATU4HE JIiKyBaHHS.

ITarieHTH 3 PiAKiCHUMY CIIagKOBUMU (OpMaMH HETTePEHOCUMOCTI raTlaKTO31, BPOIXKEHOIO
JIAKTa3HOIO HEeIOCTATHICTIO ab0 CUHAPOMOM MasibabcopOilil I0K03U-ralakTo3u He ITOBUHHI
IIpUMMaTH Ley mpemnapar.

Teparis anTHaHAPOreHaMU MOXKe IIPU3BOLUTH [0 NMOJOBXKeHHS iHTepBany QT.

Y nauieHTiB 3 pakTOpamMu pu3uKy abo 3 HasBHICTIO ogoBkKeHHS iHTepBany QT B aHaMHe3i, a TaK0XK
y TallieHTiB, SKi OIHOYACHO MPHUUMaOTh TiKapChKi 3ac00H, 1110 MOXKYTh ITONOBXKYyBaTH iHTepBan QT
(muB. po3min «B3aemogmis 3 iHIIUMY JTiIKAPCHKUMHU 3aco0aMu Ta iHIIM BUOM B3a€EMOMii»), JTiKap
IIOBUHEH [0 II0YaTKYy JIikyBaHHA Kacogekcom OL[iHUTH CIiBBiIHOIIEHHS PU3UK/KOPUCTD, BPaXOBYIOUU
IOTEHIIINHNY PU3UK BUHUKHEHHS IIJIYHOYKOBOI TaxXikapfil Tuny mipyeT (torsade de pointes).

AHTHaHJpPOTreHHA Teparis MoXkKe BUKIUKATH 3MiHU ¥ MOPGOIIOril ciepMaTo301fiB. X04a BIJIUB
6ikanyramigy Ha Mop@osorito criepMaTo30ifiB He OIiHIOBAJIH i ITPO TaKi 3MiHM Y Malli€eHTiB, sKi
oTpuMyBanu Kacopekc, He IOBiIOMIISANHM, TTallieHTaM Ta/abo ix mapTHepaM IIifi 4ac JIiKyBaHHS i



npotsrom 130 gHiB micns Teparii mpenapatoM Kacogekc ciiif BUKOPHUCTOBYBaTH e(PEKTUBHI MeTOOU
KOHTpAaIemIil.

[ToBimomMisinocs mMpo nocuaeHHs ePeKTiB KyMapyuHOBUX aHTUKOATY/ISHTIB y MaIli€HTIB, SIKi OTHOYACHO
npuiiManu Kacomekc, 110 Moxe IPU3BeCTH [0 30inmbineHHs npoTpoMbinoBoro yacy (ITH) ta
MiKHapOgHOTO HOpMasni3oBaHoro BigHomeHHs (MHB). [Ieski Bunagku Oynu 1MOB’sI3aHi 3 PU3UKOM
BUHUKHEHHS KPOBOTeYi. PEKOMEHOYEThCS peTenbHO KOHTPOoBaTH piBHi ITY/MHB, i moTpi6Ho
PO3TJISHYTU NUTaHHS [P0 KOPUTYBaHHS N03U aHTUKOATYJISHTIB (OUB. po3hinu «B3aeMopia 3 iHIIuMu
JiKapchKUMHU 3acobaMu Ta iHIi BUOM B3aeMofin» i «[TobGiuHi peakmii»).

Jlikapcekui 3acib micTuTh MeHie 1 MMoJb (23 Mr)/mo3y HaTpiio, TOOTO MPAKTAYHO BiTbHUU Bif
HaTpIik.

3acmocysaHHA y nepiod sazimHocmi ma 200y8aHHA 2py00r0
BaritHicTb

BikanytaMmin npoTUIOKa3aHUM A1 3aCTOCYBaHHS KiHKaM, IIPOTUIIOKA3aHO IPUUMATHU UOTr0 y Iepiofn
BariTHOCTI.

T'ongyBaHHA TPYANI0

BikanyTtaMmim npoTUNIOKa3aHUU y Iepiof roAyBaHHS IPYALIo.

DepTUNLHICTD

OO6opoTHE TOTIiPIIEHHS Y0JI0Biu0l (hepPTUIBLHOCTI CIIOCTEPITANOCs y HOCTiIXKEHHSIX Ha TBApUHAX. Y
JIIONWHMY CJIifl TPUITyCKaTH mepion cyOdepTunbHocTi abo 6e3mmimms.

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepyeaHHi aamompaHcnopmom abo iHwumu
MexaHizmamu

Kacopekc He BIIMBa€ Ha 30ATHICTb KepyBaTH aBTOMOOiNIeM UM MPAIOBATH 31 CKIIafHUMU
MexaHi3mamu. OgHaK CIif MaT¥ Ha yBaa3i, [0 4aCTO MOXKe BUHUKATU COHJIMBICTh Ta 3allaMOpPOYEHHS
(muB. po3min «ITo6iuHi peakirii»). ITalienTH, SKi MpUiMalOTh LIe# mpemapaT, MalTh O0yTH
00epeKHUMH.

Cnoci6 3acmocyeaHHss ma do3u.
Ho3ysaHHA

Iopocii 9oJ0oBiKY, B TOMY YHCJIi JIiTHBOTO BiKY: ofHa TabneTka 150 Mr BHyTpimrHb0 1 pa3 Ha
no0y.

Kacopekc 150 Mr HeoOxifHO mpuiMaTy TPUBAJIO, IPUHAWMHI 10 2 pPOKiB ab0 [0 MOSIBU O3HAK
IIPOTPeCyBaHHS 3aXBOPIOBaHHS.

Ocobuei epynu



HupkoBa HegOCTaTHICTh: KOPEKIIisd JO3H [Jid MallleHTiB 3 HUPKOBOI HENOCTATHICTIO HE
moTpibHa.

[IedyiHKOBa HEOOCTATHICTh: KOPEKIiA N03HU [JId XBOPUX 3 JIETKOK MMEeYiHKOBOI HEOOCTAaTHOCTL
He IOTpiOHa.

[TigBuIlieHa KyMyJIsLlis MOXKe CIIOCTEPIraTUCh Y XBOPUX 3 IIOMIPHOIO Ta TAXKKOIO [TI€YiHKOBOIO
HEe[OCTaTHICTIO (AUB. pO3Oin «OcoOIUBOCTI 3aCTOCYBAHHS»).

Himu

Kacopekc npoTunokasaHuii [0 3aCTOCYBaHHSA OiTAM (OuB. po3ain «IIpoTunoka3anHsa»).

Ilepedo3yeanHsi.

Hani mpo mepeno3yBaHHA y NMofel BigcyTHi. CrelnupiyHOro aHTUAOTY He iCHYE; NTiKyBaHHS
cumnroMaTuyuHe. [liamiz Moxe 0yTu Hee(eKTUBHUM, OCKiTbKM Kacomekc 3HaYHOI0 MipoIo 3B’sI3yE€ThCS
3 GinKaMu Ta He BUSBISETLCA Y HE3MIHEHOMY BUTJIAMIL B cedi. [Ipu nmepeno3yBaHHi ToKa3aHa
3arajibHa IiATpUMYylo4a Teparis, y TOMy YUCJIi MOHITOPUHT XXKUTTEBO BaXKJIMBUX I0OKA3HUKIB.

ITo6iuni peakuii.

[ToOiyHi peak1ii 3a3HaY€HO 3a YaCTOTOI0 TaKUM YMHOM: fyxke dacTo (=1/10), gacto (Big =1/100 go
<1/10), regacto (Big =1/1000 mo <1/100), pigko (Big =1/10000 mo <1/1000), oyxe pigko (<1/10
000), yacToTa HeBimoMa (Ha OCHOBi HasIBHUX [laHWX HEMOXK/IMBO BCTAHOBUTH YaCTOTY BUHUKHEHHS).

Tabmuig 3

Cucrema OpraHis HacToTa [To6iuHa peakuis

Po3manu 3 60Ky KpoBi Ta JacTo AHeMis

iriMbaTUYHOI CUCTEMU

Posnagu 3 60Ky iMyHHOI HeuacTo [linBuIleHA YyT/IUBICTh, AHTIOHEBPOTUYHUU

CUCTEMU HaOpsSK, KPOIIUB STHKA

Po3namu 3 60Ky cucTeMu HacTo 3MeHIIEeHHS alleTUTy

00MiHYy PEYOBUH Ta

XapuyBaHHS

[TcuxiuHi po3nagu HacTo 3HUKeHHS nibifo, gempecis

Posnany 3 60Ky HEPBOBOL HacTo 3anaMOpOYeHHs, COHIUBICTD

CUCTEMU

Po3manu 3 60Ky cepus HacTo [Tpononratis QT-iHTepBany (TuUB. po3minu
«Oco6IMBOCTI 3aCTOCYBaHH» i «B3aemopmis 3
iHIMYMY JTiIKapChKUMHU 3ac06aMu Ta iHIIT BUOU
B3aEMOI»)

CyOuHHI NIOPYLIEHHS [yXe 4acTo [Tpunnusu

Po3nagu 3 60Ky opraHis Heuacro [HTepCTHIliaTbHa IereHeBa xBopoba’

CEpPEenoCTiHHS, TPYIHOI (TOBimOMIISITIOCS IIPO JIeTallbHi BUTTAOKH).

KJIiTKY Ta OUXaIbHOI CUCTEMHU




|[MOJIOYHHUX 3aJI03

Po3nagu 3 60Ky TpaBHOI JacTo Binb y KMBOTI, 3a110p, HY[OTA,
CUCTEMU MUCIENCisT, METEOPU3M
emaTobimiapHi po3nanu YacTto ['emmaTOTOKCHUYHICTD, 3KOBTSIHUIIS, IiMBUIIEHHSI
| AKTWBHOCTI TpaHCaMiHa3®
Pigko [TeuiHKOBa HEMOCTATHICTE' (TIOBIZOMIISIOCS Ipo
TeTanabHi BUMIATKH)
|Posnanu 3 GoKy IWIKipu Ta [lyKe 4acTo Bucun
MiUIKiPHOI KITITKOBUHY YacTto ATTomIertist, TipCyTU3M/BiIHOBIIEHHS POCTY BOJIOCCS,
| cyxicTh mKipu®, cBepOixK
HeuyacTo Peaxllist MigBUINEHOI YYTANBOCTI IO CBiTHA
Posnagy 3 60Ky HUPOK Ta HacTo [emaTypis
CEYOBUIIILHOI CUCTEMU
Posnmagu 3 60Ky [ly>ke 4acTo iHeKoMacTisi Ta 60/TI0YiCTh MOTIOYHKX 387103
[[PETIPOAYKTHBHOL CHCTEMH Ta YacTo EpekTunbHa gucHyHKINSA

3arasibHi MOPYIIEHHS Ta cTaH |[lyXe 4acTo AcTeHis
MiCIIsI BBEIEHHS JacTto Halpsik, 6iftb y rpymsx
O6CcTeREHHS HacTo 36ibIIEHHS MacH Tila |

*3Minu 3 60Ky MeviHKY pifKo OyBalOTh TSAXKKUMU Ta YaCTO MUHAIOTh a00 C1abiIaiTh Ipu

IIPONOBXKEHHI JIIKyBaHHS YU MIiCJIA MOT0 IPUNUHEHHS.

*V 6inbInocTi manieHTiB, 9Ki oTpuMyioTh Kacomexc 150 Mr K MOHOTepaIiio, IIOBiFOMIIANOCS PO
riHeKoMacTiio Ta/a0o 00JII0YiCTh MOJIOYHHUX 3aJ103. Y JOCTiAKEHHSX IIi CHMIITOMK BBAaXKaJIHCS
TSXKKUMU y 5 % mallieHTiB. [iHeKOMacTisl MOXKe He 3HUKHYTHA CaMOCTiMHO IiC/d IPUNIUHEHHS Teparril,
HaATO IIiCJI TPUBAJIOTO JIIKYBaHHS.

‘ Yepes cTaHOAPTH KOAYBAHHS, II0 BUKOPUCTOBYIOTHCS Y mociimkenHsx EPC, He6axkaHi sBuia

«cyxol mKipu» Oy 3aK0fI0BaHi K «BUCHUII», BimmoBigHo no Tepminosorii COSTART. ToMy okpeMuit
OTIMC YaCTOTHU He Moxe OyTu BU3HaueHui s f1o3u Kacomekcy 150 Mr, ogHak nependaydaeThCs Ta K
YacTOoTa, 1o ¥ A1 §o3u 50 Mr.

{ BKITI0ueHo 10 Iepeliky Ho6iYHNX peakIiii Ha NTiKapChKuil 3aci6 Mmic/is po3risaay
micnasapeecTpaniiinux gaHux. Yacrora Oyia BU3HaYeHa 3a YaCTOTOIO IIOBiIOMJIEHD ITPO MO0iIYHi SBUIIa
IIe4iHKOBOI HEIOCTATHOCTI V¥ XBOPHUX, SIKi OTPUMYIOTh JIiKyBaHHS y BiIKpUTUX gocmigxkeHHaX (Early
Prostate Cancer programme (EPC) y rpynax Kacogekc 150 mr.

° BkimioueHo 1o mepeniky mo0iuHUX peaklii Ha JIiKapChKUM 3aci0 micis po3rasmy
nicnsipeecTpauiiuux ganux. YactoTa Oysa BU3Ha4YeHa 3a YaCTOTOO MOBiOMIIEHD ITPO
iHTEpCTUIliaNbHY THEBMOHIIO AK OOiYHE SABUILE Y XBOPUX, SIKi OTPUMYIOTH JIIKyBaHHS Y BiIKPUTHUX

nocnigxenaax EPC y rpynax Kacomekcy 150 mr.

36inpmenns ITY/MHB: y 3BiTax IpoTSIroM Mmic/IsIpeecTPaIifHOTO CIIOCTEPEKEHHS TOBIHOMIISIIIOCS IIPO
B3aEMO[IiI0 KyMapUHOBUX aHTHUKOATyIHTIB i3 Kacomekcom (ouB. po3ginu «Ocob6mauBoCTi
3acToCyBaHHS» i «B3aemopis 3 iHIIMMY JTiKapCbKUMHU 3aco0aMu Ta iHII BUAK

B3aEMOJIIN»).




[ToBimoMIIEHHS PO Mimo3pIoBaHi mo6ivHi peakxirii.

BaxknuBo mOBimOMIATH PO MMigo3pioBaHi mobiyHi peakiiii mics peectparii mikapcbkoro 3acoby. Lle
Ila€ 3MOTY IIPOJOBXKYBaTH MOHITOPUHT 0ajlaHCy KOPUCTI/pU3UKY JTiKapchbKoro 3aco0y. ®axiBIliB B
rajy3i 0XOpPOHHU 3[00POB’Sl MPOCATh OBINOMIATH 1IPO Oyab-SAKi mimo3pioBaHi mobiuHi peakiril.

TepMiH npuaaTHOCTI.

4 poku.

YMmoBH 30epiranssi.

30epiraTtu npu TeMmnepaTypi He Buiie 30 °C. 36epiraT y HENOCTYITHOMY /IS MiTe# MiCIIi.

YnaxkoBka. [1o 14 tabmeTok y 6micTepi, mo 2 6ricTepu y KapTOHHiN KOPOOIIi.

Kareropis Bigmycky. 3a peLenToMm.



BupoOHHK.

Actpa3eHeka IOK Jlimitep.

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOro ajJpeca MicCIsi IPOBaKeHHsI Tisl/IbHOCTI.

Cink Poap Bizuec ITapk, Makkncding, SK10 2NA, Benvka bputaHis.



