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2.2 oM [8.1. 9.5, 9. 65:MH]

2.3 /NEZ [8.1, 9. 72H]

2.4 BEEOHHEEEREEDH 2HEE (9. 3. 1B]

3. ARk - HIK
3.1 4Rk

é)ﬁﬁ?;jbﬁélﬁ F A AT R creeeerertit 0. 5mg

VIFIEROFL MLIY, PEE/ - VTULY B
N HTNEE LT, aNTILEITF >, BTt
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5. MEEXIIZNRICBAET HEE

RIAZIRATIER U TR W EEIT B 5 AT R OVZ 2 M iR &
NTWRL, EINERGEER TR IRARB0mLLL E o B 2 4%
El7. 07.110 171 280

6. RERUAE
WHE. AT 24 25U K& U TUEO. 5Sme#z 1 H1ER %5
ER:E

7. RERUVRAERICEEY 58
B G BURIIINIC KBS EO SNDBEHH D00 MR E M
T 2DITIE, W6 AROBERILIETH 2,

8. EELEANEE
8.1 AFNIMEMLINEND I EMS, ZHER/NRZ I T 5 ik
NEEACNI N &, FNZEHNMNZHEITE. BB
AEEEKRTHED 2 &, [2.2, 2.3, 9.5-9. 75:H]
8.2 AFIBGATICHEHBZ MO IEOREEZEET S L. £
72w AFHRESHICBVWTHEMWICIN S OREZEET 5 &,
8.3 AFNI. MIFRMIIRFFRPUR (PSA) T EEH5Z5DT, LI
DRITEFEETSH I &,
- PSAfEL. RISMREDZA 7Y —Z > BT 2 EERIEETH
%, —MIC, PSAMEEMEME (GEM. 4. 0ng/mL) DL EDHAEIT
13, ERDFEMALEERD, BN AREROEEEEEICAN
DUEND D, 2B, KEFGHOEEZ T, KA 5R1OPSAHE
MEREMEARBE TH> TH, WIMNIEOZHZRALZNE DI
HEEITBHE,

c AFNL. BINSIREOEHE T TH o TH, %561 AKICPSAE %
RS0/ D, Lzdio T, AFIZ6H AU LEEELTNWS
BFOPSAEZFMT 2RI, MEME2MEL-EZEREL
THEMEKT S 2 &, aB. PSAMIZ. AF# 5 L6 5
H UM A A% 5B ia T OE IR %,

- AFEE G- HITB T S PSAE ORI U T, 5 AE D
FEDOAFDIRER YT 2EZEBICED, EELTHET S Z &,

- AFIFEHITB W T, free/total PSALLIZ—EICHFF SN B D
T, BINIEEOAZ Y == OHMTY free PSAZHIHT 5
BEIE. HIEBEOFHBIIAETH D,

9. BENDEREFTHIEHICAT S EE

9.3 FHiEElE=E RS

9.3.1 EEDOHEEREDHIEE
B LRWZ E, AFNIFRICHETREIND 720, M REN
FRITBENND D, [2.4BH]

9.3<.)2 FeEEEOH 2 EE (EEOHEBERZEDHIBEER
AFNIFICH TR I ND, HHERZEOD S EFITHKG L
BEOEYBREIIBA I N TWARWN, [16. 4. 12H]

9.5 TR
T HEELBRWZ E, Ty MRS FIZFa ¥ ATY K%
ROBE LR, BB SO (LA SN, AF D
BEICIOMmMbP P ROFZA M2 KL, BrREOHN
EFEEOFEE HET DR SNz, (2.2, 8 1]

9.6 12ZLI%
IR G LR & AREIPHAITFICBITT 20EAHTH
%, [2.2. 8. 1%H]

9.7 NRE
INBEIZIZR G Lz &, /NEBZITHT DRI <. /N
ERREUEEDEROREEZIFEES U ERABRIZFEEL T
Wy, [2.3, 8. 1&H]

10. #HEEH
AFNE., FELUTCYPIAATHR#EIND, [16.4. 1508]
10.2 HERIEE (BAICEETZ L)

SEHN4 5 HRRAEIR - HEiE 515 T - faBRINT

CYPSA4HEMEHZH | 2 5 DEH & D Of | CYP3ALIZ K S AF D

T M & D AR | (HARE .
U hFEINEE {4 §i)\ 59 % Tl fg

[16. 7. 18] PR H B
1. BlERA

ROBWERM B 50DND ZENHBHDT, Bge43itn, B
MRS NHEITREGEPILT 27 My LEZ T T &,
1.1 EXZENER
FFggEleE (1.5%). #E GEEAY)
AST. ALT. EUIVE > O EREZED FHEREECIHENS 5D
N5 ENDH %,
11.2 Z0fDEIER
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14. BRALEDEE

14.1 EFIRMFEOEER

14.1.1 PTPALEOFEFNIPTPY — o WO LU TIRAT 2 L 5 ¥
B BHZE, PTPY— b OREKICE D, BEWSLA TR Bk~
FIAL. HITIZZFL 2B I U THIRER RS O EE RS OHE 2 0F 5
THZEND D,

14.1.2 K 7RI ORNEYH L EEERE 2 R8T 28550850
T, W7 BIVEEATE VBRI Z0ETICRASES Z &,

15. ZD/DFE

15.1 ERAR{ERICE D 1B

15.1.1 WA RABRICB W T, 18~525 DHERERE A (ARFI#E @ 27
M\i?tﬁﬁ:%%)%ﬁ%t\wﬁﬁ®&ﬁﬁﬁkwmﬁﬁ
O E%BER 28 L T, A&#I0. 5mg/ A OREREEICH T 55
EEFML -, BESEABICH T 2B TR. HBikER O TE
RO GRIMEN S OFEWAER (TR EOBRSRIENS D
ZALTHE) 13, FNEN23. 26K I8 TH V. KT K Uk
THREANDEEIIRD 5 NRho . AFIBITBT 28K 75D
B GRifEN S OFEREA R, 24 OB IR #ZIC BN T H23Y%
DEETHo7z. LLLERES, WTNOFFMRFHICBNTS,
LT ORINT A — &@$ﬁﬁi£ﬁﬁﬂWfﬁo‘$ﬁtﬂﬁ
U 7z BRI S B 28 8 (30%) ZIRESRMO Tz, Tz, AKIRE
D22HNTBNT, #5526 B 5RiED 5905 & 2 5 T D
WO SN BER2AGEBITIEEIR U=, RE ORI
WCRAT T BN, Hx DBREDZIRREICH L ED X S KR
EEDHDONIARHTDH 5,

15.1.2 HERFZICBW T, AFI2HRGIN/EETHEAE HES
NTW3, Fa¥ A7 REBEASEOREE & OREMIIRHAT
HB, 2P, 2~AEM O EEIRRER (432561) ITHBNWT3F DI
FENREI N, 2055, Ta¥ AT RBRFHG I NIER T
326 (RBHARLIOGER. 11x A). 7S5 ROANEES I NIE
BTG SN TS, ENEKRABR TOHREIZR N,

15.1.3 HAZEMARE L 50~755% D BIES23141] (AEMIC & 0 iR
FEAIBAEMED DPSAfE2. 5~10. Ong/mL) 24 & U 7= 44E i o [ %
FHEFEB (HARALTHIZE5T) 12BN T, Modified Gleason
Score!® 8~10D RS IEIE DFI RN TSR EE (0.5%) 1T LA
AT (L.0%) IZBWTEMNo7Z (X 272,06 [95%ZHEXM :
1.13-3.75]) & DHENH BV,

) HHRREAENEE OfR

15. 2 FEEGPRALER (CE D < 15K

15.2.1 7 AT YINOBERBRMICT 24 X571 K%2010ng/Vt/H £
THEARNEE G U 72 fE 53 mw%wyﬁﬁ($ﬂéWﬁbt%ﬁ®
FEHRSmMLZ /T L T100% IS 1% SR E L7235 {AE50kg D
VeI S N 5 HEE R K IR T = D 186f%1 ?Fﬁé?%)) DIERREL
Bz, ARFEEREG & OBEMIIAHTS 5%, IR - INE O L5
FENED SN,

15.2.2 5w FODBARERBICBNT, SHE (BRARICBITS
IR EON14165) BERIOEREMEEOEMAA S5 N/Z. L
L7 s, RHEBMRER CBERORBIGERT STy hORN
DO E FADIMFEMENZ &5, b MK B i
EHBEIGEHEHREEZENEZSISNTNS, BB, YTXDN
AEMRBRICPRVWTIE, 72927 RICE#ET S EEZI 515
S DFAINLFED 5 NBh-o 7z,

16. ZEAEHEE
16.1 MAEE
16.1.1 BEEI%E

EEERANICT 24 X571 P\lNZOmg’”%ilEf%DTx'ﬂ—-btﬂf 5
2. 0~2. R IC B AR PSR (Cmax) IZEL. AT D5
FAfEIF232~298LTCH > /7. CmaxlIFHEGBITKEFEL THML, #&
R OWE LT (tiy2) 1F89~174MITH V. WEIZIEHIET
Hotz.Y

16.1.2 RiE&RE

AT ARARAE fR 35 1T <15X7”JF005~2SmQE%IHIEGbEFﬂ
KEROKG LR, 0.5mgTiEB X ZTHK 555 A TEHIRE

L. 65 ATCOIMBEHEYIEEIL44. 82+17. 91ng/mLTdH > f:o
0. 5mgf 5O EHIRAEIZB T Ht1/2133. 4£ 1. 2B TH 0. HKITIE
WL TH o2,
16. 1. 3 &EMZIRISHEHER

Fa¥ZATY KA TEIN0.5mgAV [h—7 ) ET7RIVTHh TR
0.5mgZ%, Z7OXF—N—iEickvENENIL TR (Fay AT
UF&bTQM@)@%ﬁA%?’@ﬁ%@ﬁD&ﬁbfﬂﬁ**
ZLRBEZIEL. 55N EWBEE/NT A—4 (AUC, Cmax) IZ
DNTINEEREIEIC TR 2T o 2R, WInblog
(0. 80) ~log (1. 25) DHEEFNTH V. WHID AW F ) FI LA TR X
nr.®
(ng/mL)

o= Fa ¥ AT RHT)L0.5mgAV [h—17 |
——: 7RV T H T )V0.5mg
SE9# +SD, n=31

EEEERE

0 8 16 24 32 40 48 56 64 72
5% DR (hr)
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HEINT A= BENTA—F
AUCo-72 Cmax Tmax ti/2
(ng * hr/mL) (ng/mL) (hr) (hr)
Fay AT RATI
0.5mgAV k—17 53.7+24.1 2.866+0.993 |2.27+1.36|56.6+=19.5
7RIV T H 7 EI0. 5mg 53.7+23.0 2.858+1.093 |2.09+1.01|58.0+£22.6

CEfE+SD, 3141)
M3 EENE TNTAUC, Cmax55 D/ A—F 13, BBRE ORI, Kk O ERIUAIEK -
RS DB R I & > TRIR D WHEMEN D S
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16.2.1 AEDEE
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ABHHDTIHRN,D

16. 2. 2 EHZHFIRAE
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In vitro iRBRICBNWT, S22 X5 U K (2000ng/mL) Dt kI
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16. 4.2 KBiEREE
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DOELWED SN2 T ¥ AT U RO.5mgld 7 7RItk L. #i
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£1 AR O 5/ D 2L

77K 0. 05mg™® 0. 5mg 2. 5mg'®
(70451) (674i) (704) (674i)
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Pla -3.7 -5.3 0. 003
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bt bR 2 AW zin vitro it% - CYPIE (FH—oh 7k
JV t 20154F9H 28 HKFE, HIGHERMEEE2. 7. 2. 2)
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NEANEERANBHICBIBEYANT VA (ZFRIVTH TR
20094E7 H7TH&GE, HIREERHEEE2. 7. 2. 2)
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