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AUC Area under the concentration-time curve 1. HP R — R iR T T R

AUCo- Area under the concentration-time curve from 0 time | Ifil 75 FE fiAR Tl (0~ MR RER)
extrapolated to infinity time

BHT Butylated hydroxytoluene VITFNE RrFY b LT

CK Creatine kinase LT F=rxS—E8

Crnax Maximum observed drug concentration in blood T e 1 B R

CYP Cytochrome P450 ¥ k7 1 L P450

free/total PSA free/total Prostate specific antigen WEHfE PSA/KR PSA

ICso 50% inhibitory concentration BEFRTENE 2 50%PE 3 2 FEM i B

I-PSS International Prostate Symptom Score E BRI BIEIR 2 = 7

PSA Prostate specific antigen AL IR TR
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RMP Risk management plan S = N
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SDS Sodium dodecyl sulfate N7V ARREET U DA
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RIS PRIFTERE PR AR i R
25 H e HR I A e (3
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BISZARAME R L CW R WBREITB T 2 HIME R VLM IR STV, E PR RER CIan sz iR A
30mL UL EDBRE AR E Lz, [17.1.1, 17.1.2 B]
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S92 72 I,
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WERERT—2 1\ 75—

FMER L
(2) BRPREETE A ER
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Q) AERIGIERAER
FE N AR
HISEHR AR 30mL LA ORI ARIBERERE 265 L Lz

SRR (1B 1\ 24 8ERO®&RE) 2B\WT, HE

AR 2R B IR RE DI RZRBD STz, T2 Z AT Y R 7R 05mg 137 T BRI L, BISZIVER2 A3 2R
S, 1-PSS (ERSHIAMER 2 27) RO KRR E A BIC s Lz,

RN OB GRIR D4k

1)

77 R 0.05mg™ 0.5mg 2.5mg

(70431) (6741) (70451) (6711)
By HAT EHfE (SD) 457 (20.26) 44.4 (14.22) 454 (15.20) 41.0 (13.61)
SEHE (SD) 42.1 (21.26) 37.9 (14.72) 34.6 (14.66) 30.7 (11.85)

243 1 ZAbE (%) -8.7 -15.5 253 256
pfiE - 0.021 <0.001 <0.001

BAL (mL), 2

(ERITHIEE T M K 2 PR T E

BWERZSBIBEE X, 724 A7 U K7 &L 0.05mg T 6% (4/70 ). 0.5mg T 15% (/71 ) EOXT 2Z A7 Y KB
7BV 2.5mg T 13% (9/69 #i) Th o7, EREWERIZ, T2 A7 U U7 /L 0.05mg TEHEAE 3% (2/70 #i) .




0.5mg TY B F—JE0R 4% (3/71 #i) . ZHEARE 3% (/71 i) ROSHEREE 3% (2/71 #i), 2.5mg TEHEARS 4% (3/69

) RO E =R 1% (1/69 Bl) T -7z 49,

) ARMEIT T A 1E0.5mg TH D,
(4) HRELAIEAER
1) BRI ER
[ P9 5 AR FRR

BISTARATE 30mL LA EORISTERIE RIEBE 255 & Lz
T aX AT Y RATEN0SmglE 77 BARIZH L, PSS KOS KIRIEREZ A EICSE L, A2 A RIS D &

SR 1B 1 E 52 BERORE) 2BV,

w7,
I-PSS. R KRF R K ORI RATE O£ 5-aii#% D21k
R ics 77 RR 0.5mg i
SEAE (181 f51) (184 f51) PR
PSS £ SsA I “FHIfE (SD) 16.0 (6.01) 16.6 (6.56)
() 52 A% E¥)E (SD) 12.4 (6.32) 11.1 (6.82)
A& 3.7 5.3 0.003
R P 5 FEfE (SD) 112 (4.41) 112 (4.13)
Hifigtf 52 % SEfE (SD) 11.9 (4.82) 13.4 (5.75)
X[ # 0.7 22 <0.001
o B EoRi E¥)ME (SD) 494 (17.16) 50.2 (19.79)
H'J%H’?{j:% 52 1% EHIE (SD) | 447 (17.36) | 35.1 (19.04)
o b (%) -10.8 -33.8 <0.001

ZALR R OLACRIIMIEE T T & 2 B 2
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-1 4
e
o
32 3
B
S 4
5

-5 4

---O--- 73R (n=181)

—8— T 142X7 1 R05mg (n=184)

2438

3618

I-PSS D_X—R T A b DL BEOHR
(ZAL BT T AT L A Sk L2 H)

KRFERDEILE (mL/sec)

=
HX

——-O---75tFR (h=181)

—®— 7 212ZX7) Fosmg (h=184)

i
T -0
N—ZXF4 > 1238 2438 3618 528
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(BALRITBIEE T WA K 2 855 7 F- )
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40
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-20 4

-30 A
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RISZIAFE DR — 2 T A 2 b DEALRDOHER
(ARG E T AT K 2 85 7 H1H)
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B) . FREMED EV 1% (2/193 41) KOV v F—#uk 1% (2/193 ) ThH o767,

PR A 2% (4/193
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HE : BEOH LG DR - IRET, BEHORMLEELSZRT D L,

2. EBE{EHA
(1) YEFREREL - YERRHEE
Ve
T2 AT Y RiE, 7A AT aYNL L VERAORVWYE ReT XA hRATar~E AT 5 | BIRO 2 8 5o 8Tk
FEMETDZ LICE D, ATIROBERZIHT 2 89,
Q) ENEEf T DHABRE
1) In vitro }e Q'8T330 5 il
@O5 o IR TEER L EIEA
Invitro IZBWT, b b 1RGN 2B 5B iR alELEY, £72, EHT v MZBWT, AARMICEE LT
Z NATFOYORNEICBITAYE RaF A h AT o ~OE i HE L 10,
ORI OV R 2 27 o UK TER
Ty MIREERETHZ LD, BT Y Re T A MAT o U REA KT S 1,
I SLIRAE/ME R K OE X #nl 1 A
Ty MIERRETHZECED ., BN RER/NSE P, £, BBy MIREES T LIk, AL
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AUCo-l T ZEJERHE 5-00 2573 725 2197ng * he/mL (284 LT-, 228, ZOB(LITHEKR FEHEEZ 52 2 4O TERW 19,
W) KGEARIL1 H1E0.5mg TH D,
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