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BULLBRAEAEE
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6. FENRUHE
WE. RAICIET 24 A7 Y K& LTLE0.5mg# 1 H a4
A#%59 %,

7. BERUHZICEHEYT 38
BEHBIHICHESZO N HEb H L0, REMRE
AT B 7-DI2iE, BEBEOH ABOBEBEPIVETH 5,

. BEEBERER

g RANIBRIERE NS Z &6, HER/NRIZmE: - g
L7 BRI N WS & Bk - BHE L - FEANCH N - 35 5
11X EBICAEBEKRTHES &, [2.20 2.3, 9.59.7,
14.1.2% 8]

8.2 KEIFRXEHNCERZPMONNIFEORELEMRT 52 &,
T RABEFICBVWTHEHNICINS OREE EMT
BT E,

8.3 AANE. MIBARTARERIE (PSA) ICEEE2 525D T,
UTFORICERT A &,

- PSAfEIZ. BIVIBBEDOA Y ) —= 2 BT 2 EEGEET
oo —fkIC. PSAEAPEEM (BHF. 4.0ng/mL) LLED
WA, BB BREE 2D, BISLIREROEZ 2
BIZANDREDNH S, BB, REAZRGFHOEEZT. KA
SHiOPSAEAFEEMRETH > Th, R EDOZE % &
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Bl 5 k%6 7 A DIRICAFHR S HBE OEICR 5.

- KA SIS BT 2PSAEO RGN LTI, AR
FEORELARORERNYTEZERICED., FELCHET
AT E,
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9.3 FrikrEE=EEE
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ESAERTEIBINSH B, [2.4508]

9.3.2 [FEEIEZEDH D EE EEDHKEEEEZENDH2EER
f&<)
FANIFICHE TR S NS, FEEREDD 2 BEICKRS
L7-IBEOFEFREIIHIT SN TV, [16.4.12H]
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14. BRLDZFE

14.1 FEFIRFFOER

14.1.1 PTPAZEOEAFIPTPY — v 26O H L TIRAT %
EHEEFT 5L, PTPY— hOBEICKD ., BOLHHIES
BEREARIA L, BICIZZEIL 2B L THBRARZEOEE
BEMERHRET S END 5,

14.1.2 K275 - LW &, [8.15HE]

14.1.3 CRENRBERG I 2 R T 2580 H 5D T RANIMEE
TN, BOHTIRHASESZ &,

15. ZODhDER

15.1 ERIRERICE DL 1B

15.1.1 MBSV EEPRERBR ICB W T 18~ SR DA (KRAIRE
2761, 75 AREE 2361 2RI, S2EMOER S LY
LA O 558 HIR A8 L. AFI0.5mg/H DR
HEICH T A HE LR L7z, BE552BEICB T 28T,
BHER U TEFROBSHIE, 5 OFHEHIR (FI¢
REEOBRERIEN 5 OELTHEE) . ThEh23, 26T
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FRXA—=HOFEIZEFEHEANTH D . ERNICHE LZER
HICEELLE (30%) ICEESRP o7z, £/, KAIRD
WheBWT, BE5AB ICERSEIED 590%% 8 % 5T
BOBANEED SNI2H, BE2GEEICITEHR L. BHO
TSI RITTEEY), Hr0BZEOZREICHLED &
S REERNEZRZLOPIIAHETH 5,

15.1.2 HRZICB W T, RAlZHE S N-BECTCEHIAEY
WESNTWVWDE, Ta¥ A7) REBHIATEOFHIR L OEHE
HIXRETH B, B, 2~4EMOMEIERRE (432561)
WKBW OB HRE SNz DB, Ta2¥ATY
RAEES S NER T2 (BEHMIGAR. 11xH). 7
T ROARDPERESNIZEFTIXIFRESNTWS, BN
HEPREER COME L2\,

15.1.3 BAZEEE L750~755% D BH82314] (EMICE D
BN AR A a2 DPSAME2.5~10.0ng/mL) /R & L7z4
FERoEBEXRRERE (HARASH %2 &) 128 0T,
Modified Gleason Score®®) 8~ 100 g 37 i O FIA KA 7
FEREE (0.5%) 10 LAAIRE (1.0%) ICBWTEP -T2
(FExFY 2 272.06 [95%(EHEXME : 1.13-3.75]) L DO|HED
y)él)ﬂ)c
) AHEEEEE OEE

15.2 FEBRAREAERICE D < 15ER

15.2.1 7HTFYILVOBREFEBMHICT 24 257 1) R%2010ng/It
/B ETEIRNES L7-#EE, 2010ng/Ie/HEE (KH % IR
L7 BHORBESMLZ /T U TI00%RIR E N5 ERE L7215
EIC. (RESORgD RN BE S NS HEERKBEEE D186
ICHEHET %) OERELIGNIC, KERS & OBEEEIIRAT
HBH, INE - NEONGEFENRDO SN,

15.2.2 v b OBPAFRERBRICBWVWT, BHE (BEHAEIC
BUSBEEDNI4IGE) %5 R R BRI E O 38 025 &
5N7z. LA LAaNo., FEEEMAEEROEEROFIRICK
KT 255y FORDIWHEED L hAOIEENBEN &5,
b MOBHEEHEE L2 RIS AEEEIIEVWEEISNT
W3, BB, YTAOBAFRERBKICBWTIE, T2y AT
U RICEEET 5 EEZ 5NAEBOREIIRDONLZA ST,

16. ZEHIEIRE

16.1 MAEE

16.1.1 BERS
BERRAICT 24 2579 F1~20mgh % BEREO#RS L2k, %51%2.0
~2. 3R IR EIMAE Y EE (Cmax) ICE L, AT ODHEEIL
232~28LT&H > 720 CmaxidHEEIIKTE L THEML., &RHEDOHEKFE
B (te) 1389~ 174 CH V. HERIERETH 5729

16.1.2 RiE#RS
A IRAEREREICT 24 25 F0.05~2.5mg™ % 1H1[E6 % A EKE
BOFEG LR, 0.omgTIEBL 2G5 ATERREIGEL, 65 HT
D IME P EEYEE1344.82+17.9Ing/mLT & - 7z. 0.5mgik 5 O EH IR
BICBII 50,033,421 . 2BBTH D HERIZFEETH > 729,

16.1.3 E£MRHREE AR

(Fa19ZAFU RE§E0.5mgAV [NS])
F 24 2571 F§£0.5mgAV [NS] & 7HRNLTH 7+ 10.5mgs. 702
F—=N—FIZEODZFNZFNIEXZ]IATEL (F2¥2FYRELT
0.5mg) EERRAS FICiERRBEENR %S U ISR R AR E % H
EL. BNy /ST X —% (AUC., Cmax) 1D\ T0%EHE
X I CHEHRIT 21T - 72558, log (0.80) ~log (1.25) O#HENT
»H 0. THA OEMENFESESHER SN0,

HEINTRA—% BEINT A —F
AUCon Cmax Tmax T
(ng-hr/mL) | (ng/mL) (hr) (hr)
F a2y AT FiE
0.5mgAV[NS) 59.80%£25.80(2.82%£0.91|2.11£0.84|62.00=20.57
7*’575;’1?“” 58.57+23.87 |3.13+0.85|1.93£0.91 | 61.74+24.25
(Mean+S.D., n=75)
(ng/mlL.)
4 ---
3.5 1
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ST XA —FIZETFOELZRD. AUCo« 1222 B % 5 D2573h 5
2197ng - ht/mLICED Lz, %8B, COZLIEBK EEE*52 500
TV,

16.2.2 EYFHIFIRE
BEEBAICT 24 A7) R0.5mg#x BERROHRG U7k, A2 R
1359% CTH -7 WEAT—%)9,

16.3 9%

16.3.1 EERSE
In vitroiBEICBW T, T2 A5 Y K (2000ng/mL) Ot b IEEEE
ARIFV.8%EFHL . MFE7 LTIV, al-BEEER., aLFa3270
A RiEET7a7) Y ROERVEVEE7O 7)) VICHT 2EERIE. £
N21n99.0%. 96.6%. 89.2%K% 87.6%TH>70 Flow INHDEH
IR 245 A RI1320~2000ng/ mLOEE CE#H B A S N o7 (R
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In vitroiBRIZB W T, 724 X5 Y RIZCYP3A4/CYP3ASIC & - CKEE
fb&n7=». CYPIA2, 2A6. 2B6. 2C8. 2C9. 2C19. 2D6K% U2EITIZ
R#tanizro72M, [9.3.2, 10.2E]

16.4.2 {(XBiEERAZE
In vitroRBEIC BT, T 24 25 Y RIZCYPIA2, 2C9% U2D6iE 1 %
FEE L2 A - 724, CYP2CIOR UBA4EREZHZE L. IC0d50 uMTH -
7::12)0

16.4.3 RHEBRFES
In vitroREBRICBW T, F24 A7) FIZPXRIEH(LIC & 5 CYP3A4EHE
HEERES R,
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BISZARIERIERR 12T 2 4 25 ) R0.5mg# | B EIRERORS Uiz,
FERBM L LT, 2-ZKFEMAR, 4 KEUIE, 6-KB(LIEADTER S Nz,
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BERAICT 24 A7) F1~20mg® ZBERO#HS Uzk., #5548
DA O RAPICRE(URIIBH S e o 729,

16.5.2 Rig®RS
AT 24 25 ) F0.5mg# 1B 1E6» AL ERERORS L7 #,
HRITKSBDORE ARt S ., BIEDE CRE(LIE+RE) &L
THIRW% AP EN S Nize RANDREAMADOHEMIZ0. 1%KFHETH D B
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16.7 E4EEER

16.7.1 CYP3A4RRE(ERZE T DA

(1) In vitroiRERICB W T, 728 A7) NOBILAREIZCYPIA4HENE
HEET A7 baF =& > THES Y, [10.2280]

(2) CYP3AAPRER L T 24 A7) ROEMMEEARBRIIEHESN T
WS, PR TR RS IR B A HIE S Nz B 7 — ¥ O REMSEY B
R DR, N8I IUERRIE I YL F 7 X LERIEE OfFFIC KD
FTa¥ATYROTI) 7TV ABE TR LI (HEAT—%)9, [10.2%
H)

16.7.2 ZDthDEH
T2 A7) F0.5mgd 5\ iEsmg® & ALRAFT IV, TLT 7Y
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TEMHEER RO ONE» -7 (HEAF—%)17,
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17. BRPRREIE
17.1 BERURESICET R
17.1.1 EAEE T 1EHER
BIAZARAFE30MLLL E ORI IRIERIERE 2 0 R & L “EE M B
(1H1ER4EMZEORE)Y 2B\, ARKEN 2RISR AR OB 2
BHOENTce T2¥ AT Y RO.5mgIE T I RiIck L, fNLEAEEZER
IR &, [-PSS (ERBRNLERZ 27) RUBRARREEZGRICH
FELY,
K1 HIZRAEORSHIROEL
7Z€AR | 0.05mg® 0.5mg 2.5mg™
(7061) (6741) (70f31) (67651)
551 | FHME(SD) |45.7(20.26) |44.4(14.22) |45.4(15.20) [41.0(13.61)
SEH5ME(SD) |42.1(21.26) |37.9(14.72) |34.6(14.66) {30.7(11.85)
248%% | ZLE (%) -8.7 -15.5 -25.3 -25.6
pfE - 0.021 <0.001 <0.001
B (mL). ZERITBIE TIVIC & 2 RIS 2 PH51E

BIEFRBSEEE, 724 X7 Y R0.05mgT6% (4/706), 724 27
U RO.5mgT15% (11/71fl) ROF 24 271 F2.5mgT13% (9/69f1)
THote EREWERIE. F a5 X5 U R0.05mgTHEARL3% (2/70
Bl). F28 A7V FO.5mgT U ¥ K —iiB4% (3/7LF). #HhiER23%
(Q/7161) ROSHEREI% (2/716]). 725 27 F2.5mg CHERL
4% (3/6951) ROV ¥ F—EER1% (1/696) THh-7-9, [5.%5H]
17.1.2 B MAEAER
AT IR RE30MLLL_E O RIS I AT B 2 1R & U7 — B E R B
(1 ESHEREORS)D 1CBVLT, 724 X7 Y K0.5mgld 75 £ &
IZH Uy [-PSSERUBRKRGR#ERICHE L. iR EEZ2ERICE D
X722,
£2 |-PSS. RARRERUENIRAEDRSHIZOE(L
5B 7owK | 0.5mg
FHEER (8ipl) | (isapn | PHE
Lpss | 5T | FIHE(SD) | 16.0(6.01) | 16.6(6.56)
() |52 | THESD) | 12.4(6.32) | 11.1(6.82)
i 3.7 5.3 0.003
o o | BEERT | TS (SD) | 11.2(4.41) | 11.2(4.13)
Eiﬁ’i@“j 5% | FA9E(SD) | 11.9(4.82) | 13.4(5.75)
(i 0.7 2.2 <0.001
o #%E5RT | SFHME(SD) 149.4(17.16) [50.2(19.79)
H”%ﬂ%ﬁ*ﬁ 52 | FHE(SD) [44.7(17.36)35.1(19.04)
m ZER (%) | -10.8 -33.8 | <0.001
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--O-- 7FkAR (n=181)
—8— 72X A7 JR0.5mg  (n=184)

I RIRTEFEDOZAL i (mL/sec)
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) AROAZHAEIZIHIE0.5mgTH %,
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18.1 {ERRF
FaZAFY RIE, TARMATUY 2V ROF A MATOUALHET S
1B OES B TEREZEET 5, Y FOF A b AT 0 VIZHIZIRAE
KICEET 5ERT7T > RFasrrThsr?,

18.2 In vitrol U'BIIC S 1F B RS

18.2.1 Sa =B REEER
In vitrolZBWT., b MBI U2RIS @ eBERZHE LD, £z, =8
Ty MIBWT, HEEICERE LT A AT Y ORIIRICBIT AV
RFEF A NAT O UADEEZIEE L2,
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Ty MIREHET ALK, FigEEF e For 2 b 270>
BEAETSELY,

18.2.3 HiIZARHE/MERR URBAINHIVER
Ty MIREERET A2 &L, BINIREHENS LD, £z, KB
Ty MIRERETAHIEICED. 72 N AT 0 VRN Z ]
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BIZIRAERERE 12T 24 25 Y R0.05~2.5mg™® % 1 H1[ERER %
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BERULZ. RIBEZAEBKRENTH D, 561 HD0.5mgic & 5D 1&
89.7% & 2.5mg L FEE THRATH > 7%,

18.3.2 BIMEREEPDYE ROF X MRFOVEEETER
B ARAEIERE ST 24 A7) F0O.5mg# 1 H 1 EREROHRS L7k,
535 AOREEGET Y FuFr 2 b 27 v EER TSR KRS &
B L T3%EA Lz BREAT —%)2),
F) AHOEZRAEIZIALE0.5mgTH %,

19. BRI (CRET 2B LEMFR
—fREGGI : 724 257 R (Dutasteride)
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androst-1-ene-17 8 -carboxamide
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g F F

H H
HOR AE~MEEOHETHH. N-AF LT R CETFRT L,
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2.7.2.2)

14) BEMABEICBTHYANT YA (FRILTH T 2000FE7H7
HA&RZR. HFEERMTZE2.7.2.2)
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UL 20097 HTHARR . HREERMIE2.7.3.3, 2.7.6.3)
FEPRICRE 9 2 HERHE (7RI 7h 7L 0 2000E7H7H &, HiE
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23) Tian G,et al. : Biochemistry.1995 ; 34 : 13453-13459
24) in vivoRRBRIC B A5 BITERIEEER (7 RV 7 H 7L 2009
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