x20234E8 H W ET (45 1M0)

Wik SRR
AN - 34
3 )
e

5o =TT RAEE
AL BRAEARE SRS
FTa15ATY RRA]

—))

H ARG i B o
87249
KRBT GGG
30200AMX00288000 2020461

F1IATUREE0.5mg AV W4

DUTASTERIDE Tablets AV Mewi,

1) IR - RASF ORI X DR 52 &

ot =4

2. ZR(ROEZEICFBEULEVNT L)

2.1 KRHN OB B O D5 o EITREZERLESE 0 U BohE o BEAE:
oD 5HEH

2.2 (81, 95. 9.62Hi]

2.3 /NRE[81, 9.7H]

2.4 FIEOWHEEEREDDH 5 BE[90.315MH]

3. AR - ek
3.1 #ER%
74 A (1) S IEail

FUB KA, REREe Fo ¥
y7ue¥nrkilru—A, kKo
FyFuvibru—2z, &5
tra—2A, AF7Y VBT
AT TA eSO RrO0—A, %
7| T—16000. EILF 5 .
vz, wa=T k. v

FTay AT R
0.5mg

T2y AT FEE
0.5mgA V[ HiA

FoNary
3.2 HEIDMIR
. I El|
Wi5E 44 kA 1o, .
e B % | mm |3-F
MS
e W) s —
T AT | 74IVA MS
FH05mMgAV | T —7 4 | Sk | st J5 X g 125
[ ] VT (mm) (mm) (mg)
7.1 32 135

4. e - R
BIIZRRAEAEE

5. %gE - BIRICEHET DER
HIZIRSIER LT W BB 5 G R VR4 3R &
NTW e EIN R RS C AT LI AR 30mL LA L o 3% % %)
& L7 (1711, 1712ZHH]

6. AL - A=
BEL. RAICIZT 27 A7) FELTLE05mg#x 1 H1EERE LT
54%,

7. % - AEICAET 5 FE
G- BRI S E D RO b NS b & 5705, THHEANR & ZH
A, BE6H HHOBRILETDH %o,

8. EELEANER

8.1 AFNIRZIINEND Z L0 b, R/ NI - R L 72
AN N T & A - R L 22 38R i 72355020, 1
HICAREARTIED 2 &0 [22. 23, 9597, 14.12&H]

8.2 RFN LGN EZ R MOT VI OME 2 TG 52 Lo &
7oy REFEGHIIBW T ENWICIN S oMk rHiET 5 2
L,

8.3 ARFNL, I ai IR R PUE (PSA) ICBEA 52 5D T, DT
DORIEBETHI L,

- PSAfliIE. BIVIRED A7) —= v FIZBIT A HEELFETH
%o —MEIT. PSAMEAZEHEME GBS . 4.0ng/mL) DL EOYAIC
3. W ZEHliA LI L Y BTV IR EROFEREZ Z RIS AN
LUHEND Do B, FEGHOEE T, KA GHTOPSA
EASILMEMERIGETH > T, MBI OZH 2B L 2w D
CHEETHI L,

c AFNE, BB OFAET TH - TH, %56 » AHRICPSAfH
ZHI50% Y D, LA Ty AKZ64 HU EFS LT

W5 BB OPSAEE G 5 B2ix, ez L% H
TE LU THRBMERETSI L, 2B, PSAHIZ. ARG
167 H VIS ARFH I 5- B UG RT OISR 5 o

- RFN PG BT B PSAEOFER BN R LTl Bl VS
DFBRAKK OMRIEAMT 2 ZEIED, FERLTEHHT2 2
to

- KA G HIZB VT, free/total PSAILIZ—ZIHEF I LD
T, BV AZ ) —= 2 7O HWT% free PSAZ ¢
A, WMEMOHEIAETH S,

9. HEDERZEITHEEICHAT IR

9.3 FrigeEEEEE

9.3.1 EEDIHEEEEDHDEE
BGLawZ b RANEFICHECRH# SN L 720, M EED
FRATEBENDED B, [248H]

9.3.2 FHEEEEE DS 2 EE (EEDIEEESDH HBEZRL)
AANTF IR CRB SN 5. IFHREEOD 2 BEH G L
WA OB S Tuiv, [16412H]

9.5 WHiF
TG LT s Iy FROTHFIZF2y AT K%
RS LA, MR S o s RS O M LS A S, REID
BFZICI b ye Fasr A b 27a 28T L. BrmiEost
MG RE DIEE F FLES W REMEAVRIE S 7z, [22. 815 MH]

9.6 1%FLIR
TG L &y REDFITHICBITT 22 R3AHTH
%o [22. 81%M]

9.7 INR
NSRS L WS & NRBSICHT Bl A <L ANEAE
ERRE LA R O 2 1S & L2 BiR B a9t L ¢
Wi, [23, 815lH]

10. HHEEA
AHNE, & LTCYP3AATHRH# S NS, [164.12 ]
102 HAZER(HAICERTSI L)

P FERPRAEIR - HiE 7 i BT - fabr
CYP3AAMEMEH 2 | T b DA L DPFHIC & | CYP3A4IZ & % A
EEReRE 51l D ARHOMAPFEED A5 | O A E S

U M FELE BV B B o %
[16.7.1H]
11. BIfEA

ROBWER DD 5 bbb 2 EWHHOT, BEZ 5TV, &
EORO LN ARG 2R 5 % CEY) R 0E AT 2
ko

11.1 EXIFEER

FFHERERRE (15%) . EyE CHEAN])
AST. ALT. €Y NVE ¥ O EAEEZNES FFREREREE D
S5bbLZT ENH b,

11.2 ZOMDEITER

(e 1%L 1 1% A i BHEEA ]
E %77 TUILVFE =G, ¥
A . BIEE, BRI
TRIE, I PR
SR ¥ F—E FEED v ig’)’)ﬁé:\ USRS
FEAR A, FLEREE | SR LA N
R O | (oAb FLpE . ALUH
AGEEE . L. AEA
Pei)
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14. BALODZFE

14.1 ZEFIIEFOER

14.1.1 PTPEEOHEFIZPTPY — P SO ML TIRHT 2 &9
{452 L, PTPY — FOBMKIC X Y. TG SR AR
~HIA L, FICIEZL % B U CHERS I 255 0 1% 2 A PHE % §F
BTHIEDVDH D,

14.1.2 RHZ 58 - L wZ &, [81BH]

14.1.3 CIEEINGERE R 2 R3S 2 856055 5 DT ARANIH F 3712,
HOFTIRHSESLZ &,

15. ZDMDER

15.1 BRIREHICE D IER

15.1.1 A G R RBRIC B W T, 18~52i% DR A (AR HIBE © 27
Bl 75 R 2360) 2 xbgiz. 5258 [ o> $ 51 15 Kz O0F24 38 [
OB 5B 2@ LT, AFI0.5mg/ H ORAEECHTT %
WAL 72, 5528 BB 2B TR iR ROk T
WEN RO GHE D S OB (T 7 v KO G-HiE D 5
DAL THIE) X, FhFh23, 26 018%TH V. KTk K
UHETILEANDRBEILRD SN o720 RABEICBT 8451
Bo¥5RMED S ORI, 240HM oBHNHE#ZICB W T
$23%DFFTHo7z0 LOLEDS, WFROEMTIZB W
Td. BTOWFRNT A= OFHMHEILIEFHPHNTH Y. Fa0
WZHE L7 BRIR A B R B (30%) IS ES oz, Tz,
AHFED2HN BT, 255238 B IR G-HifE2 590% % #8 2 %
KT B OMAAFED SN 7205 BER240 HIFBER L 72, AF D
FAF RIS AT 338, 2 BB OZIRIEICH LED L S &
BRI ZE D ODPIIAHTH %,

15.1.2 Tl ICB VT, KA Z &G S - B THMIAE S
ENTWb, Ta8 A7) FERBUIIEOFHI L OREEIIAH
ThHbo B, 2~ OUAMEIR R (432560) 12 BV T36 D
FHIEAHE SN2 TDI B, Ty A7 Y RS S 6k
TUE2B (EFZHIM10AM, 117 H). 79t ROAD G Sz
JEBICIXIBIGE S Tw b, EIWNERRREBCOMREIZ v,

15.1.3 AAN%Z Fk L L7250~75/ D B ES231 41 (=M X 0 Rif 37 it
RSB OPSAfE25~10.0ng/mL) % xf 5 & L 7244 5 o FE B 3t
W3R (H A A5781 % &¢0) 12 BT, Modified Gleason Score'®
8~ 10D Fif 37 I s D FEH R AT 5 £ R (0.5%) (2xF L AHK) BE
(1.0%) 12BNV TE Do 72 (HXF Y 2 2 2.06[95%15 HEHIX ) : 1.13-
375]) & OBWEN D 5173,

) MR A2 0 PR B O PR

15.2 JERRRSBRICE D < 158k

1521 7HAXFILVOBERBEMICFT 24 259 F£2010ng/PL/H
3 TEHIRNPR G L 725 55, 2010ng/PE/ H #E (%1 %2 IR L 725844
DORFWSMLZ A L TL00% WIS b L L2 A1, RE
50kg D L VEDEFE S 2 i i KRB = D 1865 1M 45 %) O
MERG BB, ARSERR G- & OBEMEIIAWTH 525, JIE - JR4
DA FEED RO STz,

1522 5 v FODBABEMREBICBWT, BHEWRHEICBIT5
WEFm ORI L41RS) 35 5- R IR B MR IE O ¥ 254 S iz, L
L7756, KB HiE K OB O S BLUCRIN ST 2 5 v F P
STWEERED v M ANOHIMEEAME N Z E A5, MRS HE R IE
RS L EHREREVWEEZONTVwD, B, Y7 20N
AEPERBICBWTIE, T2 A7) FICHEST 32505
S DFEANTFRD SN o 72,

16. EYEE

16.1 MR

16.1.1 BERS
HEREB AN AHI 1 ~20mg) & BRI L 72 kE, $5%45-5:2.0~ 2.3k M1
T I S (Cmax) 13 Ly AT O i 25813232~ 298L T -
720 CmaxiFFEG- IR LTI L. &AM 0 g2 21 R0 (t1/2) 1389~
1748 M T Y . HFIIIRE TH - 729,

16.1.2 RiEHRS
TSRS AR #10.05~25mg ™ 2 1H 1116 4 A M AR 1% 5 L7z
. 05mgTiEB X 2H55% H CEFIRBIEL, 67 H ToOIME 3y
W EE 134482 1791ng/mLTdh - 720 0.5mglk 5 O EHKEIC B D21k
34+ 128MTH Y. WEIIKTH 7215,

-O- 25mg (n=69)

1000 - 05mg (n=71)
[RFEM ]
-~ 0.05mg(n=70)
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< Eeaen il =:77H:!~7'77P,KET'FH:
01 T T T T T T T T T 1
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4 5 6
Wl (H)
K1 RAECE G BROMEET 72 2 27 ) FRIEOHER
CF5ff +SD)
(0.05mgD #5481 #d 5E it T BRAH)
16.1.3 EMFHIRIF R
72y A7) FEOSmgAVIBR L 7RV T 7 7V 05mg#, 7 1A
A= NI E N ZTRZRIELELY TNV (Fa 5 A7) FELT
0.5mg) HEHE A I3 112 A L I AR 1195 5 U C e v R AL AR E & 52
L. 5N WEiE /7 2 — % (AUC, Cmax) 122\ T90 %5 #H1X i i
W CRERHIT 24T o 728 R 1og (0.80) ~log (1.25) OFEPHNTH . WAl
I S SRR S 726

(ng/mL)
4 _.
3.5 br
I —— 7. 27 ) FEE05mgAV | H i |
3 —O— 7 HRAT H FE0.5mg
Jj‘],_ 2.5 F Mean=+S.D., n=75
i
moo2 K
b
15 HF
1
0.5 1 ﬁl
0 Y L L L 1 L )
0 12 24 36 48 60 72
FRE[H] (hr)

X2 05mgdete GRED MR 72 4 27 FREHE
#z EYBET A -5

WENT A% BENT A=Y

R
FH AUCo72 Cmax Tmax Tz
(ng * hr/mL) (ng/mL) (hr) (hr)

T2y AT N
$£0.5mgAVI | 75 | 59.80+25.80 282091 |211%0.84|62.0+206
bl

TRNVT Tk
V0.5mg

75 | 5857+23.87 313085 | 1.93+091 | 61.7=24.3

Mean =S.D.

MR EENE ONICAUC, Cmax® 085 X — #1%, Bl o@D
PRICAEL - BER S OB L > TR 2 WHEMY D 5o

16.2 MR

16.2.1 BEDFE
TR AN AHI25mgE) % AL IR G L7, SEYBIE T X — ¥
ICHETOEALZ D, AUCO-0 (X 22 EIERE 50 2573% ©2197ng + hr/mLIZ
WA LTze B, ZOBLIRIHR EBEEZ 522530 TE RV,

16.2.2 £YEHIFIRAER
R I S AR 0.5mg & B GRS LT85 5 L 7= R, AW 29 R 381359% T
Ho 72D BHEAF—%)

16.3 Dt

16.3.1 EAFBEER
In vitro RFIZBWT, T2 4 251 F(2000ng/mL) D& b I & AR E
H(3998% L wi . MIFET VT I ¥, o lEIHEERMA, aVvFaA5a4 N
WA 7)Y RUOWARVE VST 7)) VT A REFIE. The
1199.0%. 96.6%. 89.2% % U87.6% Tdh 720 F72. INOHDEHIIHT S
5 A31320~2000ng/mLO FEPHTHIE TdH - 729 (A28 5) o

16.3.2 HERBIT
RIS NV ARF0.5mg % SRR L 728, AF R/ L3 v SE o BE b 1 &
SEILL5%TH o 720 FHEAF— ),

16.4 X3t

16.4.1 EHESR
In vitro BRI BWT, T2 ¥ 27 FIZCYP3A4/CYP3A5IC & o TR
fbSh7=A5, CYPIA2, 2A6. 2B6. 2C8, 2C9. 2C19. 2D6} UN2E1Tidft
FENeho?, 932, 10.88H]



16.4.2 (XEIERIEE
In vitro BB WT, T2 ¥ 27U FIZCYPIA2, 2C9J% U2D6i5 1 % BH
9o 725, CYP2C19 M UN3A4EM: 2 B L, IC501350 u M T o
78,

16.4.3 RHEBRFAE
In vitro RERIZHB W T, F2 4 27 1) FIZRPXRIGMALIC X 2CYP3A4FHE
EERE ahord,

16.4.4 EREY
i 37 A K SR (AR A 0.5mg 2 1 H 1Inl BRI 5 L7z e, B4R &
L CL2 R FLE, 4-KBALIE. 6- KA S iz,

16.5 ittt

16.5.1 BE%S
TERERE A ARFN~20mg®) 2 BI85 U 72 e, 45 51248 LU o) JR
IS RZBLRIEHI S ko 729,

16.5.2 R1ERS
fE R NS AR HI0.5mg a2 TH 16 » H UL BCEAR IS L 72k, Fdicfy
5% D RZEALARDHEM S v, BEYE (R + 1CH) & L Tiy42%25
WS NFzo RPNORZEAROPEIIZ01% AT TH V. BEWE OHEME D
WiTH o7V BHEAT— %),

16.6 HEDERZHEI DEE

16.6.1 SHE
24~ 8Tk DAERE NS AFHKISmgE) 2 MR I $% 5 L 72k, 50~697% 070
i LA B O ARG O t1/213 49 LT QARG IC R TIEE L. AUCOo-» 134
20%8E M L7ze 7B, SOZILIREE LEEZ 525 b0 TiEawY (JHHE
ANF—=%)0

16.7 EYHEEER

16.7.1 CYP3A4REERZE I 55

(1) In vitroRERCBWT, T2 ¥ 27 FOMBILIICHIZCYP3A4RLEE
WEET L, FaF =Ml oTHESRZY, [10220-]

(2) CYP3A4BHESE & AHI DS EAEHREBITFER S T wnads, BiR
SRR C AR TR SR RE S8 S T2 B T — & O RESE I SEW BYEFRAT O
By RSV U Y VT T B AR L O X ) AR 2 Y
77V ADPETF L2V GHRAF— ). [102518]

16.7.2 ZDRHDZEH]

A#N05mgd B\ idsmg &, AL ZAFFIV, TN T )Y, YTFY
Yo v aRuY VR, 79 VY VB L oIS W TR I
FIEER0 S h o2V FHEAF— ),
) AF OKEAREIZIH1T05megTH % .

17. ERERALIE

17.1 BIUERUREM(CET 255

17.1.1 EASE DB
TV BRARFE30mL LA b > i 7 B BB KHE L 2 0 B & L 7z T E ML R
(1 F 11812438 B3 19 5) 91012 BTy B ARAR 14 7 7 V7 I AR 0 i A s
BNz, AH0S5mglE 7T L ARICH Ly BiLHRARRL 2 A B0 S8,
I-PSS (B ER A 3 7)) B Ol RIR B3 % A TS L7z,

#1 FDIBAR O SRR 0%
75K | 005mgt 0.5mg 25mg't)
(70%1) (6711) (70%1) (67%1)
PSR | P39 (SD) | 45.7(2026) | 444(14.22) | 454(1520) | 41.0(1361)
S (SD) | 42.1(21.26) | 37.9(14.72) | 34.6(14.66) | 30.7(11.85)
24 | 2165 (%) 87 -155 253 256
pfii - 0.021 <0001 <0.001

Hf7 (mL) . ZALRIGHIEE T WVIC X 5 5 A1
HIVE S BUBUE 13. A#10.05mgT6% (4/7081) . A#10.5mgT15% (11/7141)
K OAH25mgT13%(9/6961) T - 720 F@EH X, A#0.05mgTH)
HEA423% (2/7081) . AH05mgTY YK —#84% (3/7141) . iR 4:3%
(2/7181) B OBk BE 3% (2/7181) . ARAN2.5mg TEREAE:4% (3/6951) KUY
V¥ F—ki1% (1/696)) Tdh - 720 [5.5H]

17.1.2 BN IR
HI LR AR 30mL BL b O 1 ST MR IR ARE B & x4 & U 7z T H ARG
(1H1E5238 B O 5) 91012 BT, AF0.5meld 7 I R L, -
PSSH Ot KIRTEEE 2 4 RAZ U Ly iSRS 2 A = Ismd s 272,

222 T-PSS. AWK N ORI AR O e -1 O 21k

B TRk 05mg
SIS asieh) | Ggapn | PO
Lpss | B | FRASD) | 160(601) | 166(656)

o 527 | EBME(SD) | 124(632) | 111(682)

LR 37 53 0.003
e | G | PIME(SD) | 112(441) | 112(413)
Tﬁ}’f‘?”“f 5% | FME(SD) | 119(482) | 134(575)

mL/sec EALR 07 2.2 <0001
e | BESHT | CTMR(SD) | 494(17.16) | 502(19.79)
i %H’?‘L{T*ﬁ 52l | PHME(SD) | 447(1736) | 35.1(19.04)
m AL (%) 108 338 <0001

ZALHE J O AL RIIIE € 7 VI X % AL A 3l

0
N O T5EE (h=181)
A — m— F24Z5Y K0smg (n=184)
& 2
]
g 3
&
S <
&
5 |
5]

N=ZF1 > 1238 2438 368
1 IPSSONR—RAF 4 »hb0EALEOHER
(ZALTRNIRIEE 7S & 2 AT AT 1)
5. ---O--- 77 EE (h=181)

—a— 721227 Kosmg (n=184)

KRFAEDEILE (ml/sec)

o

&

o e
N=ZXF1 > 1238 2438 3638
2 BRKREFEDONR=ZT A Vo OELEOHR
(BALRNIRIEE 7S & 2 A AT 1E)
2438 5238

5238

20 4

BISCERBIMOZEILR (%)

230

40 | 077K (h=181)
BF212Z7Y Rosmg (n=184)
3 FiVARE DR — 2T 4 ¥ h S DBLEDHR
(ZALFIIHILE TV & % P E AT 31H)

EIVEZEBURE X A#10.5mgT6% (12/19361) Tdh - 720 EwEMIL,
EIHEANE2% (4/19361) . FBITED F 1% (2/19361) KON ¥ F—idB1% (2
/19361) TH - 720 [5.EMH]
1) AR O KB RIZ1IH1F05mg T % .

18. ERhEIE

18.1 fEFARE
Fay A7) Fid, FAMATO V2V FRF A AT O AL
1R U205 o SRt R Z ET 5. Y FRF A b AT 0 VIEH7 R
KICHET2ERT Y Far vy T pilld),

18.2 In vitro RUEMICBIF DRHE

18.2.1 5 RTERAEIEA
In vitro \2B VT, & MR U5 o BITRHEEHELAY, $2, %
BTy MIBWT, AREICHEG LT A MATE Y ORIIRICBIT S Y
v FO7 A AT Oy AOERE[E L2,

18.2.2 BIIRAHFRDOIY E ROF R MAFOVEER MEA
Sy MIREHES T2 ICL), BivRiEh Ve Fes 2 b 2a5a v
MR AL T S7212),

18.2.3 RIIZARE/IVERR O BEXRINHEIER
Ty MIRERS 352 LICX ), B EfihS iz, £, HETy
MCREHRG A EICEY, FA AT T VHIEHZIAK 2 J0H L
f_.lZ)O

18.3 & MCHBITBRHE

18.3.1 MEHFDIE ROF R MRFOVEER MER
7 I B 12 AR F10.05~2.5mg™ & 1 H LIl B85 L 7=, 1L
WY Fa7 A AT O VEEIERS2EF TICHEHPePIK T L2, X
IR TH D, #5567 HD05mgll & % #471£89.7% & 2.5mg & [F]
BEETRRTH - 729,

18.3.2 FIMARERTDO YL ROF A MR FOVEERTER
TS BRAR AR A LS AN 0.5me & 1 0 I SRR I1PE S L7z, #6537 Ho
MV RAEET Y Fa s 2 b A5 Vi1 7 5 2R 5 & il LT93%
WA LY BHEANT— %)
1) ARFN O ARG 1 H 1A 05mg TH %o

19. BHASICEET HEEZHANR
— W 4FE - 72 % 27 ) K (Dutasteride)
1b%:4 © N-25-Bis(trifluoromethyl)phenyl]-3-ox0-4-aza-5 a -androst-1-ene-

17 f -carboxamide
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43F5 52853

P K72y A7) FidAf~MEaohKTh s,
ABEN-AFLVETY FAZBETR T, =8 7= (995) 128
REFR T KITIEFEAEHE TRV,
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22. &
PTPE# 308 (1088 x3)  100%¢ (108 x 10)
NTAEECR MVAL EEFIA) 3008
23. &k
1) Andriole GL, et al. : N Engl J Med. 2010 ; 362 : 1192-1202
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T104-8002  HURLHRH U X HUAG2-4-16
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251 RBHIORE TR F L, TR IR RAE | TH B Z &,

25.2 RBHIHTHEN B 2 BRI BLERE | OB H BTl Shz84612
. BB oORNRE Lt T 5,

26. BHSRTTEES

26.1 8hEHR5ETT
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