202452 A1ERL (BB1AR)

Sa Rt R1E/2BAEE
BRI EAE AR
Bl MrEEESD
F1H AT KRB

BARERRNEES

87249

T2 AT YIYR=0.5mgZArr—7]

DUTASTERDE TABLETS 0.5mg ZA “TOWA”
Ik EERE
AR« 35
) B -EMEONLZIILIVERTLIL

KR&ES | 30600AMX00004

HR7E B A 20244E2 A

2. B2 (ROEBHIC(FEBERELAWZ L)

2.1 RFIDRR D e O D5 « 8 7B L& 12 %k U @ BUE O BEE
RDOH 3 HBH

2.2 4Pk [8.1. 9.5, 9. 63HE]

2.3 /RS (8.1, 9.75H]

2.4 BEEOHHEEREEDH 2HEEF (9. 3. 1B]]

3. Rk - MK
3.1 #mk

lﬁ%jjﬁi@ﬁ T A AT V) R e 0. 5mg

KA, REHREE RoF> ol wllo—X,
ERoFrJ7ovilb)lo—X, #EREtlo—X, X7
WEl |7V BRI RN, 0 A0—-Z, vxrod—)b
6000, BB{LF% >. V7., Z@iksk. LT oo

v
3.2 BAIOMIK
TEIR - B BALEAEDT IV AD—T 1 2§
;o — K Tw761
il
e (05) =
E£E (mm) 7.1
JE X (mm) 3.3
H & (mg) 135

4. ZHREX LR
BHCET 5 BHEBREE

5 MMBEXIIZNRICEIET HER

5.1 BB 2 BB BEDH DL TH 5. MHOBIBLE K
ERSR - TNESANER

5.2 20/%AIM TOREME R AR SN TR,

6. RIERUVAE
BRI, l#H. T2 27U RELTO. ImgZ 1A 1EKED
#5T 5, ob. BEITEUT0. 5mg 2l H1ERE 5T 5.

7. BERUBEICEET 3 EE

7.1 B E5HBBIAN THENRD SN BEEEH 2. BEYE
EIEYT 2720121, EH6n AROBEILETH .

7.2 AFIZ67 AL EHS U TH BT BIE OWEN A 5NN
HlrdgEERETs I, £ 65 AULBESTEAETH-
THEHMCNEEMREL., MEREOREEICOVWTHRAT S
ZE,

8. EENREFRMIE

8.1 AFNZ & - Ll &,
AFANIRELRINEND 2 EN5, DN - BH L 723K
AT sn 2 &, Bk - BH L2 AN 25581213, BS
ICEEKRTHED 2&, [2.2, 2.3, 9.5-9. 72 ]

8.2 AFNZ. IMIFATIHREEPUF (PSA) WCEEE252 50T, #iT
ES OB ICEE L Td. UTOAICHEET S I &, £72. PSAD
W 22T BBICIERFDOIRAIC DWW THREZIT O EMICH S8
589, BEERETH L,

- PSAftIZ. RiINEEDOAZ Y —Z 2 J BT HEERIEETH
5, —MIC. PSAMEAEMEME GEH. 4.0ng/mL) DL EDEFEIC
. RSB E SR D, RBINIIRAER O FEEEZEBICAN
LNEMNH D, 2B, AFRGHOBEHZ T, KK 581 OPSAH
MEEMAW TH > TH, AINIEOZMZRA LTI IC
EETHZ L,

- ARAFIP 560 AL OPSAB & Fi 7z /s RX—Z2 51 > &L, TDH
WZEEPSAEZMEL TR—ZA51 M5 DEFHZ2FMT 2 2
&,

T oy AT RIE, AR KGE B0, 5me/ HI%R 5 L 723
B, NI OGEET Th> Th, %565 A%ICPSAE % £150%
BHIED, Lo T, AFIZE67 ALLEZREL TWSEED
PSAfifi 3l 9 2 BRI, MEME2ME L2l E B & U THYE
BEiRd s &, £/2. PSAEIE. AFEGH %65 LN
WAFIR GBI OMBICR S, 28, BEMEBERFICBN
TH, HRABOMEN S, AFIEGIZX O PSAEIHDT S &
x5,

- ARFIE G-I BT 2 PSAE ORISR U TR, misLiE O
FIPAFDOIRERYT2EBICED. BEL TGHET 3 2 &,

- AFIE 5 HITB W T, free/total PSAIZ—FEICHFF NS D
T, RIMBEDOR 7Y == 7 OHMTY free PSAZEHT 2
BEIE. AEEOFHBIRETH 5,

9. BENDEREFITHEEICHAT I ERE

9.3 FHgREfEESE

9.3.1 EEDBEREDHIEE
BHELRBRWZ &, AFNIFTFETRESINS 20, mMHREDN E
ATBETNNDH D, [2.48H]

9.3.2 FHtEREZEDH 528 (EEDOTHREREDH 5EBEHER)
FENIEICHFIE TR TN 5. FEEREDH 2 BEICRG LS
BOEYBEIIMET I N TR, [16. 4. 1ZH]

9.5 iTi®
ZHICIEHR G LsnwZ &, Iy NRUOHFIZTFa ¥ A7 Kz
RO LR, HREONEHER OMEENA SN, RAID
BEICL0MmMPPe ROFZA MZ2FO & FL. BTRRIEOHN
ATEEORE R HET 2 gt R I Nz, [2.2. 8 1]

9.6 RZLIR
TG LW &, REAPATHFICBITT20IEIAHTH
%, (2.2, 8.1%H]

9.7 NRZE
INBEFIZIZHR G LW &, NRFICHT DGR <, NEE
EXMRELUEAEIER 2 EIEEE U EREBRITERL T
Wiy, [2.3. 8. 1%IH]

10. HHEEH
AFNE, EELUTCYPIAMATRA#MEI NS, [16. 4. 154]
10.2 HAEE BtRICEETSH L)

EHI4 55 RIRAEIR - $5E 515 T - fakRkT

CYP3A4REMEMZA | 21 5 QA & D ff | CYP3ALIZ & 2 AH| D

T BRA FIC & D ARG | R#DHES NS,
U R eIV %fgg%ﬁéa%
A .

[16. 7. 22 ]




1. 8ER
ROBWERDND 5OND T EMNHBHDT, BEETHITTN, B
MR 5N G 2 IET 57 EEURILEZTTD T &,
1.1 EXAEIER
FFigkEREE, BE (WINHHERE)
AST., ALT. BEUJLE> D EREZMNS FEGEREESTEND 5D
NBHZENDH B,
1.2 20Ot BIER

14811 Lk B
s B, 7L
. B T D FRIE.
MU BT it
K T MOOREMIDH L. WK
BT | B (A . iR
1 Sl 2 = 9 &)Y
PR B | g o S LR
Er LS F N TAEN RN £
ARG IR % ahkg | b
f )
BB (LIKEN
K B, S
i BEAE | R
Z o P, i KA

) #EPIERBRREL 72 EO|MENDH .

14. BRALOEE

14.1 EHRMAEOEE

14.1.1 PTPAE QO EANIPTPY — S BO L CTIRAT 2 X 5
Y32 E, PTPY— hOBAKICE D, BOSALA ARG RER A
FIAL. TICIRHELEB I L THRRBIAAS O EE 2 & HHEZ OF 5
TBZENH D,

14.1.2 OEIRSERSIE 2R T 2B E50H 5 DT, AFNIWE T2,
ROFICRASED &,

15. ZDfDEE

15.1 BRERMER ICED < 1EHR

15. 1.1 ¥EAMERIRABRIC BT, 18~52RDEER A (Fa ¥ ATV
REE 2761, 75 bREE 2360 Zx4c. 520 O 53k K
U4 O 5480 Z2EL T, 524 257 R0.5mg/H®
W 2 B2 M U -, #5520 BBV 2Bk T4,
HEWRE IO FESROGAMED 5 OFEEAR (IRt
OEGHEIEN S OB THE) &, ThTFh23, 26 U184 TH
0. BTRERMETERENOEEIRD NN/, T4
25U RBIZBIT 28 FROBRGHIED 5 OFEREDFIL, 24
B OBHHIRBICBNTH2DEETH o7z, L5,
WTNOFEMFHICBNTS, 2 TOREE/INT A—F OFHEHEI
EEMENTH O, BRNTHE L ZERNICEERZE (30%) 12
BESKBNOE, £oo T2 ATY REDO2HIZBNWT, 552
T EIZ I G-RE D 5 90% %8 2 DA PR OB/ 0GR s izhs, B
B2 BICIZBI Uiz, T2 ¥ AT ROBEREEIC KT THE
M, fElx DBRZEOZBEIIH L EDLD RBERMEZRZ D OMNIT
THETH 5,

15.1.2 52 ¥ A5 RZ2HEINZRNIIRIEKEBE THIEAEN
WEINTWDE, FTa¥ATY REBEAEORE & OREMI
AHTH B, 7B, FICIRIERERZEZNRE L 2~4EM O
SLERRR R (432501)) ITBWTFIOIEAME SN, DD
B, Fad AT RAFG I NERITIE2M (5% R 100 R,
11nH). 7578 ROANREGEINEF TIRIFHREINTNDS,
E NIRRT oM,

15.1.3 HAZFEARE L 50~755%D BHS2314] (M & 0 RiSLR
FEFEME D DPSAfE2. 5~10. Ong/mL) 7265 & U 72445 [ O E B
HEHBR (HAEALTHZET) ITBW T, Modified Gleason
Score’™ 8~10D AT DFEILR N T 5 REE (0.5%) 1T L
FaFZATYU REE (1.0%) IZBWTEML> (FEXY X 272.06
[95%{ZHEIX [ : 1.13-3.75]) L DHLENH BV,

) AR L OfR R

15.2 FEEGARAERICE D < 158

15.2.1 7 AP OBRERHMICT 24 257 Y K%2010ng/It/H £
THEAIRNIR S L 7= 5558, 2010ng/IE/HEE (2% 27U R&2RMA
L7=BH kKR mLE A L TL00%RKINE N5 & KE L=EaIT,
IRES0kg D LZENRTZE S NS MERKNRFERDLIS6HEITHY T 5)
DHERBELIBNC, ARG & OBEMEIIAHTH 25, 5 - I
DAREEEFEENRD 517z,

15.2.2 v bONARERBICBWT, mHE ERHARKCBITS
WREE B DKIL4LRE) HERFOR BEHIEO A A S Nz, Lin
L5, AR e BT R O FHEBUTER S5 5 v F DN
SHIBERED & b A DIMEEDMRN C & 5. b MR B I
EHBEIELEBREZMBENEZZ SN T VD, BB, YTADON
AWFEHERBIZBW TR, T2 A7) RICHET2EEA5ND
JEIS DFEAEISFRD 5 N8 o Tz,

16. EAEHEE

16. 1 MAERE

16.1.1 HE%E
TEEERR NIZT 24 251 RO. 5mgZ B[R O% 5. U 7=ks, %5441, SiFiE
R L YR (Cmax I : 3288, 5pg/mL) 1IZ3E L. AUCid
52316. 9hr - pg/mL CEHfE) TH-o7= GHEAT—5).9

R AIC T 24 251 K0, 5mgZ MEHE 15 L O MiEhF 28 250 ko

YRS A—5 GHEAF—%)

AUCo-~ (hr - pg/mL)
52316. 9+20525. 60

Cmax (pg/mL)
3288. 5+1160. 89

SR+ EE(R S, 3341
Tmax @ FHAE (FEF)

16.1.2 RiE#HRS
BEO BRI BERFICT 24 27D R0.06~2.5 mg® 21 H1[81245
MRAER D15 U e, $%5-524108 O SIS P20, TR O
0. 5mgf% 5B TENFhL 510, 962 T830. 69+13. 0ng/mLTH > /=, 4
B TH O, MiEDT 25 27U RBEMNMEWES, SiRERE
HERTHONITHE L ze T2 X7 Y RO, 1% N, bmg % 245 [ [ 15 %
HUM, MiEh i3 e N Zusiig G512 % Q00 R T
R (0. 1ng/ml) KiETH-o/z GHEAT—5).9
AR RAE R IC T 24 251 R0, 5megZ 1 H1[E16 4 A i E R 5
U7zl #5446 1 A OIiEHSEYE 1344, 82+17. 91ng/mLTdH > /=,
£/ ERIREEIZBUT B33, 4+ 1 2B TH > 72,0

16.1.3 EMFHIREEHER
FaH A7 REE0. 5mgZA [h—" | ¥ H—0h 7&)L0. 5mga. 7
OZFA—=N—Eic X D EFNZFNEENUNILE TRV (Fa ¥ AT REL
T0.5mge) {EFERR A B IR EERE O 5 U TiifEhRALIREE %
HEL, B5N7-3 MBS A—% (AUC. Cmax) 12 DWW T0%EH
KB THEHIENT 217 o 72455, log (0. 80) ~log (1. 25) D#IFHN T H
0. WFEIOAEYFHREE RS N, D

Tmax (hr)
1.500 (0. 75-6. 00)

(ng/mL)
5 ~
4.5 F
4 H —— 5T A5 R§E0.5mEZA [h—17)
3.5 H -O— ¥ —0% 7+&)0.5mg
% 3 WA + R E, 76
2.5
s 9
I3
1.5
1 7 T
0.5 hf —?
0 [ . 1 1 1 J
36 48 60 72
e (hr)
EYBREIN T A — 5
HIEINT A—F BEINT A—F
AUCo-72 Cmax Tmax ti/2
(ng * hr/mL) (ng/mL) (hr) (hr)
Fay AT RE
0. 5maZA [ h—17] 61.23+24.61 | 3.08%1.02 2.1+0.9 |64.58+21.33
FH—0h 70 5mg| 61.36+22.90 | 3.62+1.25 2.0+1.1 |[64.15+18.00

SR fE + R ZE, 776

NG TNCAUC, CmaxS5 D/8 T A —# 1%, #HBRE OBIR, (RO RIEL -

[RF 4% DR BR A 1T K o TR D Al fElED H 5.

16. 2 WRIN

16.2.1 REOFE
EFERAICT 24 A5 R2.5 mgh® 2 A% ER 0% Uz, 3K
MBEEIN T A —F 2T DL 2RO, AUC)-old ZENERFHE 5D 2573
MN52197ng - hr/mLICEA Lz, 5B, ZOE{LITER LEEE 5
Z25HDTIZR N,

16. 2. 2 EMFFIRAE
R AICT 24 X5V R0, 5mgZ H a5 Uk EWEn
PRI TH o7z GHEAT—5),.9



16.3 9%
16.3.1 ERHES

In vitro idBRICBNWT, S22 ¥ A5 K (2000ng/mL) Dt b niE

EEHEAERIT9.8%Em<. ME7ITI al-EMREEA. )L

FaARFOA REEGT7 0T Y ‘/&U“'rén“\)w:‘/%éﬁ‘m JY Tt

T EHHEEERIT., FNFN99. 0% 96. 6%, 89. 2% K U87. 6% TH > 7=

. ITNBEOEAEITHT B KA RIZ20~2000ng/mLO #FH THATE

Tho7e BRI AHEE) .10

16. 3. 2 ¥E&RBIT
fREERAICT 24 A5V R0. 5mgZ RERK O#E Uk, ikt /i
TE SRR I 1L 55 Th > 72 REAT—4) 1D

16. 4 3t

16.4.1 FHaftHiEEs

In vitro HBIZBNWT, 724 X7 U RIZCYP3A4/CYP3ASIZ &> T

KEE(LEN7=A%. CYPLA2. 2A6. 2B6. 2C8. 2C9. 2C19. 2D6% TN

EITIIR @S Niaho 72,12 [9.3.2, 10. B[]

16. 4.2 RBIBBHREE

In vitro FBRIZBWT, Fa24 A5 RIZCYP1A2, 2C9J UR2D6iE M

EZHEL BN M. CYP2C19K UBA4IEMEZHEL. 1Cs01350 u M

ThHorz.1®

16. 4.3 RBiEHZE
In vitro iRBRIT BN T, F 24 251 RIZPXRIEME(LIC & 5 CYP3A4
FEREE RIS BN

16. 4. 4 EHRHM

IR RIERFICT 24 X5V R0. 5mgZ 1 H1ERERO#% 5 Lz

W, BRI E L TL, 2-2kFEIIR, 47 —KEEIBIR, 6-7KEE(LIRATHE

Hang.o

16.5 kit

16.5.1 BE@ERS
fBEFER AT 24 A5 Y R1~20mg™® Z R O#% 5 LR, &5
PASKFRICAN D JR I R LRI S s in > 72,19

16.5.2 R{EHRS

R AICT 24 25 R0.5mgZ1H1EG6H H UL L RIERO#%E5 L

7Kg, 3 4’15/0)*'7‘“4!:143@%%/&3%1 B CREMR+1R

B EUTRAMEIN I Nz R ANORZLARDHEINZ0. 154

WTHO, HEMEOPEMOBETH >z GHEAF—%),10

16.6 HEDEREFTHEE
16.6.1 ShE

24~8TR DR AT 24 251U Romgih) 2 B[E#E L% 5 L 725,

50~69r§2&0“70@uk@E%ﬁwtl/zbinUT@Eﬁpﬁ TEHEATHE

EL. AUCo-ool3FI20%8 ML 7=, 72B. ORISR LEE s 5

ABHOTIERY GHEAT—4),1

16.7 EWHEEER
16.7.1 S5V RR—% —FREER

In vitro iRBRICBNWT, F24 A5 Y RIZOAT3. OATPIB1 KUY

OATP1B3#iit ZHE L. [Cao®&/IMEIZZNZN0.5. 0. 8% T20uM

THoN, WINHHERMBEREE (#90.070M) X0EM> 7.

/2. Ta¥ A7 YU RIZMRP2K COAT1#i%k 2 A% L /s o 72,18

16.7.2 CYPIMIEEERZH T 2 EA|

1) In viro i REBEICBNWT, 524 X5 ROBILHRHIZCYP3A4
HEEMZET S M- —)Lick> THESNZ.12 [10.2
2]

(2) CYP3A4MHEHR,E T 24 251 ROEYHAEEHABII RSN
TWRNAY AINHRAEKE B 2 M5 & U 7 R T O RMEM
SYBIREMRIT OFE R, NSNS IVEBIE I DIV F 7 ¥ LEBIR
EORERICED, FaZZATFTUROIUT I ANMEF L O
EIATF—4).19 [10. 25:H1]

16.7.3 ZDfhDEAI
F a2 ATY R0.5mgdh D W\WiEbmgH &, AL AFFI>, U)T7
Uy\Vj#yy‘9Axu9>ﬁ%ﬁ‘?57y>ﬁﬁﬁ&®ﬁm
WWBWTEMHAEMIBD shlahoz EAT—%),20
1) ARH OAGEH #1Z1 H1[E0. IXLiO 5mgTdH 5.

17. EGERAAE

17.1 BHMERVLLMECET SR

17.1.1 ERHLRE I/ IH_ESREEER
205% 70 5 505% D BYED BRI EERE  (Norwood-Hamilton 73452
Mv. VIV : KD 91761 (HAN20061% 5T ZRHEEL. 724
Z71U R (0.02%), 0.1%000. 5mg) Z24#f#% G L= T 7R Kk
VU7 4 F 271 RlmgiZxt§ 2690 R O R2tEE2RE Lz, okt
R, HEERMEN (B2 54emMAH) OBEZHEON—ZTA 25D
BIZBNT, T2 257U R0, 1%T0. 5mg® 7 T RICK T % ki
KO7 4 F A5 RimgiZxtd 2 IS MDMGE S Nz (ERUX2),

[Tlvertrex

M1 KRB O G E /2> 2BiESY 1 7 (Norwood-Hamilton;%8)
CEHERLEHS BB BEORBEEEICT I AT U R (0.02%, 0. 1K
0.5mg) z=#5 LR OHIEMN (B2 54emPiH) DEEK

525 K
F5tf 72 ER
(1814 0. 02mg 0. 1mg 0. 5mg 7 mg
(18561) (188%) (asafl) | (17980
243
ik 148 155 158 150 141
ELR 4.9 17.1 63.0 89. 6 56. 5
(SE) (7. 89) (7.74) (7.67) (7.87) (8.12)
FotRED| 22.0 67.9 94. 4 614
7 (pfi) D (p=0. 046) (p<<0. 001) (p<€0.001) | (p<0.001)
T4 F AT
K&z -30.4 6.5 33.0
[99. 165% - -66.1, -12.7] | [-20.1, 33.1] | [6.1 60.0] -
(EHRIX ] 7E2 (p<0.00) (p=0.56) (p=0.003)
(pfil) &V
L&, TIEREDEKRVT 4 F AT REDER., MIBETIVICHE D  HEHK
HIE fil

D A E/KHEL {10, 0167
12) 24BRFIT 1T 599, 165%5D Fr MFHE X HI D FIRAS, FEHMERFE-35L D K&E W
BaRAEIRERE LR

+
£ k)
100
D *
~ 90
I 80
A
5 70
/\L 60 *
*
A
5
) 40
30
|
7z 20
fgt 10
= T T
@ 0r —_—— |
% 10 1 b
2.54
cm 20 —
I 123 IR 243 ks
&
75tk M-F25AFUK 00mg —A-FaFAFUK 0Img > F2FZFUK 05mg —-0-71FAFUK 1mg
(12iin=147)  (12in=144) (12ifin=151) (12iin=145) (12ifn=131)
(24iHn=148) (24iHn=155) (24in=158) (24i8n=150) (24in=141)
*7 TR & O

74 F 25V Rlmg& OIS
X2 —EERMERR: T2 257U R (0.02), 0. 1%00. 5mg) DEETEEFH N
(E£2. 54emH) DBEHDR—Z 51 > 6 DELROHER

BIERFBISEE (a4 27U R0.02mglt 2 &) 1. 17.1% (95/557
Bl) Th-oiz. EREIERIL. FHER24 3% (24/55741). U E R—
B3, 9% (22/5571) . FSHEIEA L. 3% (7/5574) TdH o7z, 2.2

17.1.2 ENEDIHEEER (REHRSEER)
205% 70 5 505k D B D BRI BAEHEE  (Norwood-Hamilton 534620
Mv, VIV : K1) 120612 HREL. 524 A5V R0.5mg% 525
Fi G U 7B 0L 2 R OE G Uz, € Of5R, 52K OSETE
BN (B2 5dcmMH) DBEHDONX—ZX T 6 OE{LEID.
68. LA TH D EEEIVRI Nz
BIERABBIEEL. 16.7% (20/12061) THh o7z, FRBIEAIZ. i
A4210. 8% (13/12041). U ¥ R—EEES. 3% (10/12041) . HHiEREE4. 2%

(5/120(5) THo7=. 2
1) AFIOKFEFARIZLALEO. 12130. 5mgTdH 5.

18. EERHEIE

18.1 {ERHLF
FTaZATY RIZ, FAMZRFAYEPEL ROF A MATO AL
Hd 1A U285 o BB R 2 HET 5, YEROFA A0
BRI EREICE ST 5 TR T > ROy > Th b2

18.2 5o RITERMAEER
In vitro \IZBWT, b MBIKRU2RIS5 o B tiEEEHEL /2,20



18.3 MFFDOLE ROFRAMRTOVEERTER
B BRI EERFICT 24 A5 Y R0. 1% 0. 5mg# 1 H1/a[24
R ERE O G L 2o 2 TRIORT 20
B QBRI EIERFICT 25 251 RO 1L 0. 5mg 45 L = omiEh ok
ROFZARATOVBEOR—ZT1 M6 DOELE

B L Fay AT R
FYAMFRE AN
0. lmg 0. 5mg
123 f -2. 6% -85. 8% -91. 2%
243 f -6. 2% -83. 6% -90. 9%

AN, 40, 1) 394

18.4 BEHOCE ROFRAMRTOVEEEBTER
B BRI BESRZICT 24 A7 R0. 1% 0. 5mgZ1H1[EK
EROFG LR, #5635 A0 ROFA MAF OV EEIEIN—
A T4 B ENENMIEF T65 K 0% A U, Bz T40 K

520> U7z GREEH ATl . K7z,

TadATY REEIZES

HEHPTEROTFZA MATOVREQR T ERBEMN (BEHKO
N=A 54 2in5 OEINE) &OMITIIBEELENA SN GHEA

F—%),®
19. B ICET HELFEMHR
Mg F F
F
Oy N
--H
F
F F

o N

—t 7 A7 U R (Dutasteride)

{b24 © N-[2, 5-Bis (trifluoromethyl) phenyl] -3-oxo-4-aza-
5 o —androst-1-ene-17 3 —carboxamide

53 F 3+ CorH3oFeN202

& 528.53

PR AE~MBEROM KR TH D, N-AF)LEDOY R HET
<, I =)V (99.5) ITRRBETRTL, KiTIFEA
EmIFisn,

22. A%

308z [10%EX3 : PTP]
0% [NT. EEAIAD]

23.
D
2)
3)
4)
5)
6)

7
8)

9)
10)
11)
12)
13)
14)
15)
16)
17)

18)

FENW

Andriole GL, et al. : N Engl ] Med. 2010 ; 362 : 1192-1202
Theoret MR, et al. : N Engl J] Med. 2011 : 365 : 97-99

Akaza H, et al. : Jpn J Clin Oncol. 2011 ; 41 : 417-423

SHE N AREE R A BT BT 2 AW RS ERR (Fh—oh S
YL 201549 A28 HRAR. HIEERMYEE2.7. 1. 2)

SE N BED BRI BREEZ BT 2Ry EE (FH—ah S
)b 1 20159 A28 HRGE. HGEEEMEE2. 7. 2. 2)

H A NRILIRIERE R F I B 23 Eae (F 7RIV T h 7v)b:
20094E7 H7THRGE, HFEERHYEEE2. 7. 2.2, HEARED)

FENERL ¢ B ER RS R

BHEOPE (7RI TH 7RIV 200047 H 7 HIKE.
2.7.1.2)

HERHINA AT XA TEY T4 (TRIVT A TRV 2009467 A
THARR., WEEEMEE2.7.1.2)

b MERERE W zin vitro % - MEERES TRV TH
TRV 20094E7 HTH KRR, HEEERHEE2. 7. 2. 2)

SAE N BERERE A B BT 5 KAER O 5RO EhRE (7 R)L
TH TRV 2009457 HTHAGE, HEEEHEE2. 7. 2. 2)
RHBICBED D CYPHFHE (FHRIV T 7 IV 2009467 H7H K
. HEEERMTEE2. 7. 2. 2)

b bR & W zin vitro 45k ¢ CYPILE (FhH—oh 7+t
Jb 2 20154F9 H 28 HRRE. HIAEERMEE2. 7. 2. 2)

b MERRENE AW zin vitro il : CYP#AEE (FhH—oh 7t
)V 20154F9 A 28 HRAE, HIEEERMEEE2. 7. 2. 2)

H A AR N BRI BT 2 Bk O 5RO BB (7 R
TH TRV 2009457 HTHRGE, HEEEHEE2. 7. 2. 2)
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