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[8.1. 9.5, 9.6, 14.1 ZBH&]
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3.1 #ERK
HR7E4 BRI (1 $EH) NI
T4 FATY Mmoo — A, FEKY. BE

74 F AT
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[TCK]J O—F 4 %
72 | 33 | 125
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[TCK] A—F 4 VT
72 | 33 | 125
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5.1 BHICB I 2BHAREBEDADOHELTH 5. MOHELEIC
PO nY =SS

5.2 20 BARH TOREM R OB EIFFEIL SN TV,

5.3 ZHEITX T 2B I 72 e MBS CEM Lz AR R LD Bk
BIREREZ MR E Lz 12 #» ABO 7T v AR BZE TR
B (n=137) IZBWVWT. 74 F AT Y FOBEREIZFED 57z
Moz,

6. RERUREE
BEHERAICIE, #@E. 70T XT7YRELTO0.2mgZ 1 H1[E
BOR5T 2, 45, BECSUTHERETE27, 1 H Img
¥ ERET 5,

7. BENRUHECEEYT 3R

37 HOBEHBEICKONEIEET H5H5DH 2. HRIHE
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HIEL, EOPICEMEICEE T 2L BEICHERETH &,
[9.1.1 ZH]
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12. BRARISERERICKRIF T HE

EANTERLZ 24256 50 O BHRREEREICB LT,
MIERIZARFEIUR (PSA) OBENH 40%E R Liz. IB7VER IR
HEECBVW T, BEREORIIFEEREADT7 1+ AT YU R
512 X0 MiE PSA BEDH S50%ETR LY, LieH->T. &
El# 5.5k o 5B R R B B 3 1Ot U RITSE ARG 2 0 0 B Y T I
PSAREZRET 5513 2B LEEZERE LTI S
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14. BALDFE

14.1 FRIRUIRAROER
PN ks -l I vig o A
REIPIRE - R L7258, EIRXIIER L CW AR H 5
TR ORAFOLHEIIEIR DLW &, [2.2, 8.1, 9.5, 9.6
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14.2 FRIZZHBFOER

14.2.1 PTP @& DAL PTP ¥ — F 2SO H L TR T 5 &
S1EET 5T & PTP ¥ — FORBREIT L D W AE A BB
JEARIA L, BICIZZEFLEZE S L THRRAEDEE & HEE
HFETHIEDDH B,

14.2.2 KENZ. BEEOFRIIPPHLSTHETE S, [16.2.1 &

iE]
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15. ZDMDEER
15.1 BRIRERICE < 1B#R
15.1.1 HlRZRICB VT, RElE2HES S h7- BE CEEILEIRE
SNTWVWD, 74 F AT FEHBRES EEEABOFE EDRK
RERIIAHTH 5,
(%)
WL CERS NIz, 3,047 Bl CEHEER @ 635%) ORINZARER
ERHEEZNRE LTI AR HESEIEE O 4~6 E-OE
FRBRICBWT, 74 F AT Y R5mg 58 (RFERHED
5~25EHE) TA4BOABORESH 72 74 F AT IR
EREBTIRALNE P52V —FF. BlD 3,040 B (F4E
64K ORNIEAEREZNRE LTI RED 44
BOENERRE TIE. 7 RESEICBWT 2 floFEDOR
ERH TN T4 F AT RS mgBEHTIEALGNLY >
7V FEiz. 18,882 il (FHER 1 63 5%) OEEREEENRE
Li: o2 RED 7 EROWIERRABETIZ, 714 FAT ) K5
mg HEHRVT T REEHTE 1 FITOARBORENH -
729, B EHOTERZICBWT, 747 ATY K1 H5mg
ARG ani-BETCEMENIRESN TV D,

15.1.2 I CERBS NIz, 18,882 fl (FIEH : 63 5%) DOEE
BEEMRE L2740 F AT YU K 5mg (KEERHAED 5~25
EHAE) X375t Rz 7 EMEET 3 ERHABE)ICBWVLT,
Modified Gleason Score* 8~ 10 O & E M EERII RE D FIER
B TSI AREER (1.1%) SHEBELT. 747 27U R5mg
BER (1.8%) TED» -7z (FERY 227 1.70 [95%EFEXM :
1.23-2.34]) L OWMENH 59,
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15.1.3 WIMERFRERICB W T REIFR S XK O BILR AR R
LIz DW|END 5.

15.2 FEBREREERICE D < B3R
FTHIEFLOER 20 HA2 S5 100 HET7 4 F AT U K 120
ng/kg/day =& HEIRWNIES L2356 CO IR IEICRERR
BEoonzrolz (THTETFILADOEEEBIZ, 74 FATY R
l mg BEESNIBED 1 BOSFBEEN L TRESBESNS
AREEDOHZ T4 F AT FEDDLR ED 750 ZICHET
%) 7, [16.3.2 BHE]

16. ZEMPERE

16.1 MEE

16.1.1 EEKRS
EFEERAICT + 727V K 0.2mg %O Img % BEFEO#HE L
7oBE. MAEREEIRRESH 1.2 RO 1.4 BREICRS IEPEE
(Cmax) 12 L. D& 3 XU 4 R OFEH (t12) THELE
(F1) 9,

F1 BEEEAICBIS7 4 AT FEEROHRSRED
RENURDIENEREN T A =%

&5% AUCO*24hr Cmax Tmax t1/2
(mg) (ng -hr/mL) T | (ng/mL) T (hr) * (hr) §
Lty | 2.193.70 | 0.56£0.42 | 1.1740.39 | 2.76+0.43
(nelD) | 49.20%12.40 | 9.89%2.56 | 1.36+0.92 | 4.15+0.26
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16.1.2 RiE®RS
FRAICT7 «F A7) F0.2mg KU Ilmg %2 1 H1[E 17 H
BIRERORES LR, WIhOBRSRICE W TH MEEFEE
BE2~3HEBICEERBICEL, 5 1THBEICBIT 3
0.2mg &0 Img O MFEFEE L, #5% 1.2 KO 1.5 B
Cmax IZZE L. D& 4 B D t12 THE L7z, F720 0.2mg KO
Img 5 OEFREICHB S 2 MEEFEEIIZIZHE I L7
(£2) 9

X2 BEBEANIBIZ 7427 FREZORSREO
#5 17 HEORZE(LEOEDFE ST X -5

K58 AUCo-24nr Crax Trmax ti/2
(mg) (ng - hr/mL) T | (ng/mL) ¥ (hr) # (hr) $
iy | 10.3943.84 | 1.96£0.42 | 1.1740.58 | 4.110.38
(ne11) | 60.49%17.02 |10.84%2.05| 1.4540.93 | 4.13+0.23
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(T4F2ZFU R§E Tmg [TCK])
T4 F AT FE lmg [TCK] &7 u_Y 78 lmg %, 70 A
F—N—HEICLDZNZN1H (74 F 25U N lmg) BEFK
ANBFICHERERROZS LTMEEFR T « F 257 REEZH
FEL. BoN-E eSS X —% (AUC. Cmax) 12\ T
90 % BB X MEIC THRETRIT 24T - 72 /558, log (0.80) ~log
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AUCo~24nr
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Cmax Tmax T2
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T4F AT REE
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16.2 ORIN

16.2.1 BEDFE
FRBEAICT + 727U F 0.2mg RO lmg % ZEERH 5 L0 iE
B%3070WIC 1 H1E7 HERERO®RS L2, 857 H
B AUC BT Cmax $ZEEREOCEBRESHETIZIZRETH
D, BEOHEIROONED» -7, [14.2.2 2]

16.2.2 £YFHFIRE
ALY ¢ F ATV F Smgh) % SRR S ko IEE 7
U7 2 AWK 165mL/min. S HAEMREIEK 76L TH O £,
AUC OH#IC & 0 EH U7z Smgt) &% 50 0 49 2RI F
RITK 80%TH - 7212 FHEATFT—%),

16.3 9t

16.3.1 MPEBRES
 MISEIZB B in vitro BAFEARIE 83~85%TH -7z,

16.3.2 ¥ERBAT
BHANEEREIC7 4727 Y K lmg # 1 H 1 [6 6 AR
A%EG L-HROBERFANOBITEIIMD THE (52D
0.00076%LLR) TH -7z WEATFT—%), [15.2 HE]

16.4 {3t

16.4.1 e NFFI 70V —LZRWz nvitoRBICE D . FER
I OBILIC KV AERT 5 w-KEILERD w-HILKR Y
BiETHD., ZOBRLICIZF N7 a—24 P450 (CYP) oFED
CYP3A4 5T 3 Z EpmaEni®, CYP2CL9 i3fRH# I
BELTWwiho710,

16.4.2 c "NFFI 7 ay—LZHWE mvittoRERICEKD . 745
271 RiZ CYPLA2, 2A6. 2C9, 2D6 KU 3A4 ZHEL 7 »
S 72H, CYP2C191Zxt9 % ICso fEIX 0.97 uM (7 4 F ATV
R Img RO 58D Crnax @ 30 5Ll E) TH- 7217,

16.5 HEtt

16.5.1 ENEAERRIE
EERAICT 7 A7) K 100mg®) # BEREO#RS% 1 B
DORFANOHEMRIZ, HEEBD 0.04%TH - 7218,

16.5.2 BHNRBERIE ()

EERAICHUCHZER 7 + 7 A5 Y F 38mgt) Z HEREO% 5%
7 HE O RFB R OEFR RS REFEIRIE. Zh 2N 39% K% 57%
TH-7219,

16.6 FEDERZFIT 2EE

16.6.1 BIkEEESEE(CHI(T DEANEEE
BEEOBHRERERE (VL TF=227UF7 T2 ACLla <
30mL/min) & A (CLcr=90mL/min) (281 514C 1=
T4 F AT YR 10mgh) HEFR O8RS O MEEREy#E S
A= ERE LA, MBRHTERIRO NG -7 (B

HHERERE ICB U2 ERSHERIIER L TLawn) 2 (4
AT —=%),

16.6.2 SEECHITDEANERE
Bz ERE (65~71 %) LI EEimE (20~60m%) B2
74 F A5V K 5mg#) B[RRSO MEEREY R/ (S X
— YRR LZECA, MHBETEREIRO 5Nk o722,

16.7 EYHEEER

16.7.1 XSSV —=)LEDHA
B (CYP2C19 o Extensive Metabolizer) 127 « 25
U R 1mg#z1HI1[[E3HEREZRDO®RS L, %5 3 HEIZFEE
A X TF =)L 20mg ZHERFOKRES L, 4 X 5T =)
O MRS BRI B T 2 EWHEIER LR sk r o722,

16.7.2 fthElI&E DHA
74 F 27 K 5mg® H5H0E 10mg? &7 FE) v, S o
FIoua—), VIAFT, FUYRYITIR, ULT 7Y A
CICTF 7 1) v EOHRERC, BEFAEOMEEFEYEEICH
JAEMHEERIZRO 5NE» 2728 (HEAT—%).
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(T14FRAFUREE0.2mg [TCK])
74 F ATV R§EQ.2mg [TCK] &, [EENFRL 2FOERR
BlOAEYZNESERBE T A R T4 > (B 24 %2 A 29 HE
BEEBEFR0229%FE108)] ICEDE, 74+ AT N§E Img
[TCK] ZEHERF L Lz & &, IBHEFHHIFL . EMENIC
Bl & A Sz,
F) AROEAZABERUHARIZ. BERAICIE, BE, 74 FAFYRELT

0.2mg# 1 B 1 BAROH/RGT %, 2h. DESCCHEEETES
2. 1 H1mg % ERET 2,

17. BRRRLE

17.1 BNERUREEICEET 5535

17.1.1 EBRE T/ IH_EEREEEER
24 % 6 50 RO B A EEEE (Modified Norwood-
Hamilton 434822 T vertex. Mvertex. VROV : K 1) 414
BlERtRE Lz 48D 7St AN B EEmHERBRICHB L
T\ HIESBEZOEL2BEEICK YD 7 BB TRl L7248, AH
58 (0.2mg/HEV Img/H) 1375 wREEE B L TG
WICERZEZ R Lz, EEFECIIREIN L EREIIRD
SN ol. ERIEHENAEBETHELHESNIZDIZX,
0.2mg BEBT 54.2% (71/131 fil). 1mg 58T 58.3%
(77/132 %) 5t REET5.9% (8/135%) TH-o7,
HIERH (BBAMEEREEZHZET) ORKAEAIL0.2mg &5
BT 1.5% (2/137 ffl). 1mg #%58T 6.5% (9/13941). 7
FYAREET 2.2% (3/138fl) TH -7z, HHEEEICEAT 2BI(EA
1% 0.2mg % 58T 1.5% (2/137 ). Img H 58T 2.9%
(47139 61). TS REET 2.2% (3/138 ) ICFBDH SN2,
74 FAF Y FEEE (0.2mg RO lmg) 12588 5N i T4
RIFVUE RN—EER 1.1%(3/276 ) SRR 0.7%(2/276
Bl) THo®
1 ENEL/ MHZEEREEGER TR &7 - 7RIS
EHYAT
(Modified Norwood-Hamilton %348 Il vertex. IMvertex. IV

A AB AB AO

Il vertex Il vertex

17.1.2 EARBKRSHER

EWE D MAECEEREEHE (488M) & TRIC, BT
RTH o7 374 Fl1&fcT7 « F AT Y R 1lmg 28579 5 EH
58 (48 B BH 968) 2BV TAEME (HEEMEHERT
fifi) 13HERFT B EATREN T,
ENEHRSHBEARPICB I 2REH (BAREERELH T
&) OFRFEEIZ1.1% (4/37441) THO . FilHZED 96
BERICHZ 0 1mg A G S hISER O BER SRS IS
F2EHERORRE AT 1.6% (2/124 ) TH o722
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74 F ATV Ni& Sa-@nBER TR ZBIRMICIH T 52 &1
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KDOATFOA FRILVEVZEEICHT 2HMEZRST, v b X
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BRI T AHEERALBO THE» > 71239,
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T4 FATYRIE, YTAC Ty PETHFICBVWT, TA b
oy URER. LT A ha s U ER. T K b a U i
R, 7> Rasr U sER. 7a7 2F URERE IR S a s 2 F
ERRIRE R 0 723,

19. BB ICRET 3 ELZHAR
—fRE9ZH : 7« F A5 K (Finasteride)

ft % % : () -N -tert -Butyl-3-oxo-4-aza-5 a-andros
t-1-ene-17 B -carboxamide

7 F 2 Ca3HasN202

7 F &#:372.54

wm B K

H o

(éS R BEOEREOHRTH 2.
X% ) =)L ) —)L (99.5) ICETRTL.,
KITIZFEAEBT 20,

22. BE

(F4FRFUREE0.2mg [TCKI)
28%% (1488 (PTP) x2)

(T4FRFURSE Tmg [TCKI)
28%% (1488 (PTP) x2)
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