202347121

Bp i SRE
BHIA : 34

AT (BB 1RR)

EIRE a1 B HRER
ST I S RS
BAERS YORYVER
YORY 2% 2mgKMP]
20ORY 284 mgIKMP]

DK3-0
BFEERmIEES
87259

RRES AR 55 FA I

§it2mg]| 23100AMX00191000) 2019426/
$it4mg] 23100AMX00192000| 201946
OD#$t2mg|23100AMX00165000|  20194F6 1
OD$¢4mg|23100AMX00166000|  20194F:6 11

SILODOSIN TABLETS 2mg.4mg [KMP]
BAERA 0Ky VOENRERE

2OR 2 >20Dg2mgIKMP)
2OR 2 >20Dg 4 mgIKMP]

SILODOSIN OD TABLETS 2mg,4mg [KMP]

LRI E 178
(ER-EMFOMTEIZLYVENTSZ L)

2. 22 (ROEBEZICEFESULEWNTE)
KREN DA LS BUE OB O & 5 8 E
3. HERL - K
3.1 #8mk
ukryy | yukyy | Yukyy | vuRrIy
Wi 5244 #t 2mg $t dmg OD $t 2mg | OD #E 4mg
[KMP | [KMP [KMP | [KMP]
1$EmHB Y1 EPHBYLIETHRB (L SETHRB Y
B¥sy v KoYy vjg K ¥ orvim KoY orvu FoYov
20mg #&F |40mg #&H |20mg * &4 |40meg # &H
D~Yv= b=, {HTILVT7|D-Yr= =), FEEHtro
7ALF Ty e RuR Y| =R BSTVT 7 LT
TN a—A  F Vs | Ty, JOARE NS, b
ATFT) VBT AV A |EUITT YT, B FaF
LruAu—A LTy v v Tuneia— A, G
AN FoNa XTATT N, ATTY VR
kel R
YT L, NI AT
FU—A, T/ TIFNA
Y7L —braR)<w—E,.
ATTY . T ) VEiEE
FAVRA NN ¢ 4 £ N
STE bR LAY =L
3.2 ®FIDMIK
W7t 44 YHE (K& - EE) - B\E -#a—F | @i - #5E
EQ] HH T
e s P~ g 3
/fzgm/g/ = Ff - 740
[KMP ] HE T A
B 67mm JEE  32mm  EiE : 105mg |~ 7 HE
kBl —F: o Ry 2 KMP
I HiH 10T
B~ g B
corey| (2l2) | (B2 | == |ae-wan
$E 4mg D744
[KMP Fff 0 112mm 5% 62mm I—=7 14~
JE% :36mm i 208mg 75
#pla—F: oy 4 KMP
EQ] HH T
rukryry ok ors = WO - 3
OD #% 2mg FE (IEN M
[KMP | )
B 65mm X 30mm i 105mg
pla—F o M2 0D2 KMP

Hi5E 4 HUE (R& & - JES) - - dlfla—F | @ - #E
e LT AT
g tes Carss . RE R -
5 33,0 SORS Y P[54 R Y =
A EF T lmay#s
OD #¢ 4mg o4 ke (FRE A 3
[KMP e T N AR B
% 80mm EX :39mm B 210mg |
kg —F: vua K OD4 KMP

4. WEEXIFHR

9.
9.
9.

9.

9

BISZBRAEAEE (C ¥ S HEFRIEE

. MEENSFRICEHET DER

AHNZ & 2 WEHIERHAETIE 2 < AHERETH D 2 LI
B L. AT XD IR 2R S v Gid, Tl
Bike & oMY L LEEZEESTHZ Lo

. FiERURE

W RANZEYE Ry e LTl ldmg % 1 H 2 [EY £
IR G- 3 %0 2B, RIS U TEERES 50

. BEEREAWIR
J FRFNSEIER O ZEBIE A <L B2 RITER] & L CoPHsE

EREHEICED LN T WL, KFOBHIZH 72> T,
AHN DY A7 Z+orcEto by BEICR LRI O
T FIAT o 2 L THAT A 2 [11.2 BE]

2 OESVHRIMTE 2SS S5 b 2 L H DT, HZEHRIZE S

MEZLICERET 5 2 ko [9.1.1 ]

BOFVRENEHLDLNDLZLENHLOT, EIEE, HEE

DI Efar e ) MEEICER T A E I I3ERSE S 2
Eo

A FFIBGFIGEE C BEEAR G OF BIZOWTHBZ 2T\, [

FEFIS G- STV B A I MEZALIIER L R A
AHHN7zE FIE, WU 2 7% SEY R LEE 1T ) O
&o [10.2 2]

BEDEREEITEBEICHEAT IR

1 BHIE - BIEEEDH D EE

1.1 EBIIMHEMEDS D EE

JERATEALT B2 BE NN DH 5, [8.2 BIR]

2 BikaEEEEE

BEOREZHEL 20 HMAE (118 2me) 725445 % Bk
TR EREET AL, U FY Y OIMBEREED AT
5, [16.6.1 ]

3 FrEEREERE

EHORE2BIS L 22 o AE (11 2mg) 2 5%5 % HiA
TEHEREFEEETLHI L, U Y Y OMBERREDN EFT S
BENWDH B, [16.1.3 ZH]



9.8 SilmE
I AE

EERESET LT 2543 HE (11 2mg) 2

SHRGEGT 5%, BEOIREZ H0IBE L ah 5855
T2 L, BEE T MRICAEBREIETLTYS,
[16.1.3. 16.6.1 =]

10. #HEEA

YHEFYVIEEL LTF P 21— 2 P450 3A4 (CYP3A4) 12 &
DWRE D, [16.4 2]
10.2 H#AER (HACERISHIL)

AN L5 FEPRAER - H5 1875 W - faksiN
R 541 RSV AYd & D | BEE AR o B3 13

(8.4 2]

NBZEDNRHLDOTH
By 20 EHEETLH
Lo

2T 00 ML 75 5
ETFLTV2Ha0D
%o

KRART T AT T —

Y5 HEEMEZRT

% HF)
YIVTF T 4T
TPk
INVTF T 4 VIR
[etvieiityER

PRI & 0 AE e P K Jfn
JEDH bbb & D
HEDD Do

RENE a EWHEHZ A
TH2OBERICEY
o DI LREH 2
X% BEIEEH & a5
LBENDD 5

7= v P E R
4 NFaF—)
&

[16.7.1 =]

i8)712 CYP3A4 % [
F54 bar = (F%
FI%] BN AREEE) &0
PRI E Y e Py v
O IMAE F i B O b5
HOLNT W5,

T =V RBUE R A &
OBHICE Y . va Ry
v O I A B
TLBENDDHDHDT,
WET AR EEET D
ek,

T = VR A
CYP3A4 # [HET 2 2
IR AN YO 5| P
DOBEHERCIZ, v a K
> O ME DS B A
THLBENDED Do

1. 8HER

ROBERDH 5 bNDEZ EHNDHLDOT, BlEE 512470,
FARDTFRD SN G 2 il $ B % L) R ALE F AT

)T &,
1.1 EXFENER

1.1.1 Kt - K GHEAH)
MEAR T ) — @O ERELELN D 5 bNDL I LD L,
11.1.2 FASREIEE (MR, BB (HEAH)
AST FF-. ALT bRAEFEA D FFRRERESE, WHESHHbND

CENDH B,
11.2 Z0fttDEIER

5% L

1~5%il

19 Al

AR

W% 2

S, 5P

SIS

e e

LB AED. B
. IR, A
R, g
WA, 2
SR AR I E |
ML, i
JE L5

B KB
Z )R

PSR, &
JEMR . WHEH
i T R
i3 7eediind

il

EoFimm, H
DY I, #
Ji i

T T B R
B & E 3 B
(IFIS). 9
A H

JFF e

AST I & .
ALT = 5.
y-GTP &
A REY IV
| T
Al-P & 5
LDH -5

i

BUN L5, 7
LT
L4

iikicd

[S[IiIE =
AR IERE
2 ANIIRi=
A NY
r2)y ME
%A

EY Y
% MU
)

Z Ot

YY) EY
F L5t

BRI, CRP
kAL Bar
A7 ua—)
- RAE BA-
JRIETE 5

BHOIZTY,
G, Wk,
LRI 3N
DAV EN
FEFITZTY
SO I
B 7 Ll
bR BEN
(/L0 RN 1 VA3
R B
I PREE B 5
R LA

FEIE . AL
LB

F) [8.1 =]

5% L

1~5%i

1% i BEEA

WIR -

GhRsEEE (i

il B TEPESTRSSE)

(17.2%)™

£ v RT v
AL RS

14. BRALOFR
14.1 EFIRARHOER

L% 178

GRS
NN

N AN SN
B, §
i B JE
i) 207N
I 0 AR
TR o
LR N N
ZEHEIEE %
JORSIP AN =R
P (SN
el . I
JEESE N, P
(1= i/ 4
R, JLPAS

RIEPS

Fit
e

OF v, b
K BHH, 55
DX, W

BZU. EHAELUR
K= b5 2 1
L. WA, P
ok .
T

(51| Fe o )

14.1.1 PTP G2 D#EHXNI PTP ¥ — s 5H ) L TIRE T 5
IogEST L L, PTP ¥ — FORBEKIZL Y, TECE AT A
RS A L, B3l B2 LRI ASOEE &
BHEZPERT A DD 5,

(OD %%)

14.1.2 BANIED L2 TR ZZE S5 & tld 5720,
K7z LTIRHTHeTH Bo F720 KTRHETAZLLTE S,

14.1.3 AHZE-FFTORETIE, KR LTRHELZWZ &,

15. ZDM0DFE

15.1 ERRERICE S Bk
a 1 JERTEE & B OO F SRR O & 5 BE 1B W T,
a1 EWERIC X 2 & 2 6Dl B LR SR AR T E 2 B
(Intraoperative Floppy Iris Syndrome) 725&% &bl b & O
Whbo [11.2 ZH]

15.2 JEERARERICE D < B

15.2.1 YU RATO 104 BREESER
20mg/kg/ H L EOF G- THEEIRILEDMEE D LA RO 5
Nz oL H Y,



15.2.2 Sv FCTOZIREENUBRET COMEARFRELEICRIT S
BR

200mg/kg/ H LL b o> 3% 58 C 85 M A5 I o i 3% 25,
600mg/kg/ H ¥ 5- B THMIAE D ZEME - 21k, W EEER K U
FHOWL DR Tz b DL H B2,

16. EYENRE
16.1 MAEE
16.1.1 HEES
BEHER AR (FBE6HI) 1220 K2 0.5mg 5 12mg (71 7))
FHERECHRSG L2 & &0 mEh o By 2B kG-s o
5> TER L. Cmax U AUCooo l3FRIEMEF 7R L 72979
16.1.2 R1EH%RS
R A B S By a Ry v dmg (7 7®N) % 1 H 207 HREKE
FOS Lzed QHEEC7HEIETH L M), mEhs o ke
VRIS 3 HBRICILEHIREIE L, W52 06 0 RBEFEIE 1.1
fETH-7299 (£ 1),

Fl BEHERABIEICBT D EH dmg 5 FE O FHE NS X — ¥

Chnax AUCo-e Tmax ti2
(ng/mL) (ng * hr/mL) (hr) (hr)
Hifnl 26.8+9.2 | 143.9£57.1 2.2+0.5 6.9+3.1
&) 28.7x7.6 |134.3£39.0| 2.0=0.0 10.4+4.6
(P51 = SD)

FARY G W08 A =5 1k, 6 HEF CORMAELR DV IEELE LTIV T
HH OB SR EZ R L7,

16.1.3 BIIZRRBEAIEICH S BIRIEZ EE TOEYENEE
B BRI KAE (2P D) HEIR B E B 2 5 L L BESRE (7 7+
V) AZBUF BIRFEN 7 FHERISE B EERANT (258 B) OGS, EHIRE
FEO¥2 G- 2 WA R O 12 Wt ofEsg s > o W Vs (CFE
+SD) 1 EZ N2 24.8+8.0ng/mL 1N 7.4+3.3ng/mL Td -7z, il
e oa Mo VREICH T A AR ERIZO W TG L7243, Yu Fy
CDOT )T Ty AIEE, FiEs. CRP. ALT LOMLE 7 LT F =212
Lo T, SAHERIIAE, £, CRP RO ALT 12X »> CTHE*Z T 5
TEDPRIEES NS, INHEERTOH B, ALT IZ2WT, YH Y
¥ OIS B HEPRE VT EAER S, ALT O 5 (23
—S8IU/L) LY v ua Ry D7 )75 v ARVGAHERIT TN
47% R O 27%18 T3 2 W REMEADRIZ S 727, [9.3, 9.8 BE]

16.1.4 E£YFHEIE MR

(O RYVEE A4mg [KMP])
vu Ry UEEdmg [KMP] &) — 7§t dmg %, 7 0 AF — /38—
I EnEnlsE (Yu Py >y e LT dmg) R AT F 1M E R
%5 L C IS SRR 2 5 L7zo £ 6 N7z 38 BhaE v 5 %
—% (AUC. Cmax) (22T 90% 2 HEIX B2 TRERTRNT % 1T - 724
H. log (0.80) ~log (1.25) O#EEPHTH Y . Wi OAWEMFESE DS
RS N2,

F2-1 FEWERE T A—F

n AUCO*SG Cmax tmax t12
(ng - hr/mL)| (ng/mL) (hr) (hr)
DARR S
Amg [KMP 19 111+£42 23.1£9.3|1.11+0.72(6.32%+1.70
) —7FEdmg [19] 98.1+29.2 [ 21.8+7.9|1.50+0.96/6.08+1.35
(Mean=S.D.)
(ng/mL)
40 —0— 21 F¥ ¥$i 4mg [KMP)
@ 35 —e— 1) — 7 §idmg
E 20 Mean+SD., n=19
e
25
O
K 20
I 15
£ W
5
0 6 12 24 36 (hr)
HE %R
MmEEh o Py VREOHER

(xORY 0D & 4mg [KMPJ)
a0 K OD%E4mg [KMP] &) —7 OD $tdmg #. 7 0O A% —
N—EIZE D ZFRENLEE (YO FY v & LT dmg) fEHER AR FI2HE
B, K7 LR UKD 0 G- U CIiE b R 2 bR & 52 L
720 HHNFYENTE/NT 2 =% (AUC. Cmax) 22T 90%BEHHEX

IS CHRERHIIT 21T o 7245 R\ log (0.80) ~log (1.25) D#PHTH
0\ THIO LY RS AR S 78

F2-2 FWHE T A5

0 AUCo-36 Crmax tmax t12
(ng - hr/mL)| (ng/mL) (hr) (hr)
K| vuRFvr
7+| OD%idmg |19| 122+38 [30.4%10.7|1.68+0.85/6.19+0.98
L| [KMPJ
Ea —
b ;“é% 4:1gOD 19| 113£22 30.0+10.6|1.030.57/6.70=1.54
K| YHEFYY
% | OD#t4mg [36]139.3+41.0 [31.24+10.83|1.28+0.90(6.89+1.81
h| [KMPJ
ke —
o l’éft, 4;;[’ 36| 138.1+47.0 |30.5410.29|1.39+0.976.92+1 .41
(Mean+S.D.)
DOy v F¥ > 0D §t4mg [KMPJ (k7 L#5)
(ng/mL)
40 —0— 0 F¥ »0OD4%t 4 mg [KMP]
35 —e— 1)) — 70D$tdmg
% 30 Mean+SD. n=19
h
> 25
[m]
Foo20
[T
7;.’; 10
5
0 6 12 24 36 (hr)
BB R
MigER > o Ko Y EEoHER
@ 1u F¥ > 0D §t4mg [KMPJ (kd ) 5
(ng/mL)
40 —o— 20 K > OD% 4 mg [KMP)
35 —e— 1) — 70D%E4mg
% 0 Mean +S.D., n=36
h
> 25
a
Foo20
I 1
7’,;:: 10
5
0 6 12 2 36 (hr)

5 %R
MmEEf o Ry v EEOHER
MR O AUC, Cimax SEDIXT A — 1%, WeBRE OFBIR, IMiE
ORI - B O RERSMC L > TR AW HEMD D 5
16.2 MRUY
16.2.1 BEDHE
TR ABYE 1L By T R > dmg (B 7Rv) % 30 50 KOV
BRICHERECYS Lz e & AR K OEERES T2,
Cmax 13 23.0 J 0F 28.0ng/mL . AUCoshr 13 128.8 }% UF 135.9ng -
hr/mL. Tmax (£ 2.1 KOV 1.4 FERT, ti2 1£6.0 KO 4.7 BT - 729
(%3)s
F3 HEERABMICBEIT S dmg S OFEWBIRE XS X — ¥

Crmax AUCo-48hr Tmax ti2
(ng/mL) (ng - hr/mL) (hr) (hr)
A 23.0+10.8 | 128.8+64.1 | 2.1+0.7 6.0t4.8
2N 28.0+9.6 |135.9+55.4 | 1.4*1.1 4.7+€3.7
(P4 = SD)

16.2.2 E£YMFHIFIRE
U Ry ydmg (B 7)) RHERERECOES L7z & & OEWFRF =
13 32.2%TdH 729,

16.3 91
REHEB B 1L BIC > T K v 2mg (AT % 4 BREIEIRI S S
B D7) 75 0 AR O EREIZE N2 167.0+33.8mL/min & U°
49.5+17.3L THh o729, YO NIy MISESY V87 10T 556




it 95.6% (100ng/mL wINEF) THY . EREES ¥ /3713 a1
pEy > 2827 Toh o723 (in vitro) o

16.4 {3
YO Ry Y idEE LT CYP3A4, UDP-7V 7 u v glnfidi, 7va
— VK ERE RO T IVT e FEARERZIC L ) RA# S, miEho
ZREWE IO Ry oIV s a v AR L BB TH -
=Y, R JHEA) 6Bl [1C) ik v Y v 8mg (i) #*
BRI S- L7z & &0 0 i o HU i AUCo120r (2K LT If3E
FoYa Ry Yy, Ya Ry ryor s arBRAE L OB HEY O
AUCo-120r 1 &y 21241 24.0, 21.9 U 34.9%TH > 720 Z DO
WOEEIZ, WTFNRL S%UT TH - 729, [10. SHE]

16.5 HEitt
TERHERME (FHEIN) 6 B [MC] ik 1 K~ Smg (&) % Hlnlk
OG- L7z b &0 555 240 BRE T2, B 5-itgE o 33.5%25 K
2. 54.9% 5 F I HEIE S 7zd),

16.6 FEDERZFIDEE

16.6.1 BkacE=EE
EHEEIKTE (ZLT7F= 02 )T 5 v A 27~49mL/min) 6 %1% O
BREE®E (VL T7F=v 7)) 795 v A 125~176mL/min) 7 il 0
P vdmg (1 7HN) ZHEEREOERS Lz &0 BEEERTE T
ERRBRIE IR T, Y0 Ny Y DM S o EAS A SN
72 (Coax3.1f%. AUCo-3.2 1) o = O HILHE PSS i B 0> 1 S 3 i
oo RS LSy L DY T EAIZ X AR H V) L ISR
SR & S o - S S 2 B ORI S W AR 6
N7ze 2B, 20 Py v OB OCRWERZSBICEEMS T2 %25
NAMBERIFEEE L O Ky VBEO LR IIRIEREE LD /NS o
72 (Cmasl .51, AUCo-«2.0 %) 3 (£ 4). [9.2, 9.8 K]

Fe 4 EHEREIC T E K OB BRAE IE I 22 Amg BN G- 0 SEY B

RE)ST X — %

17. ERPRRGIE
17.1 BN UREMEICET 55
17.1.1 EAS || A= EEHREEEER

BISZARIERAE (2R ) HEREE B Z 2R RIS, YA Py >y 7)1 H
2mg® | dmg X3 7T R% . 1 H 20, 4 BAMBEOERES LR, ~
O Ry rh TR\ dmg #5137 T LR E L THREER (I-PSS
b=F N 2Ra7) *FEICLELL (F£6). BIEHEBEEE. 15.6%
(42/270 1) TH o7z HEHIOBIEHSEHEGIE. 77 L REET.9%
(7/89 ). 4mg/HEE16.9% (15/89 6) . 8mg/H#: 21.7% (20/92 1)
Thotzo EREIEMIL. SHERE 0% (0/89 ). 11.2% (10/89 ).
6.5% (6/92 %) (7F+K, 4mg/H. 8mg/HDIE, LUFEEL) . 175
1.1% (1/89 B). 0% (0/89 ). 5.4% (5/92 %) Td 7. BWEH (i
PRIBAME) ZBEIEIE, 6.7% (18/270 61) Th o7z, HEMOEIEH
(B fil) FEHEIE 13, 79 REES5.6% (5/89 #1) . 4mg/HEE6.7%
(6/89 %), 8mg/HHE7.6% (7/9261) THh o7z EREWEH (HFEH
) & MU Z )Y FERA2.3% (2/86 61) . 3.7% (3/8261). 2.4%
(2/84B) (75 RBE, 4mg/HE:. Smg/HEE) Th o721,

F6 I-PSS® b—% A a7 of5HihOZEk

75k KB
- BORMER | B4 BRE DFEM IR
EfE b Dunnett %!
%% [lhsE
77 R 18.1£5.6(88) -3.0+5.8(88) -
2mgx2/H 18.3+6.5(84) -5.7+6.1(84) P=0.013
4mgx2/H 18.7%6.0(87) -6.6+5.5(86) P=0.000
ML S EMMESD () B

a) I-PSS: EIBEHTIZMAER A 2 7 (B £ 0-7, HARE £ 8-19, HJE : 20-35)
17.1.2 ERE Il H_EERLLEGER

Crnax AUCo- Trnax t1/2
(ng/mL) (ng - hr/mL) (hr) (hr)
s gt e | 1222 %144.12/1305.76+115.38] 0.67+0.26 | 7.55+1.50
PB4 (1.48+1.30) | (6.34%3.43) | (0.83+0.26) | (8.71+3.94)
g np . | 21.01%£8.52 194.75+41.28| 0.86*0.56 | 3.94+1.57
HRIE I (0.71£0.13) | (2.96=1.09) | (0.86+0.56) | (4.39%+1.34)
(P £SD)

+
() NofEikmiErdEEar o vy
16.6.2 =
B (65~75 %) 126120 Ry v dmg (7 7R)V) ZEKICH
FREH G- L7z & &, JEmT it (21~317%) 9 & oY EAEICHT S
WIEVIEA SN Do 728 (5),
F7o. 5% QM F CoRPREIRER BB, BBt
FNEFNRTT R UH2.3K2.4%, Y0 Ry o7y r gl
RAT 1.6 RO 1.8%. BEALACHAS 4.5 BT 4.9%Td - 729,
25 BB OIEE B BT B A dmg BN 5 o SE ) B) g
I8 A—%

Crnax AUCo- Trnax t12

(ng/mL) (ng - hr/mL) (hr) (hr)
S 21.8€11.6 | 142.4+54.7| 2.5%*1.4 10.5+4.0
JEEkHEME | 20.56+6.5 | 121.5+38.1 2.3+0.5 8.7x3.1

(P35 =SD)

16.7 EYHEEER

16.7.1 & baF+vy—)b (ROF : EARHET) HA
fERETRE BHEIN) 16 B2 39— )b 200mg % 1 H 118 4 H R
(%5 L, 2HHEIZY O FY v dmg (7 7Rv) ZHEERELORS L7228
A PEAEEO YT K YO Crax KO AUCh-wld, 0 F v gk 5.
BRI ARTENZEN ST RN 2.9 /5128 L 729, [10.2 SHd]

16.8 Zfth

(O Ry Vg 2mg TKMPID)
T FY rE2mg [KMP] &, [Em035 2 2 %10 B RA 0 4 5201
RSB A K542 (PR 244E 2 A 29 H BEEFAT 0229 45 10
B IS E, YO FY g dmg [KMP] #IEHEREHKIE L2 & &
B AT S & I S, AR [R SR & A Tp S 7210,

(YO RY 0D 2mg [KMP])
>0 FY > OD $E 2mg [KMPJ (&, [&EAYE % 2 R CEIR S 0 4y
ZEFEZEMEREBR A N4 > CPR244E2 [ 29 H SEAHERT 0229 45
1075) ] 1Ic3o&, v u M2 OD $t 4mg [KMP| &Mz L 7=k
& AHZREIANESE L S A, EWEERY IS RS A S0,
#) ARNOKBENTWLHE - HEE (1 4mg 2 1 H 2 MRS £

IR 53 2, B, RIS L CHEERET 5. TH D,

BUSZBRIERAE (2R ) HEREEEZ 2R RIS, YO Py >y 7)1 E
dmgl H 2 MXUE 7 7 2R % 12 8RS LR, # T I-PSS
b=% VAT TG RERICEB LT, e Y T8 3R T Ik
RTEI3ZNZEIRT L (M1, 7)o T2, HGHMGEFICIEL T
I-PSS b =& WA T 79 25%LL Leesk L7ER 0B &1, Yu ks v
76.4% (133/174 1) K175 4K 50.6% (45/89 ) T v, HIEFEA
BEE (I-PSS b =% )V A a7 8 Kiifi) F Tk L7EROEIAIE, >0
K> 47.7% (83/174 1) KOS 75+ K 31.5% (28/89 ) T -7
U RY Y TIRERERIIRS L EBORY»H0EE L, EEAICS L
THUERED RO SNz AMEHREHE AL, v MY V8 54.9%
(96/175 B) . 75 & REE22.5% (20/89 Bl) THh o7z EHEIEH I,
u Ry CEECHREES 22.3% (39/175 B1) . WAE K 0S8 % 8.6%
(15/175 B) . WR2EE5.7% (10/175 61) . T 4.6% (8/175 ). Lubf
4.0% (7175 61) . 7' L REECHRME, 8K UUERS % 4.5% (4/89 1)
Thotzo BIMER (BRMAEM) BHREAEE, 0 F2 U8 31.4%
(55/175 1), 75t KEE21.6% (19/8861) TH o720 EnEIVEH (I
M) (&, O R UBETIE MY 7y 1) FER 12.0% (21/175
%), CRP -5 5.7% (10/175 1), y-GTP b5 3.4% (6/175 %), 7
FERETIE MY 7)) FER10.2% (9/88 #1) . LDH -5/ O° CRP
L5H%3.4% (3/88 %) Td o712,

2fEAtRE (SO RY > vs TI1R)
*% 1 P<0.01
sk 1 P<0.001

1-PSS h—# )L 2 37 BsEfl (]
=

8
—— Uk --O-- TR
6
KL 2 4l sl 12 T
U k)
L] FAi+SD

1 I-PSS k—% VA2 7llEHEOHER
F7 I-PSS h—% VA7 OMEE, ZE b O TR 7

BW | g )
e | W e || e | 95%
BOW | AR I | e | FEE mm | e

“HEF 974 17.1+5.78.8%5.9|-8.346.4
vy 3.0 |-4.6-1.3

7T R 89 17.1+6.111.8+7.1|-5.3%+6.7

a) “FIHE=SD
17.1.3 ERRBIRSHER

BT BRIE KA (2R ) HRR s B 364 Wl AN RELAva Ry v 7
oL 1l 4mgl H 2 [A] 52 M2 & 2 RIS REBE T, il 2 ok
W b DR S, e L2 HESEIR (I-PSS h—% VA a7)



B O KIRF RO E O 5N BIER B E A1, 65.4%
(238/364 B) T -7-0 FEIWEMIL. SHEEE 25.0% (91/364 B1) .
T 7.4% (27/364 B1) | 1178 7.1% (26/364 1) . 375 < 5 H 6.6% (24/364
Bl). 5B 5.8% (21/364 B1). 552 % (&%) 5.2% (19/364 1) Td -
7o BIVEH (ERPRMOZCAE) Z83iEIAd. 31.1% (112/360 Bl) Tdh -7z
FAEWEM (FRWAE) 12, bV 20U k) FEF9.2% (33/359 f1) .
ALT E54.2% (15/360 %) . EMEREGRA 3.9% (14/358 B) . ~NE 7
O vy EA3.6% (13/357 B1) . ~~< ~ 27 1) v ME#EA 3.6% (13/357
). AST E53.6% (13/360 ). ARImERERA 3.4% (12/358 1) T
U CRP E5-3.1% (11/359 Bl) T - 721910

) 2&%’5@7?(’ ENTWLHEE - HEiE 1A 4mg % 1 H 2 ME54 &£

OS5 2B, RIS GHEERET 5.] TH b,

18. ERHEIE

18.1 {EFAER
THER AL CH B B, RER R = AT TS aa-7 F
v VEBRET T YA T ENT BRI T A L2k,

N HB IR ALK ST 5 O BEBR & A L. JRIENE O A& B L, AiiziR

JEFEVZ P D HERBEE % ST 519,

18.2 & MEBTOIEA

18.2.1 RXREHIER a-7 RUF U VUSHEICHT 2504
Eh a7 KLY Y ZFEEIHT 2 S FREERBICBY T, a7
FLF) Y ZEERT T8 4 TAOECEHAMEZ R L7219 (i vitro)

18.2.2 RIALRRICXIT B 1EA
© b HTST IR A & o 7 s R A e B
ZRE T I A TNOBCEAEZ R L2,
VT FLFY LK% e bEnaz B G o DG & #7217 (in
vitro)

18.3 EMITOIER

18.3.1 TERRREGEM (FUIZER. FRRENUBEB=AZ) [CXT21ER
Fa B FRIIR . RE R O = AEIC BT, VT KLy Ui
L DR IZR LT RSP ER 278 L7219 (i vitro) o

18.3.2 FRIEAEICXT D1ER
FREIEYE S v Mz T MER T ER 2273 L) bW HET, 72
=L 70 A & BRI B A% SR I L 7218
RERHEE A 2BV Th, MERTERA R T L) bR T, TH
HFE O FBAANEIC & 2 B2 BB IR N 154 IR B L 721,

18.3.3 HIAZRREEXREFIVICK T D1ER
PRV PGS TR L2/ T v PRIZIIEKE T VICB VT, &
PRIV AR U 72 B R e K & 3 L 7220

19. B (CREY SIBEFMAE
— 9% Fs - v a K~ (Silodosin)
144 : 1- (3-Hydroxypropyl) -5- [(2R) -2- ( [2- [2- (222-
trifluoroethoxy) phenoxy] ethyll amino) propyl] -2,3-
dihydro-1/H-indole-7-carboxamide

BWT.awm-7 L))

7 F3 0 CosHseF3sN304
- 1 495.53
PR AREAHE~HEAAOR K TH S,
AiE Ay 72— VX3 s 7 —) (99.5) 1Z@EIFR3 <, K
RO TEITIZ L W,
RIS X o TIRA ICEAfE 2 b,
e (a) Pp: -13~-17"  (BiAPICHE L7250 0.2g.

A% /=), 20mL. 100mm).

Al 0 105~109C 6

ENTIES e S A
==

1

Db,

20. RV EDER

(E5 3t )
20.1 7V En—WEMEHBRIELL TRET L2 8
(OD ##)

20.2 BHIDFFIE L, WHRIC & D SEHIREAES DL T EWDH Do
20.3 SEAIRMI M ERIZ L 286, RERPHEORASEALNS

LD b
20.4 7V 3 ¥n— WERE G IGRA LM CTRIET 5 S L.
2. IR

(rO Ry Vi 2mg [KMPJ)
(PTP) 100§ (10 $Ex10x14%

(rORYVEE 4mg [KMPJ)
(PTP) 100§ (10 $Ex10x1 48)

)

(O Rv> 0D 2mg [KMPJ)
(PTP) 100 & (10§ x10x14%)
(O R 0D 4mg [KMPJ)
(PTP) 100 $& (10§ x10x14%)

23. ¥EXmk

1) ¥ ATO 104 AfFG5HE () — 757 7% 2006 4F
R, HREEFRYE 2.6.6.5)
Z v N TOZIRREN OFEIR T TOMBINEIEAE B 238k () —
THTRN 2006¢1H 23 HAKFE. HIREEFEE 2.6.6.6)
K EMD - BEEAERE, 2006 5 126 (S) © 257-263
TN 23t 5 & L7288 T AR RRERD () — 74 7))L & 2006
41 H 23 HAKRE, HIRSERIEE2.7.2.2)
TR Z X R & L7255 TR ERERD
1 H 23 HAKRE, HFERIEE2.7.2.2)

1 H 230

2)

(L) =75 7+ 2006

6) BUE#S (o) — 7% 7 )b 1 2006 4E 1 ] 23 HAKFE, HiGEGRE
2.7.6.2)
7) FISEBRIEAIE AR D HEREEEE G & Lo R GRE (1)

— 7% 72006 4E 1 H 23 HARR., HEEERE2.7.2.2)
FRAIRK 7 7 — kRS HER AR ER RS R
TR 2 X R & L2 B RSEHER (1) — 7 % 7L 1 2006 4F 1
H 23 HAR. MiEEkimE2.7.1.2)

AR 7 7 — <A SH HER B HRER
H‘ﬁiﬁmﬂfﬂk V2B PR B E R E A xR & L 71248 AR R U5
() =75 T 12006 45 1 23 HAKZE., HFHERE2.7.3.2,
2.7.6.3)
ALy
) — 7 H TR 2006 4
2.7.6.3)
AT BRIEIAE L2 HEIR i 5 2
O (Y =747k 2006 4F
2.7.6.3)
A BRIERAE AL D HERBE = BB A5t R & L 7285 AR 3 53085
@ () =771 20064 1 H 23 HAKRR, Faais®)
VERBER: (220 — 7 7k )b £ 2006 4F 1 H 23 HAKER, HIGHE RS
2.6.2.1)
SEETAM - SRAMERE 2006 5 126 (S) © 209-216
Murata, S. et al. : J. Urol., 2000 ; 164 (2) : 578-583
SEERR AL ¢ SESRMERE, 2006 5 126 (S) ¢ 217-223
A X FIEAREHIBGE IR ENE LAETVICBIF L () —7
F 7RV 12006 4 1 H 23 HAKGE, HFERIE 2.6.2.2)
F v NHBRERETIVICBIT BER () — 74 7 )b 1 2006 4F
1 H 23 HAKE, HIFHEREEE 2.6.2.2)

24. NHFERERUEVEDES
HAIAR 7 7 — oGt BERMGE
T 155-8655  HUHCHSHEHA X AL 5-2-1
TEL  050-3383-3846

26. BUERRTTRES
26. 1 %ﬁﬁﬁmi

%E&%ﬁun}ll[f"ﬂﬂ 1-4-4

WD HRRBE SR 2 S & L2 S AR SR (=
21 H 23 HKRR. HRHYTRIEE 2.5.4.1,

13) BHEEMRE L2
21 H 23 HUKRE. HRE

s AR 5 30
FORHIE

14)

15)



