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* AARERA 0ORDOENRRE

s L) =) g ng
A= sel4mg
A1'J-J 0D 2mg
1')-0D%4mg

HAEER SRS
87259
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2mg 4mg
AEGRES  |22000AMX01779000] 22000AMX01780000
bplialn 200942 H
29 —70DEE
mg 4mg
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AR5ERAtA 201641 H

UH'EPTabIetsng . UR'EF®TabIets4mg
URIEF OD rablets2mg - URIEF OD rablets4mg

B EE - EMEOUSETLOHEHNT S L,

2. BRRDOBECIIKRELAZNI L)

AHND BT U eoE DB LR D & 5 &
3. HARK - MK
3.1 #Emk
R7e 4 1) — 7 $Eng 1) — 7 $Edng
Y 1 1
73 /
TR | HEs ok o HF O K> (dng)
tERoF>JOoEN I O—Z, hYEOOISF>
I T RATFTU BRI TR T L, VI D-] >
Zh—=)b, EFOAO—X, BItFY . HILFD
)Ny
K55 44 29 —70DEE2mg 21 — 7 0D%Edmg
. 1§+ 1§EH
73 /,
B Y O e HIS 0 K> (dng)
tRoFy 7o) ilo—2, hyEOaS T
T TRIVEBATTIINF NI LA, AFTTU >
g, )T, D-)>=b—=)b. ITYUIEEF RV
T A fEEEINO—-Z, T TIVFILASY Y
L IS 1P L—hraRUXY—E, ZOXKRE R, S 7 )L
Ty —{bro S EE=Z @bk, =tk
27 Z0—Z, HEL. 72ETHA, ABE JOE
L>ZVa—)b. REEF®EFNITL, FULRY >
JEMiBE T A7), FFZA KDY >
3.2 WHIOMIK
K74 2 — 7 §E2ng 2 — 7 §Edng
I T nT— b 7‘;@;;“ﬁ
i 1~ I~
E] ey i Rifl Y] et}
bA3ia
® |0 = &P &P ==
=823 6. 4mm —
& — 11. Omm
R — 6. Omm
JEx #73. 2mm 3. Tmm
B #1104mg #1208mg
Faa— R # KD2 ) KD4

HR7E44 21 —70DgE2mg 21 — 7 0DgEdmg
N . FhE (RN G
Lihiz FEE (DN ) A D
k] BEETR YEETRE
E31] T Lk B3 B R
PiSiA JOR\
® @ ® = | ® | & | =
(=X 6. 4mm 8. Omm
Hx #93. Omm #93. 8mm
B #7100mg #1200mg
g — R #®UR2 #® UR4

4. ZHEEX(IFNR
I SLRRBEAAE (T D HEERFEE

5 FMEEX(IHRICEET 5EE

FHNC & 2 HIIFRFE T2 <. IHERIETH B LITHE
U FAEGICE O MR T 2RBG S N WEEIL. TRk
I, oMY MEEEET B &,

6. RERUVRAE
W, BRAIIES O RS> & UTlEMngZ | A 20E 4 iR 0
#59%. b, ERISC CEERET 5.

8. EBEEREAXWIE

8.1 AFNIBIMEM OFRERNE <. HHWRBIERE U CHREE
NEHEEICGED SN TVWD 0, AFIOFEHICHZ> Tid. KAl
DR oI REO B BEIC ﬁbfiJWﬁ@ﬁ%%+ﬁ
o7 ETHAT S Z &, [11. 251]

8.2 BANTMERIMED D 5bND ZEMNHDHD T, RAEHIZL S
FEZMEICHET S 2 & (0. 1. 13H]

8.3 VFENRENDLDLNDZIENHSHDT, EAfEXE. HHED
R EER BRI TS IIEEI®R T &,
8. 4 ARAZIFe GHHIARH TR 5 O A MOV THEZ ZITW\, BIE
BB G I N TS EEITmMESEITERL,. MERTRAS
N-EEE. WEXRPETA R EHUBRLEZITD 2 &,

[10. 22H#]

9. WEDHERZHIHBEICHT I IR

9.1 BHHE - BEESEOHHEE
9.1.1 EIAMENEDH D EE
FERDEALT 2B ENND 5. [8. 22 ]

9.2 BEREESRE
BEOREZBIRLaNS AR E2Ng) NS 52T 578

EEEBEERITDHI L, ORI OMmERREN LAY 5, [16.6. 1
2]



9.3 FTHRERRESE

BEOREZBEE LS EMAEE2N) N5 &5 2HRT 572
EEHZEETSHI L, ORI OMPEFIREN LRI 2BEnH

H %, [16. 1. 5ZH]

9.8 Sk
fFH&AE

it

10. HHEEHA

BT U T2 BE KA & (E2ng) 7 5 #5
ERHGT B8 L. BEOREZ THTHEL BN RETHI L.
i Tl — BRI AEBEEEAME R L TS, [16. 1.5,

16. 6. 1%

ORI NFEELTTF 7 O—A4P450 3A4 (CYP3AD 1T &L D 1R

SN, [16. 4ZH]

10.2 HHRAEE (HACERT S L)

[16. 7. 1ZH]

7N .
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SIVTFFT 4T BAERIC L BB EME
I EER MzE®RTIBEN
NIVFF T 1 VIR Ndh 5.
Fi KROS5
T =V RPIEEE] | H I CYPIAMEHE | 7 — )L R E A
A RSaFT—)V | T2 haFy—)L [ 1FCYP3MEHET S
% WOHF - BEARFE| Z2EMAS. ZThHD
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O R > oo b i i
ENERITLIBEZEN
NHZHOT, PET
HIREREET ST
&,

HEH & D PF AR I
3. ORI romfm
RePRENERT D
BENRH %,

1. BMEH

ROBWERDN D SDND ZENHDDT, BFReHMTTH, R
WHNRDSNHERITRHEEGZ2PIET 22 SHEYBUEZITD

&,
1.1 EXAEER

.11 k- BEEREK HEA)
MERFITHED B OEFHRIEND S LND T END 5,
11.1. 2 FHgRERRE A . BE EEA)
AST RS ALT ER& 20D AFERERRE. BEAS 50N 2 LN

H5,
1.2 ZDHOEIER
5%LA k. 1~ 5% A 1% A it HEEANEH
WAIR BHEE A RT >
AGEER | GEATHRES | X, RO
L)
(17. 2%) 1

5%LA L 1~ 5% A b 1% A5 B AREH
LA |08 BHOAR RO, E, R | DN
TR, ER{E. | B AR AR IR
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e
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5%LAL 1~ 5% A i L% A SEHE AN
Toftt |~ U U BRI (RP|EDIETO, [, Z#
U RLE[ER, RO B EK (AR
5 L AT 0 — | K. .
VB F R | TR 7
RS, R\, ZT
Wl L5 D, [DAR
B, MmiEH
ULl b
F.REH
& . iz
gt R B R
Hon. IR B
ER. RE
HE5

) [8. 15:0]
14, BHAELOEE

14.1 EFIZMFEFOEE

(BIF|38)

14.1.1 PTPELE OEKANIPTPS — " S WMV H L TIRM T 2 & 58
I LHZE, PIPY— hOBAICE D, BEOLEA A Rk A
FIAL, FIZIZZEILZ2B I U THFRIARE D EE LS OHEZ HF
HKITDIEMD B,

(ODgE)

14.1.2 AFNIEO LICOBTERZFHEI T2 EHET /20,
KizUTCHRATRETH %, £z, KTIRHTZZEHTE S,

14.1.3 AANIE-FTFTDIRAETIZ, KABALTIRHALAERWZ &,

15. ZDHDFEE

15.1 EGEREEA ICE D < 153
o EEEE A R AP OB B ITRARBROH 2 BHITBNWT, )
BRI IEHRICEK S &EE A2 5N 5l bl RiEMK T E iR
(Intraoperative Floppy Iris Syndrome) 23&% 535 & Des
Wd 5, [11. 221]]

15. 2 FEERARAEBRICE D 1B

15.2.1 ¥ ATD104:BREZ 5=
20mg/kg/ H LA LD 53 TIEZIRILEE D BEE O LFENEBO 5Nz
L OWEND B,

15.2.2 v FTOZREERVERE TOHEREFREE ICEET 258
200mg/kg/ H LA D% 53 TR IR TR O 5 A%, 600mg/
kg/ A% 5B CHME O - 21 BT AEERR TR TR OR
RS SN EDHEND B,

16. ZEHBHAE

16. 1 MAERE
16. 1.1 £E¥EMREMERBR ER. h7&IL)
fERBERR A B> O R dng (BEXEH 7)) % 22 fE R B ]
ROBEL-eDoMmids o RS D EEROEy B S
A—FRENTETEBOTH O, Anghg K Odng 1 7w IVIZEY
IS TH o729,
F1 R A B 228 R dng (BE U3 h 7)) BilEHE 56 0 g
BEE/NT A—%

Cnax AUCo-18nr® Thax L2
(ng/mL) (ng + hr/mL) (hr) (hr)
A 1 5 27 27 27 27
g 29. 309 122. 91 0. 89 5. 772
e £13. 856 £39. 34 £0.66 | +£3.417
4mg 28.919 125. 44 1. 30 5. 850
H T +14. 685 +40. 05 +0. 89 +3.963
(F¥31E £ SD)

a) 2761 LB D 45812 D W TIZAUCo-10nr 2 AUCo-asnr & U THEFHL
7zo

16.1.2 HEKSE
T EE R A B (BB 12> 0 KR 20, Smg/n 5 12mg (1 7)) %
HEROKSG Lz EE®, miEho RS D EEZRSEORM
WS TER U, Crax X TPAUC-ol 3 E R L 2V, O R
>omg X iddmg (h 7)b) #HER OS5 Lz EomiEf o R
UBEHBIIMICRT ERBD THo 00,

%30 F

£

i

by

Q 20

,,E_

nN

% 10

=

0
0 4 8 12 16 20 24
B (hr)

POl fRERk A B 22 fE R 2me X3 Amg B ml#% B f o g > o B
TIREHR

641 DN EESDZE R T

16. 1. 3 EMZHEEFMHER GE. D)
>0 R 2 4Ang0DEE Ok72 U XG3/K THIRA) &0 R > Angde (FE
wERIE], K THIRA) 227 OXF—N—iEickDThEFnz15E (>
ORI > &L Tng) R A BHICHEBEERO#SE LT, N
W ORI VEEZBEL THESNZEMEE/INT A—F
(AUCo-18hr Cnax) I2DWT, 90%FHEX ITERIC THEHRET 21T 72
FEE. log(0.8) ~log(l. 25) OHFIFHNTH V. WA D AW E I FH
LR INED, EYEEENS A =S 13RI OEI, M
FIEERESIIK2 L ORI RT EBD THo /-,

2 fEEERR A B 2218 M Amg0DSE K7 L THRM) X iddmgdE UK T

k) B[R 5-RE D SR BIRE /N T A — %

> Cnax AUCo-48nr Thax ti/2
s
5l O (ng/mL) (ng + hr/mL) (hr) (hr)
4mgODgE 31. 58 126. 73 1. 46 6. 60
K72 U THRHD +21.57 +44. 54 +0. 88 +3. 64
dmgdE 27.25 115. 08 1.18 6. 41
K THAD £7.70 +33.72 +1.00 +2. 66
(=25, FEL{E £SD)
45
.
53
E
EEY
B
25
A
PN
% 20
o
PRE
&
g 10
5
00 ]
0o 4 8 0 44 48

12 16 20 24 28 32 36 4
5 (hr) (n=25, F#fd +SD)

B2 faEER A BT 22 R Amg ODEE (K72 U TR X id4mgdE Ok T
M) BEle SR oMb o B2 > REHES

&3 RN BT 22 R Ang0D8E K THRA) X3 4mg 8 Kk THR
A B a5 Gl D SRR /N T A — %

N Crax AUCo-48nr Thax tiyz
K
I UHIE) (ng/mL) (ng * hr/mL) (hr) (hr)
AmgOD&E 24. 90 121. 31 1. 04 7.02
OKTHRAD +12.02 +52.25 +0. 88 +2.54
IngdiE 26. 31 123. 46 1.54 6. 02
OKTHRAD +13.88 +53. 39 +1.33 +2.39

(=27, F3fE £ D)




—e-4mg OD§  —O—4mg §¢

miEsp> O K> VRE (ng/mL)
N
b

0

O
48

0 4 8 36 40 44
(n=27, F#Hfé +SD)

12 16 20 24 28 32
5 (hr)

B3 fd e Rk A B M 2218 K Amg 0D 8 (/K TRRA) XiddmgdE Uk TR

) B 5RO MRS O R D EERER

16.1.4 RiE#RE
TR N BEESFIC S O RS 2 dng b 7 w)V) 21 H2ETH R E
BOF/ELZEE(HEECTHRZIEIEES), migEhoRr
TUBEIRHEEIABRIOEERIREBICEL, WIEEEN S OB
RIZL METH o720 (F4D.,

F4 BERABEICBT 2 2% 5RO KM BITEINT A—F

Cnax AUCp-co Tnax tiyz
(ng/mL) (ng * hr/mL) (hr) (hr)
Hi[a] 26.8+9.2 143. 9£57. 1 2.2£0.5 6.9+3. 1
i 28.7+7.6 134.3+39.0 2.0£0.0 10.4£4. 6
(51 £=5D)
REBGRD/NNTA—=21F, 6HHETOMAEBRDBEZELF]
W7=TH B OIREHER N S G/ R 2R U Tz,

16. 1.5 RN ARAEKAE ICHED HEREE R E TOEMBIE
BINEARAE RAE I L S PR EERE 2 R & L 2B GE (
T IV IZTHBT HERBRRHERIEBREMNT (25861) OFER, &
HOIRBERE O % 525 R 1205 g O HEE MR o O R 28
B2 CE 1l £ SD) 132 ZF24. 8+8. Ong/mLK 7. 4+3. 3ng/mLC
Holm, MEHI O RS D EEICHTAEHERICOVWTHRE L
TRER, ORI COZU TS RIIMKRE, . CRP. ALTR D
MiEZ L7 Fo L > T AR E,. Fip. CRPTUALT
ko> THEBEZTBZENREEINT,
ALTIZDWT, 2O Ry > OMEFREEICNT2EENRENT
EMMHER I N, ALTO ER/ (23-83IU/L)ickv>o kR >or7y
7 T 2 A RO HRFIIZ N NRIATE R OFI2THE RS 5 rIREM:
MREX NS, [9.3, 9.8 -]

16. 2 WYX

16.2.1 REDOFE
fEEERABIENFIC> O R 2dng O 71))V) & &1%305) e V%
BERF I BEEIRE 1R 5 L 72 & &1 BRI G RO 5 T2h
%jh\ CmﬂxLiZ& 0&0\28 Ong/mL‘ AUC0748}11'01128. 8)}(@135 9ng .
hr/mLy ToaxdE2. 1R TN ARER, t1/0036. 0K O4. TRERITd > 729

INGEENTDI B,

(%5,
&5 EEERABMEICBT B Angt G DEMEIRE)N T A — %
Crax AUCo-4snr Thax tiyz
(ng/mL) (ng + hr/mL) (hr) (hr)
jextd 23.0£10.8 128.8+64. 1 2.1+0.7 6.0£4. 8
ZE g 28.0£9.6 135.94+55.4 L4+1. 1 4.7+3.7
(51l £ SD)

16. 2.2 EMFMFAE
20 R dng (B 7&)V) 2 HEREO#HG L - & & OEYEHF]
FAEIE32. 2 CTH > 7=,

16.3 9%
fREERR A BEIFNC S O R > ong GEHK) % AR RIS RN i 12 5
D7) 75 2 AR OSHERITZNZTN167. 0+33. 8nl/min
J 49, 5+17. 3L TH >/, ORI Dk bS8 7 1T
I DEEEZIE. 95, 6%(100ng/nLEMNE) THO, ERkEEY >
INVE a - SY >N TH - =Y (in vitro).,

16. 4 {3
ORI ATFES UTOYP3AL, UDP-7)L 7 O DR RER. 7L
O—)VIHAKFEBERER DT IV T REKFERERICEDARB SN, M
o FaRB#MII 0 R >0 7)o CEE KRR OER

WHTH oY, BEBMEGHEN) 6N MCAZRE T O R > 8ng
(BHR) ZBERE O 5 Uz & & it OB BEAUC)- 12001
LT, mEFoso Ry, ORI OV O EERER
T OB ALARE I DAUCo- 190V, FNFN24. 0. 21, 9% N34, 9% T
Hol. TOMDRBMOEIEIL., WTNBHBIULLFTH- Y,
[10. ]

16.5 HEitt
fERE S FHELN) 6611 THC BRRSE S O I 2 2 8mg (W) 2 HE[A1#%
ARG LzEED, BSO8R E TS, RGHRHFEEDSS. 5528
RHNT, 54, 9%AsFE iz PRk X 7=,

16.6 HEDERERTHEE

16.6.1 BiaelEEEE
BEREETE LT T2 70T J 2 A27T~49nL/nin) 641 % O
BREEEH(OLTYFZ 707 52 A125~176nL/min) THIZ
pu Ry g (1 7)) 2 BEROREG Lz & &, BHREK
THTIIBWELEEFICHNT, >0 R > omEfhsEyige
@J:ﬁiﬁgy‘ Bhfi (CmﬂXS. l{%\ AUC[)foog. 2{%)0 C@Iﬂlﬂ%ﬂfﬂfﬁ%%
BED LAFMET o -BEMERES > N7 EDF NI HEITR S
AIREMEAY D O, MBEPRERYIRE & Mg o -IRVERE S 2N iR
EORIZIZm WM 6Nz, 2B, O RS COEZKRT
RIERARBUCEREME T2 EE 2 sNL M IEHER I O RS
TYRE D ERITHRIEMIRE KD /NS N5 7z (Craxl. 565, AUCo-002. 0
i) D (£6). [9.2, 9.8 2]

K6 BFHEREIR N M VB AR I R 1 ZE N R Amg BRI B D 3

FEE/N T A—%

Crax AUC)-00 Thax t1/2
(ng/mL) (ng + hr/mL) (hr) (hr)
BHERE | T72.22444. 12 305. 76+ 115. 38 0.67%0. 26 7.55+1.50
KR | (1.48£1.30) (6. 34+3.43) (0. 83%0. 26) | (8. 7T1£3.94)
BHEfAE | 21.51£8.52 94. 75+41. 28 0.86+0.56 | 3.94+1.57
EEH | 0.71£0.13) (2.96+1.09) (0. 860.56) | (4.39£1.34)
(E¥5 i £ SD)

( HYNOMEImMIEFHIEZAER I O RS >
16.6.2 S
EE B (65~T5%) 1261z 0 R 2dng (1 1)) 2 B%ICH
ERE DG Uz &, JEmim B QL~315%) 961 & oy BHREIC
B S NIRRT A SN 720 (ED,
Fio. BEHARFEME TORS REPHRITER B, RS
PETENENI ORI UM 3KU2.4% ORI >/ 0
CEERIERD. 6f O 8%, BRALAEINA ST 95 TH o /=Y,
£T BB OIEE BB BT 2 % Ang B [m #2515 0 Y B
BN T A—4

Chax AUCp-o0 Tnax t1/2
(ng/mL) (ng - hr/mL) (hr) (hr)
et 5 1 21.8%11.6 142.4£54.7 2.5x1.4 10. 5+4.0
Fe e tin 55 20.5+6.5 121.5£38. 1 2.3%0.5 8.7£3. 1
CF¥{iE £ SD)

16. 7 EWMHEEER

16.7.1 4 ~aFV =)L EEOH : BARRRES) A
TR M (FLE ) 1661124 S a5 —)L200mg % 1 H 14 H Bf 0
BHL. 2HEIZ>O RS >dng (h 7&)V) #HEROES L /235
A PEHBEO SO R 2 D0 OAUC-old, >0 R > Hifl
BB AR TENENS. TR 2. O L 729, [10. 2 ZH]

) AFNOER SN TS AL - AN E4ngZ 1 H 2[5 4 BT

BORE5T2, b, ERIOEU CHERET 2.1 TH 2.
17. ERRRAIE

17.1 B RVCRSH(CET SR

17.1.1 BRE| 1 HE-EEREEER
RISEARIEAEI AL D BEREEBE ZMRIZ. ORI ATV
1E2mg ™, 4mg X3 7St aRZ, 1H2ME, 4R ORG L sk
B, ORI AT EIVIELNgR 513 T Z R & i U THRIE
WRA-PSS = IV A7) 2 HEICHEL 7= (58) . BIMEAFBIE
AV, 15.6%42/2706F) TH > 7=, AEH ORIEAFERE AT,
dmg/ H#E16. 9% (15/89%1) . 8mg/ H B

7T AREET. 9% (T/89%1)
21 7% Q20/9200) TH o7z, E/RBUEMIL. SHFRE0%0/89%1) .



11. 2% (10/89%1) . 6. 5% (6/9248) (7 &R, 4mg/H. 8mg/H DI,
PUFEED . Dl 1 /89%0) . 0%0/8961) . 5. 4% (/9241 T
Holz. BIFEH (RREME) EHEITE. 6. 7% 18/27061) TH -
Teo B OBIEM ERREM EBEIEE. 752 RHE. 646

/89%) . Amg/ HEEG. 7% (6/89%1) . Smg/HEET. 6% (7/921) TH > 7z

FARER BREEME T, S ZUtY R ER2 3%Q2/8661).
3. T%(3/8281) . 2.4%(2/84%)) (7 Z L AREE 4mg/HEE. 8mg/HEL)
TH-o 710,

*8  1-PSS® h—& )L X a7 O 5% DL

AT A N
BERE 5B MRS E il e EARBA bR PRI
Dunnet t %4
2 H LR E
AT AN 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
4mg X2/ H 18. 7£6. 0(87) -6. 6£5.5(86) P=0. 000

HAL A PSS () ERIEK

a) 1-PSS : EBSRISIARMEIR 2 37 (8 © 0-7. WH&E @ 8-19, =

5E : 20-35)

17.1.2 BREI 1 IB-EE KBRS
RISEIRAEAE IR S BEIRBE R E 2RI, O RS > h TRV
1E4ngl H2[EI 03 7 7 R 2 1 28R %5 U7k ER, & TRO
[-PSS h—# )V 2 A 713 5-BhaIFIc i LT, O R > T8.3
ROT5ERThLIFNZFIERF L (K4, £, /2. &5
BRRFIZ Ll U TI-PSS b —4 )V 2 O 7 7325% LA Bk U 7= 5Efl D E|
Bl > R 276, 4% (133/17461) X7 5t R50. 6% (45/894%1)
THO., BEEENEAE (I-PSS b —# )V X I 7 8K £ TEL /=
SEFOEEE, >0 RS A7 1% 83/17461) l N7 R 31. 5%
(28/894) TH > F=. 0O R > ClIEBIERITIE S AR O R
MmotkEL., BEMNICH L THSEDRIED SNz, FERFE
HEEE. >0 RS B4 9% 96/17561) . 75 REE22. 5% (20/
OB TH > 7z FREMEIZ., 20O R B THEEREE22. 3%
(39/17561) . #R{E K OB AS. 6% (15/17561) . RIS, 7% (10/
175610 . T4 6% (8/17561) . HEA4 0% (T/1756)), IR EET
ERE, 8 K OEER 4. 5% (4/8961) TdH - 1=, BIMEM (KB
i) BB G, >0 RS 831, 4% (55/17561) . 7o REE
21. 6% (19/88%1) Th o7z, FRRMEM EERBREM T, O R
CETIENYZURY R EF12.0%(21/1756]) . CRP_EHS. 7%(10/
17561) . v -GTP_E&3. 4%(6/175%1), TS HR#ETII Y T Ut
U R EF10.2%(9/88%1) . LDH_E5F K TNCRP_EFH-453. 4% (3/88%1) T
Ho=,

2I|BEURE (YBFYYvs T5HK)
sx 1 P<0.01
sk 1 P<0.001

1-PSS kb —%)b 2 27 e [R]

—e—YAFYY --0--F5uR

6
RS 18 28 48 8 128 BERTE
(IS FLEE)
B FHii+SD

X4 I-PSSb—% )L A a7 RIEMDOHER
xY [-PSSh—F VA7 OHEIEM, ZbE K OHME

. o | s | grns | s | miesy
RGP e | e | 2R pmme | s
el 17.1 8.8 8.3
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17.1. 3 BRI 5HR
AISLBRAERAE I S FRIRIEE B F 6B 2R Lz R >
7172V 1Eldmg ] H 2528 T & 5 B 5B Tid. R/
WENR E PR TN, ZELEABREERA-PSSh—5)b
XHY)&UE&kE(m%@&Qiﬁ\ 20BNz, BIEMFEBEIEE,
65. 4% (238/364%1) TH > 7z, EREUEAIZ. FHEREEF25. 0% 91/
36441) . THIT. 4% (27/36441) . CI¥BT. 1%(26/364%1) . B 5 A

6. 6% (24/364%1) . SLBH5. 8% (21/36441) . S5HD&E (&) 5. 2%(19/
364%1) TdHh o 7z. BIFEM EEERAM) FEB B S, 3115012/
36061) Th o7z, ERFIERERMREMIZ. M) Z7UtY RE
59.2%(33/3594) . ALT L4, 2% (15/360%1) . 1 M ERECR 3. 9%
(14/358f1) . NEZ OE > &R, 6%513/357F). N ~Z Uy
MMEE A3, 6% (13/35741) . AST EF3. 6% (13/360%1) . 7R M EREIK
A>3, 4% (12/358451) B ONCRP 53, 1%(11/35961) TdH - 7212,
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ROREGT 5, b, SERITNC THERET 5. 1 TH 2,
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18.1 E LR
TR SR T D RINIHR. R R ER = AT 5
an-7 RUF U ZEEYS T YA T 2T DR R 2
T2IZEICKD, TEREHB-ETGOBEEEEML, RENE
OLFZMEIL . FISIIRIEAREI D PR S 2 k3T 5,

18.2 & MEBTOER

18.2.1 XEMER -7 RLF U VZREICHT SEMME
Ebhai-7 RUFU ZEERITHT 22/ EEGRBRICBWT,
a7 RLF U OZREKY TYA TAOENEFIMEZER LD
(in vitro),

18.2.2 BIMBRICHT 2R
t bEIIREEEA Z W e 2B REERBICB VT, an-7 K
LT OZBERT T I A TAOEmWEIMEZR LY,
VT RLFY 2k B b b EiL RS 5 o 00 2 4 L 7210

(in vitro).

18.3 B TOER

18.3. 1 THERFRERAAM (R AR, RERUVER=A3) ICT 2R
B FELR, RE R OBER=AHRICBNT, /L7 RS
U T KD IHRITH U THRWEFUER 2R L7221 (in vitro).

18.3.2 FRENEICX T S/EH
RELIEME 2 MIZBW T, MEEKTFEAZRT LD HEWART,
T2V 7 K BRI RER R E N b A A BRI U
7219,
REEHEPE A IR N TH, MERTEHAZRT LD BERNHAET,
TRERE DB LRI K 2 Fi S ARTB IR E N E 1 572 22 IR 1 il
L7210,

18.3.3 BIMIRIEAETIVICH T B4EH
WRIVE ARGITTER L 21 T v N RIIRIERETILIZB 0N
T, BIRWERICA U 72 BERERIOE IR 2 3 L 7217,

19. B¥MEDICEAT 2EBLEZHNMA
—fRI4HE - >0 R > (Silodosin)
{b&44 : 1- 3-Hydroxypropyl) -5-[(2R) -2- ({2-[2- (2, 2, 2-
trifluoroethoxy)phenoxy]ethyl}amino)propyl]-2, 3-dihydro-
14/ -indole-7-carboxamide
533K ¢ CosllzaF3N304
e 495,53
PEIR - E@N?"iﬁél@,@*ﬁ?kfﬁé% ALY =)V XILy ) —)b
(99. HITIETFRT L, KD TIHEITFIZK W, KXo THRLIZ
HAMERD, fjmy‘cﬁp[oz]zo —13~—17° (BiAKITHEL /=
HD0.28, A% /=), 20nL, 100mm), FEHZENEDSND,
(b2ERg S

Rl 0 105~109°C
SIBCRER -

pH 2.8 6.0 9.7

/4
Ll 4.1x107 1.7 5. 0102

(U-F2 5 7 =)V /R W)
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(B Ha®)
20.1 7V I EO—aBEMERIGELL THRrEFET DI &
(ODgE)

20.2 WHIOFME L, WARICK D EERIRENET 5D 2 ENH 2,



20.3 SEAIRMICHERARICKDHKA, RAKUHADR AN S

N END B,
20.4 7V EO—OEMERIIEKERT TRET S 2 &,
22. QA%
(LY —7 &E2mg)

1008 [108 (PTP) X 10]. 1408% (14§ (PTP) X 10]. 5008z [108¢
(PTP) X 50]. 7008z [148E (PTP) X50]. 5008E[ 75 A Fw 777K kL,
INT]

(Y —7§E4mg)
10082 (1082 (PTP) X101, 140%g [14%8 (PTP) X10]. 5004E [10%E
(PTP) X 50]. 7004 [148% (PTP) X50]. 5008E[ 75 A F v Z 7K L.,
INT]

(LY — 7 0DEE2me)
1008z (108 (PTP) X 10]. 1408% (148 (PTP) X 10]. 5008 [108%
(PTP) X501, 7008z [148% (PTP) X50]. 5008E[ 75 A Fw 7R L,
INT . FEREEFIAD]

(') —70D§E4mg)
1008 [108 (PTP) X 10]. 140%g [14%g (PTP) X 10]. 5008 [10%%
(PTP) X 50]. 7004z [148% (PTP) X50]. 5008E[ 75 AFw 7K kL.
INT. HEIERIAD]
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HA&ZR, CTD 2.7.2.2) [53983]

6) B R - A 2R & U BB TAHER R AR (2006481 A 23
HA&ZR, CTD 2.7.2.2) [53984]

T ENEDRE ¢ CPEN BB K OV RGN 31 % AL WA B TR S5k
AR [85431]
8) tENE R} BILIRIEAE I S HER IS B E 2 MR & L =Rl
%5545 (20064F 1 H 23 H &G, CTD 2.7.2.2) [53986]
9 HENERE - REERA SR & U 7 R R SR BB (2006451 H 23 H
8. CTD 2.7.1.2) [53985]

10) tENEDRE © BISZARIERIEICPE S PRIRMERE 2GR E UM
SETTAHERPRAASR (200641 H23 HKZE, CTD 2.7.6.3)  [53987]

1D *ENER - BISLRIEIOEIC D SRR ERE 2R E LI2H
TTIAHES PR SR (2006451 H 23 H KGR, CTD 2.7.6.3) [53988]

12) R B RIEREIC D PR ERE 2/ R E L2E
ITIAH R 5-38% (200641 H 23 H&ER. CTD 2.7.6.3)

13) SEERRIF A - BEHEGE. 2006 5 126(S) : 209-216 [52644]

I4)Murata, S. et al. :J. Urol.2000; 164(2) : 578-583
[31903]

15) SEERRIE AN © BREHMEEE. 2006 5 126(S) : 217-223 [52645]

16) tENERL 1 X TIEMRRIEEEFIRENTE ERET VBT S
YEF (200641 H 23 H &F8. CTD 2.6.2.2) [53989]

IDHNER . Z v MENLIRIERETIVIZBT S 1EH (200641 H 23
H&zE. CTD 2.6.2.2) [53990]
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