% 20254E9 F 2ET (520
202441 HELET (55100
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BAEEEAIEES
872144, 872179
25mg 5mg 10mg
EEES | 30100AMX00395000 | 30100AMX00396000 | 30100AMX00397000
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BHEM7 o4 T Y T REER
BAERS IFZ7VILvL A EiERE

1337Vl mtEse 2.5mg r K.
1337 JbVb-JEsEsE 5mg oK,
1337 UVl EsEsE10mg oK,
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) TEE - EAEOLTEI LY T A2 8

2. BR (ROBEICEHEELEVWI L)

2.1 RHEN OB LB HEoE OB O & 5 B
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ELRVEZ VT VIV LIER)ZFLyTL T L
—FEHWAERERICLILZT 7L — Y A% fitrdh o
BE110.1 =)
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B xbk <) [10.1 2]

271 7T vy URBEERATY) T4 VIHESRE G B
RISV E v N T AKA) EiRG TR OBRE.
H BTG IR S 36 R LI 0 B E[10.1 2R]

3. fHRE - MR
3.1 fHRL
5 7Y)VxL | ZFTFT TS IFS 7)<l
Wi | A v EESE 25mg | A~ FRIESE Smg A v EESE 10mg
[~ F] [ K] [ K]
1P HRTF7 | 1EEPHBZ S 1§ HRB=F 7
HRS | TV v VAN 2% % AN 2% 7
[4i 25mg [} 5.0mg [t 10.0mg

FLEARA, 'O TS TV T LT T R
BkFEF )T A, AFT) BT AY YA, EEETERE
PR, =M Lsk

pyiliEal

3.2 EHAOHRK

ITFI 7)YV | ZFT TR I+ 7)Nv L
Wise% | 1 v ERIESE 25mg | A ¥ ERIESE Smg A Y EEYESE 10mg
[+ r) [+ F] [+ K]
TH 45l {/:7 V / ¥ vty
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o 7 9Tk 9 T Wk 9 T Wk
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we |@ O =@ = ()=
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4. HEERIIHHR
OFEMEMERE. EMSMEE. BNEYSMEE. S
mE
OTFROKET. V¥V ARH, FIRKZFOEBAERZ
BELTHTREMRIBOHS hEVISE
B ORE (BE~PEE)

5. REREHRICEET 2FE

(g ofre (BE~PFE)

5.1 UF ) ZBA] FIFRFE D FEFEGHH T+ 2 SRATFE
OOENLBEWEFIZOA, KAZENKG T L. 2B, K
OB G- TOH PR STV 2,

5.2 FIEDEE AL T A2 RHOGHMEIHEL STV
Vo FEHREERA VD v

6. AERUVA=E
(SIMESE)
HE. A LTI TN LA Y E LT 5~10mg
1 H 1 gO%S3 5,
B, AR RIS I D EERNT 5,
(B U BE - O A S O S SO TR L o0 R TR
2.5mg oG EHGT A ENEE LV,
R, AR Ly AU EO/RNRICIE, ZF T TN LA U
e LT0.08mg/kg # 1 H 1 IS4 5,
B, AElE. ERIC X D EERE T 5,
(BMOTRE (BE~PFE))
RHENLY F5 ) 28K, FRFIZE ST 52 &,
HWEL AR LTS T v~ LA VBN E LT 5~10mg
1 H1EEORS T 5,
B, AR RIS I D EERNT 5,
L. BREE %) BEUIARAE S Hh 0 B3 Tl 2.5mg
(W) oG ERGTHIEET L,

7. AERUHEICEET X8
NG T 2561213, 1 H 10mg 28R w2 Lo

8. EELREXKER

8.1 PIEFG-%., —#@MEOSMEMERTZEIITHEND S
DT, MEFOBEGE L 52479 2 &0

8.2 Flil 24 R IIHG LW ENEFE L, TV 4T
UV YEMBERRERR S RO BE . L OFM L
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8.4 AMBEEND SHONDL I ENDH LT, EMWIHREE
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EE
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FTIAIDHDHI L,

ARSI L 72 EEE b LB B AL, R I3 E |2 H
Hroaz ok,
IR R A A B ICHRT A 2
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TR OIITR L T A R0 & 2 LIzidi& S L w2
Eo B GIZITRASHIE L 7235420, b IcE S 2k g
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*11.1.1 MBEHZE EEAH)
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11.1.3 DEEE. FOE (WIS HHEAH)
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o

11.1.7 EEMRE GHEAR)

FEE, MK, DR ORI, BEE X RRE SR A R ) MR R 45
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11.1.8 FUBEMERE K. hEMEREIESER
Necrolysis : TEN). R & #h50ERIE &
REMREE) . KR (9L HHEARH)

11.1.9 $&8L CHERH)

11.1.10 FFEEREE. A2 (W3 b HERH)

11.1.11 HA YUY LME (0.8%)

11.1.12 HRFRFIVE > RE G RIERE (SIADH) (GHEAR
D)

B MY Y AME. RREEIE. R b)) 28RO
B, EERIR. A, RGRBEES A BURIR AV E VAGE
HOIMEREEE (SIADH) 783 5 b1k, #5 % hik
L. KGO GIBREEY) 2 2479 2 &0
11.2 ZDMOEIER
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RE. L%
_— AST L5, ALT|#H
Fhfi i
D W T () B N
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W 1) 7 A (ANG9) % W ILET # 1T7h v &,
(2.4, 10.1 =]

14. BREDIE

14.1 EJFZMFEFOEE

PTP @30 #HHE PTP ¥ — b S5W ) L TIRAT A & 9
1R85 252, PTP ¥ — PORASKIZ L Y | B ELA S EE
KBTI L, FI2IZefLE B2 L CHEBRASORE 2 &
BHER PR T L DD D,

15. ZOMOEE

15.1 ERER{EA ICE D 155k

15.1.1 4 ¥ 2 ¥ BB TR O GHICT > o4 7
VY BB EER G TA 2 LI XD RIUEATE 2
DRFVEOWREND D,
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16. EYEIEE
16.1 IMmehiEE
16.1.1 BEZE
ERER NI ST TV~ LA VEIES RO 10mg % 1 BRI
G L7286 SR (WIS I IR Y 7 2 RO I A 1 &
PG A cE— 271 L, i 14 B <cdh %9,
16.1.2 R{EHS
EFER AT F S TN LA YES RO 10mg % 1 H 187
H RGOS L2 A oM E2 o . BREIRZED s
),
16.1.3 &M EHIFEHHER
IFIT TN LA CEEESE2.5mg [V K] g+ 57 ) v
< LA VERESE Smg [V F] L L=oN—2482.5 LI =~—
AFES ", VO AF—N— LD FNEFN4EXIT 28 ()T
TV LA VN 10mg) fEREE S TS R AR S LT
MR REE (275 7)) RONEERE (=579 5
b)) EEEIE L, BON3EYEE ST A —% (AUC. Cmax)
22T 90 % fE A X [ 3202 TREHENT 2 47 - 7245 %, log (0.8)
~log (1.25) OHFANTH Y. WAL FHFEGEI MR SN
725,
IF 57U LA VERESE 2.5mg [ F] &5 % oM
JEHERS
(ng/mL)
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TF T 7))V LA VEEESE2 Smg

Jil
5
a.jj 150 T Y N (zF TN
ey
F —o— L =~N—2§E2.5
7 1 TFTTY N LA R Smg
) T Y R (25T T
ZE} 90 --a- L ZAN—=2§E2.5
l; Mean +£S.D..n=19
760
Z
Y
7
{30
it }
L. e . .
10 20 30 10 50
P55 (b
Y BIRE /ST A — &
ﬁggf“ Conas %iff MRT | Toas | Tue
hr/mL) (ng/mL) hr/mL) (br) | (hr) | (br)
iizz I,TZ7 197.8+63.1[132.1238.7| 200.8+62.2|1.420.3(0.920.2(0.720.2
A .
%i?ﬁiﬁ ff;ﬂ? 376.4+88.8(45.0+12.0|373.9+91.2|8.3+1.5(3.7+0.5/6.1£3.2
o
Lo 13171%uwﬂwmuumm%ﬁmmamm2mm1
A$E 2.5 5
ff;ﬂ? 375.1+89 5 44.4+12.6|376.7+91.1(8.5+1.7(3.6£0.8|7.3 4.0

(Mean+S.D.,n = 19)

TS T TN LA YRGS Smg [ N &G Rombe i
iz

(ng/mL)
160
IF S 7)Y LA RS 5 mg
T Ty R y(zF TN
—— L=N—2§E5
120
IF 5 7)Y LA VRS 5 mg
T Y R (s TS
a- LZAN—=2§ES
80

Mean =S.D.,n=26

FRET NS NN H GRS SN N HBRE

10 20 30 40 50
#5125 (hr)

HYBRE/ ST A —F

ﬁggT“ Conax %iff MRT | Tmax | T12
hr/mL) | P2/M0) | ey | b)) (o) ] (hr)
557 | 2FTT lors
U | Ty [214828L9]16195200,5|215.8+81 61.520.40.940.2/0.7+0.1
A VR .
§t5mg [4| 77 7 13 1206.5(38.7212.5|39.3£101.2[8.7% 1.3|3.80.46.423.2
M ]\‘J )7 b
1 TTT T oo 32626 128.1438.6|205.962.4| 1.50.3(0.940.3]0.720.1
L =R— ) v
A% 5 —
" fﬂ;?3m&nwuﬂMQMﬂmgumahm&wu

(Mean=S.D.,n = 26)

MEE RN O AUC, Crmax S 0/785 X — &1, g ORIR,
PR OFRIUA L - WS O RBREMFIC L o TR D WHEENDH 5,
16.5 ittt

fERERAIC TS T 7Y~ LA YR 5 K0 10mg % 1 [EHRE ¥
S LA, BCRPICHEES R, 5% 48 Tokr )T
TN LA VR CRELLF I 7Y v~ LA VEEE+Y T VR
1K) DIRBHEIERIER 52 LTS 64%Td 5,
16.6 JFENDEREHI 8%
16.6.1 BHBARLEE

R HE I 2 AR L R R OB AN % O ARREE R
MHEFESREIZTF T 7)< LA UEEE 10mg % 1 BEREI%S- L
7oA BRI R O A P (L BRI R I e
WO ORE S | i AP R & I AR O R AR N TR O 3R ASRE D 6
nsno,
16.6.2 /MR
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BRI TH - 720 BHEANT— %),
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AU /NI F T 7)< LA ViglE e LT 0.08mg/kg
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17.1.1 EREERRER

B R SEEARRE M S I EE R E F o S & L S E RGN O
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P AEWETCH LT v VAT v v I OEREZIHT S 2 &1
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FEH 7 b 7)o 355, B, Z OREERFIL 2 BRI
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18.3 B OAR2ICXd 21EH
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