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20, 40K TU80mg™® ZH A F CHEROBRE LE & &,
Mg 7 = 7F 28 v S OEYBEEIN S A — 13D
ToEB0THZY?,
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ﬁﬁ% AUCm[ C1nax t1/2 tmax
(nghr/mL) (ng/mL) (hr) (hr)
10mg 1537.0
9+ + +
(N=8) 14309 496.2+166.0 | 6.2%£0.9 | 1.4+1.1
20mg 3296.2
3+ 5.9+ 3+
(N=8) 7519 1088.3+£178.9 | 6.2+1.1 | 1.3£0.5
40mg 7085.2
+ + +
(N=8) 113419 2270.3+866.7 | 7.3+1.8 | 1.2£0.8
80mg 13300.5
+ + 9+41.
(N=6) 130393 3765.3+£1008.3 | 6.9+1.8 | 1.9£1.0
CEEE + B (R 22)
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fg | B=A (ng/mL) (hr) (ng+hr/mL) (hr)
1019.1 3658.5
+ +
Jong/H I1HH 13439 1.8£0.8 695 6 6.3£1.6
(N=6) 1299.8 4442.1
+ +°
THH 13196 1.5£0.3 £799 5 8.8+2.2
CEEfE R Z)
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JL max max 0, 24hr 1/2
el (ng/mL) (hr) (ng+hr/mL) (hr)
20mg 541.8 2092.3
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(N=10) | +2o18 | PPELO L iyepg | B2E2
CEI i + BEHE R 2)
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%, JOAF—/)N—EIC X O R AR IR HE
BOKEGL TR 7 2 73V A5y MNEEZEIEL
2o BoNEYHEINT XA —F (AUCi5nm
Cmax) IZDWTY0%FFEXEEIC THREMHEIT 217>
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AUCi . | Cmax | Tmax iy
(ng-hr/mL) | (ng/mL) (hr) (hr)

T TFYXE Y M| 1514.73 491.35 1.47 4.87
gglomg (=70 | +£376.13 | £156.72 | +£1.28 | £3.00

1490.17 482.59 1.90 5.58

)
ZrTUIGEIME ] | eoe | w6082 | +1.24 | £354

(Mean=S.D., n=39)
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AUC.gn | Cmax | Tmax i)
(nghr/mL) | (ng/mL) (hr) (hr)

Jr7FV A&y M| 3186.05 | 1030.47 1.63 7.29
$E20mg =] | £639.26 | £296.47 | +£1.04 | £1.67

3291.24 | 1114.37 1.49 7.07
+£823.80 | £375.94 | £1.09 | £2.22

(Mean+S.D., n=37)
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FNEFENIE (T 7FVYXYy FEL TN %, 70X
F—N—{EIC K DRI B FIC AR ERE O %G L Tl
HY TRy MBEERIE L, 185N EyEieN
FA—=% (AUC\ iy Cmax) 12DV TI0%EHEXKEEIC
THREHRT 21T 2 72 4% log (0.80) ~log (1.25) D#i
FNTH D, mHlOEYENRSEES RSN,

EMBRE/N T A—F
HENT A= BENTA—F

AUCy g | Cmax | Tmax ti
(ng-hr/mL) | (ng/mL) (hr) (hr)

T TFYAY N 691049 | 2207.42 1.39 6.87
fgdomg =70 | 137149 | £765.98 | +1.10 | £2.04

707178 | 1993.71 1.84 6.69
+1742.09 | £607.26 | =0.93 | =1.88

(Mean=S.D., n=40)
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AIREVED B B,
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Cin. [ AUC, ty,
JL N max max inf 1/2
Bl (ng/mL) (hr) (ng+hr/mL) (hr)
HMETHRS 2049.1 6538.3
€ + i3 +
(N=16) | =7823 | EEOB | Lyggg | O8ELT
BHES 1456.0 5321.6
(N=16) | 5148 | SELOL igpgy | O3ELD
CF¥ i £ BT 22)
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20, A0ngZ R FHEREOKRG Lz & &, H5%24K%
DI E TCORGBICHT DT TFIRAFT Y b O
R PE R Z N EN2.1~3.8% K% (2.2~3.9%TdH >
7o E77. BEHBUK IR E TORERITHT S
T TFYIAYy SOTIVT O EERERD Rk
RIFTFNFNA6.7~19.7% % T9.0~51.6%Tdh > /=7,

16.5.2 fEEE A A B H6HIC'C-7 = TF Y A& v + &L TS0

ng? 2 EE T DK E, A THERORS Lz L&,
5 %ARF R £ TR BUNEICN T 57 = 7%
VAL RROFEDZ IV O EBEROEEITEN
FN83.8~95.8% K% 2.3~6.8%Tdh > /=, % 5-1%48Hs
METOT7T7FYRY Yy NORPHEER (RERIC
ST BEE, AR 131.1~3.5%, 51208
FCOEPYIMRIZTI~I5.8% TH>7/=, E/=. L
)% B T AR BE D% 5742165 [ £ T D IR R V3
R RIZZNF 491 K 4.9% TH > 7= GEA
DF—2)",

166 HENHRERT 8%
16.6.1 BEHEETEE

BRE GF) ROREE (TH) OBEMAEKTHRECY
T T7FV Yy F20ngZz I HIEEAEEICTH MK ER
O#5 L&, BR5BRTHICBT 2R EBTHERT
HOT T TFIRAY Y bDC, L EHEREEREE (06
EEDL SN 7D AUC 3 BHEREIE R BEIC I
L TH3%IEM L 7o HEEBHAEIK FREDC o T
AUC i (3 BHEAREEH BEIC Ll L T, FNZTN26 K
68k L 727,

B 6. HEE (TH) ROEE (T6) OBHAEE
BFHEFICT7 TRV A% v b8omg™ &1 H L EH &/
WIHMREROHRG L&, REBTRHICRTS Y
T TFVAT Y FDC K FAUC i . BEHERE

R (1) ITHE U THREE, h%E, BEEBHEALK
THTZENTNA L T48%, 28 U48%, AR TNT6%
BLE GHEADT—4)'", [9.2.1 BE]

16.6.2 Fr#aEE T BE

BE GF) RUOHEE Gf) OFHER TNERE
(Child-Pugh A, B) 7= 7%Y 2% v ~80ng™
ZIHIEFRRICTHRRERO®KR G L L& BE
BRI RO SBTHICBIT 2 7 TH YRS v
b DCrax e FAUC o, 13 FHEREIE#BE (116]) &
i L TENENURT0% G Uiz, T2, P
H?%ﬁg{ﬁ‘Fﬁo)cmax&UiAUcozlhrbi%m%m53&?j
5% ERLE GREADT—4)", [9.3 B8]

16.6.3 =&

FlERE (65RRLA L. 2461)) EHFEHE (18~405%. 24%1)
K7z 7F VY y bS0mg® 2 1 H 1 EE &7 H R
KEROKGLEEE BERTHIIBIT 2 ERED
Conax X CAUC gy I EFEFITH L TENTNL%E T
RU12% ERLE GREADT—4)"7,

16.6.4 ¥

T 7EFVAL Y b80mg® 1 B RS &FTICTH MK
EROBE UL E, BREBRTHICB T DM kHRE
BE QA DC L TRAUC o (X BB BRHRE (2401

IR U CTENETNUR 2% Em > 12 BAEAD T
*-9)'6)0

16.7 EMMHEER

16.7.1 HIERH|
TR R A 24 e (SmLHEIC/KEB{b~ 7R A
200mg S D/KEEIL 7V 2 =7 A 225mg % & 3 DB &
E) EHEROHE5HICTTFY XYy F8ng™ &
HMEROEGLZEE, 72 7FVAY Y FOC, &
CAUC(FZZFNZTNR2RLNIBE T L2 (FREAD
;_‘__5) 17).18)o

167.23)LEF>

R A220IC7 = 7% 24 v ~MOong% 1 H1ETH
RMIKERO®RES L, HIZd~THBRICa)IEF > %12
mg/H CIH2EIXEROKG L-EE, T T7FYX
%52 S DC o L RAUC i & F N EN 2R 7% L 5
L7 GHEADT—4)"7,
TEBERR 2601 7 = 7+ X4 v M20mg™ &1 H 1[H
KOV e F > &1.2ng/ B TLA2E 4 H R ER O3
HBL7zEE, INVEFCOHABRTKRGEHED LIBYE
B 5EOC,, VT T NEN12E F K U2% -7 L7,
F75 AUCm i33%IE T LY,

16731 KX 8>
BERERE 266117 = 73 24 v F80ng™ & 1 H 1[E &
UA > RAX S >100mg/H T1H20E5 H B8R 0 #
HLlEE, 72 7FVY25 Y hOC, . JETHIEF L,
AUCy 2% ERLE, £/ A > EAYI 2D
Coax M TAUC o, DIE FIE2%ANTH > 7= (SREA
DF—5),

1674 F70% &>
BERERR 2B 7 = 7Y X4 v F80ng™ % 1 H 1[E %
U7 OF+21000mg/ H 21 H 2[ETH B ERE D %5
L&, F7oFt>oftficky, 7273V
% b DC o L IAUC o, F N EN 28Ty TRA0% L F
L7z. —hH. 7= 7FV 5w hOHICESF 70O
Ft 2 DC @ LA TAUC ) 1, DK FIX1%LAN T
Hotz GREADT—2),

16757753
TR A18HIC 7 = 7+ X4 b 120mg™ 2 1 H 1[E19
HFKERO®REG L, BERBRIAICITS o3>
(ENAKE) 20mgZBEEREOREGL-EE, T2
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