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2. BZ (ROBEICEBELLRZWNI &)

21 KHOWSRET e ROy ¥y RS L BEED
PAEED & 5 B

2.2 R IIIHR L T 2 TREME O B 2 40t (95 BIE]

2.3 AT O A S CEVEE I EE LIRS H 2 B
(931 ZHE]

24 TYARL Y I IVEIE RS R OMBRFES (72751,
MOBEEREET->CbRBIMEDT Y FO— LA L AR
BoBE2E <O 101 2]

3. #ER - MR
3.1 #mk
754 77 AOftAEE 7 I AU A
’ AP [HEET] BP [HET]
15E 15E
TNVIV NG TN IFINE
40mg 80mg
BRI s
TLAaYY Ry VR
6.93mg
(72 y ¥y e L Thmg)
D-vry=h—=Jb, AZ VI, Fu¥L 7

a—), R)FF2FL > (160) R)FFT 7
ovLy (30) 7Y a—)b, ¥ 1aIT—16000.
BEmK T AR, A77) VBRI AY 74, b

R
AL e n R su v evm— 2, £ E= LT
=)V - T )IVEE - A Y 7)) VEEAFIVIEE S
Ry Z Vo, BiLF ¥ . ZTEbEE. AV Fy
Ny
3.2 WEIOMIR
ey 7 I A OELAEE 7 I AUliASE
IR AP [HEET | BP [HET ]
HIIE TANANT—T 4 v T §E
i3 AR
FTHi e
& §ET
AR 5
T = —
B (mm) 86 111
JE& (mm) 41 5.1
Hi (mg) 250 496
7450 FI A0
ENE N AP BP
HET HIET
W a—§ @082 @083

4. REEXIIFHR
= I FEAE

5. SHEEX IR ICEIHEY X8

51 WERIMFMLTOBZNENDH Y . RE % SIMEREO G —%#
PEEE LTk,

52 FHIE LT, VIV IVE r40mgh F7 210 Y ¥ »5meg# it
FALTWwaEgE, dsnidwnihr—Fa2ifLIIEI > hu—
VARG as, TVIVF VS »/T A8V E Y 40mg/Smg
NOYI B ERET A L,

53 FHIX LT, FNVIHNF »80mglhF7 40V »bmg# if
HALTwEHE, dAVIEUToOVTN 2% fHH LIiE T > b
O— VAT %E1c, TVIFVEY /7 aaY ¥ r80mg/
Smg DY)z HETT A2 &,

s TV IHIVEY 80mg
TV IHILY L A0mg T 21 Y E U 5mgDPEH]
CFIIINY L /T A8 DY »40mg/Smghit A §E

6. AERUVHE
BAIZIHIELSE (FV Iy o /7TaaPE s b L T40mg/
5mg X 1380mg/5mg) * AL 53 % AANIEIMLEIRFED FE—
BRI L TH AR,

7. BERUCHAEICEET 2=

71 UTOFIVIHFLY v T aad ¥y RYVEEO B - He
wHF A, BBEBICARAOBESEEET L L,
(FIVIHILEL)

WEL RACIZ TV IV Y vk L CT40meZ 1 H LR #% 5-3
5o 72721, 1H20mg2 %5 G Lk e 3 5, B, 4
- FEIRIC X Y EEBK T 525, THRAKG#1380mgE T ¢
ZQ)O

(T LOSE LR IVEE)
EMUERERETIE, W%, AR 720V s L L T25~5mg
FIH1EREOHSG 3 5. 2B, ERIZE CEERIHT 505, #%
AT AaIZIZIH1MI0mgE CHEE A2 N TE S,

72 WEEEDD 5 EF G T ALE, VI NVy v/ Toaay
¥k LCT40mg/Smgw B A THS LawnwZ &, [932 2]

8. EELEAKEE

8.1 AANL, TIVIH V¥ r40mg1x80mgk 7410V ¥ »omgk
OREKITHY ., TNIFLY v T AaIErREORIERD
FHT2BEND D D720, BYNARKOMEEBFT 52 &,

8.2 MFHFEMERICE D (LM, HF W, L5208 H5bNLL I LN
BHDT, EIENE. AR OIS GRE L) 2 5T 5
BUCIZEE DL 2 8,

8.3 FAHI2AREIIIIH G LW ENRZEE LV, Ty IF T v
I ZHERAR S T O BE L, BEREEOCTHhIcL= -7
TH Ty ROMFEEMIC X AR MERT 2 2 ¢ R
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84 AHKIDOWHTHAT VIV LY VE2ELT VXTI %
FARFEPUAIP G ISP REOTE L ITREDLND b/ & O
W HOT, AL E/T 22, BIgEL 1512179 2
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85 KK Th AT LT Y Y AT MR EHI AR %54
1H# L BIR R BT DO SN D DT, ARG HIE#ICho
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WIS THI L,



9. FENEREEIHBEFICEHTEE

9.1 ABHE - MEEEDH 2 8%

ag HEMBEREEDS 2 BERIIFECEBREENSH 38
BEERPTEZELZVEHB SN E2RE, BTS2
& o B E O R ARERAE A BT OB TIZ & ) S g%
EALXEDLBENDD D,

91.2 BH YUY LMENEE
BHRERPGEEZVEHB SN E 2R E ., SHEETS 2
Lo BAV T AMPELZESELBZNDDH 5,

T, BHEEEREE, oY PO — VRBOBRREIC LY miEs )
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9.1.3 BINEEEDH >HEE
WEOBRESMIMTEAZZF1 &R L, REZELLSELBEN
7§§%%O

9.1.4 BELRREFEPOERE
EHE»SHESEZMG L. METLIHARIEAI2IT) 2L, 8l
BIMER T 2RI BEZNA D 5. [11.14 2]

9.2 BiEEERE

921 EEABEE (ME7L7F=E3.0mg/dLU EDIFE)
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BT EALS L BEINDD D,

9.22 MEBEHPDOEE
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(2) KOFHIZOWT, KEFRGHGERICEZICHHT LI L, £
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CYP3A4[HEH] T AU~ A Ty R|T LYY N FLBE . A fil
) 2uA4 Ty [V NFTELED DHEEWICHES L e, ML 5%
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11.1.3 BEEREE (AN
SMEEELZE LA HmE SN TWw A,
114 Yav 7y, k@, BEEE (OFNLHEAH)
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11.1.5 BIERTR. RS, BE (VI b EEARH)
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13. BEHKRE

13.1 fER

TNV Y oBEERF (640mg) 12XV RILE K OSSR DS
HOEONIZEDMEND Lo

TAOYE Y TIE, BEOKRMMELEICEY, Yavriegt
FELWIERT & MR EZ R T2 2B 5,
13.2 @

TIVIHINE VFMEER S eV, 20 T IHILY vidim
HOBENTIZ L » THRE SN\,

T AUTE L, BABERNEND, BT L DBEIIER
Tl v, T2, TAO VY U N OVERKEIR AT I R A 3
L7726, 720V RXUIVEREDAUCIZ99%HA L. IRH
QB2 TIlEA9% A L7z 2 & s, T au Y ¥y N VBRI #
w5 R OWIEPH L E & L TEERFEG DA TH 5 &l S
T30, [922 HIE]

14. BRHEDXE

141 EHIZFBEOER

1411 PTPAEOHFIIPTPY — b2 W Y L TIRETA L)
88452 L, PTPY — FOREKIZ LD WS A SRR
~HIA L, FIZIEZILE B 2 L CHEFRIR 224 0 T 5 7 & BHE % BF
BT BHIENH D,

1412 AHZ EHRICITL TV L EEICIE, BHARICRAT S
LOEEEG 2L REOKGTHALTIVITIVE O
BRELEFORE LT, EERRS L2BA1E. BREG LD
ST NVIV VY COMPFEREREL A EPRESNTEY.,
BWEMAP R T 2B 200 H 5, 1621 ]
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15.1 EERR{EAICE D 154k
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16. EYEHE

16.1 MARE

16.1.1 E£HZHEEERE

(1) 77 LOBAERAP [HETL]
T AUREHEAP THET] RO I 7 AUBEHAPE, 7 0AF—N—El2k)Zh
ZRIE (FUIHNY v L LTAmgh U7 40V E v & LChmg) B ABMIZHE
FHERRIHES LR 7V Iy VIRER DT 20V E VigERIEL, B0
73 ENRE ST A — % (AUC. Cmax) 22> T0%IE HEIX M &5\ THEEHIAT % 47> 72
KL log (0.80) ~log (1.25) OH#IPANTH V)« WiFIOEW 7 S5 AR & Do

HBRE TG A—F (FLIFLY V)

HENT A—F BHEINT A—F
AUCo72 Cmax Tmax t12
(ng * hr/mL) (ng/mL) (hr) (hr)
77 LU EHEAP -
THET) 1471.2+666.2 1524+714 1.89+0.89 204+56
I ARG EEAP | 15005 +722.3 170.1+825 1.81+0.89 200+59
(1§45, Mean =SD,, n=24)
(ng/mL)
300 1
—@— 77 LOEAEAP [HET]
A2 H LOREEAP

% 138445, Mean+S.D., n=24
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MSEREE R ENERE (T I vy v)
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HENT A =S BEINT A4
AUCo9% Cmax Tmax tiz
(ng - hr/mL) (ng/mL) (hr) (hr)
77 L uEEFEAP
[HET 97.1%217 3.10%0.56 500+051 392+57
37 A URLAFEAP 934+218 3.05=061 513%061 380+76
(1§84 5., Mean=SD,, n=24)
(ng/mL)
4 -
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MSFOREGM L > TR DWREDS D %

(2 77 L0OEARBP [AETL]
77 AURESEBP [HETL] & 37 240fE8BPE, 7 UAL —N—HIZL ) Ehe
NgE (FIVIHLE e LT8mgh 72 0P ¥y & L Thmg) MM ABIEICHA
BRI S- LClEh 7L S0 8 VIER 7 2u Y E Vil ERHEL, #ohz
HFHE/NT A — % (AUC. Cmax) 122> CT0%IE MK I 12 CREFHIRIT & 47 - 7245
. log (080) ~log (1.25) DFEFANTH V. WO AWM AR S N7z,

HEMEENT A =5 (FIVIFIVE V)

HENT A—S SENT A=Y
AUCo72 Cmax Tmax tiz
(ng - hr/mL) (ng/mL) (hr) (hr)
7 7 A UBLE§EBP
THET 51821+74108 | 11166+741.3 1.10=0.74 236+81
IH A uAEBP| 50404 +68816 | 1088.8+656.5 1.17=0.56 227+157
(18¢#%5-, Mean£S.D., n=24)
(ng/mL)
2000 -
—@— 77 L0OEA#BP [HET]
/-3 H LOEE§EBP
% 1600 1§8#%5, Mean+S.D., n=24
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0 ‘ : : 4 : o
0 12 24 36 48 60 72
B (hr)
e RS (T Iy Y)
HEYBENT A= (TLuTVEY)
HENNT A= 5 BENT A=Y
AUCo9% Cmax Tmax tiz
(ng - hr/mL) (ng/mL) (hr) (hr)
77 AU AEEBP
THET 86.2+187 260062 5.06+0.86 39.8+89
3% A URLA§EBP 878+179 274+062 492+0.65 416+73

(1§84 5., Mean=SD, n=24)




4
—@— 77 LANEA§HEBP [BET]
<3 H LOREEEBP
m 34 1$##%5, Mean+S.D., n=24
%
th
7
L
st
o249
¢
>
i
:4
14
0 . . . . . : ! .
0 12 24 36 48 60 72 84 96

B8 (hr)
MEPIYPIRIENR (7 20V )
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DEALRIBLT I /KT 29,

16.6 HENEEEHT 58

16.6.1 FFiaEREHRE
TVIFNY LT, UTOWERH 5,
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