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FT272OPHEAV AN LTEKLA VXA a—T3—25 (LLF, I FEIET) 234 L=,
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Lllpole, BFRO 1 FiL, EEMLERBHREBEHEME (LT, PMDA) OBEEHHEIEMLEEBRED
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Fexofenadine Hydrochloride (JAN)
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TR ABR 1 1
BUKI ) — 1 i it
E A (F &) * 98.5% 98. 7% 98. 0% 97.5% 98.2% 99. 8%
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(7 xF%Y 7+ UiERESE 60mg &) ¥
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9. BHIM%

1) BHERICHFTELMRURISENE
(ZF Y7+ D UIEEESR 30mg T&HHD)
GRNE2 DR N ERRA O LY FRENRBR T A RTA4 2 (A 18 4 11 A 24 A IRAFEARE 1124004
5 0 B AKAEICHE U CERBR & S0 L 72,
RS | 7 =% Y T =) U R EE 60mg (75 AR
AEAE | BARERES —BEBRE WHEBRE O R
B - 900mL  FRBRIE IR : 37°C£0.5C

pHL. 2 P HIRRBRER 1 K
- pH4. 0 D7~ McIlvaine DFEEHR
HREE | st | OO pl6.8 | VEHIABE 2 i
7K 7K
100rpm pH4. 0 WD 7= Mcllvaine DOFEMEIR
ORESl RS
ClalE B 4E ]
WA | BRI ) HL

FRYERLA D SR RS 40% B O 85% AT i 4 7 2 FEIZ I\ T, AR LA oD
pHL. 2 | PV SR DME YRR O LA I ZR £ 10% OFEFIC & 5 . XUT £2 B OEIE 50 LA
ETHD,

AR YERLA D SR RS 40% B O 85% AT i 4 70 2 FEIZ IS\ T, AR A D
pH4. 0 | PV ISR DMEIE R O LA HIZR £ 10% OFEFIC 5 5 5, XUT £2 B OfEIE 50 LA
ETHB,

FBRELAZS 16 27 ANIC 48 85% LA EIE 9% 75, 33 15 732317 2 sl 5 o0 2

50rpm

H6. 8
? PR 2R SR YRR O IV 2R £ 10% O HEIPHIC & 5,
" AR AN 16 73 LIPS 88 85% UL IR T2 70, 33 15 43123610 2 sBR LA 00

PR 2R S AR YRR O IV 2R £ 10% DO HEIPHIC & 5,
FR YRR D SR RS 40% B O 85% AT i 24 70 2 B IZ I8\ T, AR A oD
100rpm | pH4. 0 | ¥JPEHRDEFEAERGR O VIR H R T 10% OFEPHIC H D 2>, 3 £2 BIEOMEIE 50 LA

EThHs,
CRER]
. 12 Xy B L DR (%)
s | i | TVEREA \ e
i AR 1R ) Td2X ) TP v - TE
YEFRYESE 30mg [ AV 4K -
10 39. 4 42. 3 -2.9 .
pHL. 2 ey
90 85.6 87.0 -1.4
5 38.3 36.0 2.3 .
50rpm pH4. 0 e
90 88.6 85. 4 3.2
pH6. 8 15 91.2 89.7 1.5 Ry
7K 15 88.2 86. 4 1.8 A
5 45. 7 41.7 4.0 .
100rpm | pH4.0 P ey
90 90. 1 85. 7 4.4
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[ S ]
ARBR A DO SEIIAH R E 5% O#PH B 25 b O 120 1 EHLLF T, £25%D&EIHEBR D H DB,
s ]
i | e | CHIERES 12 Xy EVOFHE (%) i
PR | UBRIE | T W Gt M~ RR I e
pHI. 2 90 85.6 80.9 ~ 90.5 A
pH4. 0 90 88.6 87.3 ~ 89.7 W
50rpm
pH6. 8 15 91.2 89.0 ~ 92.6 HE
7K 15 88. 2 87.2 ~ 89.4 Bl
100rpm | pH4.0 90 90. 1 89.3 ~ 91.6 HE
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& . . . ;
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100rpm pH4. 0 WD 7= Mcllvaine DOFEMEIR
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[ 7E ALY ]

mlEsdk | ARBRIK ) et
FEHERIK DI 40% 2 O 85% (13T D3 24 7 2 BFAIC W T, RBRIUE| D
pH1. 2 | ZIV R )VE VESIA] O SRR R + 15% OFIFE I H 5 A, T £2 BT 42 L
EThH s,
FEHERIKI D NI 40% 2 O 85% (13T D3 24 7 2 KR AIC W T, RBRIUE| D
0 pH4. 0 | IIA SR EEAERIF O LV R £ 15% OFHEICH 52, XUk £2 B ofElE 42 LU
o Tk B,
6. 8 BRERBLAIAS 165 23 AP 85% LA EIRHT 20y, X 15 4318 1) 2 3B ELA| o
P s s SRR > TS R 15% O REBRIT 8 5,
K PBREUAIA 15 20 LANIZ ) 85% LA BIRHT 20y, XUE 15 3BT 2 3B A o
PIVR SR AMEAERA O SE R R = 15% OFPHICZ S 5,
FEHERIK DS 40% 2 O 85% (13T D3 24 72 2 KR ARIC W T, RBRIUH| D
100rpm | pH4.0 | BIAHRIVEAERE| O SFEIAEH R 15% ORI H B H>, X £2 B DI 42 LU
ETHhHB,
CRER]
. 12 Xy BV OFEEEHER (%)
Bl BRI HIERES TX V72T ) E
1) e o 2 e =
FRYE HE 60mg [ AVHK)
10 42.3 39.9 2.4
pHI1. 2 A
60 80. 0 84. 4 -4.4
10 47.9 44.5 3.4
50rpm pH4. 0 Sk
90 85. 4 88.0 -2.6
pH6. 8 15 89. 7 92.3 -2.6 A
K 15 86. 4 86. 4 0.0 ke
5 41.7 39. 1 2.6
100rpm | pH4.0 A
60 81.1 85. 4 -4.3

LEORER LY | N TORBRKFITB D TEHEB OB HELEEICHE LI b 7 =X Y 7=V

HERRIESE 60mg TR (AEERGE & IS HIZEE VAL L T D L HIE ST,

120 pH1.2/50rpm 120: 7 pH4.0/50rpm

100 100

80
5 %80
H H
60 %60
% %

40 | T40 [ f

20 —— Jx¥UIxF UG MIER60me! FH) 20 —— Jx¥Ixt T ERMIE R60mel )

0=~ U (R 60me) -0~ AR (§H. 60me)
00 00 .
0 30 60 90 120 0 30 60 90 120
B(5) B (%)

120 0H6.8/50rpm 120 2K/50rpm 120 oH4,0/100rom

100 100
80 E 80
- S
#60 ~ 60
& &

40 40

" —— JrEYTIFUL M RO —— D1k VI FU B AR GOme B o SRR IR S MR R e )

20 |
- O-r-- {RAE R (RF. 60mg) - O~ REUH (A, 60me) O REELH (R, Gowe)
00 00 00
0 30 45 0 15 30 45 0 30 60 90
B5RI(5) B4 (%) B5RA(5)
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2) BDHBHRE~OEEMYE Y
T2 X Y T 2V RS 30mg [HAK] RONT =XV T =V R SE 60mg TAVAR] 1%, BRI GFIERK
MERICED LN T =% Y 7 o F VUV EBESEOREHERICENETNEES L TWD Z EBRHRIN TN D,

Wi 4 BRI Bk
7 =% Y 7 =) YRR SE 30mg AR 7K/900mL/ 7% R /Vik/50rpm 30 43 80% LA F
7 =% Y 7 =) DU ERRESE 60mg TR 7K/900mL/ 7% R /Vi%/50rpm 30 43 80% LA F

10. B3 - 2%

(1) FENDELGES - BE. NENHRLGRS - SFCHT H1ER
FE LR

(2) @&
(FxxvV 7+ D UEMIES 30mg [
100 & [10 & (PTP) X 10]
(ZxxVY 7+ D UEHIEEE 60mg (B
100 2 [10 & (PTP) X10]
140 $2 [14 82 (PTP) X 10]
500 g [10 & (PTP) X50]
700 $2 [10 §2 (PTP) X70]

B) FREE
M L2

4) BRFEOME
(PTP 125 )
PTP E4% : KU =/ RV B =V T UEET7 1 VL, TAI=ULHE
vu—asE K T IFx— R 4L A
B oK

1. BRSNS EME

LR

12. Z 0t
DRI L

12



V. BEICEYT HI1EH

1. ZEEX (IR

AShEER (THR

O7 LA —ak

OipiZ

ORFEHE (W95 - B, REZ OFEIE, 7 FE—MERRER) ([cfkH % o5

2. MEXIIHRICEEYT HIE

BRIE I LTV

3. RERUVHAE

(1) FAZERUVHEDOM#EER
6. RERUVRE

T %A 7 =2F Y 72 F P UERELE LT LA 60mg 2 1 BH 2 RRAOKEET 5, @HE. 78U E 125K
TEO/NBICIZ 7 =XV 7o F DR LT 1 30mg 2 1 B 2E], 128 Fo/NRIZIZ 7 =% Y 72 F
/ﬁ%ﬁ&bT1EMMg%1EZEﬁD&5T50&k\fﬁ_;@@ﬂﬁﬁf7o

(2) FERUVHEDRTERE - BRI
A EE R L

4 RERUVRAEICEHET HIE

BRIE I LTV

PR R
(1) BBERT—R2/\vH5—o
ﬁé%ﬂ@b

(2) ERPREEIZFAER
g L

Q) RERKERZRAR
R L

13




(4) REERVEHER
1) BEREREEAR

17 G ER S

17.1 AU RUVRLHICET 55H58%

(BEWB)

17.1.1 ERFEIHERRE (BA)

1BIEERRS B & 5 & U E R TRER LB (TR 214 ) ©, 7 =X Y 7 = U UERE 1
[A] 10mg VX ix 60mg Z 1 B 208, 1 @EREAKE Lz &, DR KL OB OAFTHER R 27 OLELBEIZLLTF
DERY ThHoT,

#K17-1 ENFEARAR GERA 27 2R P £SE)
B kS Bl A e Gt i)
10mg 74 5.68+0. 25 -2.12+0.34
p=0. 0042
60mg 68 6.4040. 21 -3.53+0.33

bFEERBRIE 1 [E] 10mg, 60mg, 120mg @ 1 A 2 [ 50> 3 BEL#: CEMi S =23, MR RICI 10mg & 60mg D
DA E R LI,

T2 YT =Y R 60mg # SEEORITERARBIFRIT 25.3% (19/75 6) TH V. EARIERIZESK 10. 7%

(8/75 ) RUMBEIK 4. 0% (3/7561) TH-7= 7,

WD RACBTHAFOAEHEIL1E 60mg, 1 H2ETH D,
17.1.2 @S FEIMAEREE (BA)

BV B A G FE M L7 7 T AR R E MRS (T4 439 #) ©, T EARET =3
V72 F VU 1 60mg & 1 H 2[A], 4 ERROKE L2 E, 72X Y 7oV UEBEIZ T 7 EARIC
USSP HA a7 OFE R BRI,
F 172 WS EERBRE (ERA =7 E(LE FHESE)

B U E:S B Gl 2 g G #oT)
77 R 90 1.92%0. 09 -0.47%0. 07

p=0. 0001
60mg 86 1.98+0. 10 -1.07=%0.07

LR FEERER (12~15 a2 &) X7 7 ERZxRE L T4 HE (1[0 20mg, 60mg, 120mg, 240mg) %
WT 1 H 2EREDHEEZIT> TV DD, TR RICIZT 7 BER L 60mg DB DA 2R LTz,

T2 YT x2SV R 60mg # SREORITEARBIHRITL 21.3% (19/89 ) TH V. EARIVERIZEER 10. 1%
(9/89 ) Tdh-7=9 9,

(FLLX—E8%)
17.1.3 ERFELIMAERE (BA)
FHIMET LA —MERRBE 2R E L ZEERIATHER A & RGER (T34 307 1) T, 77 EARX
W7 2%y 72V U ERRIESE 115 60mg & 1 H 28], 2R OES Lzt &, < LeAZME, S, IRGER
DAEFHERA 27 OB BEIFUTOLEY Tholz,

F17-3 ENEERPEE (ERA =27 8(bE FHESE)

BeH-RE EBIEL BeH-Hi & MRE (G5 HsrHT)
7R 105 6.74+0. 14 0.07+0. 18
p=0. 0244
60mg 100 6.64=0. 14 -0.36+0. 18

PRI TR LB E LT 1 60mg, 120mg ® 1 A 2 [ 50 3 BELLE CHEME S AL 7-25, TS FicX
77 'R E 60mg DD HE R LT,

T2 X VT 2 VU 60mg B EREORIMERRBLIEIX 9. 9% (10/101 #) TH Y, EREHWERIZRALOH
BRI 2348 3. 0% (3/101 f5il) T o729,
17.1.4 B EMHERER (BA)

MEFREIET L X —PEmRBE 2 RICEE L2 7T R R EE MR (s 570 ) T, 7
TERXE 7 =F Y 7o FVUEBE 1 E 60mg 2 1 H 2E (ZEEMFTI4HH) ROREGELLEE, 7=
XY 7 2P VUL T T R R UER A 2 T OFBERBO RSN,
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R1T-4 WS FERABRARL GERA 272 ERE P =£SE)
BGAE HEBIEK ALl 2 e QLo #sHT)
77 R 141 8.8840. 14 -1.560. 20
p=0. 0001
60mg 141 8.8140. 14 ~2.640. 20

RV TR (12~ 1532 Ede) X7 7R ExRE LT3 A& (119 60mg, 120mg, 240mg) % FAV T 1
A 2 [E G OB ZIT> TWD A, MBHTHRERICIE T 78R & 60mg DDA AR LT,

T x2Fx YT =V R 60mg # SEEORITERARBIRIT 14. 2% (20/141 ) TH Y. EREIVER IR 2. 8%

(4/141 B) . HDEVE A MBI 2% 2.1% (3/141 ) THo7= 1012,
17.1.5 ENFEMMERE (DMR)

WEEMET VAR — B RBE L WRIC, 72XV T TP U (T~115%1% 1 [\ 30mgl H 2\, 12~15 %
X 1E 60mgl H 2[E) MITHHEIEL LTH NF 72 7wABR RS Ay (1 1gl H 2E) % 48R4
A& L “HEERIEERR (g 127 ) ©, < LoR3E, Bt SBAOAFA a7 0 b&ick
WO 2 7 =% Y 7 = F VU OIS PED R ST,
#17-5 EWNEERBGE (Ra7EkE FHESE)

BehEE EBIEL Behai A& ARG R (o Hoytr) #2
TxxV TS UUERE | 64 6.09+0. 20 -2.06=%0. 19 72D mHEEME - -0. 227
95% Fr IMEFERR S BR ¢ 0. 172
7 v T Vi 63 6.10%0. 19 -1.8320. 20
TITT TR (FELHEIR R =0, 9)

n

1 2) BeERIA 27 KO g 2 8 m b SR LD 2 BED 2D S HEEE K O D 95%
H"fﬁl {E%EI‘SE%J:EE%H—“ L/fuo
T XY T xRS SR ORIERFRBIRIL 5. 3% (4/75 ) TH Y . E/EIERITEER 2. 7% (2/75 )

Thot- Y,

L7e 3 B tir 2470,

(7 FE—ERE %)

17.1.6 ERNFEIMAEREE (BA)
T ME—MREREE ARG L L T B AR IR T EE MR RGEER (BT 400 1) T, I EARNTT =
XY T2 F VI 1R 60mg & 1 H 21 (CEHERFT1LEM) #O&ELZEE, DPHrAaT DL
HFLLTFOEBY Tholz,
F17-6 ENEERBEE (ERA=T7E(E ¥ [95%EHEIXH])

BGRE R ES B Gl A friE Lo i AT)
7 7R 199 4.79 [4.68, 4.89] -0.50 [-0.62, —0.38]
p=0. 0005
60mg 201 4.68 [4.59, 4.78] -0.75 [-0.88, -0.62]

T T e VU 60mg B EEOBIMEA R IIERIL 23. 2% (48/207 ) TH Y, EAREIVEAILIRA 3. 9%
(8/207 f5) RONMIEE U L EF 1.4% (3/207 #) ThHo71= ',
17.1.7 ENEIEFEE (MR
7 MR ERBEENRIC, T2y T o U UERESE (T~11 BRI 18 30mg 2 1 B 2 [8], 12~15
WCIT 1 E 60mg A 1 H 2[E) IR L LCH FF 72 7vAMIERI Ay (1E 1g% 1 A 2 )
Z 4RO L EE R (T8 162 ) ©, HREEICHT 57 =% Y 7 =7V UIHBRE D

IELMENRR ST,
#£17-71 PR ERNEERBREE (X7 2bgE FHESE)
B HRE TEBIEL B 5l Ak & FRMTHE SR Qo) ©Y
TxX VTR 77 2.32+0.05 -0.50%£0. 06 ZZD RHEEM : 0. 050
95% A AME RS EFR ¢ 0. 185
e A 3 85 2.38%0. 05 -0.58=0. 06
TrTTEeTR BB =0, 37)

1 3) B HETA a7 R OYERE %
FrEEIR A EIRE R LT,
72XV T 2 F U UERBEOREREBLEIL 10.8% (9/83 ) TH Y,
%07—: 15), 16)0

R LT3 BT 24TV AT HE 2 D 2 BEOZEO THEEIE M O D 95%

T2 BV ZAENR 3. 6% (3/83 fil) T
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2) REMHER
MY BRI L
(5) BFE - REERIHER
) Y2/
(6) AEMER

1) ERABERE (—REAKERE. BEFERARERE. FRARBELERE). MERTET I R—XHAE.
BERFERIERABRORNE
MR L

1]
]

2) ABEHELTERTENDABXIEEMR LI-AE - HBROBE
YR L

() _Z Dt

17 ERER AR
17.3 Z0th
17.3.1 FHHERREIC T A E
(1) EEHRERAICT =% Y 7 2 DU 120mg 0, RO 2Z I VELRT T ERE HEMR, 3
F3H I o AF—NR—TENFREEEE L, V-7 ATRRICKTTHELZRF L2 &, TOREITE
—HROPIE A& I VEKICHANFRINEL, TT7EREFAKETHo72 17,
(2) BERANCT7 =X Y 7 =2 F U UEBE 120mg, H _HROFERZ I VIEROT T AL “HER, /1
AF—=N—=TENENHERE L, AP b URBEREE (PED) &2 AW TR~OBATH & it L72fE R,
TxXY T VUICKDRMEBEO AX IV W FEO HIUXIZ L A ER bRl £, B
FOSHBEICB N T T BR L EN R -T2,
(3) 7HXIHYTULAXF—BEIL, 7xoF V7 xS VUERBE 60ng, RO ARAZX I VI Tra—LKk
@fﬁtf%*ﬁ%@\4%4%7D2ﬁ%ﬂ%?%h%h$@&5b\VinV%&%LT@E@E@%%
INCRIETHBERGH Lz & & | HIRRE NI RIET RIS ot 2 I VIR ITNEL, 7
?t$kﬁ%f%otm(%IA?%&%
17.3.2 DMER~NRIFTHE
(1) FRADZFEHMET L —MBRBEFICT 2%V 7 2 F VUi % 18] 240mg £ T 1 H 2 B%D 2 S
Lzt &, ZIuREHBLT, Qe MBOABEREMITRONR» o720 SEATFT—4),
QR ANIC T =% Y 7 = F P % 18] 60mgl H 2[5 6 » A, 1 [\ 400mg 1 B 2 [ 1 # i M O 240mgl
A 1EEVTAEMESELTH, 77 8RS LT, QTc BROABEREEITIARONRN-72 2720 (SEANT—
2),
(3) REFERAB FE2FBIC Lz 2u~ A T EOEYHMEERAORG (7 =%V 7 =5 VIR 120mgl
AH2@E7 AR, =V Ar~A T2 1[0 300mgl B 407 AR (B80T, FAICE VMR 7 =%y 72D
VISR 2 I ER LEEBATH Qe 2 EOLERE GO REMICHBII A b e o7 P, [10.2,16. 7. 1
ZHR]
(4) Conx DARABFZEIFD 10 5L E & 225 T TORFHIBN T, LER~OEBEIRL, FEFLOM
MHED SNRD-T2 20 GLEAT—F),
(5) 72X Y72 FVUEMBEIZIZ v — b L MULRBIERT KT v Uikt 2 B T
AARLN
WD RACE T2 ABOARAREIL 1B 60mg, 1 H2ETHD
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VI.

1.

2.

M EIFE (94 HIER

REZHICEHESH HLEMXITLEMEE

TETAF UERIE, = RAF | TEFAFUERIE, T AXAF U7 VEBE, XY IR, Aa
DUERRE. 7T N F T =T B, BT UUEE, TAuT AU ETRAF U NRAAF Y
VR, AFZ T, WRED TV, VRETF Y DU, no 2V

HE  BEOH LAY DOMNEE - DREI, BHOBETRIEZSRT DL,

REEH

(1) YERARELL - ERBEFF

18.1 fEFA%F
T XY 72U UERBRET, BIRP e R I N EERESERE EERE L, A TRIEMNEY A F A v
WEREMHIVE R . AFBREREEEINHIER R OEAE 7 2 hL AT ¢ = — X — BRI ER 2 x4 2,

(2) BT T HHBRAAE

18.2 EX2 = H 2EARKHIER

TxX VT2 FUUERBEIL, EAZ IV IZARICBNTE RAZ I U EEEIL, BT Y MHEIIGEA K
DREFEARICBIT 28 AZ I UFRINME 2 Lz (107~3X10%), £, 2FKEGTELEY b+ B A%
L VUBRRGEIE R VR EEE I L, B, 7 2d Y 72U UEBIEICIET KLF Y v TeF Lo
Jr,kr h=V RO XX =0 OB FRL NS LB V2 T BT VIS HBFMEITR O Hhv T
v 28)O
18.3 IFEARR. REMY A FhA O RUMBIREED FICxT 24EH

72XV 7 UVERBEL, FEHNET LV F MR R EE RS LR EBIC LD FERINDE
NMFREER O A 107M BAETHIHI L7z, £72, ZFEIVET LV S —Ph i g sk mpb i - Eoie 2 15k b
MFFEER L & HITHE Uiz & X228 EETICER S A RIEMY A VA > Th D IL-8 LD GM-CSF % %11
ZI 10 ML ER OV 10M B BTl L, MfasEsE 5y 1 Cdh D sICAM-1 % 10°M DL T S8/ 2,
18.4 T HNAT 4 T—4 —EEING{ER

T2V 72U, B A ORI IR R VT b PR RS2 A O R ML A mER D & OHL
b b IgE HUARIEIC L D b 2 & X VilEdEa4mEl L7z (10°~10"°0), £72, B/AE v PRI B 25
BV TRE s (BALF) HhowvA 2 b ) = &EED S8,
185 I&#7LILX—REETILEBMICKT HER

Tx2X VT2 F VUL, BTy NIRRT LAX—MRK, Ty N2 RET 7 4 T % — (PCA)
Bt v MURBBEEIMNT 77 4 7% —RISEROE/TE v MRS RN B S 240 Lz %),

(3) ERRIE - Friukfd
LB L
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VI

1.

EWENREICET HIEE

mEEDHT
(1) AELEMGOFEE
LR L
(2) BBERABRCTHEINI-MFEE
16.1 MiFiEpE
16.1.1 FEA

EHERA B T8 HIIC 7 =% YV 7 = F U UM S 7Rl 60mg FV A ZEEREHER O L- L X, i 7 =

XV TS DUBERTA—ZIILUTDEEBY Tholz, NIERGRHITERBMHENIIR SN -T2 20,

T 72XV 727UV BEBET SN E T 2 F Y 7 =2V U EEREEE 60mg 1ZAEMHEINCIFE TH o2 2,
#16-1 IMAEPRE T X —x

= AUCop-co Tmax Chax tie CL/F

R (ng - hr/nL) (hr) (ng/nL) (hr) (L/h)
60mg 1445 (35. 8) 2.2(38.5) 248 (45.0) 9.6(59.5) 44.4(41.1)
120mg 3412(28. 4) 1.9(37.0) 564(39. 1) 13.8(64.9) 35.0(26.7)

L (IR E%)
16.1.2 /MR
WEET VAX—MRRBFIC T oF Y 7 =V UIEEESE 30mg (T~11 5% : 50 1) &Y 60mg (12~15 5% :
1961 %10 2[F 28 AMKERORS Lz & BEEREGREO Y = %Y 7 oV U RO PR E K
ORTA=HIFLUTOLEBY THo7= %,
#16-2 MIFPIREAST A —X

. il o | e | AUCe Cans ti2 CL/F
KR (%) BB\ T (ng * hr/mL) (ng/mL) (hr) (L/hr)
=11 | 30mg % (851) (150) (15.8) (40.2

. 38.2 51.7 68. 4 36. 4
AN 1215 185 12.3 51.6
S I (22.1) (41.8) (75. 0) 1. 1)

SAEN N BT 712 | 30mg s 1091 184 8.8 29.1
(2% : HREIRA&KE) (36.7) (48.1) (34. 5) (36.3)

Y] (BRI %)
FRTA—HOEMTE
7 2) NONMEM (2 & %~ RHERE
3) rarsi— kA MENT
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AR R Y
(ZxxvV 7+ D UERIES 30mg [EBHKD)
T xX VT =] VU EE 30mg [HAR) 1X, [E RN R 5 0 BRI ORISR T A FF 4 v
CERR 184 11 A 24 H FEEFAEFE 1124004 5) ) ([ZHSX, 7 =XV 7 =7V U EREESE 60mg [HM]) 4%
YERIFI L L7- & & IEHEENE L, EWHEINICRS L e Shvl,
(Mv. 9. MMl DESH)

(T 12XV 7+ UiERIESR 60mg T&HK])
B IEI L DY PR SRR T A FT A4 2 CERR 18 4F 11 A 24 H JEARATRE 1124004 =) ITHEV N, fatHE
N T % G A R TR A R & i L T,

T2V T 2TV U EE 60mg (AR LT L TEE60mg B 0 AF—A—IEIC LV ENFEN 1EE (7 =%
V7 VU MERE L LT 60mg) PERERA S FICH R BRI 0 &G U TR R RRE A TE L, Ao
TeEMBERE/ T A — & (AUC, Cuax) 12 DUNT 9OUETE X EIEIZ THFHRNT 21T - 725 5. Llog (0.80) ~1log (1. 25)
OFEFEANTH 0 . WHIOEDFHIRSEME DS RS S,

WY T A —4%

PE/NTG A—H BENTG A—H
AUCy-12 Crax Linax ti/z
(ng * hr/mL) (ng/mL) (hr) (hr)
TEXYTw T 1208.8+£437.5 239.3£112.3 2.1£1.1 3.2+0.4
YRFRYEBE 60mg TV HK )
7 L7 T §E 60mg 1343.7£527.0 253.0£133.1 2.2%11.1 3.2+0.6

(344 £8D, n=45)

(ng/mL)
400

T —8— DRI T U EIE FE60mel T
T —O-— P LI 5iE60m

T (Mean=5.D., n=45)

10 [0

200

100 -

.

P2 T ANGNAY SRR PN B 1=

4 6 8
5 % O BM(hr)

MR TONT AUC, Crax FD/NT A — 213, R O, RIR ORI A - R 5 ORI K-> TR
ROWREMED B D,

Q) =
BB L

19



2.

4) BE - tRE0EE
1) BEOEE
TVI. 4. WX OESR

2) FREDOTE

16.7 EMHEEER
16.7.1 TYRAIA IV

EFERA B 18BN T =% Y 7 = 7V U P E4E Y1 (1] 120mgl A 2[E[*Y L= U 2~ A 22 1[8] 300mgl
H4B 7 BRI L OKERDEE L&, P 7 2%V 72 F U0 D Cunl 7:%V7:%9Vﬁ%ﬁ
BB GO 2 B LR Lz, —F, MiEho ) 2o~ 1 o U BEICT, BERIC X 2T ho T,
COMIER 7 =%V 7 =7V URE FROBFITEMRER G PREEROHEIC J:67I“'VV7IT:‘)V0)
70T 7 AR T R OWRIGEEOBNNC RN 25 b D & HEdE Sz 2030 % [10.2, 17.3.2 2]

HE4) AICBT 2AMOARAEIL1F 60mg, 1 H 2ETH D,

5) 7%V 7= F P UEEBEMIEEE L 7 L Y T 8E 60mg (AW FHICR%E Th o7 %,
16.7.2 KEEIETIL I =9 L - KEEIER T Ry LEFEF

R AR T 22 fllc 7 =%V 7 = F U s 7L 120mg BV 0P 5. 15 SRICAKBIET VI =9 A - K
et~ 7 %2 U LG HBKARBERE LI-E &, 7%V T72F V0D ACs RN Gyl 7 =¥V 7 = F
MR BB 505 O 40%T L7z 30 UMEIAT — %), [10.2 2]

H4) AR T HARKOAGEAEIL 1B 60mg, 1 A 2ETH D,
16.7.3 7 baFrv—i

EHRRABR T 2307 =% YV 7 = F VU 7 &1 1 [\ 120mgl B 2 FEY & 4 k3> — LEE 400mgl H
1E7H%ﬁﬁbfﬁ@ﬁﬂ§ﬁbtk% mﬁ¢7i%/7i+//%Fi7i%/7if//£&m$@
B GREOR 2 I LR/ U, g7 sy — VBT, SFRIC K 2B -7 %, mEh 7 = %
Y7lfyyﬁﬁiﬁ®%fiI)XD74//kﬂﬁkﬁméﬂt(%IAT 2,

HE4) AIZBT2AMOARHEIL1E 60mg, 1 H 2[ETH D,
16.7.4 A A TS5 —)L

EFRAR T 2307 =% Y 7 = F VB 70 120mg BV O#eS 11 BERETE 1 BN A 75 Y
— VBTN EZNEI 20mg N 40mg ZHEIER G Lz L& 7% Y 7 oV UIERRIE OB RIS AT
ol (GMEAT—4),

H4) RAICEBTDARAOAEBHEIL 1 E 60mg, 1 H2[ETH S,

EYRE R/ NT A —4

(1) A E

YR L

(2) WRUEETEE

LR L

Q) HEREEEH

(2 xF%V 7+ P ERIESE 60mg &) *
EEERL AN B 7. M BER O ¢ 0. 219520. 0276hr™ (GE¥J£SD, n=45)

4) 2U752A

REERR L

(5) HMEHR

REERR L

(6) Tt

REERR L
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3. BEMH (REaL—Lav) @m

(1) fEF7E
BB L

(2) NSA—FEHER
LR L
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L&A B D3> 72, Child-Pugh 3 CTB XL Cl THHTBRED 7 =XV 7 =) T2 D AUCy % 2176nghr/mL,
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RHAEAEEE, FrAER, AR, ShIRE2xtg & Lok Ve a2 e & U2 BRREREBRIT I L T\,

8) EfnE
9.8 BfmE
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B il P65 HAEERL. 2006568 (5) :553-65

INEOT N RBE IR D ZEERIERRR (7 L7 78 2006 45 10 A 20 AR, HFEE
B 2. 7. 6. (2))
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T ULAX—MRRICBIT D HERIGH (7 L7 8 2000 4£ 9 H 22 H/AZE, HFHEEMEZE M. IV.2. (1))
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g haF— L EOMBEER (7 L2 T8 2000 4F 9 H 22 HAGR, HEEEMIZE 1. 2. (2))
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