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TR ekl ke [Fl /e
B — ik [Fl /e
R (%) 86~92 84~94
wE (%) * 100.5~102.3 100.7~101.7
fEERER (BRI BiEEN BirEAN

9




AL IR 2 O T RIMR AR BR D FE R, Bl TR B8 K OV &S5 13RS O#IFIN Th
D, 72XV 7o FVUEBESE 30mg (X4 b BT XY 7 =Y UREER 60mg

(24 Mo,

RAEREOREMLE

71XV 7+ UIEREIERE 30mg T4 4 k]

AR

WLEE : 40°C, R, A

B 25°C. 75%RH. #Y. Bk
Y& : 25001k, 25°C. 45%RH. Bk

@ OHSRE FIZBWT 3EMEETH D Z LR S,

. R T ot
BRIE H BH IR
37 H 35 A 120 5 1x * hr
R AV AY
BV WED T 4L e L e L Rft®H =
4 M AY / 4 AN AN
- - = (BUF )
—F 4V TEE
TR HPE FAEN Bl L bl L bl L
=% JRFEN U RA S 27 L 2z L
ik : 95.0~105.0% 95.8 95.6 95.0 95.6
HERER (BERER) JRFEN U RA S 27 L 2z L
B2 *2
Tl RN Bl L bl L
(HIAE )
Bk (Z%4E) : 20N LIk 67.8N 57.4N 40.9N 66.1N

1 O FIIBANED bz (60 7 1x - hr) b MBRENRBH LN (120 Flx -+

*2:67.8N (B4R —46.9N (15 H) —44.9N (2 » H) —40.9N (3 » H)

10

hr)




J1¥xV TSP UIERIER 60mg 51 k)

PBRSE -

IR - 40°C., L, XU

I - 25°C. 75%RH. #Y. Bk
Yt : 25001k, 25°C. 45%RH. Bk

BN A

. fiFlE DREEL (MEILPHIEIL)
MEERR L

11

- IR i B b
ZXERTE H BA AR RE
37 H 35 A 120 5 1x * hr
R e A Ay
2dH v *!
PR WD T 4V A A2 L Bl L
_ - (B )
—T 4 VT BE
et I el L el L el L
= JRFEN Bz L 2z L 2z L
Bk 93.0~107.0% 96.5 96.3 95.6 96.5
MERER (BERER) JRFEN e L 2z L 2z L
B2 *2
i i HIFEN el L el L
CBES)
Bk (ZE4E) : 20N LIk 123.9N 116.2N 69.9N 127.1N
X1 O MIZIBENRED Lz (60 7 1x - hr) =T BENRS 57z (120 77 1x + hr)
*2:123.9N (BAtARE) —83.1IN (1 % H) —82.7N (2% H) —69.9N (3 % H)
[FFAm A 7E]
AR
x| P4 = i i W
JEEmE
SBLEDELZ IFEALER | GRIETA 3% KM | ML 30% KM
Bk L HBENOGE
DRSS DA DA
DOIENROHAELCGEAE)E | BTN 3% E | EZ(LD 30%LL
ZiH ERODIN, WE L, BEE | T, BHBENOEE | T EN 2.0kef
GHAEN) RORWVEREOEILTH D, (20N) LI EoEs
Bk A7 LTV AEE
by FEREARLE LA E | ARENOHE i FE S 28 30% LA 1
- s A EB . HAR R L TL> ©. WS 2.0kef | BEEAOSS
Uk
56 (20N) KiGOHE
. AEERUBREORES




9. BfE"
(M) 2zFV7xFPUIERRIEHRE30mg 544 k]
< HAK R IS < 5B >
ARBRRIZAK 900mL & vy, A JR—MaBE IWHRBRIED S AL (50rpm) 12 X 0 RER
ZIT9 L&, AFNFHARER HFEELSRKICED DN T =%V 7 =V U EEBIEEED
B IE ST 5 Z ERHER SN TS (30 RO 80%LL ),
<RHZEENC BT D REME (T8 &SRR D8 0 BRSO A FRR SRR T A R4 )
CFRZ 18 42 11 A 24 A SEAFAIE 1124004 5 HIfK2) ITESHEBR) >
1) ARBRIE © AARIER T — G HatiRE X Rk

2) ARG
ABRE & © 900mL WETE WKk v~ s 7 14—
KRR
BRI YT TR (4Y) EIETEx
K 5. 10, 15, 30 50rpm
BRI 37.0+ 0.5°C
Ny 12Xy &L

KRB ORISEMHEOHEL, LT ORI -T2,

OV BEERIFIN 15 53 DANIZ ) 85%LL BRI T~ 54554, sBRELAIN 15 438U
I 85%LA B¥AIIT 278 XUE 15 4312331F 2 akBRIUA D W15 HY 28 )3 A UE B A
DR R E10% DI H D,

O~ DEHIER  EEAERIAI O SFHGE IR 85% L HICET D & &, Rl fickt
% RERBLA OSSR £ 15% O FPHZE 2 5 O2 12 fEH 1 HLLT T, £25% 0D
PHAAE X D DD,

3) WBRRER . 72X Y T o F U RS 30mg [ XA b X, TEEN RS8O EFRE o
R EERBR A A T A2 IChESE, 7% Y 7 = U EmEE
60mg [# A b~ ZAERERFI L Lz b & FEEBRSGtickir s BN
HLL, EMFENICRSE L RS,

AR

B~ BRI | CHIER A iR (%) HE e HIE
fRvERG) | SUBREGS | & | =85

50rpm 7K 15457 Biay
85.5 84.2 -1.3 | XIIE10%LAAN

i 2 DF =R

s R (%) e F v
[FlHRE | BRI :iii FEEYE AR LA +15%Hx | £25% 5
B | Rk | R | | BokaE | LT PR/
50rpm 7K 154y | 855 | 863 819 | 842 23 0 & ofE | #EE

12



Ta H R BRRE 5 (k '50rpm)

wo F - o
____ PU —n
80 F T e T eeee3 X
N . vy
Heo | T g e
=z | g . - N
%40 ——————— —t— TN T = F DU R EE30me T A A )
% e T UL BEGOme A
20 ---&---15%
---%--- —15%
0 1 1 1 J
0 5 10 15 30

AR R BRI (47)

2 72V 7z FPUIERRIESE 60mg 541 k]
< HARHFHITHS < 3R>
FRBRIRIZK 900mL Z vy, AR —keERE EHEEBRIED S FAE (50rpm) 12 X 0 3R

AT L& AFNXAARERHERLERICED DN T =XV 7 = F VU ERRIESED
WHBSICEA T2 2 LD ER SN TS (30 3 OEHEN 80% L F)

<BEFEE IS DA FER SRR AT A KT A S <>
1) & BRIk AR ERBRIEE HRERE X Rk
2) WS Rk 900mL  WIEE /K v~ N T T 4 —

AR - BRI Yo7 LS (5 a5k
pH1.2 5, 10, 15, 30, 45, 60, 90, 120
pH4.0 5, 10, 15, 30, 45, 60, 90, 120, 180
50rpm
pH6.8
5,10, 15, 30
7K
pH4.0 5, 10, 15, 30, 45, 60, 90, 120, 180 100rpm
PABR IR 37.00.5°C
Ny F 12Xy

3) RBER . 7 =XV 7 = S U UERESE 60mg [ X4 N OBEHZEENT, W ORERIRIC
BWTH MEFEEL DA FHIRIEERR T A RT 4 ) OREOHPANTH
D, REREAI LT LT T BE 60mg DR HFENIELIL T\ D LTSz ¥,
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FBHARFER (PH1.2/50rpm)

100
& g0
H
# 60
0
) 40
20 ——7 L 58260me
—— X7z TV VIERIER60me[ ()
0 5 10 15 30 45 60 90 120
HEREIRANEERT (59)
AR5 5L (pH6.8,/50rpm)
100
& g0
H
% 60
%
~ 40 —t— 7 L7 58260me
20 —— T F T T Y EREROme F ()
------- 35%
0 1
0 5 10 15 30
BRI (5
VA H R ERE R (pH4.0/100rpm)
100
;‘pﬁ‘:
g 80
£ 60
0
% 40
—t— 7 | 58260me
20 —— T Tz TR R Ome H A
------- 35%
0 ; ; £ i
0 10 30 60 120
AREBRRIREN R (4

10. /& - 8%

(1) FEFMDELGRSE - 2K, SMESRREERS - aRICET AR

MG RR L

2) a%

72XV I FDUERIER30mg 144 k)
PTP : 100 £ [10 #& (PTP) x10]
72XV I FDUIERIER 60mg 144 k)
PTP : 100 £ [10 #& (PTP) x10]

Q) FHREE
R L7

@) FHEOHME
PTP v— | :

P a—

RUEE=L, TAI=7 A

() B EE 5%

() B EE Y

'
o

—
o
o

=]
f=3

[=2]
p=3

'
(=3

ny
o

o

—
o
o

00
o

[e2}
o

=]
o

o

\‘@

HE A ER#EF (pH4.0,/50rpm)

—a— 7 L7 58260me

—— Jx X7 T Y UVIEEIESR60me[ F A1)

15 30 45 60 90 120 180
AR IREEER (5)
B HEERIESR (K /50rpm)

—t— 7 L 55260me

— O Jx X7 TV VIEEIER60me[ H AH)

HERTBIR AR (5Y)

RIzF Ly RV T LI IRx—F7 400

14



[k i

1. RRRHESNSENE
AR L

12. £0fth
%Y LA
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V. aRICEAY SIHE

1. BHEEXIEZHR
O7 LILX—18%
(OF - 1::3°3
ORBERE (BF - REX. RETS5HEE. 7 FE—HRER) ITHES5Z5E

2. PEXEHRICEHET SHIE
BRE I TV

3. AERUVAE

(1) AERUVAERORES
WH, RACIE 7 =% Y 7o D UHERREE LT 1E 60mg 2 1 A 2 [ERRO&KET 5,
\E. TR 12 R o/NRICiE 7 =% Yy 72 F YU UERRE S L C 118 30mg 2 1 H 2 5],
127 L EO/NRIZIZ 7 =% Y 7= F DU S LT 1B 60mg 2 1 H 2B ARG 2,
RE, ERIC X EEE T S,

(2) RERUAROREEE - B
MR L

4. AERUVAEICEEYT IR

REIN TV RN

5. FRERmE

(1) BERT—R2/1\vH5r—
MER L

(2) ESEREEESER
MR L

Q) AERWERHER

MR L
(4) BEERIRLER
1) HMERIERR
(EHS)

OENE MR (FRA)
PEVEHRRB RE 2 X R L U “HERIATREH LGB (T x4 214 f5) T, 7 =%V
7 =V RN 18] 10mg P i 60mg &2 1 A 20, 1HAEMRAKRG LE &, hidiak
16



OB OEFHERA 2T OZREIFIUTOLEEY ThH-oTz,

EREEHBRE ERRAIT7ELLE THESE)

BeGRE | IERIE BEG-H ZA e (ForHort)
10mg 74 5.68+0.25 -2.1240.34

p=0.0042
60mg 68 6.40+0.21 -3.53+0.33

F0EBRIZ 1 5] 10mg. 60mg. 120mg ® 1 H 2 [H#5- 0> 3 BELLi TEMi S
T2, FERTRERIZIZ 10mg & 60mg DD &R LTz,

72X Y 7 = VU 60mg G EEORIERFEBLERIT 25.3% (19/75 1) TH Y, F72HE|
TERNZIRA 10.7% (8/75 #) M OVHEEUR 4.0% (3/75 f5]) ToH 7= 58,
E) RANCBITAAFOARHAEIL 13 60mg, 1 H 2 TH D,

Qs EMMERER (FA)

MEPEZERRIZ IR 25 G E L L7 7 7 B AR IR B E G (% 439 fil) T,

TIRAXIIT XY T o UM 1Bl 60mg 2 1 H 2 [\, 4 BRERROEG L E X,
T xX VT 2V UEREIT T T BRI LSRN H A 2T OFE IR IR ST,

BN ETEARMBE ERAIT7ELELE FiY=xSE)

BeGRE JiE B 5L 5 v e (5 i)
75 R 90 1.92+0.09 -0.47+0.07
p=0.0001
60mg 86 1.98+0.10 -1.07+0.07

RS EERER (12~156 2 5te) 1I7 7R E2xeE L T4 HE (1H
20mg. 60mg. 120mg. 240mg) ZHW\W T 1 H 2B GDHEKEZIT-> T 5
D, EATHEBRICIZ T T AR L 60mg D DI AR L=,

T xXx V7 =V 60mg BEGEEOBIMEARBIZRIL 21.83% (19/89 #1) TH Y. F/rAE
YERIZEEYE 10.1% (9/89 f§i]) Td -~ 7~ 79,

(FUILFE—HER)
QERNFEMAEREE (BAN)
EEIMT L X — B REE E SR E L BRI TN E LG E (T4 307

) T, FTEARXNIIT7 =XV 7 o F VU 1Rl 60mg 2 1 H 28], 2 @EEEOKE L
el &, < L2ARE St IRIEROAGFHERA 27 OZ{LR&IFLUTDOE B ThoTo,

ERNEEARBE ERRXRITELLE FHESE)
BERE | JEFEK P 5l k& RE (S5 T)
7&K 105 6.74+0.14 0.07+0.18
p=0.0244
60mg 100 6.64+0.14 -0.36+0.18
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FRRBRIE T 7R AR E LT 1[0 60mg, 120mg @ 1 H 2 [FEH-O 3 Bf
B CHENE S 723, TR R ICIE T T B AR & 60mg DD A m R LT,

7 x=X® YT =)V RS 60mg &G HEORNWEMIEBARIL 9.9% (10/101 ) THYH ., F
72 BIE ARG K OV BRI 345 8.0% (3/101 f5I) T ~7= 9,

@BNEMAERER (RA)
REFEINET L X — MR R B 2RI L2 7T B A R HE W iGR (T

K BT0H]) T, 7T ¥RUI 7 =F Y 7= F VUi 110 60mg 2 1 H 28] (ZHEMK
TT14 Aff) BROgELEZLE, 72XV 72D UEBEIT T T RICH UERZ 27

DA BB RSN,

BN ETEARBE ERAIT7ELLE FiY=xSE)

BGRE | IERIE BEG-H ZA e (ForHort)
77eR | 141 8.88+0.14 -1.56+0.20
p=0.0001
60mg 141 8.81+0.14 -2.6440.20

LR R (12~16 A Ede) X778 RExE LT3 HE (1
60mg, 120mg, 240mg) #H\\T 1 H 2 RGO EIT > TV DA, f#T
FERIZIT T 7 'R L 60mg OHERO B ER LT,

7 =X® YT =)V RS 60mg G EFORIEMFEBLIERIT 14.2% (20/141 #1) THY |
EREIERITEER 2.8% (4/141 #) . O F WK O AMBERB 234 2.1% (3/141 #l) TH -

7= 10,11>O

CENFEMAERER (MR
WY LA —MERREBE LG, 72X Y 7 = 7V U HRBE (T~11 5%1% 1 5] 30mg

1H 2, 12~15 % 17 60mgl H 2 [\]) XIIXHEIE L LT v TF 7o 7~ Vgt Ko
fvmy7 (1E1gl B 2[E) % 4 BEEROES L “HESHRaE (B stg 127 #)
T, < LRoARIE, &, SOAHA a7 OBLEICB W THBIRKICHT I 7 =% 7 =

TV IR D IESVED IR STz,

ERNTEHABRE (Ra7ELE FHESE)

s ] - o AT
BERBE | B | RS AR o
TxXV Tz ZZ0 RHEEME : -0.227
‘ 64 6.0940.20 | -2.06+0.19
U R - * 959 1Al IR SR E R -
TRTZ=S 6.1040.19 | -1.83+0.20 0.172
7 < VEetE ' ' ' ’ (FELPERRAE=0.9)

) #BHRTA 27 JOFEnE 2 88 & Lo 8ot 211 iSSR0 2 BED
ZED RHEE I KX O D 95% A ANEHEIR A EIRZ 7R L7z,
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T XY T oY BRI G HEORIERRBBEIL 5.83% (4/75 ) THH ., FREIEH
VIR 2.7% (2/75 f5]) Td-7- 12,

(7 FE—1ERERX)

CERNFEMAERER (RA)
T ME—MERERBE ARG L LT T T A IR SR RGRAER (AT S 400 1) T

TIRRNIET =XV 7o F VR 1181 60mg 2 1 A 2B (CEEKR FT1LHEM) &0
BHLIZEE, DPAHRATT OEEEITILLTDO LB ThoT,

ERNFEABRE ERAAT7ELE T [9WEERRE] )

Be 57 JEBI L Be i X WME (8o
NI 4.79 -0.50
75 &R 199
[4.68, 4.89] [-0.62, -0.38]
p=0.0005
4.68 -0.75
60mg 201
[4.59, 4.78] [-0.88, -0.62]

T XV T o)V U 60mg B 5RO RIER R BRI 23.2% (48/207 f5]) T
HY . E7RFIERIZIRG 3.9% (8/207 #) KONMiEE YV LE Y EF 1.4% (3/207 ) T

ol 13,

@EMEE MAEER (MR
T MR EREE AR, T XV T = F VU (T~11#%I121% 1 [ 30mg &

1H 21\, 12~15%i2iX 15 60mg % 1 H 2[\]) XIFXRELE LT N F 7 =0 7~ LiE
WRIA oy (1H1ga 1 0 2H) % 4 @ERAO#KE Lz —E SRR (T
%162 1) T, XHIKICKTH 7 =XV 7 =7 R OIEL N R SN,

MR EREEFBRRE (Ra7XLEE FHESE)

) . o AT ARG 5
BeGRE JEBI L B 5] g N
(G 8mtr) ™
TxX/ T x ZO SHEEAE : 0.050
) 77 9.32+0.05 -0.50+0.06 B
J R 95% H AIE HEBE S EBR -
by RNFT o 0.185
85 9.38+0.05 -0.58+0.06
7 < VIR (FEL MR ME=0. 37)
R HD 2HED

1) BEATA 27 R OEnE 2 3R & & U35 o tr 2170,
ZED HEE I KX O D 95% A ANEHEIR A EIRZ 7R LTz,

72XV T oV U ERREORIERREREIL 10.8% (9/83 %) TH V. E/REIVEAIIEIR
3.6% (3/83 fl) To -7z 1415,
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2)

REMHHAR

AR L

(0) B - WEHIHER

(6)
1

2)

LR L

AR
ERARERE (—RERREAE. RECARERE. EARKLERE) . RERFTHRT—
AR—ZAHAE. BERTRERFROAE

AR

ERREGL L TRRFENRBRIIRE L RE - REROBE

G RBANA

(N ot

D)

2)

AaEDRICHT SRE

ORI =% Y 7 =5V VR 120mg P, F—HAR0H e 2% I VHEE T F®
RE _HEHR, 3AI3 M7 o A4 —_"—TENERHEERE L, V—7" 1 ANRBRIZKIET
WEERF L&, ZORBIIE ROt 24 I VRICHARGRITNEL, TR
LRRETH T 19,

) BRAIZEBIT AR OEZEHEIL 1[I 60mg, 1 H2ETHD,

@@%ﬁA*7:#y7lf9yﬁﬁﬁ]ﬂm@ ROl A X I VEE DT TR

B, 70 AA—N"—TZNETNHERE L, A o shhEEiRezs (PET) %
WVTM“®%WE%ﬁﬁLtﬁ%\7:%/7:%y/_i5kM&a@tX&:/Ih
SZREEBOEIUIIFE LA ER DN oTn, Eio, RERREKOSRRBREICBN T T 7R E
FEMIRDy o 1217,

@7 H /YT ULAF—BFIL, 7xXY 7 = F VU 60mg, F—lifRobie 2% I
K, Ta— LV ROT T RE ZHER, 4482 0 A4 — "= TZNERBEERS L,
Y a b= — ETOABEGERE N RIET B A L b & BRI R E TR

—ROFIIE 2 Z I VHICHAFRITNES L TR EFAKETH 72189 GrEAT —
)

DIERARIETEZE

ORADOZEHMET VX —MEEREBFICT =% Y 7 =V U E#EE % 1[0 240mg £T1 A
2 A 2 WG Lzl &, 7R EHERL T, QTe MDA BB TR LN hoT
1920 SAEANT—4),

) RRAIZEIT DAHFD (X 1A 60mg, 1 H2[ETHD,

20



OfEFERNC 7 =% Y 7 =7 VU R % 151 60mgl H 2[R 6 % A, 1[5 400mgl H 2 [A]
6.5 HR & O 240mgl H 1[0 1 FEf&EEG L TH, 78R LT, QTc MEOH B/ LH)
XN oTz 2128 (AAEANT—4),

OREH AR FERMRIC L) 2u~A 0 EOEYHAEEROKE (2% Y 7)Y
VRPN 1 Bl 60mg 2 TF 120mgl B 2 [8] 7 AfE], =VU ZAm~A > 1[F 300mgl H 4 [\ 7
A ICBWT, BRI D MEF 7 = Y 7 = F U UHRRIERE N 2 512 ER/- LI285E
Tb QTc 7e EOLEX ZEOLREMICIEIZ A S ho Tz 24,

@Cmax DR ERGRFD 10 521 E & 7225 (M4 T TOBRFHIB W T, LB~ T
2, AEFROEMLBD bigh ol 2229 SHEAT —4),

O7 =XV 7 2PV UEBEICIT n— b LTz PODIEEE R K v RISk SR
BITFRD BTN 260
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VI.

\.

EEEICHAT HEE

1. XEPHICEESH LM L& T

INRZAF v B FYDUERE, VR FU O UERE, 7 N TF T 2T ERE, TET AF

VIR . XY RI R, AXE VL, AKX AF U TR, A FUEME . Aa o
DUERRE, NRE AT URUVEEE, nox Y &
HE  BEEDO®H HLEWDNHE - IRFIL, BHORMIEEZSZRT L L,

2. XA
(1) AL - 1ERAMKF

72XV 7 o UERBEIL, BRI 22 2 Hi SRMREETER A EERE L, Nz Tk

TEVEY A b2 A BRI E A A BREREEE IR E ] R ORIV A T o == — B
Ef &R v,

(2) EHERMTSHHERE

1

2)

3)

4)

EX% = H ZEFEREAR

TxaXY T2 FVUERBEIL, e X2 I i ZAERICBWTERZ I EHHIL, ELE
v MEHEEA R NKEEARIZIB T 5 B A X I i3I0 2 Bl L72 (107~3 X 106M) , £
7o, BEEGTELEY b« B AX I UFRROENE L OGRS EMEI LT, ek, 7%
V72U UAEBEIZIET KLU TREFLal . B b2 EOE XX ORI
PRI ONZ LB Vo 7 BT X R VTKRET B BRI D Ten 27,

YFERER, REMY A FhA U RUHREES FICHT 51EA

T XV T 2 F VUL, FREE T LL X — PR BB R SRR R EE R B
LRI e MEBEEROGEEA 106M LLETHH Lz, 72, FEiE7 L X —MaRkA
HHh Sk SRR BRI A TR L e M AFERER & & B ICHER LT & & ISR BiE T IcilERE s D
RIEVEY A N A o Th D IL-8 LN GM-CSF #Z 124 106M LA E KT 109°M LL_ETHsl
L. M5+ CTd 5 sICAM-1 % 109M LL_E Tl S8 28,

TEAIAT 4 T—3—HEEENEIER

T X Y7 =V UREEEIE, BRSO R MAFE R K O b B MRS R BT O RN
I (A ERA D OFTE b IgE FURRRIC L 5 e 2 & 2 il 2 H L7z (106~10°M), *7=,
TLE v MPURFEREIREG B8E T /U B W CRE IMilatti® (BALF) hor A2 kY=
vEERD ST 29,

[P UILX—FEETILEMI-XT /R
T xX T UG, BTy MIUEBRT LA —MRE. Ty NRHEET
74 7% v— (PCA) ine 7 v MURBREGMET T 7 4 7% =GR E/LE v MR
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%6 BRI R s A 4 L 7= 800,

(3) 1ERFIRMER - FHiFEEER
MG R L
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VI. EYEREICET HIER

1. MPREQHRS
(1) aELAZGnHRE
EER R L

(2) BRERHABRTHR SN NFRE
1D A

RN F 8 BT =% Y 7 = F T IFREH U 72V 60mg ™ A ZEfEIRFRAEIRE 1 G L
&, MBEFT 2X Y T2 F VU PRENRT A—FFLUTOLEBY Tholz, KIEHGRICIE
BRI 32 D 7a o Tz 8,
W) 72XV 7o UUERBRED TR T %Y T = U U RRESE 60mg XA EAIZIR

LTHoT 32,
MmiFHRE/NS A -4

EI:FXLI*?‘E AUCO'oo Tmax Cmax T1/2 CL/F
= (ng * hr/mL) (hr) (ng/mL) (hr) (L/hr)

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)

T (TR

2) DR
WEMET LV —EERBEIC T =X Y 7 =V RS 30mg (T~11 7% : 50 f51]) KO
60mg (12~157% : 1941) % 1 A 2028 AMKERAKE Lz L &, HEERERO7 =%
V72V OMBERIRE NG A—ZFUTO LY Thol 39,
mMBFRREENZA—4

. D R AUCo- Crnax T CL/F
AR B (%) BGRE | EFIH (mg * hr/mL) | (ng/mL) (hr) (L/hr)
851 150 15.8 40.1
7-11 30mg 50
HARNNR (38.2) (51.7) (68.4) (36.4)
e 1215 185 12.3 51.6
12-15 | 60mg 19
(22.1) (41.8) (75.0) (21.1)
PANESPNGNY
e 1091 184 8.8 29.1
7-12 30mg 14
(5% . Hi[F (36.7) (48.1) (34.5) (36.3)
Bnkes)
KT A—H OBk W) (ZEEMRE %)

1) NONMEM (2 L 54 XHEE
HE2) JrarN— kAL M
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3) AEMFEHRIEEE Y
D7 zFVI7F P UEEIEHR 0Ng T4 4 ~)

T XY T 2V UERRESE 30mg [ XA N X, TEES R L0 EERAO AV TR
RIS T A R T A ) D&, 72XV 7o VU ERESR 60mg 141 b ZARE
RN LT & & IWHEICEK S S AW TFRIICIRSE E AR ST,

[(IV—9. ¥HME OESB]

Q@7zFxV Iz P IEEIEHR 60ng T4 4 ~)

EFERA BT =% YV 7 =V U HEERESE 60mg [ XA~ &7 L7 F8E 60mg DZE i
1 (7ox Y 7oV UEBEE LT 60mg) &, MiARHERO#KS L CmiEdh >
=XV T 2T VUREZRE L, GO EYEIRE N T X — % (Cmax, AUC) (22T 90%
{EHE X A CTHERHI-IT 21T o 7245 . log (0.80) ~log (1.25) O#EPANTH Y | WFIDAE
WERISEE SR S s (7 8 A4 —3—1k),

(ng/mL)
450 |
—o— 7 =X VT = F VUi GE6Omg 14 k)
T -0-7 V7 7§ 60m
*ij'% 3001 (Mean=S. D,[, n—§2)
i3
150 | I/
Odlu o w0 0w s by o s oy
0 4 8 12 16 20 24
g K] (hr)
HIE/RT A—H BENRT A—H
AUC Cmax Tmax T2
(ng * hr/mL) (ng/mL) (hr) (hr)
TRV T2V
- . 1779+658 285+127 2.2+1.2 | 4.9+0.6
YEmAYESE 60mg [ 41 b
7 V77 §E 60mg 1884+696 314+166 | 2.0+1.2 | 4.9+0.5

W AR ZE (n=32)
MR ONC AUC, Cmax S50 /8T A — 4 13, #BrE ORI, KR OBREUEE - HRH
DRI L > TR D ATREMENH 5,

3 st
MR L
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4) BE - ftAEOZE

1) BEOEE
BERERRA B 1 22 Bl 7 1 AA— "N—EC, /R ORY: EIEHR) 7%y 7=
UUEREEE 120mg P A HEIR 0K Lz L& EEFICHEARBBE S5O AUCe. LT
Cmax [ZZNEH 15% K O 14% L7- 35 SEATFT—4),
W) BRAICBIT HAKOKGEHEIT 15 60mg, 1 H 2ETHD,

2) GHREOXZE
dTyzRARAIY

EFERA B T 18 7 =% YV 7 = 7V UM M EES Y 1[5 120mg 1 A 2 A2 L=
YAm=A 2 10E300mg 1 H 417 AFEPFH L CRERAKREG L&, P 7 =%
V7 x2F Ty Cmax 137 =XV 7 =7V BB R R OK) 2 (512 ER L, —F,

MR ) 2~ o U REITIE, BRI L BB Ao 1z 2436,
ZOmMER T =% T = PP RO IIERER S, PIEAOMEICLS Y
=XV T7x2F VD7 VT T ADET R ORIGEROEIMIER 25 6 0 L HEE S L7z 37,
[VII— 7. #HAEIEH] OHEE#]
WD) 72Xy 7o F VORI L 7 =X Y 7 =V U RS 60mg XA EIIC

45 T o7z 39,
1 2) ICIIT DA OAKGRA L 1[E 60mg, 1 H 2RHTH 2D,

QKERIETIL S = L - KEBEIET T R0 LEFEHE
TN - 22 BIlC 7 =& Y 7 = 7V U 1 72 0 120mg TP O# 5 15 3BT KER
b7V =0 L - Kb~ 732 7 LG ARAZHERR G L& 7=2F Y TSP 00
AUCo-30 X O Cmax (37 = F ¥V 7 = F U R BB 5RO 40% 8 L7z 39 (SEA
T—4), [IVI— 7. HHEEH) oESR]
) BRANICBIT D2 ARFOAEGEHEIL 17 60mg, 1 H 2[FETH D,

@4 barvJ—i
TR NS 7 28 BllC 7 =% Y 7 =V UHERRE 1 7721 1 8] 120mgl H 2 [8]P & k=2
F > —/VBE 400mgl H 1= 7 AMJFH L TERAFG LIz L& Efh 7 =% Y 7 =)
VIREXT =X Y 7 = F VU 5RO 2 (5 EF LA, miER S h o)y —
NVRFEEZIE, PERIC X DB e otz 0, M7 =Y 7 = F P URE EROBF T
VA~ A v EEEHE SN OMEAT —4),

) RANICBIT 2 ARFOKGEHEIL 17 60mg, 1 H 2[FETH D,

@ AT5J—)
FERERR AT 1 23 e 7 =% vV 7 =V U 7 7 2L 120mg P O 5 11 Fefiai & 1
BEEANC A A 7T = h T2 NEN 40mg KO 20mg ZH[EFK G Lzt &, 7= %
VT =)V R O BRI BT o T 39 GEAT — ),
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) RRANCBT D2AFOKZEAREIL 115 60mg, 1 H 2[ETHD,

2. EMEERA/NTA—4
O :Liwap:
P - L A

(2) BIGEETER
MG R L

() HEEETEH
Kel : 0.144+0.017 (hr?)
(FRBRBEIA] (60mg $E) HilA|[& 585, V¥ =R, n=32) 3¢

@ 9)F73532R
P - L A

(5) HMAEE
P - L A

(6) =it
P - L 2

3. B&F (REaL—ay) @
(1) @BWAE
MM ERR L

(2) INSA—ZTHER
P - L A

4. MRIY
P - L 2

5. 9%
(1) rinir-Hi B8 P8 @ 1

P - L 2

(2) mi%-RAEREAFT &A1
MM ERR L
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) EA~0BTHE
ZHEE R L
<BE>
IR (7> ) THHPRICBITT 2 2 EAlEINTND,
[VI—6. (6) #Hiw OHZM]

4) fEBE~OBITH
MG R L

) FofhoshE~0BITHE
MM ERR L

(6) MFEEEE
HERERNIZ 7 % 7 o MR 40, 200 K TX 400mg ™ 4 1 1 2 [FIREM B LTt & &
BeE% 1ML 12EEO 7 2%V 7 2720 D in vivo BT H IR F & OFEERIT,
13~7359ng/mL O EERIFH T 60~82% (69.415.9%) Th -7z,
) BRAICBE T DAHOABHREIT 1 [H 60mg, 1 H 2B THD,

6. X
(1) RBMBELR VR HEREE
P - L 2

(2 RHMICAAE5T 2BR CYPH) DoFE, F5E%E
MM ERR L

Q) #EEAEDERRUVETDEE
MM ERR L

4) REVOEHEOEERVEEL., FELE
MM ERR L

7. BEit

(1) BElER L K U2 EE
MERERR AT T 8 BNC T = Y 7 = - IR 71 7 L 60mg & HEIRE M G- LT & & oG
% 4B WEME CORNT Y =% Y 7 = F VU OFHBRIAITHEL, 11.1% Th o7,
BRI AT 14C-7 = % Y 7 =V IRV 60mg & HIERE i L& & B3 11
HE TORKOFERDEINEIL 91.6% T, MHEEZ R T HEDOIZLALIT T =XV 7=2F VT
HY . FEPITK 80%., JRHICK 11.5%HEME S iz 2 GHEAT—4),
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2

)

8.

it 2=
P - L A

Bt E
P - L A

b5 Y RR—S—IcEY B

P - L A

9. BMFICKHMREE

P - L A

10. HREDERERILEE

M

2

)

BEHEEERE

RN DB FSREREEBE 29 B 7 =%V 7 = U R 7 7 2L 80mg ) A Hi [ E Lz b
X JLT7F=r2UT T A 41~80mL/imin KT 11~40mL/imin ORFICHBITE 7 =% 7
=7V ® Cmax [FEEFERAICH L, ZNEN 15 HELN LT FE <, FEHEREEIIEIZ
16 LD 18 fFRNhoTz, o, BTEE (Vv 7F=2U7T 72 10mL/min LAF)
ICBTD7=2FY 7 =P 0O Cmax THEEERM A L, 1.5 5@ <. FEEIEEINL 1.4 %
Ehote, 2B, BEMIIRA Cholz 84 GEAT—H),

) RSB T DAAOABMEIT 1 [F 60mg, 1 H 2B TH S,

FrieeEE BE

RN DFFREREIE EBHE 1T G 7 =% Y 7 = F P U IR 7L 80mg ) & HiRl G LTz &
. IFEREREEREICB TS 7 =% Y 72V OB, REM O L KE <, JFE
SO L A KNBIEDE T 7 L/ -7, Child-Pugh 44T B X C1 Th-7-HBED
7 =% Y7 =) O AUCy=Id 2176ng - hr/mL, Cmax (% 281ng/mL, Tuz ¥ 16.0hr Th -
oo THUHOMEITEESFEFIZBITA2EOZNEI 1.2, 1.1, 1.2 5 Thote, 728, BAEMEIX
BIFTh o7 1546 SEANTF—Z),

) RSB DAAOABMEIT 1 [F 60mg, 1 H 2B TH S,

65 A Lo 20 FlIC7 =%V 7 = U UHIIE D 71 80mg P & HIEIR G LT
EEDT7 XV 7 =S VD AUCo1F 2906ng * hr/mL, Cmax (% 418ng/mL, Tiz2 (% 15.2hr T
bolz, THDEITREFEAFEE IR T HEOENEN 1.6, 1.6, L1 {5 Tho7z, 2B, AR
PEIZRAT Td o7 4748 UHEAT—4)

) RSB T DAAOABMEIT 1 [F 60mg, 1 H 2B TH S,
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11.

ZDfth
P - L A

30



VI. ££% (EFRLOZEES) ICAJISEE

1. EERB LT OEA
REShTULEL

2. ERARLEZDER

2. 2 (ROBHFIZEH/ELLGNI L)
AAN D EAT % L BUE DBEERE O & 2 B

3. MEXITHRICEAEST HFELTDOER
RESH TN

4. RERUVAEICEET SEELZTDERA
RESH TN

5. EELGERNIE L EDER

8. EELELMIE

(RhHestid)

8.1 RN O LN WEEITIE, BARLEMCOIVEELARNWI ITEET L Z L,
(FLLX—HEH)

8.2 FMMEOBF KT HHEL. HRBMEEL T, ZOHEMN LT EIA L, HHE
Ko TREE TR B = L VEE L,

6. BEDERZETHBEICEHT HIE
(1) EHHE - REEFOHLIEE
FRIE S TUNRW

(2) BHEEESRE
FRIE S TUNRW

() HFieelEERE
FRIE S TUNRW

4) HEiEgkeEHTHE
FRIE S TUN R

(0) HEiE
9.5 WiF

T4 SOTIR LTV B ATREMED & 5 etz 13, 1RIFE L oA it fakatt 2 Eal 5 Ll <
LB DOHREEETH L,
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(6) RILi%

9.6 #&=3Lim
18R EOARMER OCRARBOARMEELBE L, RAILOMGSUT T L2 RET o2 L, B
ER (T v b)) THAHFA~BTTLZ LA ST D,

(N MRE

9.7 INRE
AR, R, FLIR,
£y TAPNQAYAIAN

HRZ KR L LTAER O e A FEE & U7 BRIRBRIT

(8) =mimE

9.8 BinE
FENED DB IITEY B EITH 2 b, BHEENMETLTWASZ L% <, i
BENEAITIGH513H 5, [16.6.3 ]

7. HEER
(1) PtRZE L TDER
BRE STV

(2) pFREFE L ETDEH

10.2 BtFEE (BRICEET S &)
A4 55

i) I G w R

BRAER - REE Tk
AR O MIEH R %2 B S8

B - fabRIA T
P FEEADOHFIC L 5AKAF O

S/ AVNN R (o
[16.7.2 /]

NHDHOT, [RFRFICIRH S
W FEBEICERET D 2
E

[16.7.1. 17.3.2 &&] HEDORENRD D, 7 VT T v ADIET ORI
ROWIMERT 260 L HE
EXhb,

KEIET VI =T 5 - KL | KAIOERZEEI S5 2 & | KEBBET VI =7 A - KER{E

~ T XL ABARK & B
IR ET D Z LTk 0 RN E
NEDTEHZLickrboL
HeEINb,

TRNVE IR

ARFN O M e EAMET L.
TER ST 2B &
2o

P BEEHOHEIZL D . KA
DOMIEFREIMET L7z & D
WERH D,

8. Bl{EH

11. Bl¥EM
WORWER DB H b5 Z LRH DD T, BEEZ 2TV, BEPRO DN HEIZITKS
RS 570 EEORLEZTT O 2 &,
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(1) EXGEIERA & MR

1.1 EXAEHEA
111 Yavs, PHI45%F0— OFRBEERE)

R, RIS, SN, MERIE, . S OBEER A S b b AT
BERRIE L, EORERIT 2,
11.1.2 FRHSEEREE, B (O Fh LB RT)
AST. ALT. v-GTP. AP, LDH & R4 0 FHEREE . B0 H bbhs = L iib 5,
11.1.3 MEGHERAE CHAAH) . EMBED (0.2%). FHERED (0.1%4H)

() £DtoEIEA

1.2 ZOMOBEIER
0.1~5%ATi 0.1% AT BE AN
o . IR, 0. RO, | . RS, LO
RRFRER | 00 e, o e
| TR RL L1, . R, | 006
A B
wEE | 2o WG, WL %5 | W
Mk AST E&H-. ALT E&H-
B - R B P R
e W, GUE L5
LR VKR B
ot VEME. W, FRRE
S B X A & T

9. BKBRERRICRITFTZE

12. BEREHERICRITTIEE
T VU NS EIRIT D720, 7T LAY RNRGRE 2 FE T 5 3~5 BRI S AH
O EFRIT AL,

10. BERE

13. BE®RE

13.1 fFER
SETCOWERGEN L L TR AREZRA Lz 2 Blo@E18H 0 . 1800mg % RA L7 JERIT
IERIE 72 <. 3600mg & ARAH L7JERITix, HFE WV, IRAEROENRA LT,

13.2 A&
AFNTMAGENTIC L > TERETE 220,

1. BALDOZEE

14, BRLOZFE
14.1 ERXFAROEE
PTP @D AL PTP > — 2 bWV L TIRAT2 L 548352 &, PTP v — h DA
(&0, BEOGA TN EIEREA~HA U, FIIZZR LA B 2 U CHERRIR 4 4 o B EE 7o & DHE 2 OF
RIHZLENH D,
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12. ZOfDEE
(1) EBERERIZE DB
BRE ST
(2) JEERERHERIE D < 1EHR
BRE ST
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X. JERGIREABRICREI HIEE

1. FBHER
(1) FEhZEBHER
[VI. SEZh3RECRE92IHE | OEBMR

(2) REHEBHB
MR L

(3) TOMOEERR
AR L

2. HEHB
(1) BERSEEHER
MR L

(2) RS HEHER
MR L

Q) EfnEtsER
U L

) HARERER
MR L

(0) &HEFREFHEHAR
U L [Vii—6. (5) 4#m) DEHSM]

(6) BATRIEIEHER
U L

() TOMOBHEE
MR L
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X. EEMFHRHICHT HIEE

1. RERS
o Al M LAY
HEhESY © #Z% Lz

2. BRHM
B - 34

3. AERETORE
FEIRRAF

4. FFWEDEE
REIN TV RN

5. BERITEM
BERERLTA R 2L
<FvoLEY o8]

6. E—HmH% - R%E
[Al—R 3
JeREHR ML 0 T V7 T 8E 30mg + 60mg
[ zh 3
TRRAFy . v F VD UERE, LR TF Y D UERE, 7y N F T 2T~ gE, TET R
FUMREE . AXH RNI R, AXFYL TAXRAF U7V, —©F A F R,
aNE ORI NI F AT RUNVERE, v T XY

7. BfFEEEAR
1996 4= 3 4 11 A
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8. WERFTRBEABRVERREES. EMELNMWFEARD. REMKEAR
RLEMR5E . AT FE1E
e ~ HKRE T i MoeBRAA4EH B

HAREH R IR A H

ZAE N A A S

VIR EEYESE 30mg | 201342 H 15 H | 22500AMX00145000 | 20134-6 H 21 H | 20194-4 H 12 H

24 K

ZAE N A A S

UIEEEYE SE 60mg | 201342 H 15 H | 22500AMX00146000 | 20134-6 H 21 H | 20194-4 H 12 H

24k

10.

11.

12.

13.

14.

BA=RPAA

BEEZHR. BHERRAREABRUVEOARE

PSRN

BEEHM
PN

BEAREHRIZET 5158
AN, FHHIRICET SHIRBED TV,

. BEXEZREM. AERVAEEEENENEABRVEOAR

&EI—F
A A A | IS o — K [ v
IS = — I (g a—py | TOTEEOEIT
PR RS
v R YR B 30mg 4490023F2187 4490023F2187 122600302 622260001
vZay
PR RS
v R YR BE 60mg 4490023F1180 4490023F1180 122601002 622260101
vZay

RERIGHT EDFEE

AFNIZIAIN EO%IEEILLTH 5,

37




XI.

SR

1. BIFAXHE

1)
2)
3)
4)
5)
6)

7)
8)

9)

10)
11)

12)
13)
14)
15)

16)
17)
18)
19)
20)

21)
22)

23)

24)

25)
26)

NI OfEET (7 V27 Z8E : 2000 49 H 22 HARR, HEEERMEZEAR. 1)

A MRS eSS ER RENEERL

H A PRS- EOARREE DL ENEIC T AR NS R

A A MRS IEHICET &R (RENEERL

Kawashima M, et al. : Int. Arch. Allergy Immunol. 2001 ; 124 (1-3) : 343-346
BRI 3T 2 HERSRER (7 L7 Z8E : 2000 49 H 22 A&, HiEE MR
h.I.1. (1))

Finn AF, et al. : J. Allergy Clin. Immunol. 1999 ; 104 (5) : 1071-1078

BPEFRRIZ T 2 7 7 B AR HE R R (7 L7 78 0 200049 A 22 H
AR, HEEEAMEE FIV.L. (1)

FHIMET LR —RREE BT 2 HERERR (7 L7 78 : 2000 4 9 H 22 HIKE,
HEHEEMBEE. . 11.2. (2))

Bernstein DI, et al. : Ann. Allergy Asthma Immunol. 1997 ; 79 (5) : 443-448
ZHEIMET LI X —RBRBEICB T 57T AR EERAELERR (7L T
2000 49 H 22 H/KGE, HIEEEMZE ~.Iv.2. (1))

FE KRS « HSAEREEA. 2007 ; 100 (2) ##fl (119) : 1-20

Kawashima M, et al. : Br. J. Dermatol. 2003 ; 148 (6) : 1212-1221

WIS Ot - 78 B AR SR 2006 ; 68 (5) : 553-565

INROT b E—MEREREE TR 5 EEREGEE (7 L7 F 5 : 2006 4210 A 20 H
AR, HEHE M 2.7.6.2)

JVCBAREM « ERRZEEE. 2000 ; 31 (5) : 649-658

Tashiro M, et al. : J. Clin. Pharmacol. 2004 ; 44 (8) : 890-900

Weiler JM, et al. : Ann. Intern. Med. 2000 ; 132 : 354-363

Pratt CM, et al. : Am. J. Cardiol. 1999 ; 83 : 1451-1454

TUAX—MERIZE T S HEKEE (7 L7 78 : 2000 4 9 H 22 A&, HEEEEHEE
rIV.2. (1))

Pratt C, et al. : Clin. Exp. Allergy. 1999 ; 29 (Suppl.3) : 212-216

EHEICBT 2 LEXOBRGRER (7 L7 78 : 2000 4F 9 A 22 AA&GE, HFEEEHEE
. 1.5. (4))

R N R 53R (7 V27 Z8E : 2000 49 H 22 AR, HEEEMEZE . V.1 (D).
r.V.1. (2)

TV Ar~vA U EOMEER (7 V2778 : 2000 49 A 22 AR, HFEEEHMEE
~I.2. (1), k.5 (1))

R N B G3E (7 V27 8¢ : 2000 4 9 H 22 H7ARR., HEEEEMEZE~11.3. (1))
QTc [FIFEIER O AIREMEICEIT 28T (7 L 27 8 : 2000 4F 9 H 22 AAGE, HFEE LM

A2, (1))
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27) P AZ I UAEH (7 L7 Z8E 0 2000 4F 9 A 22 HAKGR, HFFEEMEZIR. 1.2 (1),
H.1.2 (L4)

28) Abdelaziz MM, et al. : J. Allergy Clin. Immunol. 1998 ; 101 : 410-420

29) T IMIVAT 4 — X —EEEMEIER (7 L7 782 0 2000 4 9 A 22 HAGR., HFEEEMEE
B.1.2. (2)

30) JHEEET AEMWICK T AER (7 L7 78 : 200049 H 12 A&, HFEEEMEZEAR. 1 .1)

31) fREER AR 2 EWENRE (7 L2 8 :2000 4F 9 A 22 HKAR, HiEEEMEE~TI1.1. (1))

32) AEWFHREEERER (7 L7 Z 8 0 2000 4F 9 A 22 AR, HFEEEHEE~11.4. (1))

33) /NEICER T 2 yERE (7 L7 7 §E: 2006 4 10 H 20 A &GE., HEEEEHMEEEL 2.5.3.2, 2.7.6.2)

34) XA MRERSAE - AW TFI R B IC R 2 B R (RENEED

35) BHFEOWE (7 L7 T8 20004 9 A 22 AARR, HEEEMEE~II.1. (1))

36) ML  ERARSKEE. 2000 ; 31 (5) : 639-648

37) FWRAEAER (X)) (7 L7 8 : 200049 A 22 AA&GE, HEEEEHEE A~ 1T.5. (3))

38) EWrREERER (7 L7 F8E - 2000 429 A 22 AAGR, HFEERMEZEA. 0.4, (2))

39) ARAT TV =)V R OIKEET VI =0 LT - KRk~ 72> 0 L OMHBEAEH (7 V7 7 8
2000 £ 9 A 22 HAGR, HWEEEMEZEAI1.2. (3), ~.I0.2. (4))

40) 7 b = E OMBEANER (7 L 27 7 8E:2000 45 9 H 22 A&, HiEEEMEE~I1.2. (2))

41) EFERANICBIT 2EAMS (7 L7 F8 2000 4F 9 H 22 AKGE, HiEEEHIEE~.1.2. (4))

42) fEEERR AT A (7 V7 Z 82 0 2000 4 9 A 22 HAR, HFEEEMEZEA~I1.1. (3))

43) BHEREREERE BT S mEIE (7L 7 T8 : 2000 4E 9 H 22 HKFR, HEEERMEE

~.II1.3. (4))

44) BHEREREEICR I 2 REMORFRER (7 L7 T8 0 2000 45 9 H 22 A/KRR, HiEEEHTE
r.V.2. (2)

45) FFHREREERFE ISR 2 EWERE (7 L7 F8E 0 2000 4= 9 A 22 A&, &M
~.II.3. (3))

46) FFREREREE IR 2 ZEMEORGRAER (7 L7 Z8E : 2000 4 9 H 22 AA&GR, W& EHMEE
k. V.2. (3)

47) EEEICBIT D EWERE (7L T8 0 2000 4E 9 A 22 AR, HFEEEMEE .3, (2))
48) il E IR DL EMEORERER (7 L7 T8 0 2000 4 9 H 22 HAGR, HIREEEMBIEE
rV.2, (1)

2. Z0nBEH
o \YOE AR R i & ()1 & )R)
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XIOI. Z&H

1. EHSETORSTERR
BA=RPNA

2. WH=H I DERK AR
(1) SEB~DRSIEIT BiMmsHER
LR L

@) NRE~ORSIET BHMER
LR L
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XII. &

1. FR#F - REIRICER L CERFREIMTZ 1T 3 IS HT= > TOSEER

AEDERICET HEE

ARBNNIEB L Z T TORWIEICET 2B WP B EN D, MBRGIEERHEL L THRn

NELEZENTEY, HLETHLREBIN TV ARBRFIETELN-ERELEIEZL LT

ALTWD, EFEEFEDPBRRKERZRET 2 ETOSBFRTHY . MLEDOAG EZ R

THOTIEAR,

PO ¢ T A SRS O IRGERE IR AT ENC R T 2 WA R T4 I2BT 5 Q&A 122\ T
(2D 3) | FHILtE 9 H 6 Af; [EAETEE ER - AiGHAR BERTEE - B RH
LG

1) He
1) 2zx%V72x P ERRIERE Mg 44 ~]
T xX VT 2V UEEEESE 30mg [ 44 b IZOWT, BRI AL T ToL

EMZ RE LT,
B
DOIREE (40°C+17C - 75%RH*+5%RH. ¥ « [ENER) (n=1)
. PRI
BRTE H
B 4G 7 H 14 A 30 A
T TV
PEAR o U RA S 27 L 27z L
[SAYRLERDY5F S
a8 (%) 96.8 96.5 96.8 95.6
FEFE (%) ) (100.0) (99.7) (100.0) (99.1)
HERER (2ERR) JRAEN Bl L bl L bl L
@MEE (25°C+1°C * 75%RH*+5%RH. ¥ - BAK) (n=1)
3} A7 AR
ABRTE H
B A 7 H 14 H 30 H
T
PER o 2z L 27z L 27z L
(A AR EXDY 5N
(%) 96.8 91.5 93.1 92.9%
Tz (%) ) (100.0) (94.5) (96.2) (96.0)
MERR (ERBR) HIESN 27 L 27 L 2z L




2)

@)% (25001x. 25°C+1°C - 45%RH*E10%RH. Bifk%) (n=1)
. PRI
ABRIE H
EEpreliss 30 77 1x-hr 60 77 Ix-hr 120 & Ix hr
T
PEAR o 27 L 27 L 27 L
[SAYRLERDY5F S
a8 (%) 96.8 96.2 96.1 95.0
FEFE (%) ) (100.0) (99.4) (99.3) (98.1)
MERER (2EFBR) HIESN U RA S 27 L 27 L

72XV 7+ PUIERIERE 60mg 44 ]

7=V 72V RRIESE 60mg [~ ICOWT, MFMRICET 5 B EAME T ToR

EMEZ RE LT,
DOIREE (40°C+17C - 75%RH*+5%RH. B « [N (n=1)
3} A7 AR
AERIE A
B A 7H 14 H 30 H
Z< TN
PER o 2z L 2re L 27z L
(A AR EXDY 5N
(%) 95.1 95.7 95.2 99.8
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[SAYRLENDYF S
a8 (%) 051 91.8 92.9 93.3
GRERE (%) ) ' (96.5) (97.7) (98.1)
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T HTW
PER o 2z L 2re L 27z L
WO R
G (%) 05 1 93.0 94.2 94.2
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AE e A S RNV L 3 R
30mg %A )
AE e A S RNV L/ 3 R
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