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Y : D65-25001x, 25°C., 45%RH

. TR W E ok
HERIEH BA Ah B
3#»H 31 A 120 7 1x * hr
WEFEOT gL ba— | " "
= F ok w7 L ik L Bl L
EHPE (%) 98~101 97~100 98~100 98~100
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) N o 99.1 98.8 96.6
Rt : 95.0~105.0% 100.1 (99.0) (98.7) (96.5)
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* 2: 27N (BA#ARS) —16N URK&AL. 1% H) —14N RS 3 % )
W) T(HE) BARBRSEAIATZS © 524 « 1 7B L HI O ML SR EE C o 22 E PR EBRIEIC
AL 114E8 A 20 HY & BITRHME L 7=,

DT (FH),

P = A

IRFRIE OD §E 5mg %A k)

B
B - 40°C, e, KBRS
1 25°C, 75%RH\ Y, v — LB
St D65-25001x, 25°C. 45%RH
i IR i g b/
SR TE BA kA TkE
35 H 3#» A 120 H 1x * hr
T OTVEAOD
F148 B A D (K02 b i L e L bz L
AR A Bk Bk A
mEHE (%) 97~100 97~100 98~100 96~100
& (%) A 7z L e L 7z L
) N o 99.2 99.7 97.7
Rt : 95.0~105.0% 99.4 (99.8) (100.3) (98.3)
edH 0 *
i PN E 7R
B JRFEWN Bl L A& ) X REQD
JK (B%5{H) 20N LIk 31 37 21 39




IR T3S b

PBRIE H BH AR EE
34 H 35 A 120 J 1x * hr
WEEEER  FEHIBWE . . N N
MEEERER  EBmE WA e Ty o

(ZE W)

* 1 31N (BAKE) —19N (B4, 1 H) —2IN (BN, 3 % H)
) [ () BAYRBEEEAIR S © 824 - 7 72 AAlO WA EREE COREMERBIEIZONT (BH),
PR 1148 H 20 A &5 ZRHE L7,

[ S 7 ]
ARSEE
x| sl 288 i T
e NELEDOEAE, 1ZEA | ERIKTH 3%A0M | BEZELN 30% A A
B | e iy IS N OB
Ol GRA | GBI T2 3% 0L E | B 2L 30% L4
Blry | 7 FERBDLN, G| T REENOSE | LT, BUES 2.0kef
é%%m) b FHREE 72 B 2 R (20N) LU LoBEE
4 DEALTH O | B A T
7~ LTWAEE
oy TR0 LOVERE | s ES 054 T A2AEAS 30% LA
éﬁu%%) (L5258, Mk % il G, FHEEDY 2.0kef | FARMEAF O5A
4 LCWaHE (20N) i 05

CRAELER VBERBEOREM
U LN

MaFl & DEER KL (MEEFHMEL)
Y L2

L BHEY
M AONRE T UEREHR 2.5mg 44 ]
1) ARE HRBR A~ &1k
AERIKIZK 900mL & vy, H R—ixeliis EHEBRED N FviE (50rpm) 12X
DRBREITO & &, AANTAARERFEIKLERITED b A r 4 O GBI
BEDOREHBGICHEE T2 Z E MR EINTWD (15 B OEHHED 85% L1 F),
2) Y HHZEENC 31T DRI
TRTORBREMEICBNT, [EREEGOEMENREERBR T A KT A4 %0
BRI DWT (R 18 4 11 H 24 HAF3EARATE 1124004 5) (RS-
A L, A\ DU ERESE 2.5mg [ 44 ) SREMERE (T Lre v 78
2.5) DOVEMZFEOFELIE MR ST,
[ERBR & 1]
S & 2N NLiE (50rpm, 100rpm)
BRI E : 900mL (37+0.5°C)
19—



OB WK pH1.2— H RTEHEERSE 118

pH5.0—Mcllvaine OFEfEi% (0.05mol/L U VlE/KFE —F U o AR L

0.025mol/L 77 = U ik 2 N C pH % 3

pH6.8— H Jmia HFER S 2 7]

7K
(FIEE %]
WTHOLIEIZBWNT S, FEAERIFIAN 15 4 DINIC Y 85% UL FIsH L2 & &
D BRERELAIS 15 4y LANIC ) 85% LA BIAH 2708, XU 15 /2B i) 5 ekl
O S5 HH SR DMEHERLF) O SE BRI = 15% OFPHICH H Z & & Lz,
[ERBRFER]

HE | PR | BRI —
ElfRg | RUBRIEK | MR | PRI ER | PR R GRSV ) HIE
(5) (%) (%)
15 Z3PAIZ Y] 85% LA 3T | o A
pH1.2 15 98.4 98.7 FEYERLA 0D+ 15% 00 Bk
15 53 LAPIZ ) 85% LA EXUTE | o o
pH5.0 15 98.9 97.9 FEYERLA 0+ 15% 00 Bk
P Sy LA T 85% B 1 X1
15 43 APIZAER) 85% LA X .
, o ikax
pH6.8 15 99.1 100.3 FEYERLA O + 15% 0 FilFH Pl
15 43 LAPNIZ ) 85% LA 3T |
, o Likex
K 15 98.1 98.8 HYERLA 0 + 15% 0 FilH P
15 Sy LAPNICE 85% LU L3 | oy
100rpm | pH1.2 15 98.7 98.1 FEHEBLE] 0 + 15% 0 R W5
(A HBE#R]
Vo HHERBRAS S (pH1.2,/50rpm) T HRERAS 4 (pH5.0,750rpm)

100 — e PY 100 F * —e
(N Sy At C U B4~
it it
# 60 60 f
8/; —A— 7Ly EE2.5(2.5mg) 9%, —A— 7Ly /5E2.5(2.5mg)
=40 — e P E UL kR Sma A -0 — e i UL MM Sme A )

20 - w850 20 - o e e 35%

0 + + + d 0 + + + d
0 5 10 15 30 0 5 10 15 30
FRBRIGERIUREH] (47) FRBPIREETURER] (43)
T HIRER S S (pHE.8 “50rpm) T B AS 3L (K /50rpm)

100 — 0 100 —— e
R Sy 4 31 I A
H Hi
260 | 260 |
% —a— 7Ly s§E2.5(2.5mg) o —A— 7Ly 7§E2.5(2.5mg)

240 ¢ —— TS H ARG Smel S AT %a0 | O ARG, 5mg S A )

20 - e e 35% 20 | - e 85%

0 : . g 0 : : : )
0 5 10 15 30 0 5 10 15 30

FRBRIGER IR ] (43) AR R IURF ] (93)



TS R (pH1.2,/100rpm)

100 — & ]
sgy Pmmm=fmmmmmmm—eccccccoo—o-
Hi
# 60 |
% 10 —A— 7Ly /§E2.5(2.5mg)
= —— U2 5mg [ A |

20 | - w o 35

0 . . . ,
0 5 10 15 30

BRI R[] (53)

(2) A 0/2 D UIEERIEEE Smg T4 4 k]
1) AR H R B ~ D1 A

FREBRIZ K 900mL & vy, H 5 —MaBRiE i EBRIE D /S KUk (50rpm) 12 &
DRERAIT O & &, AR AR/ FEIELEFRITED bl n 2 o g
PEDORHBSICHEA T2 Z ENHEREINTWD (15 M OEHFED 85% L1 E),
RHZEENC R B FELE
FTRTCOBRBREMHF BN T, [HBBERSOAEDAOREERBRTA R T4 %D
—EBELEIZ DWW T (AR 18 4 11 A 24 AAFSERFAFRE 1124004 5) (RS-
FUECHE A L, A u 8 O U EERIERE bmg [ 44 b SHEWERE] (T La v 78
5) D HZFEN ORI MR STz,
[ERBR &4 ]
4 N RuiE (50rpm, 100rpm)
ABRiEE - 900mL (37+0.5°C)
A BR K pH1.2— B RAHRERE 118

pH5.0—Mecllvaine O#EEK (0.05mol/L U »FE/KFE —F F U w7 AR &

0.025mol/L 77 = > Ak 2 v C pH % i)

pH6.8— H Jma tHalBREs 2 K

7K
()5 EHE]
WTIVDRMFITIENT S | RERHID 15 3 AT 85% UL B L7 2 & &
D BRBRRLAID 15 5y LINIC ) 85% LA BIAH 3578, U 15 /iR i) 5 ekl il
F O SR S SR RA DB RE L 15% OFPHICH H 2 & & LT,

2

~—

[ERFER]
HIE | EEYERLA A ER LA i e
sk | RABRIE | BRRT | PR | R P L HE
o | @) (%) CREiE )
15 Sy LAPNIZ ) 85% LA LI | o &
pH1.2 15 95.3 99.2 B 0+ 15% 0O 46T A
15 5y LAIC TS 85% DL ST | oy o
pH5.0 15 96.6 100.3 FEYERLS| 0 - 15% 00 Bk
50rpm
T R oo |15 ST 85U LT |
PP ' ' TR 0 -+ 15% 0 [ T
15 DI TEY) 85% LA X0 | o A
VIS 15 93.1 98.3 YRS 0 - 15% 0 A




FE | R | R —
WA | RBRIE | W | PSSR | R R CE7R % HE
AN 0 0 DEIRED)
(53) (%) (%)
15 43 LANIZAEE) 85% LA FOUE | oy A
100rpm | pH1.2 15 99.1 100.1 FEAERLA] 0 + 15% O FaFH Bk
(A HhER]
s HRBRS S (pH1.2,/50rpm) T BB SR (pH5.0,//50rpm)
100 W—. 100 W
780 580
H H
#60 60
% %
=40 —&— Loy 25 (5me) —40 —a— 7Ly 265 (5me)
% —— A S F VU SES Mg [ 4 A1) . —— S AR S5 me [ 7 AR
------- 85% ——----- 85%
0 - - ! 0 L L n s
0 5 10 15 30 0 5 10 15 30
PUBRIRERIRHET (57) PBRHEERIE I (59)
s HRBRR R (pH6.8,/50rpm) TR JE (K50rpm)
100 Aﬁ 100
%80 % 80
H Hi
5 60 # 60
% %
L0 _ . L40
—— 7L ey 755 (5mg)
MR e A —&— 7L uy7§ES (5mg)
20 g TRy —— S SH U M me 51
T I 85%
0 : : , 0 . . ,
0 5 10 15 30 0 5 10 15 30
FRBRIE R IR (4) FRBRIER IURE [ (43)
A AR A (pH1.2,100rpm)
100 F_A— 2 Q0
¥ 80
m
60
% 40 5 -
~ —&— 7Ly 755 (5mg)
20 —— R F VR BESmg [ & A 1)
------- 85%
0 , . ,
0 5 10 15 30
ARERIE B IUREH] (59)
(3) AO/N\2 D UIEEEE OD & 5mg 541 b+

VSN 31T DR
FTRTORBREIFITBN T, [HBEERGOEYFZNFE SRR TA K7 A L HED—H
BOEIZ DWW T (CFRE 18 4F 11 H 24 AfTHEEHEAIE 1124004 &) (TR SAL7 A HEI
WAL, A a %Y et OD 88 bmg T4 A b LEEHERE] (7L e v 2 OD §E5)

D HZEE OFALNE DS e

=Tz,

[FRER S ]

DEn
a%
AR I

B

/X RViE (50rpm, 100rpm)
: 900mL (37%0.5C)




BRI

[$1E H %]

pH1.2— A Ja e 11K
pH5.0—Mcllvaine O#EfE# (0.05mol/L U > Fg/KFE T F U 7 LRI &

0.025mol/L, 7 = » FEVRIR % FAVC pH % FRHi)

pH6.8— H R HakBR e 2 i1’
7K

WTNORMFITB N TS, FEAERIAIN 15 5 INIC ) 85% L EIsH L7z Z & L,
ARBRELAN DY 15 43 AP 85% LA IR I~ 2 2, XU 15 432 k1T 2 iR BRSUA| oD -
TR SR UERLE| O SRR = 15% OFPHICH H Z & & LTz,

[ElBR#ER]
HE | ) | R — N
[EIL i BRI W] | PR | S R (T S H =) HIE
(43) (%) (%)
15 43 LANIZ L) 85% A 3T | oy o
pH1.2 15 97.4 103.2 HEERL O+ 15% 0> Bk
15 3 LA 85% LA ST | o &
pH5.0 15 94.1 102.2 HEYERLE] 0 - 15% 0> Bliikey
2orpm 15 4y LAPNIZ - 85% LA X 1%
Al M1 (o) S A
pH6.8 15 97.1 103.2 AR 0 + 15% 0> FaFH BEey
15 53 DAL 85% LA B3I | oo A
K 15 94.9 102.2 HEYERLE| 0 + 15% 0> WA
15 3 PAPIZ T3 85% LA BT | o A
100rpm | pH5.0 15 95.1 102.3 FEYERLE| 0 - 15% 0> Biey
(A HBhER]
A RS AL (pH1.2,50rpm) e AR S (pH5.0,/50rpm)
100 A/g___g 100 | / /Z—_’X
%80 780 F
H H
60 #60
3/340 i ——t—— 7Ly Z0DEES (5mg) 3/9 40 F ——t—— 7Ly 70DEES (5mg)
. ——— R F YU ODSESmg [ 4 A B ——— Y ODSES Mg [ & A k)
Sl IV ZE—— 85% E 1 — 85%
0 : : , 0 . , ,
5 10 15 5 10 15
PRBRIRER LR (57) BRIBHEREIE (59)
T ERBRARS S (pH6.8.50rpm) RS S (K/50rpm)
100 /:/'_A_—_z. 100 F ﬁ —O L ]
— ..
w80 F
H
=60 F
%
———— 7Ly s0DsES (5mg) —40 ———— 7L 120Dk (5mg)
——— N R ODEESME [ 7 A ) 20 ——— R ODEESME [ & A R )
------- 85% ——=-e-e85%
, , 0 ) ) )
10 15 5 10 15
SRERIRER HURE ] (53) PRI HURE [ (53)




B a5 (pH1.2,100rpm)

100 f A/'Z_’_X
w80 F
H
60
0,
\/B 40 F —t—— 7115 70D4E5 (5mg)
20 —— VR ODEESme [ 4 A b
------- 85%
0 L ,
0 5 10 15
R HLRFTE] (47)

(4) A 0/R8 2 UIEEE OD £ 2.5mg 44 k]
RN R T B U
FaoK VUM OD $E 2.5mg [# 4~ 1%, [E &SRR D80 BEERA O LY F
IR T A BT A 22T (PR 24 - 2 H 14 HATEFESF 64 5) KON 1%
FEE IS, DA LR RV SRR T A BT A ) CERE 18 4F 11 A 24 A3 AHRE RS
1124004 5) (ZES&, A a2 VU OD §E bmg 144 b ZAFEHERH L L
EE . IRHEEINEIS S HE S, ERENICES LA ST,

[FRER G4 ]

£ & /N RLiE (50rpm, 100rpm)
BRI A : 900mL (37%0.5°C), #BARIK : /K

[ )
OEZTAIES

FEHERIFIIT 15 2> LANIC R 85% L BRI LT 2 &b |

ARERELADS 15 3 AL

) 85% LA FIAHT 52, XU 15 2B 1T 2 3R EREUA 0 SR H ZR ASE YU o
RO £10% OFHICHH Z L & Lz,

@ fix DI

BRI DS ER RN 85% LA LITET 5 2 L b,

AR RN DI IR £ 15%

DOHIPHZEZ D SO 12FF 1 HLLTF T, £25% %MD b DR L& Lz,

[FAERFER ]
ORESNNES
HIE | EEYERLE] | RRBR LA o e
o | RBRIE | RER | CEEHER | ERE R CEA7A ) I E
43 (%) (%) -
50rpm | 7k 15 102.2 101.0 ggﬁﬁgf’lﬁfg{éh R g
@ fiEl % DY
o LR
HE NIVUE
o B | E FLE .
EiRr | ARBRIE H%j?ﬁﬁ TR | s ([ 2 OV HHER) I E
(3) (%) (%)
g9.9~ | TRIBHROE15%DHIE A
50rpm K 15 101.0 1025 |2 H O 12 EF 1 ELLF T, bl
: T25%FH A D H DN




(& R #R]

120 ¢

4
[>2

100

80 : ______________________________
60
% 40 |

o2

—— S H U ODSER. 5Smgl AR
—A— R ODSESme [ 2 A1)
- === 85%

20

0 7% ’
0 10 15 30
FRBRIGER IR IRFf] (47)

10. B4 - A%

() EFBPBELGESE - BR. SNMENBRGER - AR(ICET SFR
A% L

(2) a%
Fa gD R EE 2.5mg [ XA B : 100 £ [10 $2(PTP) X 10]
Fua Ry G SE bmg [ XA B : 100 &8 [10 $2(PTP) X 10]

Fua & R OD §E 2.5mg [ %A K~ : 100 & [10 $2(PTP) X 10]
Fua xRN OD 8 bmg 44 ~] @100 &€ [10 $£2(PTP) X 10]

() FREE
A L

(4) BHRDOME
<FAONFDUIEEIETFE 25mg T4 b1 -5mg 24 b1 >
PTP > — bF : BRRAV AL 7 4 +FRY FrbELy TAI=T A
<ARONRETUIEREIE OD £ 2.5mg %4 k1 -5mg I%4 ~) >
PTP v — b : RV k=1, T I=07 A
vr—adE T AI=rvL - KV ZFL I IR—F

1. BRI SN D EHE
AR L

12. ZDith
mMER L



V. JAEICEAT HIER

. BhEEX (TEhER

BA: 7ULE—MER, CARE. RERBIZHESIZSE (BP - REX. EB. KEZ
DFEEE. SEMEE. ZHBHMAH)

N TFLULE—MaR, CAKRD. RKEEE (BP - REX. RETSEE) TS %
>

CBhEER (I RICEET HiEE
BRE S LTV

RERUVRAE

(1) BERUA=ZE0OM#ER
BN aEE . RS 1R e o8y O R X L C Smg AR OWEERTO 1 H 2 [A]
B35,
¥, AR, RIS X EHER T S,
AN SEE . TR /NI 1 A a8 g DU gE & LT bmg & K% OEEE R
D1H2ERAKRET D,

(2) AiERUREORERM - R
KPR L

AERUVRZEICEET 5EE
RESHTWARN

. ERPRALHE

M ERT—%2/8v5—3
ME R L

(2) PR IETRAER
DR L

(3) HERIERAL
P - L 2



(4) #REEHIEER

1) BRI ER

(FLILF—HR%)

ENEMAHLERE (BA)
WY LLX —MaRBE (211 4)) Zxr8Ic, %% M REexflEs L
FEEMRERBRZ £ Lz, A o% DUl Gmg 887 7 B R EE) KO
FHXH I N (80mg $EXIEZT 7 BAEE) & 1 H 2\ 4 BERRERORE LI
R, BEeREGEEOUGESR (IK#E ) DLE) 134 v % O U 62.4% (53/85
B, AxH% b K 56.6% (47/83 ) TH-o7=, 10% LT HHIC X 5 [F%EMED
BREORE R, FSMEAfER Sz (p = 0.018), #HELE2E 0 weR (ILetic
M8 L)) (34 w32 O MR 68.0% (70/103 i) . A5 K X F 61.4% (62/101
) Thot-, MEERICABRZEIRO N> (p=0.301; URE., p=
0.403 ; x*HE) ¥,
RIER BB XA v & O R 29.1% (30/103 f5l) . A kI NEf
30.7% (31/101 ) T o7, A v & T U HEEREREO ERRIEMIL. IRK 25.2%
(26/103 f5il) To -7z,

(CARPD)
ERNEMALERRERE (BA)
B CAMBEE (256 ) ZXI%RIC, 7 b F 7 o v ExtRIRE Lz “HE BRI
AR ZE Lz, A a0 Ui (bmg 88377 BREE) KOV FF7 =
V7=V (Img h 7B A XUX 7 TR A 7RV) & 1 H 2[E 2 BEKERA
G LR, mkekdcEEodeER (I6E] Db 133e "7 Uik
T7.7% (871112 ) . 7 N F 7 = v 7~ VEEH 66.9% (81/121 fi]) Tho7-, F7-
DHDMETHD URTEIZBWT, FuxF VU EMEIXr N TF 7 = 7~ )VERIE &
B GELSZRLEZ (p=0.019; URE. p=0.093; x2HE), #HELe
DA (TR L)) 13 a 8% O R 77.2% (95/123 i) . #
NF7 =7 VR 53.9% (69/128 i) ThHo7-, A v & U U AGRIEIT 7 b
T 7 = TNV L AN BEICHHE L 2E N E o7 (p = 0.0001 ; UKE, p
= 0.0001 ; x2kE) ©,
BIER BB XA v & O U 21.1% (26123 651) . 77 b F 7 = V8
41.4% (53/128 i) T o7=, A KV UMD EARREMIL. IRK 19.5%
(24123 f5]) ToH -7z,

(RBERBICHESZSE (B - RIEX., EP. KETHEE. SEMEE. 212

HPEATEE) )

ERNFEOIHE—AHE (RA)
BOEHRBICAE D Z S FEDBE (9% - BUSZR 152 Bil, FE5 72 Bl BEZ 5 FEIE 80
B, SEPERRE 70 B K O T HIPERLBE 24 B, §F 398 #4]) & %ktZiz, A nm %
VUMY 10mg/H (117 5mg, 1 H 2R) % 2 BENERS Lz, FEERERIC
X HARNEIT, WL - REK 74.6% (91/122 ) . FE92 50.8% (31/61 #) . )&



Z 9 FEIE 49.3% (33/67 B) . = MERLHE 52.8% (28/53 fil) . ZIEB HMERLEE
83.3% (15/18 ) TH V., BIKTOHENHFIL61.7% (198/321 i) ThH-o7=7,
RIVER R BERE T 19.0% (74/390 #1) T -7, TABIWERIL, BRK 11.3% (44/390
B THoT,

REMHER
AR L

2

~

(5) B - IRREAIGER

(RERBIZHES ZSFE (B - REX. 5. KETHHEE. SEMLZE. SRBHM4LT

Bt) >

EEE (65 mUL) ([CHITBEERAE
KGRRFE ComnE (65 Ll )~ HEER 191 ] (K& 3WE 57 i, 7 LLXx
—MESE 3. CARKS 3161, & o FEMER SR A 100 1) (2350 D EITERA R HEIL
22.5% (43/191 %) TH V. EREMWEMIZIRG 23 1 (12.0%) . BRI 71 (3.7%).
NG9 4 1 (2.1%) . Bm - WURKEOVIE 3 4 (1.6%) . SAJF - SHEEK 3 14 (1.6%). &
F 24 (1.0%), AT 24 (1.0%) ., BEAPE 2 4 (1.0%) FTholo, mlmd Il
B2 EIVEARBERIT 65 Mokl 15.8% (238/1,555 ) ICH_Enotz, £, b
BT D ANRITEE T 25.5% (12/47 B) . 7 LLF—PEEZ% 100% (2/2 1) |
CARZ 80.6% (25/31 f5i]) . FZFFHRIBITHE S & D FERIR T 58.3% (49/84 ffil) Th -
728, (IVI—6. (8) mlinE | DOHS)

(T LILX—1E&R%)
ERN_EEREEARE (NR)
INBREET LA —RBREE (T~16 ) 2RI, AuF D UERkE (10
25mg, 1 H2E, H L<IX1E 5mg, 1 H2[E) ® HEHWE, MEEE LT TR
2 ARG Le, FEFHMEHEA CH D TED 3 E (K Lok, @mit, @) &FkX
a7 OB D OEALE] ITOWTHGBOIT AT oo fR, A r & gk
bmg FEIX 7 7 B AR LARERGEL R LI %10,
INVESBAEME T L — MBS A G & L7z Hei e R i

B FEIE (me;fniﬁg.D.) (mezﬁrfiié.D.) FEFTIER (GERAHT )
FuaT /N IR D
ﬁﬁiﬁg . 100 | 614+144 | -1.41%1.99 gz;g;ﬁgmg 08
p fiE £ 0.019”
7R 97 5994117 | —0.84+1.58 -

a) BEREA R, BEHORO 3 EHMAEF AT 2 AR L L8

b) K4 GRED /N EH 54D Williams #7055

BIVER BB XA 0 2 2 otk 2.5mg B 12.6% (13/103 f5]) ™. 5mg #¥ 16.0%
(16/100 f3) . 77 EARRE8.2% (8/98 f5) Th o7z, A wm /¥ VUM bmg #f TH
BLU77- E2RWEA L, ALT #50 6.0% (6/100 7)) . B mEREHE N 4.0% (4/100 ) T
o7 10,

) TR Eo/NRIZB I 2 AR OAGEH®EIX 1 smg, 1 H 2R THD,



ERNEE®RAER (DR

ANV T LV — M E R R (T~1670%, 30 kelh . 33 f) ZxtGiz, A w4
VUM 18] bmg & 1 H 2 [F 12 @G LoRER, B0 3 FE M (K Lk, &t
2MH) AitA a7 oM 02 kE (mean+S.D.) 135 2 H#%-2.08+1.73, &
512 #-2.4122.09 TH Y | ZhRIEFEGHETREETHBTL2Z LR LELTY
f: 11>O

BIVEF S HMERE 1T 15.2% (5/33 ) Toh-o7-, E2REIEMIL. MR 9.1% (3/33 f) T
ol

(7 FE—THEE %)
ENZEEREERE (MNR)
INRT N E—EEEREBE (T~16 %) X5, A n 32 DU (118 5mg, 1
H2E) HH0E, MR LT b F 7o 7w UBE R/ ny 7 (1H 1g, 1
A 2ME) % 2M&EE Lz, FEIHMEEE CTHD [F IR 27 OIRBRIEE HRIH» D O
ZALE] IZOWTHGEITZAT TR R, T N F 7= T UBE R T A v m 7T
M oA NG Y UM OIFLENRIES LTz (95%E X O LR2Y 0.4 L)
) 2,
INRT bR B Ak b LT R BR A

. I
£ A HEIE (me?niﬁg.D.) (mejrfiiz—.D.) FRATRER. (GLar ot )

R EPAY RPN ~ /N R D 7=

S 152 2.36+0.46 0.781+0.84 (a8 MR F T =

7 VERHERE) ¢ —0.08

FRFT v 95%EHIX L] : —0.25~0.09

T VERE R 153 2.38+0.44 -0.71£0.76
A=A
a) BB A ERE, RBRIEE GO S FEA a7 2B R & Um0

BIVER BB XA 0 X2 O R 11.8% (18/152 %1) . 7 b F 7 =~ v 7~ Lkt
KIA4vm vy 78 6.5% (10/153 ) THhoT-, Am /¥ VU ERER CRE L= £
BIVEIE. IR 5.9% (9/152 1) . ALT 441 4.6% (7/152 ) K& O AST ¥41 2.6% (4/152
) THoT,

(6) ‘afRrE A

1 ERARGEAE (—RERRERAE. BEEARERAE. EARLERE). &
RFEEERT—IN—RRE. RERFTERERAROANE
AR R L

) ZRBEM L LTEBFENANBERIEER L 1-FAE - REBOBE
A L0

(7) Z Dtk
P - Y 2



VI. ZEHERBICEYT HIER

1. REZMICHEH HLEMRITILEWE
b A% I U H, ZFEEGA] (TEIZAF OB, = A\AF o S RAFUERBE,
XY RIR AN TF 72 T7vUERE, BF Y DUERE, 72XV T o R,
A AF R, LREF I U, ugx YUk

),

FER B0 S (LB OIEE  DREFIL, B ORMNIEZZRT L L,

2. EBER

(1) YERERGL - 1R RBEFF
FroRE Y MERBEIE, BRI e XX I H) B RETERZ EEH E L, Bigies
BEWE (rAa bz brrARFH L, PAF %) OEA - IERENHERZ A L,
IR E & % % = ClEEEIER b A9 5 v,

(2) EshEE M1+ HHAERARIE

NDIERZ I ER
SREEEFERICBWVT, B 24X IV H ZREICHNETER (Ki fif :
16nmol/L) ZHT 2528, LAAH Y UM, ZFERIITIF E A EBIMEERST, £0
FERITERM TH -7, £io, BTy MIBIT Db RAZ I UFHHERGBEIGER IS
WCHIEWER 2R3 2 LR S T2 19,

2) REBMIMT LILX—1EH
FERT LLFXF—MERET L (BELEY b, Ty ) IZBWT, PURBERICLS
1A 5 R TR & A 2 i L 72 1517
T b, BILEY MIBIDIZEEET 747X —T F7 4 7% —MKE
N 2 BRI L7z 1819,
REENEAEE VT v MBI 2 BRI KB & SAEHN 02 2 1] L 72 20,
Fio, BTy MZBWT, VMAEMHELIR T (PAF) (1 X 2 50E @B TTHE %
ﬁ;” L?L: 21)O

) L EEVEDESE - HHBEICRIFTHE
7 v MEPEREEAIR D D v A & I v OlEEAE I (IC,, i 5 72umol/L : JFE 7 /v
7 2 VR, 110pmol/L: Y= F v 7 = =Ub v UIiF 7 v 7 2 R, 26pumol/L
A-23187 #ili4. 270pumol/L : =1 /7 K 48/80 i) T 5L & bic, TIF% Ko
MERERICEM LT, & Mfth kb omr A 3 vy (IC, & ; 1.8umol/L), h
2R (IC,, ff ; 0.77umol/L) . PAF (PE4: : 10umol/L T 52.8%#], i
Hft © 10pmol/L T 26.7%i]) ENEE A T 1 —— % —DREA B 5 W T IEREZ S+
DT LIRS T 2

4) B X% = LB inE e R
SVRARRRACA ) & AT D MR E ¥ X =1, 7 LT MR BORIE -
WA T A2 ENMLNTWAS, Fu XX UlEmiEiL, Tty hOTRE

93—



KIIEARIZIB N T, 7 o —b REKRIERE O & % % = 2 B 5 0 WU KOG & i)
(IC,, fE ; 5.0umol/L) L7z, ZD/EMIEIH U v AF v %/ (SKCa T+ %/ : small
conductance Ca? *-activated K *F ¥ 1 /V) OiEMALZ I L= & & 5% = o B
TERIZ LD &2 BTz 2627,

(3) R PRI - FEEERT
AR L



VI. EYEREICEEIT HIER

1. MAREDHRS

() AELEDLGMPEE
P - L 2

)RR CTHRBIN-ILPEE
1) BE®RE
5PN
RN BRI A 1 X% O R BE bmg M TN 10mg Z#f FHEER D& S Lz
X DIPYENAENNT A — X T TDOEEY Tho7o 2,
LR AN BRI AR D35 L7e & & OIERYEIE NT XA — X

&[q—‘_% Tmax Cmax AUCO*DO T1/2
(hr) (ng/mL) (ng * hr/mL) (hr)
5mg + -+ 4+ @Qa) + a)
(n=6) 1.00%£0.32 107.66+=22.01 32663 8.75+4.63
(iggg; 0.92+0.47 191.78+42.99 638+ 136" 7.13+2.21Y
a)n=4, b)n=10 mean=+S.D.
INR

INET LR —BE (10~16 . 40~57kg) (24 1 /8% 2 R BE bmg % HilH]
OB Lo T OIEYEENT A —Z T TDO LB Tho7o 2,
INRT LR —BFICHERR O3 LT & & OBEMBIE T X —&

= Tmax Cmax AUCO*lZ
BoS& (hr) (ng/mL) (ng * hr/mL)
bmg 1.33+0.52 81.57+9.91 929820
(n=6)

mean=+S.D.

2) REH®SE
RN BPE (8 B) (CA v & U R SE 110 10mg 2 1 H 286 HfE, 7 H
BiZ 1 EOF 13 BIER L Lz &, 4 B H E ClamEfRE e IREIC
EL., C . THFERAOEEGRED 1.14 ETH o722,

3) EMFHIR F A ER
<FRANRZDUERIESE 25mg T44 ~) >
TR AN BIEIC A 1 X F D URRESE 2.5mg [ A b T La v 7825 EnE
N1EE (Aux YU tReiE E LT 2.6mg) %27 1 A4 — R—JEIC X 0 H i BmR
A5 LTl 4 a2 DUREZIIE L, fFon-RyEhe <7 2 —4% (AUC,
Chuax) (2T 90%IEHE XA THEFHIENT 21T - 7285 L. log (0.80) ~log (1.25)
DOEPFANTH 0, WH O ALY FH R ENEDS MR S iz,



AUCO*A}S Cmax Tmax TI/Z
(ng * hr/mL) (ng/mL) (hr) (hr)
=R RS Y 3R n i + +
2.5mg (¥4 b 95.12+12.35 30.07=*6.09 0.8£0.3 9.0£7.1
7 Lay 7§25 89.93t11.24 28.19£6.22 0.9+0.5 5.8+5.5
(2.5mg)

(ng/mL)
3571

30 t
25
20 [
5 §

10 If

e ANAA R PR 1=

(mean=*S.D.,n=18)

—e— F /)Ny Y UIEREESE 2.5mg [ 71 b
""" o 7Luw 7§25 (2.5mg)
mean+=SD., n=18

12 24

¢ fH (hr)

<FRNFDUIERIESE 5mg (54 ~1 >
ek N BYEIC A o % O URRIESE Bmg [ A ~| LT vy JEES ZNE1
e (Aa"x UL LT bmg) &7 v A4 — kI L0 e EERE O 5
LCiEhAm 2 O U REARE L, 507K pEiiE T A —% (AUC, C,,)
(22T 90%[EHE X VAL THREGHIEIT 21T o T2/ . log (0.80) ~log (1.25) @
HHENTH Y . WHOEYFRIRIEED MR S 7,

AUCO*‘LS Cmax Tmax T1/2
(ng * hr/mL) (ng/mL) (hr) (hr)
AR SRR 197.35+33.79 | 68.46+22.55 0.8+0.3 8.4+6.1
5mg [#A K]
(75111/1; v 755 194.36 t£26.38 65.85+18.04 0.8+0.4 8.819.3

(mean*S.D.,n=18)




(ng/mL)
90 r
g0 | —e— F Ny I UIEREESE Smg [ 1 1]

,,,,, o FlLuv S5 (5mg)
mean+SD., n=18

70

RS N S O NS

24 36 48
i (hr)

S A NS AUC, ooy B85 A— 4 1%, HIRH ORI, (RHLOERIEISL -

A5 DR SR Lo TR D WHEMENR B 5

<AANEZ D UIEEIE OD E25mg 544 ~) >

Fu g U OD 8E 2.5mg [ 24 b 1%, TEENRR R0 EREAOE
WIFERSEERBR T A R T4 ) 1T &, d a3y U U OD §E bmg 4 1
N AERERLR L Uis L& RN S X AMFEICRISE L A ST,

<AANEDUIERIEOD & 5mg 54 k1 >

RN B A r % DR OD §E bmg (%4 b)) 7L m w27 OD&ES %
NZEN1EE (a7 DUl LT bmg) %7 1 A4 — "—E | X B
ARG L CiiEh A a2 O AREARE L, 1§ b yEiie T A —% (AUC,
Cruaw) (22T 90%[EFIX AL THEFHIFAT 21T - 7285 2R, log (0.80) ~log (1.25)
OFPANTH 0 . FTH O ALY F RIS R S vz,

<JK7p L CHRA >
AUCO*ALS Cmax Tmax T1/2
(ng * hr/mL) (ng/mL) (hr) (hr)
e S H R N . . .
OD % 5mg (4.4 I} 955.57+44.36 | 72.77+15.54 1.5+0.8 11.0+9.2
z;;gu) »7 OD i 5 245.78+43.68 | 64.91+15.72 1.840.7 10.6+6.5

(mean=*S.D.,n=20)



(ng/mL)

100 1
st o 7L avyZ0OD#E5 (5mg)
#E mean+SD., n=20
EF' 70 1
F 60t
“
JN 50 1%
o4 iis
:j 40 : B
2 30
i A
rg 20 7 A
10 [
0 ————— ° ° ®
0 12 24 36 48
i#fE (hr)
<K TR >
AUC, 4 Croax T ax Ty
(ng * hr/mL) (ng/mL) (hr) (hr)
F gy R
OD % 5mg [ ) 253.41+48.30 76.85+19.03 0.8+0.4 10.0£7.7
"é;;§V5’0D£E5 937.14+41.17 | 69.04+14.05 |  0.7+0.3 11.5+8.7
(mean=*S.D.,n=19)
(ng/mL)
100 ¢
90 L —e— F Ny U UEREODSE Smg [ 71 ]
@eo ] o 7Ly Z7OD#ES (5mg)
iy - mean+SD., n=19
5 I
F 60 o
o 7
JN 50 fii]
5 x
D A0
~ 30
i
B 20
10 |
O ‘ = @ L 2 L
0 12 24 36 48
¢ (hr)

MAEFEET N AUC, C,. B0 /3T A —2 %, BRE OB, KR ORI -
RFHSE ORBR S L > TR D AREMERH 5,

(3) R
REER R L




(4) BE - tAEDEE
NBEOEE
EUER R L
EYEEEEA
BE ZHL TV

2

~

- RWERERENS A -4

(1) f&#r A%
LR L
(2) RULEE EE
P A
(3) HEEETEL
Fua ok O G EEEEE 2.5mg [ XA ) : kel=0.11+0.05 (hr?)
Fa Ry RS bmg [ XA B : kel=0.11+0.05 (hr?)

Xk U EEEE OD §E 5mg %A K UK® Y &) : kel=0.10=0.05 (hr!)
AR a Y e OD 8E 5mg 4 A ~| K72 LEME) : kel=0.10£0.05 (hr!)

@ H7YF5UR
kTR L

(5) HEH
R L

(6) Z DAt
MR L

- BEM (REaL—Yay) @i

(1) 24T 7534
LR L

(2) INSA—AEHER
P - L 2

TR
PR L



5.

6.

ki

(1) 1% — R B FT@ad i
T v MTUC-F m /" VR 1mglkg R NG U7z & & PR RE IR EE 13 E
L7k TRbB K<, 2D Cpp 1T H IR ERE O C,,,, DK 1/25 ThH -7z %Y,

(2) 1% — R BE R P @@ 1%
AR T » MCUC—F /3% U U 1mglkg Z2f¢ A& G- Lz & & fp R & O
PN O TG RER FE (1, REAS M P RER FE D 0.07~0.38 fi5 T > 72 32,

(3) it~ DT
I DT v M UC—A m " VMR 1mglkg 28 ARG Lo & & T Pd6e
RED AUC, I3, MmBET S RERE D AUC, ..0K) 1.5 fFTh -~ 7 %2,

(4) BEBA DB T
LR L

(5) Z DDA~ DBATHE
(A~ D o3 A
7 v MZMC—Am 7 P IR 1mglkg Zf8 A4 G- Lo & & KER s Offlik T 5
% 30 43T H b m WS RERR L 2R L7z, THARE OIE 2>, FFle. A OVBE IDE D Jicdt
REBREEIE, AR REIRE L 0 m o 7 8y,

(6) MIWELFEEE
tMEEARBERIZLLTO LB TH o723 (in vitro),

WNEE (ng/mL) 0.1 10 1000
MFEEAMAEER (%) 54.7+1.7 55.2+0.8 54.7+5.5
R AiEiEls L 5 mean®=S.D. (n=3)
il

(1) FBERLL R U R B
fRERk A (6 ) (TA v /K UG RE 80mg & HAIRIRE 0 4% 5 U7z & & o 4 rp {3
WE, N-BLIRR 7%, N-F /B A F K 1% (CRE(RAE D AUC H) THY | IR
HREIE, & 2K 3%, $91% (48 FEl & CORBRPHEIR) Th o7z 2839,

(2) RHICEI5T 2B% (CYP%) OHTH. H5E
WAL L

(3) NEBBHREOERR VT DA
BB L



(4) RIPOFHOBRE UE L, FAELE
LB L

7. HE

R
RN A v X O R SE Smg (6 i) KON 10mg (12 #) Z#HERROKEE LT
& ED 48 R £ TORE(ARD R PRI, KEFED 63.0~T1.8%Th -7,
FTo, EFERAN (84 ([ZA v/ Z P U HFEERE 15 10mg 2 1 H 2[E6 AfE], 7 HHIZ
1 RIOF 13 RIKEKRO#EE Lic s X ORPHEIERIL, BEROZE 5% EFRETH -
71—: 28) R

INR
INRT VLR —EFE (10~16 7%, 40~5T7kg, 6 ) (A = X% U R EE Smg 4 HilA]
B Lo & &0 12 Kl £ TOREMAEORPPRIRIL, BEHED 61.8% ThH 72 2,

8. S UARKR—E—IZEET BIER
mMER L

0. BHEIC & BIREE
AR L

10. BEDERZEHIT HEE

(1) BHeETESE (MRBETEAFD
JLVTF= 7 VT T AN 2.3~34.4mL/min OEREREIR T HBE M OMEEER A (% 6
B) \ZA v RE D R RE 10mg AR BB EEROKE Lo & &, [ERA & ik
LT, BHEEKTEED C, 1323, AUCITH 8 TH -7 330, (IMI—6. (2)
IFRéRERERE ] OHESHR)

(2) &EnE
i (70 LA B) ROMEEERR A (% 6 f) (24 m 3% O g EE 10mg % HiA#%
NG Lz e &, G omSEHRE TR NI HESHER L, C,. 1359 1.3 4,
AUCITH 1.8 THo7=, Ty Tl D 10~11 FEf] L R TH - 72 %9, ([VII—6.
(8) mitind | DHSM)

1. D
PR L



I ££% (ERLOIEES) (CEJ SHEHE

ERNREFNDHERA
E I TR0

R0

2. FRAR L EDEH

2. 22 (ROBHFIZIZEBEE LGN L)
AHN DR T3t Ui BUE ORI D & 5 BE

3. MEEX I RICEET HEE L TDEH
BRE S LTV

4. AERUVA=ZICEAEYT 538 L ZNDER
RESH TN

5. EELGERMIE &£ TDERH

8. EELEARNEE
(Zheek@E)

8.1 IRRZMET Z L2 D DT, AAIFGHOEEITILA B EOEIREEIRA 1 O RO
BB ESERWE ) FEETH L,

8.2 RN O LN NGEITIT, BRERMICOIZOVRELRVWEIITERT L2 &,
(TFLILF—HE%)

8.3 FHIMEDBEEITIRET 2H5E1E. RFHLEZ T, TOEANORGZM L. 4
HEHIKETRFE THRITDZENEE LU,

6. RENDERZHIT HBHICHI IR

(1) BHHE - BMEEZFDH L ESE

IRENEREHT HEBICHTHEE
9.1 AtHE - BIEERFDNHLHEE
911 REARTOA FREZZITTWVSEE
AFBGIC LD AT v A FEEZKDGEICII o0 BT TR XTI 2 &,




(2) BHREEERE

EHEEE RS
921“%?ﬁ?%%(7b7%:/7U73>x3mMmmiﬁ)
EWIMLFREN G T 52 B8F 03 H 5, [16.6.1 ]

(3) FFBkaElEE B E
9.3 ITHrEfEEEE
JFRERERE E N B LT DB ENNH 5,
(4) &MEReE BT 5E
REI LTV
(5) 1Eh%
9.5 1FIF
T SUTIFIRE L TV A ATREMED & 5 eI, 1BE LA SN EMEE EE 5
CHIB SN AP DOREETEH L,
(6) IZELIF
9.6 RELIF
1B EOFMER ORFLREBEOFIMEE BB L, RO SUIFIEZ KRG 5
ZE, BER (7> ) THHH~OBIT KO AR R OREININH] 23 A S
ﬂTb\éo
(7) INRZE
9.7 NR
EHEAKER, HiAR, RIS EZ /S8 E LA O et s L
7o G R e R 13 52 mbfm@wo
(8) Bl E
0.8 ShE
BHENORGEZHGET 2 EREOREZBE L 2R OEEICKRET L2 L,
AFBEENMET LTS Z ENE L BEARREEL LTV, [16.6.2, 17.1.4 %
B ]
7. \HE/EH

(M) BtRZEZS L ZDEH
BRE S TN



2) HAZFEEZTDER
BRIE I TN

8. BIER

1. 8ER
ROBWERBHHOND ZERHLDT, BEEL ToITITV, BEBRD WSS
WG 2T IET 572 S E 21T Z &,

(1) EXLGEIMER & MHER

1.1 EXGEMERA

11.1.1 BUERF2¢. FFERERESE. ®&E (O TR bEERY)
BIERF25. AST, ALT, 7-GTP, LDH, Al-P & EH%%¢F 5 fFpghEREE, 3%
ERHODLNDZERH D,

(2) £ Dt D&

1.2 ZOHOEIER

5%LL 1 0.1~5% Al 0.1%A i BAEAH]
A REOE FLBESE D IS TEIE G - DRSS |
TOPE, LR
ERUIELT G i R, D8, 58R - | BRI T, LOYUR | REEES (B
SHE, HFEWV I+ DU SE)
e JEf AR, MEm, | fERS, MNZE - Of |NEE
T TR K EmWR, Wo, &
BT
Ji ik FrHSHE SL

(ALT,AST,LDH, -
GTPAIP#E U LE

v RS
1% HIMEREE % IFERER | A ERID I/
%, U BRI |
R - WAPR AR PR VE 1. BUN E&H. REA
PE, s Ly F =
RS IR, HREIRIA
PEER A giE, ImFE LS
Z D1 Mgz VAT a—)b | R, At | B . Bl
ot B, WRR R RN . BIEE

. ETy

TE) BBUHEZITT Loy 7 BRI 2 O FRGRTRAE X OFepldids, 7 L v 7§, OD
BE K OERLIZ F8 1 D /NR ORI R A 2 & T,




0. RARRERBRICKREIZE

12. ERBRERFRRICRIITEE
AN OEGH L, T VAT U ENKIGEMEI L, 7 VL7 v OEGRIZ K E %2 K3 DT,
T LIV U RRNEOSRE & i D RNEAR 2 &5 LenZ &,

10. BERE

11.

REINTWRW

BRALOIE

14. BALDFE

14.1 ERIRFEFOTE

14.1.1 PTP W20 3EANL PTP > — MOV H LU CTRAT 2 L5 ET 52 L, PTP >~
— FORRIZ LY, WS AEIEREA~FIA L, BIZIEZ L2 3 2 L CHithRiR
REOEERGIHEEZIRT L ERH 5,

(i)
1411 PTP v — F 2 WA A SHO RS FIETH 5,
CFpk 22 4E 9 A 15 A EBGATE 0915 5 2 5. SEERTE 0915 5 5 5, HELHK
0915 45 1 %)
<A OSB D UIEEESRE 25mg 44 k1 5mg [44 k) >

1412 3EILT- & 21T TICRET 52 L,

<AONRETUEEEE OD 88 2.5mg 44 k1-5mg 54 k1 >

14.1.2 AFNTFDO EIZOE THERZ R S5 LT 5720, KR LTIRHATRETH
Do Flo, KTIRATLHZLHTE D,

12. ZDMDFE

(1) BRIREEAICE D < 1EHR

15. TDHDEE

15.1 BRERERICE D B
KRB IZEA S TIEAR WA, Fu 8% O R SE 5 5 1 DRI ZE D ISE
P DIVTIEFI NS STV 5,

(2) FEERFREBRIZ K D < 1588
MR L




X. JEEREREBRICEEI SR E

1. RIEER

(1) EnFEHAER

VI, EHEEICEYSHEE OHEM

(2) REMREAR
AR R L

(3) Z DM EEHER
BB L

2. HEEER

(1) BE S HiEHER
TR L

(2) REEH‘RSEMAER
MR L

(3) BinEMHHER
BRI L

(4) AR ER
MG R L

(5) EREFAEMAER
MR L

(6) BRTHRIE R ER
P - L e

(7) DD EM
MR L



X. BEEMEIEICEY 5IEH

. RHEX S
A REELRW
ARGy S LR

. BEIME
HEhM - 34

- BERETOIE
R PRAF

BBV EDEE
%Y L

. BERITEM
(1) BAMERMTA R el
(2) <FVoOLEBY o)

F—R% - FHE

Fl—/sy : 7Ly 78g25-5, 7Lry 7 OD§E2.5+-5, 7Ly 7 A 05%, /34
— VIR 0.1%

A %h 3K bR I H, SABEHA (7Y T AF U HEE, T AXTFY, TEFAF Y

R, X% IR N F T T, B F ) DU, T =% Y

T xR NIREAFUNRUVEEE LR FY D v TR D)

. BfFEEEAE
A~



8.

HERFARDFABRVRRES. EMEENFEFEAE. REMEBEFEAR
U3 IR T KR B SHE A e ¥ o
A R AR e B T
ARG T AGIGE| 501942 8 11 15 0 | 22400AMX00958000 |2012 4F 12 A 14 H |2012 4F 12 A 14 H
2.5mg [AA]
;;;’Fz;ic/ﬁg@ﬂgﬁﬁ 2012 45 8 H 15 A | 22400AMX00959000 | 2012 4£ 12 7 14 H [2012 412 A 14 A
FuaNE D R
OD § 2.5mg [AA) 201342 H 15 A | 22500AMX00084000 | 2013 46 1 21 H | 201346 A 21 A
Fua gD R
OD 6 5mg [AA) 201342 H 15 A | 22500AMX00085000 | 2013 46 4 21 H | 201346 A 21 A
fRFE4 AT
ooy U RS 2023 4E 12 H 13 H | 30500AMX00293000
2.5mg [ZA K|
ARFE4 AT
a8k D S| 2023 4F 12 A 13 H | 30500AMX00294000
5mg %A K|
fRFE4H AT
Fmosx YUK 2023 48 12 H 13 H | 30500AMX00295000
OD §E 2.5mg [ 41 |
fRFE44 28 B
Fuosx YUK 2023 4812 H 13 H | 30500AMX00296000

OD §E 5bmg %A b

10.

11.

12.

/N AR Z B9 5 %hhE

BAROANA

BEETYM
FAERSTAN

REHEFIRICET 517

BEERR. BIEBERARFEABRUVZOAR

AFNZ, BRI BE T D HIRITED BTN,

MEERIFZREM. RERVAELEENFNFABRUVEZNAE
(IR HTEKR O RO —EZ K

2015641 H 14 H




13. B3 —F

- g b SEE | EmEksa— | HOT O | L7 hEL
i (YJ =2— ) H5 AT LAHa— KR
RS AR
2.5mg %A I
PSR
bmg A K]

=R SV =1 751
OD # 2.5mg [ZA ]

v R DR
OD #E bmg [Z A1 b

14. REHATLDZE

AFNIBHAHRIN L OR IR TH D,




X1. X#k

1. B5IAEX#ER
1) ;‘Eﬁﬁrﬁﬁ%ﬁ BIAEE (7 La v 7582000 45 12 A 22 AAGR, HEFEEMEE A -T1-1.)
2) thNE R - e B?J*f%éi%ﬂ
3) FENE KL 4}}%@ BRI BT D EMEICB T &k
) HENEE - IEHRERIC B?Ja“é‘i%*ﬂr
5) AEME T L L —PEE RIS T D FRAE-Oxatomide % xR & L 7= — 8 5 Mgk
Br- (7 Lo w7 522000 4F 12 H 22 HARR, HEEEMESE - 1-2-3)
6) 75 | L il B PR P2 3K.2001517:237-264
7) V8 LR A i PR R 3. 1996512:1615-1640
Q) ERRARBRIZI T 2 | (65 %P b)) oL EFHEDOE LD (7 L v 7 5E2000
£12 H 22 AA&GR, HEEEEMEZE F-1-5-2, h-1-2-4)
9) Okubo,K.et al.:Curr.Med.Res.Opin.2010;26:1657-1665
10) /NEEAENET LA —MEE R 2R e L —EEMEEERR (Lo y 7 7ray
7 OD $£:2010 4F 7 H 23 H &G, HEEEEMEE 2.7.6.2)
11) RABRAK:T VX — « 425%£.2011;18:108-116
12) )11/ Efth:7E A 52 f§.2011;73:278-289
13) B Hi i Sl S8 PE & K. 199555:1817-1824
14) 72 22 A e Fofth: 58 H - 6 R, 1995;5:1825-1835
15) HfE 2 7 1 /L ¥ —.1995;44:1229-1233
16) Kamei, C.et al.:Arzneim-Forsch/Drug Res.1995;45:1005-1008
17)Kaise,T.et al.:Jpn.J . Pharmacol.1995;69:435-438
18) f1 M- F frfd: B KHEEE. 1995;106:289-298
19) A3 H- 75 frf: S & 50K 1995;29:3543-3559
20) Ohmori,K.et al.:Int.Arch.Allergy Immunol.1996;110:64-72
21) e % AREERA: B 358155.19955106:347-357
22) 1 2 KRB SAd: SR FE & iR, 1995;5:1837-1850
23) Ikemura,T.et al.:Int.Arch.Allergy Immunol.1996;110:57-63
20 A a by burrARFY U M MOEHACIR 7 OEA - EREC RIETRE (7L
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CEHAF - IREBICER L TR EITS I2HT=-> THSEER
AREDBFERICET 5FE  AHIITAREZ T COARWWEICET 2ERAEEN 5,

BR 5155 15 TESL L'Cb\fotb\ﬂ\jﬁ% & iifb’(:l’o ., HSETHRMSN TV LRERTTIETH
DRIRERZFRE L TR LTV D, EREFEEDEKEN 251 5 EToZEFR
ThHY, MTHEOAGEZRT HDOTIEAR,

PERRAL - TP F =S 5 O I e I e IR BB T2 A R 74 2T 5 Q&A 12O
T (2D 3)] SftH 9 H 6 HfF EAF@EES - AR HAR B - 5
S R R S 1A
(1) ##7
<FnmNFYUEBEE 2.5mg (XA ) >
PRAFSAM: HERTE H BHAGIE 7 H# 1% A%
e S8 o DORH 7% A%
R dx a8 (%) 99.0 97.5 97.6
FEAE (%)) ’ (98.5) (98.6)
s WREADOR R [l /2 [l /2
25C. T5%RH o () 99.0 97.4 96.6
FEAE (%)) ’ (98.4) (97.6)
PRAF SR ARERTE H BH AL 30 Hlx+hr | 60 Hlx+hr |120 5 Ix * hr
s RO R [FI/E i [\l
D65-25001x
25°C, 45%RH af (%) 99.0 %?? ﬁfﬁ %%T)%?
(RTFsE (%)) (94.4) (93.6) (90.9)
<FmNF Y UEBESE 5Smg (X4 ] >
PRAFESIE: ERTE H BHAARE 7 B 1% A%
e S8 o s DRH il A%
Rhdx i (%) 99.4 97.6 98.8
(ﬁi%ffp (%)) ’ (98.2) (99.4)
S8l IR DR [l /2 [l /2
25°C. 75%RH S8 (%) 001 976 979
(iﬁ%f+ (%)) ’ (98.2) (97.8)
PRAF A R H B AR HRF 30 5 lx+hr | 60 L lx-hr [120 /7 1x * hr
Fas i) WoREA DR R [FlZE E [\
D65-25001x
257C. 45%RH @8 (%) 99.4 i%?i* %?? %%?.?
(A (%)) (94.0) (94.1) (92.8)




<gmoRgZ YUY OD 88 2.5mg [# A ) >

PRAFSME AERTE H BH A 7 H% 1% A%
T O TWVEAD _ _
e A1 Bk [F%e A%
mO P EH (%) 1003 100.4 98.8
TR (%)) ‘ (100.1) (98.5)
B 3<5g¥ﬁ@@ iz Rk
25°C. 75%RH
i (%) 100.3 99.5 97.6
FEfFE (%)) : (99.2) (97.3)
PRAFSRA FRBRIAE H B hh R 30 Flx+hr | 60 Hlx-hr [120 /5 1x * hr
Z<oTw - _ _
D65-25001x i DR RS e R
25C. 46%RH | ag (o) 100 99.8 98.2 97.0
FEfFE (%)) ’ (99.5) (97.9) (96.7)
<AmRZ YU OD §E 5mg (44 K] >
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T TWERAD - .
e S8 ke jAle [F%e
Y PE a8 (%) 008 101.2 985
AR (%)) ’ (101.4) (98.7)
A :<5g¥ﬁ@” ik ik
25°C. 75%RH
i (%) 99.8 98.7 97.6
FEAEE (%)) ’ (98.9) (97.8)
PRAFSR1E RERTEH BHAG I 30 Hlx+hr | 60 Hlx+hr |120 5 Ix * hr
<o TWn - _ _
D65-25001x i DR 7 iz 7
25°C, 45%RH G (%) 90.8 98.8 98.5 98.1
AR (%)) : (99.0) (98.7) (98.3)

(2) itk - BBAMRURERSEF 21— 0&EBEME®

1. AR AR

F o AR —NICAE 18858 AL, 55°COIRES 20mL 2\ WELY . 5 4 B 4RIk
B L2, T 4 AR —% 90 FEC 15 FEME S, Al - BMERELZ B L,
5 I RICHREE L7 WEAIE, IS 5 &%, R BEEZITV., RRdE - E ok

erEg LT,
2. M AR

BRI R ER T O N BRIBIE 2T 4 AR — IS OER Y | RS TF o —F
(8Fr.) DIFEAME Y 2~3mL,/ # (10 BT 20mL) OE CHEA L, Wit 2 852
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s M | ERRERER | RN L, HIC 5 RIS R L B A
5mg (%A k] IREIRAE 2 R LTz,
BB RR SFr R F 2 — 7 % i L7~

da xRt OD | AR R

5 MHIBF CoERICAEE L, BAFRIREREZ R LT,

#E 2.5mg (41 b

SFr.iR a8 T o — 7 il L7z,

F xR OD A IR AR
BE 5mg [ 4 b

5 Jy M CoE R ITAEEE 9, I H D IRE ORI
xR Ui, HIC 5 @R ERIZERITHE L BT
TR EE A R LT,

e R 8Fr. B F = — 7 Zimila L7,
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(1) B AT &R
MR L
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A O RA a— R e elde i — K
S S R RE
Arssy {/imgkim/ﬁ 100 & PTP (01) 04987885226809 (01) 14987885026802
2.5mg [ZA K|
o SO T b
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5mg [ A K|
Fu o x YRR OD
5 2.5mg (5 b 100 & PTP (01) 04987885226830 (01) 14987885026833
Sz SO E R tE
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