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(2) EHETERER 910

<INEZHEUEE 15mg [VTRS| >
EBREA: - 25°C+2°C. 60%RH+5%RH
PTP a3t (ik%8)

TE R O B Ah 125 A% | 24 » A% | 36 » H1k
Mk EOOFEMAED T 4 v bha—F 1 v T EE) Py 7L B L B L
FRRER . B B .
(EEsa~r57 4—) " "
il R 5l 2 O RIEBE | 0.1%LLT 0.0 0.0 0.0~0.1 0.0~0.1
CElEmE) | wEREE 0.5%LL T 0.0~0.1 0.0~0.1 0.1 0.1
A — e R iy — — ke
R (%)
~102 ~101 4~ 4~
(45 Sy ORI T5% L1 E) 9510 98~10 94~98 | 94~98
EEREE (%) (95.0~105.0%) 99.5~101.4 | 99.4~102.5 1?8;’; 99.9~102.4
3>y n=1
*: %oy b n=10x3
** &0y b n=6x3
<INFHFEUEE3Omg [VTRS| >
BRSe - 2522°C. 60%RH+5%RH
PTP ald: Gi&4)
T J O S B AGI 125 A%k | 24 » Atk | 36 » H
Mtk GEREDOTEMED 7 4 )V a3 —T 4 T §E) Bl el L el L el L
: z - - Be
GG/ v k757 4 —) e e
ol R 8 2 DI RFEBGWE | 0.1%LLF 0.0 0.0 0.0 0.1
FERYE) | wEEE R 0.5%LLF 0.0 0.0 0.1 0.1
U ) — PR R W — — A
TRHRER™ (%)
. 2~1 1~ ~ ~
(45 SRV T5% L ) 92~100 | 91~96 | 8T~96 ) 90~95
EERBR (%) (95.0~105.0%) 99.4~100.8 | 97.9~99.1 | 98.6~100.7 1?8‘11;

3ryhk n=1
*: 41y b n=10x3
& my b n=6x3

EWIRAARER (25°C. HHXHREL 60%., 36 # H) OfEHR, IAVFHFEUEE 15mg TVTRS] KW
INZYEUEE30mg [VTRS ) (FEFOTHGIE FIZBWT 3EMEZETHDH Z LRSI

77




(3) MEGLEIREE D2 E MRk ER 112
<INFP BB 15mg ['VTRS]| >

ORIk D2 EMERER [40C+2°C » 75%RH+5%RH]
R 2 IR
BR AA 1 1% H 2 %A 3% A
PER wo B L Eer L Eer L
FEODEIIDT 4 L ha—TF 4 2 75 e e firs el
%) 99.7 100.0 99.8 99.0
k= (%)) [100.0] [100.3] [100.1] [99.3]
wEHME (%) 96 96 98 99
[/ —mK (%) ] [91—98] [94—97] [92—100] [98—99]
AR R B | e OFRWE | 0.1%LLT 0.02 0.02 0.02 0.03
CEEWE) | wWEEDE = 0.5%LLF 0.03 0.05 0.06 0.08
il (N) 66.7 66.7 70.6 63.1
QU k9 D& EMERER [25C+2°C » 75%RH+5%RH]
R 2 IR
BA A1y 1% H 2 5 H 35 H
Pk 0 B L Bl L El L
GREADTEMAED T 4 v ha—TF ¢ T HE)
%) 99.7 100.4 100.2 99.1
[ (%)) [100.0] [100.7] [100.5] [99.4]
wEHME (%) 96 92 87 ™ 88
[/ —mK (%) ] [91—98] [81—95] [61—93] [80—92]
fli R BB | Ex OBERWE | 0.1%LT 0.02 0.02 0.02 0.03
CHEWE) | wWEEDE = 0.5%LLF 0.03 0.05 0.04 0.05
il (N) 66.7 38.6 36.6 35.5
W) 2 Ao - 11 812 @ OFELOE 4 ORHENBET 2 TH - 7=,
@ikt e tEakB (25001, 25°C+2°C + 45%RH+5%RH]
)2 IR
HERTE H BH ARIRE 30 Flx+hr | 60 5 1lx+hr | 120 5 1x - hr
(OO fzﬁ > e weis b e b s L
%) 99.7 100.7 101.1 100.9
k= (%)) [100.0] [101.0] [101.4] [101.2]
wEHME (%) 96 93 97 96
[/ —mK (%) ] [91—98] [88—96] [91—101] [94—98]
AR BB | Wx OBEBRWE | 0.1%L T 0.02 0.02 0.02 0.03
CHEEWE) | wWEEDE = 0.5%LLF 0.03 0.04 0.08 0.12
il (N) 66.7 55.1 58.2 53.2
KRB O MEAIERRE TOMRF IR, AL U TUIHESE L T Zeny,




<INEHFEUEHE3OmMmg [VTRS| >

A% LR

10

OIREIZx 522 ERER [40°C+2°C - 75%RH+5%RH]
kB T 7 P A
BA halkE 1A 2 %A 3 %A
s o el | BeRL | BkAL
GEREDOTEHEDO T (Vv bha—T 1 > T §E)
%) 99.3 99.4 100.4 99.4
R (%)) [100.0] [100.1] [101.1] [100.1]
wWHE (%) 92 93 96 95
[/ h—He R (%) ] [91—94] [86—97] [93—99] [90—99]
WO R B | Mx 0BEBWE | 0.1%LLF 0.02 0.02 0.03 0.03
CEEWE) | WGy E & 0.5%LL T 0.03 0.04 0.07 0.07
iz (N) 99.6 102.7 96.1 100.2
QR Izxt4 H 2t [25°C+2°C - 75%RH+5%RH]
— TR B
BA halkE 1A 2 %A 3 %A
Pk Ho ElenL | EeARL | BAL
GEREDOIEHEDO T (Vv bha—T 1 T §E)
%) 99.3 100.4 100.7 100.6
R (%)) [100.0] [101.1] [101.4] [101.3]
EHIE (%) 92 89 86 84 1)
[/h—ik (%)] [91—94] [87—93] [84—88] [60—95]
fll BB | Ex OBRWE | 0.1%F 0.02 0.02 0.02 0.02
GaRmE) | wEkmE & 0.5%LL T 0.03 0.03 0.05 0.04
iz (N) 99.6 67.4 61.1 61.6
) 3 A OEHME 10 12 EOFREOE ~ OIEHENFET HETH -T2,
@Yok 9 522 ErERBR [25001x, 25°C+2°C + 45%RH=5%RH]
— TR B
BH AR EE 30 Flx+hr | 60 5 1lx+hr | 120 5 1x - hr
PR T Bl L Bl L {7 L
FREOEREDT 4 VA= 4 2 JE) o i ~h S
& (%) 99.3 100.9 100.4 100.3
[E7E (%)) (100.0] [101.6] [101.1] [101.0]
WM (%) 92 91 94 94
[/h—i Rk (%)] [91—94] [86—94] [82—98] [91—95]
fll B BB | B x OBRWE | 0.1%F 0.02 0.02 0.02 0.02
GRERmE) | wEkmE & 0.5%LL T 0.03 0.05 0.04 0.06
i (N) 99.6 84.5 74.2 87.6
KARKN D A TLIRAE TORMFIL, Btk & U TIHESE L ToZen,
. REERUVBERERORER




. e ORETIL (HELEHEL)
LR L

. B

Vst ) 1814

<INEZHFEUEE 15mg [VTRS| >

(5 & P70 5 1% 0 E A O LW PR S HERBR T A R4 ) (CFpk 24 4F 2 A 29 H —d B3R
TR 0229 5 10 5) ([CHSE, IVXPFEUE 30mg [VTRS | 28 E LTI VEFE U8
15mg VTR S| OWHEERZ I LR, WTINMoRBRIKIZB W T HEILEB ORSMENR S,

RN T AW TR RS & Bde STz,

TR PRI PABRIR = EIL
pH1.2 (HARIEFHEHFERE 1 10)
e s pH5.0 (#¥ 7= Mcllvaine $B1EK)
AR e b A gt o e 900mL 50
5| DHe.8 (R A st B 2 i) m rpm
K
n=12
pH1. 2 (50rpm) pH5. 0 (50rpm)
kfj 80 }TJ 80
g 60 ﬁ 60
o v —— ] ot 4 —— BRI
20 ! - 20 - R,
ﬁéﬁ;w#ﬁﬁ 43 . BRI (5))
pH6. 8 (50rpm) K (50rpm)

120

100

T 50 T
# ¥
I =
40 s
&
L 4w %

)/ —— A

w1l /9 ——m

30 15 60

R (5)

11

BRI (5)




B | EHE (%)
ESGn 55 10 4y 15 4y 30 4y 45 5y 60 4>
- Ces 68.5 95.8 99.9 100.2
INVF PR EE 156mg X T T + _ _
pH1.2 'VTRS] 8.1 3.4 0.7 0.7
50rpm 51.1 88.5 98.1 100.2
TEEHE + + + + — _
9.1 6.1 3.4 1.1
A HPEE L 15mg 511 Si9 932 10£~4 B B
pH5.0 'VTRS] 8.8 8.3 4.5 1.0
50rpm 43.8 81.4 95.0 99.3
e + + - - - -
3.6 5.7 4.0 0.9
- ol 38.5 70.5 86.9 98.3 99.5 100.1
VAP E L BE 15mg 5 ¥ + + n +
pH6.8 'VTRS] 7.4 8.1 5.7 2.1 1.2 1.1
50rpm 24.2 57.2 76.3 94.5 97.8 98.8
e + + + + + +
6.1 7.8 6.8 3.0 1.5 1.0
- o e 27.7 52.6 67.0 86.1 94.3 98.8
SAVHA Y UEE 156mg i i i + 5 5
& 'VIRS] 3.9 5.3 5.8 5.3 4.5 3.7
50rpm 20.0 46.7 62.3 84.1 91.0 95.1
FEYE 5 + + + + + +
4.5 4.9 4.8 2.5 3.1 2.7

<INZYEUEE3Omg [VTRS] >

INFHFE B 30mg TVTRS | EHEAEN (30mg) O HEERZ FH L7555, I v e 6 30mg
[VTR S| IZWTFHORBRIRIZE W T OISR U, T2 ER G O ALY FH R SRR A R
FA v CEAL 242 A 29 H—#iE  SEAFAR 0229 5 10 ) OB ORLIE O] E FHE I

WA L7,

AHERE BRI BRI EIL G
pH1.2 (HAZER HE HRERE 1 1K)
pH5.0 (7= Mcllvaine FEMER) 900mL E0rom
SR | pHE.S (FACER s HIRERSE 2 i) b
7K
pH6.8 (H AZEF S HRERE 2 #K) 900mL 100rpm
n=12
pH1.2 (50rpm) pH5. 0 (50rpm)
100 & . 100 —‘J\_}_ _________________
T g0 T80 -
i & di ® »
o / —— ) e ’," —— BB
20 = (R 20 / -
b;;(ﬂ#ﬁﬁ (%)) : ' 7%11:1“#\%” 3 :

12



pH6. 8 (50rpm) K (50rpm)
_____ {Bmmmmmmm =)
;E 80 1‘5 0 ;/—_’_ ).--"‘9""
Eﬂ 60 a; 60 "’7
c ® o o —e— s
20 20 - R,
HREEEE (5) RIS (57) V )
pH6. 8 (100rpm)
T 80 "‘E_—-—
# ’
" ’
'%E 60 Ill
o :'I/ —— BB
20 I’ -
V BRERER (9 V
B - WHE (%)
2
A 55y | 104 | 155 [ 305 [ a5y [ 604y [ 904y [ 1204
Susyesgesmg| OL1 | 885 | el w02 |
[VTRS] ) 3 : ]
DHI.2 9.1 6.1 3.4 1.1
50rpm 56.3 90.8 98.0 100.6
FEAE A + + + + - — - —
11.8 4.3 2.5 1.7
Supvesgesmg| B8 | SL4 | oo | ses |
[VTRS] - {( Y
bH5.0 3.6 5.7 4.0 0.9
50rpm 50.1 78.9 88.2 95.7
v + + + + - - - -
11.8 6.9 3.3 1.0
LB b 30mg 2&2 512 733 9i5 91.8 9%8 - -
[VTRS . ¢ ¢  ( » »
pH6.8 ] 6.1 7.8 6.8 3.0 1.5 1.0
50rpm 18.1 52.3 69.3 86.1 89.9 91.3
e + + + + + + — —
9.4 9.4 6.1 2.4 1.6 1.3
UL H B b 30mg 230 4&7 633 8i1 9&0 9&1 9{14 102.6
X 'VTRS] 4.5 4.9 4.8 2.5 3.1 2.7 2.4 2.2
50rpm 13.7 36.9 51.2 70.9 78.8 83.2 86.7 88.6
PR AR + + + + + + + +
5.8 6.8 5.7 4.1 3.2 2.3 1.7 1.7

13




B s WHE (%)

EN0s 54y 10 4% 15 4% 30 4y 45 5y 60 43 904 | 120 %)
LU HF U 30mg 5%6 8%1 937 uﬁo HBJ ufs - -

[VTRS] ) - ¥ X ) ¢ ) : )

DH6.8 9.3 6.2 2.7 0.6 0.5 0.6

100rpm 45.5 80.6 90.2 98.2 100.5 100.9
e + + + + + + — —

8.9 2.6 2.0 1.7 1.8 1.7
SEHIEESD  n=12

10. &4 - 2%

(M

(2)

@)

(4)

EENDELGERS - K. SNESRREES - ARICET S1ER
A% L0

B
INEFEUEE15mg [VTRS
100 & [10 & (PTP) X10]
500 & [10 &2 (PTP) x50]
INEFEEE3Omg [VTRS |
100 # [10 & (PTP) X10]

FHEE
A= ROV

BROME
SV YEUEE 15mg + $E 30mg VTR S :
PTP > — bk : KUM= 7/

1. ARt h3E48E
ez L

12. %

%

Dty
B LW

14




V. ‘aRICEAY 4HE

1. PEEXITIFHER
5 DY - D DIREE

2. PEXEHRICEET HIFE

5. THEERIIDRICEET 5FE

5.1 IO 2FIOFEEICE D, 24U FTORE T, BASE, BEERO Y 27 BEINT 5 & OyEN
L2, BFOBEIZHIZ> T, VAT E_xT7 v ha2EETSHZ L, [81-84, 9.1.1. 9.1.2.

15.1.1 /]
5.2 AA% 18 AWM DK O SIFMERERTICR G T H2BIITESEEEICRFTTS22 8, [9.7.1, 9.7.2
2]

3. AARUVHAE
(1) RAERUVAEROHER
6. AERUHE
W, RAIIEI AV Z P E LT 1 H 156mg 20IHES L,
O35, ek, F, ERICSE T 1 B 45mg & 2 72\ Vv#PH G B3 2% 23,

HFLL EORREZHITT1 HH&ES LT 15mg o175 2 &

w~%mg%1a1ﬁﬁé
311

(2) AiERUVAEROHRTERE - B
MU ER e L

4. RZERUVREICEHET IR
1. AERUVREICEEYT 5EE
AR OB G BITMBER/NRE 2D &9, BEFEZLITERICBE LR GHE 52 L,

5. ERERRR#E
(1) BERT—8/8y45—:2
MAEER e L

(2) ERPRZEEEER
MAEER e L

Q) AERRGERRHER

ERE I 7S Rx B EERER

DOWBF XL E L. 6 HEOEIEL _HERIILERRE FM L 72, TXTOINZFEUH
HRECHIIHEIT 15mg/B & L. 30mg/H AL O 45mg/ HBEIL 2 3 B 12 30mg ~i#ifilHE &, 45mg/H
FEX 3 H 1T 45mg ~sRfiIHE&E L, ST ERITIHELMER L, I A2 P2 16mg/HEEL DY

30mg/H#ED, LG4 T (k) Fro> HAM-D &
15

ft2xa7 (17 HA) OGRS O LR



(LOCF) 137" 7 B ARERCHE L THEICKRE Do fe, el IV Z P E L 45mg/ HBETORIRIL,

30mg/ At % L[R2 & D TlXipdno iz 1516
# HAM-D Ait2 =27 (17 HE) 054 7 (k) B2 L & (LOCF)

BehRE n | HAM-D Z{k& v 72
TIRREE | 70 -10.4(7.5) -
15mg/ AR | 65 -13.3(6.8) * -2.8(-5.3~-0.4)
30mg/H#E | 66 -13.8(6.9) * -3.4(-5.8~-1.0)
45mg/HAE | 69 -11.9(7.6) -1.6(-4.2~0.9)

1)Mean(S.D.), % :p<0.05 FIEREIK L THE®SH Y (ANCOVA)
2) 7T B RBRICKT D /s 2 TR O ZEDOHETEE L O D 95%1E FH X W]

0 2 3 4 a [t (38)

HAM-D #5227 (17HE) Z{tEOHFR (LOCF)
BIVEF R BB 1T, S L2 e 15mg/ HEET 85.5% (59/69 51) . 30mg/ H & T 80.0% (56/70 1)
45mg/ HEET 80.3% (B7/71 #i) RO 7 BARRET 67.1% (47/70 ffl) THotz, kbEh-o7-8l
TERIFBEIR T, I A2 15mg/HEET 44.9% (31/69 i) . 30mg/ H T 54.3% (38/70 f41)) .
45mg/ A TET 42.3% (30/71 $i) KO ZBARRET 30.0% (21/70 ) Th 7=,

4) BREEMHER
1) FHERAHEER
EREIHE 7 ILRFH 3 Ut BRI SRR

D OMBE xS E Lz 6 MR OB/ “HEMHEEGARIZIS T, I P RERE (16~
45mg/H) OFHKT (Fik) FRZEBIT S HAM-D At A= 7 (17IHE) O 5BMGRI» DO
13 —13.8£7.3 (n=95) ThHo7l=, —F. ZILARFH I~ LA UER (50~150mg/H) Tix
—11.748.1 (n=98) THYH, ZLEDZELZD 95%EHEXMIZ—2.20 (—4.35~—0.04) ThH-o
7= (p=0.0462) 17,

RIEFRBUEE X, IV P EUREEET 78.1% (75/96 ) KOZ LRIV I v~ LA it
T 68.4% (67/98 f5) Th o7z, b L > TeRIEMITMIR T, I V2V & FERET 43.8% (42/96
B) KOTNVRFHF I~ LA CRRIERET 21.4% (21/98 ) Th -7z,

16



2) REHHER
EWE IHERAKRSHR
IONRBE SR L Lz 52 #EEE (15~45mg/H) (2L V., HAM-D &&t2=7 (17HEHA) 1%,
B HBAAARTO 10.256.5 (n=107) 7> HEL-BEA 6 TiX, 6.9+15.1 L7eo7z (0C), #5 6 HELL
Me, #4552 % (4.0£5.2) £TTRMTLELTHB L, ILZ P ORLELS TOMEITHR
ENte, F2, IAZYE L 30mg/ BN D 45mg/ B ~DOEIEIC X 0 38 L 7ER S8 iz 1820
# HAM-D #2277 (17HH) (0C)

B Beh. Beh. 5 5
BlEE S
EEVENN] 6 % 12 A # 24 A 52 W%
n 107 100 97 83 71
HAM-D &3t 10.2 6.9 5.7 4.1 4.0
2ay v (6.5) (5.1) (4.9) (4.1) (5.2)

1) Mean(S.D.)
BIER S BIAEE L, 79.8% (87/109 ) TH -7, b0 - T-EIWERAIIMEIR 42.2% (46/109 1))
ThoT,

(5) B - HEHR
LR L

(6) ‘ammfErm

) FERAREAE (—RERRRAE. REEARKRE. EARKLERAE). RERTRT—2~—
ARE. RERTRBRERONE
LR

2) ERBEHELTERTFEORNBIITRMEL-AE - HROME
L

(7 Z0fth
Y L

17



VI.

AY

EDEE(ICHAT HEHE

1. REZPHICHES SLEMXITEEHEH
NaSSA (/v7 LT U AREE « FpREE v b= AREMER O DA ICBEET 2LEamiTe L,

2. ¥E#%H

(M

(2)

@)

{EFRER - 1ERWF

INEFFEAAIFRD T T ZAfTae 7 KU U U HOZEERK BT m 28 ISk L CHETUER &
KL, FOEa b= KO/ VT KLU ool O mEE BT 5, IAZ Y0 5-HT,
KO 5-HT:s R ZHET 2720, Bu b= O REHRIZ LY 118 5-HT A EEEL S
5.

INETFELDS (+) SEBREERIT e ZR/ERE 5-HT AR Z EICHE L, R (-) S5 RMERT 5
HTs Z &K% FICHET S, N-BAFANRBWIET v MMCHE R SN T, a2 ZRIKK
O 5-HT /R~ DOBFMEIZI N Z F L LRERETH -1 19,

xR+ DHBRE

> o%kH

OIRBERE S -~ 7 A DOBEITE Z40H L=V,

@7 v b ZHWz DRLT2 427 v MTEEKHERERIC B W Cb#ER %2 EH 87 20,
O G CTRERAI 7 > b OB R THE 2 I L7z 22,

OKEHEGTT v b AW IRHIK KRR 31T 5 RBIRER & B S 87z 29,

fE S TURR - HRRER
BB L

18



VI. EYEREICEET HIEH

1. MBREOHRE
() AERLAEDLGOSRE
MAEER e L

(2) BEEBRTERSIA-OPRE
1) HE&EE
AARNEERER A B 2 12 e 15 Xid 30mg & HEHE 5 L7z & & GEC RIS A D,
FRHTE N 317, 32.7 Kl Th -7z 24029,
£ 1 EEFERAICST D HEERQEGRED I L2 v OB ST A — X

JiER=s Tmax Cmax Tz AUCo-»
(mg) " (hr) (ng/mL) (hr) (ng * hr/mL)
15 4 1.1+0.3 38.1+5.8 31.7+8.2 477.2+115.5
30 4 1.4+0.3 76.4+17.0 32.7+4.4 1006.3+116.4
Mean+S.D.
2) KBS

HARANERERABIEICI VX 15, 30 T 4bmg 2 1 H 109 HREKERAOKE L&, &
BB BORKEGIZBWT, Fbik 1.5 FifE] (Pfl) CREMBTETREICEL, AUCo24 KT Cmax
X2 O HEOHFE CHEMBNEZ R LTs, 45mg B b5-1% 0 - iix 23.2 Bl TH - 7=,
B GRE IS, T HUNICERREBICE L, £EBEIERD bl o iz 2627,

£2 HERANCKIT D RER GO IV 2P E L ORMENEEH ST 2 — 4

)EH % Tmax * Cmax T1/2 AUCO-24
n
(mg/H) (hr) (ng/mL) (hr) (ng * hr/mL)
1.5
15 9 43.44+9.44 — 393+84.6
(0.75~3)
1.5
30 9 83.2+27.5 — T78+178
(0.75~3)
1.5
45 9 146+49.8 23.2+6.06 1147+288
(0.75~3)
* A (e IMIE ~ fe K AIED Mean+S.D.

3) AW ) MR
<INEZHFEUEE 15mg [VTRS] >
INVFHFEUEE 15mg [V TR S &, TEENEZR 580 ERRA O AW RIEERBR T A 874
v Ok 24 45 2 A 29 HIEAFES 02295 10 5) 1[ZHESE, ILXHFE 5 30mg [VTRS |
PREVERIAIL Lo b & IRHEEENE L, AMFMICFEE Ris Sl 29,
19



<INZYEUEE3Omg [VTRS| >

TR AN B I VP U5 30mg [VTRS | £V 7Ly 7 A6E 30mg DZENEIL L EE (4
P e LT 30mg) %, MEERRFHEREAKEG L Tl I L2 P e REMERREEZHEL, 55
Ni-FpEaE <X T A — 4 (AUC, Crmax) 122 T 90%(EH8 X VA IS THEFHIRNT 24T > 7-7% 5. log (0.80)
~log (1.25) OHFPANTH YV | WFIOEYFNREENFER SN (78 AF—3—k) 29,
MR I 2 DI EHRE T A —XF

HIENT A—H BENRT A—H
AUCO-72 Cmax Tmax T1/2
(ng-hr/mL) (ng/mL) (hr) (hr)
INEZYFE B 30mg
771.03+209.77 78.19+27.19 1.7+1.0 19.1+3.6
[VTRS]
U7 Ly 7 A 30mg 777.84+195.44 78.35+25.92 1.8+1.2 19.3+3.9
R R 72 (n=60)
AT 3L 7~ OREHR
(ng/mL)
100 -
%0 4 @ 3IVFFE4E30mg [VTRS)
80 ~ =017 L v ¥ A$E30mg
0 1 (I + R, n=60)
Jinid i
i
B

0 6 12 18 24 30 36 42 48 54 60 66 72
EEt (hr)
(i BEFRREEN NS AUC, Cmax B D/3T A — 23, PBRHE ORIR, AR OLRIR AL - B S O RRBR A
&> THRARD RN D D,

3) hEm
KR L

@) ’BE - tRAXOEE

1) BEORE
TR AIC L2 e 16mg i K OV @ IR A BRI C R O i G- LTz & & R~
IR B (213 Tmax 23D FNTEIE L7z (R 1.6 BFfH], @R BRI 2.4 BF[H]) 73, Cmax.
AUCo« X OCEEINC T A FEOREITRD bhigh o730 GHEAT —)

20



2) PFREE D
D7 raFrJ—1

R AN Bk 22 Bl I V2B 30mg &7 b2 — LEY (CYP3A4 [ESR) 1 H 2 [3] 200mg
O 7 AMKEROEGORS 3 HEICHEROEE Licd 24, BMEERICIERIVZFL 0
Cimax X N AUCo-l T EINEI 42% B O 52% N L 7= 30 BHEAT — %),

1) BAFIERNARIEE

@ANLNTEEY
R A BRI I L= B e (CYP3A4 #553K) 1 H 2 [0 400mg % 21 HREIKER A% IV
YL 30mg & 7 HEIRER NG THH,. HH 0 AVZ e 30mg 2 7 HEKER D& 5
BANNZTEE 1 H 2[F400mg 7 21 HEIKER ARG THHALIZE ZA, WThoGas IV
ZHE D AUCo2 [ E AN AR B E N K DBERFEFNIE S 60% WA Lic, —F., A<t
B OEYBRE ST A — 2 I LV B EZ T e o7 3 GMEAT—4),

O J=il GV
fERERABMICI AV ZYE 1 H 1H 15mg 2 2 HMEER &S5 L, 7 C1H 1[H 30mg % 5
AXERO#EE%, IAZPEL 1 H 1[E 30mg KOV7 ==~ > (CYP3A4 #%E3K) 1 H 1[0
200mg % 10 HHIKEROZRGTHHLIZE ZA, fFHICE Y I ZHPFE L D Crax LTV AUCo-24 1
ZNEI 30% KN 46% ) Lz, —J7, 7 == A OFRYBEREIIIOFHIC L 2 EBILRO 5
otz 32 SNEANT—4)

@D ArAFOY
BEEERR A B 12 flics A F 2 (CYP1A2, CYP2D6. CYP3A4 Z[HESR) 1 H 2 [0 800mg %
b HRIMEMR N G%ZINZIFE L 1 H 11 30mg % 7 HMKEROKEGETHHALZEZA, L
P E LD Cmax KO AUCo-o | FHARE HIF & LE_XTENZI 24% KON 64% 800 L7223, i
FEBERZTBD LN -T2, )7, Y AF Y OEYBEEICITOHIC L D HEITRD i)
o723 SEAT—4),

®OTTENL
fERER N B R O I V2 15mg & V7 B/ A 15mg Z 0P CHEIROKE L- L 2 5,
INE P O MERRE TR SR LA RIEEERICHER Lz, —F ., Y7 B0 MmIERREC
ORI L2 BITRD N o728 ULEAT—%),

®TH2/—L
A B 6 FllicI L Z P 1 H 11 30mg % 7 HMIREROEG%, 8 HHIZI AV Z P
15mg HiEIRE N 514 30 /3= % / —/L 60g ZH[EREAHKE Lz & Z A iR I L2 F e RE
=& ) — A OPFHIC L 0 @< BT A2HEAARD D, —F, =& — A OmIEhRERERIX
T K ) — VBB ERE L R TH o720, AUC 1T % J — VE R G0 & i LI - 72 30 (4
EAT—4),

21



@kaxtEFr
BERERR A BIE R O Elc R v # e 1 B 1[0 30mg &85> (CYP2D6 fHESR) 1 A 1
40mg % 9 HMIRER OB G Lz 24, IAZTE LD AUCo24 [T HAM P 5 & H~ 18% N L
— 7, X EF 2D Cmax KO AUCo24 1 PHIC L 0 BB EZ T o 72 30 GHEAT — %),

@kl Fo L

fERERE AN B I L Z B 30mg O H[RIFE 4% 52 HA X3 mEE Y 7 A 1 H 1 [B] 600mg DX
RO 10 HRICHEREA#EE LIZE ZA, JFHICE 2 I v odydhie~oR2%
WD BRI T3 GEAT—)

@INLTFIY
7u ha RN 1.4~2.0INR 725 k977 ) o aERRO¥S U A B M 16 41
WCINZHFE 1 H1E30mg % 7 HKERAOESTHHALIZEZ A, v b B URIEY
N7 7 ) VEMEER LR L, DT TSI ARICIEE L (Vv 7 U o HEMB SR 1.6
+0.1INR, /A% %MK : 1.8+0.3INR) 2 (GHEAF—#)

@7zrYTFIY

RN B R OBl I V2 e 1 H 18] 30mg @ 9 HMIKERO#ESG LTI NV FFU 1
A1 75mg %2 9 HMKEROESZ20MA L A FAICE Y BHETIEI A Z P E L D Crax 1
36%IEM LT3, LMETIZINZ P OEYBIENT A — 2 \ZELIT Ao, —05. BF
FIZE D LZETIET R U 7 F U 2D Cmax KON AUCo24 IZZNZEI 28% KN 13% W0 Li=23, B
PETIX Cmax 23 23%H5IN L 7= 3V (AEAT— %),

MYRRY K>
A IFVERFEIZI L ZY 1 H 118 30mg DRAEROEG LY Z2Y Fo 1 H 2[E 1~3mg
ORERNES (Wb 1EMSLE) 20 LIERR. IEHICL 2 U ARY R o3EYEhiE~D
WO Lot 3 GMEAT—4),
1 2) AANOA&GERREIL [527 « 5 2IREE ThH D,

2. EYEERN/NSA—4

(M

(2)

@)

R A %
MAEER e L

Rz U 33K EE E 3
MAEER e L

MRS
IVEHEUEE 30mg [VTRS] :0.0375+£0.0072 (/hr)

22



@ 2U7532R
MR L

6) HHEE
MAEER e L

(6) Znith
MAEER e L

3. BEE (REalL—>av) R
(1) #RHT A
BB L

(2) NFA—SZBHER
EE R L

4. IR
EE R L

5. 4
(1) mi&-fREEEF EidtE
EE R L

2 miE-HasmmArER
R L

@) A~
EE R L

) BEA~OBAHE
R L

(6) ZDHOBE~DBITHE
EE R L

(6) mMiFERMEE

IVEFE O MEEAASORAERIE, 0.01~10 1 g/mL ORI T T 85% ThH o723 (in

Vitro) .
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6. f£#
(1) RBHEBELE CIREHER
INZ P EATIRHICTRE S, £ OFEAHIRIRIL, 8 (LDKER{K, N-2 LD A F Lk, N-2 fir
DAL TN a A BIEIZ L DH AMT I M ThH D LHEE ST,

(2) RHICEEET 2EBFR CYPE) OHFE. F5F
8 fr/KEE{kIZIZ CYP2D6 KUY CYP1A2 2R EIZBI5- L, N-2 (il 2 F /ALK O N-2 frfg{biziT i
CYP3A4, 7= CYP1A2 45 L TWDH b D EEX b, £72, IAZ D CYP1A2, CYP2D6
e O CYP3A4 (Zx T 5 LEERIZFIN G O & B 2 Hh7- %637 (in vitro, JMEANT—4),

Q) NEBEBHROFTEEVZDOEE
EE R L

@) REYOFHEORREUVESL., FELE
EE R L

7. HRit
FERER IS [14C] M LI S A4 HE > 20mg &l Link & 454 168 REIE CIo i LItk
HRED 80~94% M R K OFEPITHEE S (RPUTK) 76%., EHITHI 16%) . £DIF L A EIEREHTH
o1, RESOREHEOPEI RIS LI RHHEED 5% FTH Y | B ~DREALHOHRH b I
[T dh o7 3839 SNEATF—X),

8. FSVARR—A2—IZEHT S1E#HR
MR L

9. BHHICKDKREE
MR L

10. REDEREFTHEE
(1) BHEETERONERRE
SNV 1bmg ARG Lzl &, THEEROEEOBEEER TERE (VLT F=207 7
> ZMEDY 40mL/min Ki) (23817 D AUCowI%. BHEEEFERIZEXTENEN 54% KT 116%1H
mui., 2V 77 AFARICET Lz, L, BEOCEBBIK THERETIX. BHiEEFHERICS
THET R T- 10 GNEANT—4),

(2) FrREEEROMREPRE
INEYE L 15mg & HEEG Uiz & & O FHEREAR T =) 025 AE C Rt s in 2 B 12 b~ 40%
Remoie, El2. AUCoo LEFE S #E FEIC L~ FHEREIR Tl B HE T 57% m< . (KETHELZ2 Y
T T RIS REIR T mlinE BE T 33% K0 o 72 4V (BHEANT —4),
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11.

) EmEFOLEHRE
INXFE L 20mg &2 1 H 1187 HFEEG L7z & OEFIREBIZEIT 5 AUCo 1%, FEFEIMF IZLE~

AEE CHBEICEN o7 (B L85, &tk 1115 2 GEAT—%),

4) BXIZHITZMEHRE
INVFHEL 20mg 2 1 H 1E 7 Af#EE Lz L X OBFIREIZEHIT 5 AUCo2d 1%, B2t

THEb ol GERIE 2.0 5, FlE L2 6). /o, ERMIEBILCH A TR CH IR P 5 1
GERIGE : 1.6 {5, @i# : 135 2 GHEAT—%)

Z D1t
MU ER e L
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VI. ££% (FRALOZEESF) ICAJISEE

REEZTOER
Y ARV

RELEDERA

2. ER (ROBAICEFBBELEWNI L)

BHN ORIk LisEE OB ERE O & % B3
MAO FHZEH| (B L XY VIR, VXV A AME. 7 4 F I FAVARE) 285756 %
MIEEG IR 2 @O BE [10.1, 11.1.1 &)

1. B&
B
2. BE
2.1
2.2

%

3. Bke

v

XIEHRICEES 5B EEDEH
CIRRICBTSIEE ) 22T L2 L,

4. AZRUVAERICEEYT 5B L TOER

v

5. EE

CIRRICBTSIEE ) 22T L2 L,

LBEFFERE L TOER

8.
8.

ERGERKIE

1 50K E 2T DBFEIRESENHY, BREKOBENBHLDT, DX EF RS
PRAR R N 5 R A LT 5 BICITBE OREBR RO Z L2 EERBIET 5 2 &, [56.1,
8.2-8.4, 9.1.1, 9.1.2, 15.1.1 Z/i{]

C2 g R BUE N= o 7 AR RNIR. SRIENE, BOE, BORME, EEE, T U7

BIATE, B BURENDLODND Z LR ME SN TS, E7o, KRBT G2 TIERWA,
ZHBDOREIR - ATE AR LTIERNIC BN T, AMREOEMUIARESE, BREN, mETH
WE SN TS, BEDREBLROHEBOZMZEERIBIET DL L BT, I DIEROEEED
BESNIHGEIT, IREEZHEE T R ZE L, P4 2572 S 20 ELZ1TS Z &, [5.1,
8.1, 8.3, 84, 9.1.1-9.1.4, 15.1.1 Z/}]

.3 HEABATOBERMAZ -0, HRRERNZED N5 BEICUTT 55121, 1 [F45 04

JFREERRIZE DB Z &, [6.1, 8.1, 82, 84, 9.1.1, 9.1.2, 15.1.1 /]

A FIRFICHBRESES B AR, BUE, BRI, DRI O1TE O 2L OERR BEME R 5 &

BB Y A7 FIZONWT AR EZTV, B & BEICEGE 2R 65 X OmMET5 2L, [6.1,
8.1-8.3, 9.1.1-9.1.4, 15.1.1 ]

SIRK. OFWVERHLDLNDZ ENH LD T, AFEGHOREICIL, BEVHEOIERSEGR % £

IR OBIEICIEF S BERVWE Y EETH 2 &, [15.1.3, 15.2 &)

6 Fehil (RO WIE) ITL D AL B B B R0, BRIE. IR A ELER D

LD ERBEINTWD, BEEZPIETHHEEITIE. ZAROHIEZEET, BEORELHE
LM BHRAICEET D Z &,
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6. BRENERERTIBECHTIER
(1) AHHE - BEEFOHHEBH

(2)

@)

(4)

9.1 AHHE - IEEEDOHLHEBE
9.1.1 BRERXZARERDORFOHLHBE. BREZBEOHIEE

HARAE., HERCRRHbbNAZ Endh 5, [5.1, 8.1-8.4, 9.1.2. 15.1.1 BH]

9.1.2 B5oKBHE

Brin, BRGNS LDLNLLGZENH D, [6.1, 8.1-84, 9.1.1, 15.1.1 HIH]

9.1.3 RINHREMNEERIMERAEDOKEDH S EH

FHER A EEIE S 2 035, [8.2, 8.4, 9.1.4 2R]

9.1.4 BEMLABSVHEREZATLIEE

KRN E IS 2 03 5, [8.2, 8.4, 9.1.3 4]

9.1.5 TALAFOEBERENE_hoOREERDHLEE

BRI T2 LD 5,

9.1.6 DEE (DHEE. BRE. CBEES) XZELNFOHLEE

TERZ B LS ELBENNH D,

9.1.7 AT ERXFIZOREENHSHBE. ERLRIKCENY VLAMESENHSBE

QT %t LEMHH (torsades de pointes &) ZiE ZTBZNAH S, [10.2, 11.1.7 ]

9.1.8 MAEXXRAETENHSBE

JEREZB LS 2B ENRH D, AANZ/ VT FLT U Ut a2 RET 5,

9.1.9 FREHDHLEH

IERZE LS ELBENN DD, AANT VT FLT U U2 et T 5,

BHREEEEE

9.2 BHREEERE

ARNO7 VT 7 ANMETT DA 8EMERH D, [16.6.1 &0 ]

Frigtrefsas B

9.3 FrigtRepEE RS

e E 2B ST BEZNRH D, £, AFOZ VT T AMET T HR[HEMENH 5,
[11.1.4, 16.6.2 =[]

KhEe=HT HA
BES LTV

(5) HEYm

9.5 1%

PEAR SUTIEAR LTV D ATREME D & 2 eMEICIE, TR LA RMENfafittz ER S L s 256
WCOBEET 52 L, RAORANDOZ »~ M 100mg/kg/ H Z#& 0 # 5 (& M 45mg #85- L
el EOaHREERE (AUC) OFK 2 f5ICFY) §25 &, BRZIETED LA HAERORER I
il e OBE =R DB BIEE S vz,
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(6) #R7L4%

9.6 =3.0F
BE EOFWEM R O REOF M2 EE L., RO L < IEH I SUIARFIE 5 Ok A L
LFHiEE#EFTH &, BMROE FTHATTICBITT 5 Z LRGN T W5 49,

M MR%E

9.7 NR%E
9.7.1 /NRZEZ XS & LI ENEARRERIT I L Ty, [5.2 5]
9.7.2 S CEM SNz T~17 MO K O OfFMEREE (DSM-IV P 1281 508 BEEx%L L
77 B AR ROERABRICB N THIMERHER TE R o7 L OWMENRH D, [5.2 5]
) DSM-IV : American Psychiatric Association CKEHGHH[ET2:) @ Diagnostic and Statistical
Manual of Mental Disorders, 4th edition (DSM-IV E#EEOBMET - Hiit~==7 1)

8) Eind&

9.8 BinE
BEOREZ FCBERLRNL EHEHEICES5TA2ZE MPEEN EFII28FZ1001H5,[16.6.3
%]
7. #HE%EH

AANTE & UCTHFRGHIEEE CYP1A2, CYP2D6 KU CYP3A4 (2 L v REfsh 2,
(1) ptRERLZOEH

10.1 EAZER (BtALGWCZ &)
HEHI4 F ERAEAR - 518 71k HEFF - fEBRET
MAO BHZEHA e b= VEBERELD DI | N LT FLUF Y o kr b
LX) B (278 | 2280855, MAO [HEAIZ | = OMBRIRENEE D &5
—) BHGHHL VIR %2 | 55,
THXY AV (7Y | BIUNOBRFIZELE LD
L7 k) Lo Fo, AFE 5% MAO FH
P74 F 3 RAVIVERE EHNZY 0 Bz HAE. 28
(=77 4F) MU EOMREHITH Z &,
(2.2, 11.1.1 &}&]

(2) BtREFELZDER

10.2 HAEFE (BFRICEET S L)

FAN 4 BEIARAEIR - HEE T 5 &Py - fabRIA 7
CYP3A4 [HEHAI AR OIER 2R 26 2h | CYP3A4 OFEEEMICLY A

HIV 7 v 7 7 —BHEH DD, £, ZTHHOIEFNO | FH o5 iR RN KJ 5 Al

TV IVRPEREE (7 ba | BEPIE% . AFIOERNEE | BN D 5,

F =LA THEBENDLD D,

Y 2p~vA U
[16.7.1 &[]

CYP3A4 #5554 KRB ORI T DL | CYP3A4 DFFEMEHIZLD (A
TINR= BB W%, Fiz, THOEFNIOGE | Al o> i 57 vk BE 23 i 9~ % "]
Tx= b AV MzEHIET 256 AROER | 1R H 5.
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)Ry GV b 3
[16.7.2. 16.7.3 =]

TR SN D ATREMEDN & 5

VAFU AHNOVER % ¥k 4 5B Z i | 85D CYP 7 1f (CYP1A2,
[16.7.4 2] N b, CYP2D6 & U CYP3A4 %) O
PR VR R 12 & 0 ARHI o 1 4
BRENE KT 5[t H 5,
BEA EEHEH NI 2B | IR EFIER 2R~ 2 &
R VTR REH|E Nhbd, £, DTERLED | BEZBND,
VT ENA PR L 0 R pEEh A RE & Y

[16.7.5 Z ]

BB S MR T B & 0
WD DS,

TV a— v (k)
[16.7.6 2]

EERHER ARS8 Eh
R8> % o AHIARH P I BRG Z kE
FSEDLZLENEELY,

FENEY « FH SR 72 SR E ] 2R
TIENEZDLND,

e b= AR

BRI P =R A

PR

L-~YU 7+ 7 7 o a A A

NPT S

kT~ R— M

UyxYy U R

AFINF A== N

KFny (AF LT —)
RER Y F 7
tAa 4 XY VT (St
John's Wort, ©> b+ g —r
R - T— 1) GHARM
[11.1.1. 16.7.7. 16.7.8 &= ]

o b= ERBEENELD
BENARHLOT, HELTHE
G35zt

o b= AR T DB
TNBH D,

I IV /B Ry N
[16.7.9 2]

AT N =I5 DS ) [
DEENNRHHDT, v b
Vv v RE M o [E B N L
(INR) #F=HF—95Z LM
ZE LV,

B

QT IER A -T2 L Rnmbh
T 5 A
[9.1.7. 11.1.7 &1&]

QT IEE., LEE4EHT (torsade de
pointes # &) ZEZTHE
nned s,

OFIZ LY QT ERAEM 230N
NI 28 ENDH 5,

. Bl4ER
WOBEIWERRH oD 2 ERndH DD T, BlEZ oI TV, BENRED b -G I3k G2 ik
D73 EHEOIAEEITO T &,

(1) BEXLEMER L MBER

11.1 EXAEIER

1M1.1.1 €0 b= VR GEERH)
gz, fERE B SEEL. YT, PR REA SmE. EFE. Bk, A7 e—X A BERRAR
REFENHODONDZENBD, Bu b= AEHHEE OPFHEHCHBE T DRt m < 7 5728,
FRZEET 252 &, [2.2, 10.1, 10.2, 16.7.7, 16.7.8 2] B NEB O L -GA 3B G2 T Ik
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L. R&H, KoWMHEORFEIRE L HICHEYRLEEZITH 2 L,
11.1.2 |EBERBRGE. IFPERBPOE (T HHEERH)
JEYUE D IR B DT G670 & MBI U TIMRREZ1T 9 2 &,
11.1.3 &8 (BHERH)
11.1.4 Fr#EE. 8 (T b BEERE)
AST. ALT @ ERZEZME O IERERE, HERH LN E03dH 5, [9.3 53H]
11.1.5 |FRBIVE DFHEE 5 BERBE (SIADH)  (BHEEARH)
K7 b U U AMAE, KIREBEME, JRFPT h Y U APEMEORIN, miEIR, R, EikkEES Ak
I PIFIPR B NE AR A WERERE (SIADH) B 60NDZ ENHDHDT, BENBD LN
BFEGE IR L, KOEBEROHIBREE ) /L E 2175 2 &,
11.1.6 REBEEREFER (Stevens—Johnson FEMERE) . SWHABE (4L b HEEEARH)
11.1.7 0T K. DEHEE (T b HEARR)
[9.1.7. 10.2 &H#]

(2) ZnthnEI{ER

1.2 zO D EIERA
5%LL L 1~5%A T 1% AT BEEEAEH
PREHIIN, MEEIR | BAR, R | Moe, SR, | s
A PER (15.2%) IE TR, SRR
R E A
(S =07 E/A avd
W7 MAE,  FLitIk H
g, M bEE
fHIR (50.0%) . IRAEME D F EEORE, 70 | Wk, $56L. EH)
FEIPED F U, BORSIRR, R, | U7, R, B R, I4 7 e—
GIEpE AHRAE, HEEREET | 2, $HFR, SEIRRTE, | X R, KA, LI5E,
e TR RRERE | R0 B 0 R £
A g, R, | GESHBRE) . 8
R, BRE, BYR | IR, 0O,
AR, WEME,
B
HEE (12.7%) g, TR, | M8, DPNEDER. | DETRAE. MERSY
HibZs fg (20.6%) HL, BARPYE, | BLO, OO | Wtk
LS R AT SRR
e B, M LS | D ST PEAR LT
e
1 I
e Lxo<Y
~NET B E U FHARBRMEAID,
A BMmERpEA | FERIEREA i
i HIMERE 2 4 | MR E
FRERHEZ . Afh
BkigZ, U
8595 %
R ﬂ%i?ﬁﬁt KL
I FEIE, FEB
RS RS R
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IE, BLRRETE
AST L& ALT Al-P k& LDH EH., vV
Sl & (12.4%) . ey E5
v -GTP E5H.
o BER PRVEBGE, JREE | JREA, HEIRIAEE
AR
Bo
AETH AR ARIE - H i FocEhit s
e R EiivRE W, /11K | CK E5H-
%m”(,ﬁé\’ﬂ T, A
" S
W, BRAITHE, | ARCRIE
Z DA oL A5 a—)L
k&

9. ERERKRICRIZTRE
BE STV

10. BEHS

13. BERE
13.1 fERR
FAER & UMK, 8 A SR 2 5 L 4Rk T K OBV T 45 0D FRARARRE 57 00 1071 203
SNTVD,
13.2 g
Fr e AT 2, MENTIE U T 1ETRRFRG-HF DM 2 LE 21T 5 Z &,

1. EREOEE

14. BRALOIEE
14.1 HRIZAFFOZTE
PTP w03 AIX PTP v — bWV L TIRAT A2 L 548552 L, PTP > — FOREKIZ L
0. WS AR IEREEATIA L, EICIXFELE RS L CHRRBIAR SO RERAIHEZ PR 5 2
LB 5,

12. Z0HOZEE
(1) EREREEARIZE 3 < 1H

15.1 BRERERICE S &R

15. 1.1 S CHEM SN2 K D DR EEORMIEEZ AT HBELNRL Lo, KHlZE0EK
DHL D SHIOFH 77 & At FEG AR O BEHE R IC W T 24 L T OBHE TIE, BHRBESH
BEMORBEOY 27 BH ) OFIEEGRETT T RBEL I L TEM o7, 728, 25 MLl Lo B
BT 2 HASESCHEERORRO Y 27 O LFIERO 5T, 65 MU EIcBWTIEZED U A
7B Uiz, [5.1, 8.1-8.4, 9.1.1, 9.1.2 ]

15.1.2 12 50 sk LL L& xR F N SN2 O FFEIC BT, B e = Y JAZBE
ER L O ZBRPL D SF & GH ) oAl E # S SWZBE T, B0V A7 B ER L L oWsEn
b5,

31




15. 1.3 ERERRAICI N T, EIEIRASEI L, AIRE CORMDENE L7z L OoRENH L 49, (855
]

(2) FEERERERERICE D < 1H#R

15.2 FEEREREERICE D < 144
Z v b FWTZEIR - REATEIRRBRIC BV T RIERA M L2 L o@End 5 vV, [8.5 B M)
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X. JERGEREABRICREI HIEE

1. EEHAER
(1) FEHEEHER
[VI. 3BT 2IHH ] OIESMH

(2) RELEERE
LR L

(3) EOMOEEHER
LR L

2. SRR
(1) HEmEE5SHEER

ZEER e L

(2) REHSHLERR
LR L

(3) MESERBR
LR L

) #SARERR
LR L

(5) HRESEBITHER
LR L

(6) RFRBERE
U L

() EOMOBHER
LR L
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X. EEMEHRICHT HIEE

1. RERES
B HK o ILFPFEE 15mg - $E30mg [VTR S| AL EHRLT
H) EE-EAEOLGEICI VAT L
BRIRSY - IAZFE L B3
2. HHEAR

ARHE : 34
(Mv. RWANZBIF 2B ) © T4, WHOKFEMN TR T 2 LEME] DEHEMR)

3. BEREBTORE
FERRATF

4. VL EDIE
BRE I TV

5. BEMTEHM
BEMERELTA R : HY
<FTVoOLBY Y

6. R—m% - R
Fl—msy: V7 Ly 7 A8 15mg « € 30mg (Meiji Seika 7 7 L~ t) . L A 1 8 15mg - 30mg
(ANH ) RS
M 2h 3 7I NI TTFYERE, X7 VHEBIE, JARXRRI UL VB Snx T

ViERsE . R NS Y . STV T RS

7. BfREEEAR
199449 A 1 H

8. HERFABFABRVARES. REEALRBEAR. WFEMKEAR

. g IR FE AR e SRAM FE B .
fR5E4 A= WP iaa- A H
HHH #HH
INEYPR BE
30400AMX00169
15mg [VTRS| 202243 H 18 H
. 2022412 A 9 H | 202342 A 20 H
INEYE B (BB EFEIZL D)
30400AMX00170
30mg [VTR S|
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10.

11.

12.

13.

14,

BAROANA

HETRR. BEKRAREABRVEZORNE

BAROANA

BEEHM
Y L

BELRFIR BT 215
ARANE, PRI & OVFEHL LRI OV AR | 2 D & A T B R EL 23 E 0 D s % (CFERR 18 4R
JEAE GBI SR 107 B) O & SE L2 Rk 20 A5 5 R 5 97 5 (CER 20 45 3 H 19 H
) o TERIEHRIC ERARR T DN TV A ERS ) (TIFES LR,

. PEXREMREM, AERVARZEEEMEOFABRVEONE

&EI—F
— HOT (947) | JRAEJBERMARE | @HIEES=—F | L7 MER A
" &5 I = — (YJ 2— ) L2F AT— R
IV UEE
126488303 1179051F1215 1179051F1215 622648803
15mg VTR S|
IV UEE
126489003 1179051F2211 1179051F2211 622648903

30mg VTR S|

RERMGHT LDOFTE

AANL, REZIR EORIEEHK MK LT 5,
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XI.

SR

1. SIAXE

1)
2)
3)

6)

7)
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REDERICET 5EE

AR EZZ T TORWEICET 2B RN E £ b, BRTIESENHELL T RVNED

FENTEY, HETHRBMEN TV DLIRBGIETHONIEREZFFEL LTHRRL TN D, &

WIEEEDVRKEH 2 RET 2 ETOZZHERTHY | MLFEOAIEEZTRT O TIERYY,

FHRUARIL - TR EIE S O IRFEE RIEMIEENCET 24 R I A4 T2 Q&A IZOWT(Z£D 3) |
(BRITEAE 9 A 6 BAT A BE EIK - ATEHEAER Y - BRI FE5ER)

(1) ¥y
<INEZHFEUEE 15mg [VTRS] >
ORI T B L e [40°C+2°C - 75%RH+5%RH]

- T 7
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wEDT 4V
S48 ;;;;;; Bl L el L Bl L
BDOBMR
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CHEWE) | wWEEDE = 0.5%LLF 0.04 0.04 0.04 0.04
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