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256mg [HIET | 50mg [HIET | 75mg [HET |
7T T 4N a—T ¢ T
e e
n n n
-
| ws | O O O
W = = —
EE (mm) 5.1 6.1 7.1
JEX (mm) 2.3 3.0 3.3
& (mg) 45 90 134
ZNN=E 7894 1 895 1 896
AdEa— R @894 @s95 #)s96
(8) EAla—F

(Mv. 1. (2) WAOHEKOMER] DEHSH)

(4) HFIOWE

(TV. 6. BFNOEFESLNE:TICBIT HLEM] OHESBMR)

(5) £t
Y LR
2. RADOHER
(1) ABES GEERS) OEERUHRNA
TNRFHI TNRFHI TNRFHI
W 7E4 ~ LA R E ~ LA s ~ LA RS
25mg [HIET ] 50mg HET ] 75mg TH[ET ]
. TNURFH I TNLRFH I TNLRFH I
HARSY ~ LA U < LA R ~ LA VT
(1gEh) 25mg 50mg 75mg
D-vr=Fr—)b, INLAT—R, TALT7—bFr T, T2NABATT I
Al FRUTA eTRAR—R B{LFH L, AT HEZTFE )
2=V




(2) BRESORE
BRI L

(3) BE
MR L

3. BNERROHEBRRUVEE
PR

4. N
AL

5. BAT DHREIED % S XMW

B R L

6. HADEFEEHTICEITIREEY

(1) MnERER

OTNARFY I v~ LA VEEHEEE 25mg THIET

MR 40°C - T5%RH [femss

(PTP A35) ]

AERTEH 7k FRATHI R
< HiK > &5 BAhhHE 1% A 3% A 6 » H
BP2601 —
PR . . N .
B Ry BP2701 e e A e
5 (I haA—T 4 T .
BP2801 A
o BP2601
MERBEER BP2701 WA A
= - - W=
SRAN AR G I E VR
(SRS PTHEI E EER E1E) BP2801
BFNE—PE (%) BP2601 2.9 4.4
(& & —VEER) BP2701 3.6 — — 5.5
<15.0%LL T > BP2801 3.4 8.2
- BP2601 94.8~97.5 — 95.5~98.7 93.1~98.9
BHPE (%)
. BP2701 91.2~97.7 94.8~100.5 96.3~98.5 95.3~99.0
<204y, 80%LL >
BP2801 91.8~96.8 94.9~99.0 96.4~100.2 94.0~100.9
. BP2601 100.3 — 99.7 96.3
G (%) *
BP2701 100.1 101.0 100.1 100.3
<95.0~105.0% >
BP2801 100.8 98.9 98.1 99.1
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OTNREY I v~ LA VEEHEEE 50mg [HIETL)

DB 40°C - T5%RH A ikads

RERTEH =RV RTEIIM
<JHHE> &E5 BH AR IR 1% H 35 A 65 A
o~ FLU50T-1
DT (g e FLU50T-2 bl bl Bk Bl
Vi — T BE
1 AT BLUB0T-3
TR a5 FLU50T-1
(RS, SRR RIE | FLUS0T-2 Bk Bk Bl WA
%) FLU50T-3
AN —ME (%) FLU50T-1 1.68~1.92 1.44~2.16
(G 2&¥— MR FLU50T-2 1.44~1.92 — — 1.20~1.92
<15.0%LL T > FLU50T-3 1.20~1.44 0.96~1.68
. FLU50T-1| 96.8~97.6 94.1~95.4 93.7~95.6 92.7~94.2
BHPE (%)
. FLU50T2| 96.5~97.6 94.2~95.7 94.6~95.6 93.4~93.8
<204y, 80%LL >
FLU50T-3| 96.4~97.0 91.7~92.2 95.0~96.3 93.8~94.4
am () * FLU50T1| 97.6~100.0 100.1~100.3 99.2~ 99.8 98.5~99.5
SR FLU50T-2| 99.1~100.0 99.8~100.0 99.1~100.0 98.4~98.8
<95.0~105.0% >
FLU50T-3| 99.3~100.4 100.2~100.4 97.7~ 99.9 98.8~99.1
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DT (S FLU75T-2 e e HE e
3 I ba—T 4T
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(BAS, I TRTEE | FLUT5T-2 Bk Bk Bl Bk
HEER) FLU75T-3
BFNE—PE (%) FLU75T-1 1.68~1.92 1.44~2.68
(& &) —VEER) FLU75T-2 1.20~1.68 — — 1.92~2.50
<15.0%LL T > FLU75T-3| 1.20~1.68 1.44~1.68
. FLU75T1| 90.9~91.8 95.0~95.3 94.5~96.3 93.5~94.2
BHPE (%)
. FLU75T-2| 94.5~94.9 95.2~96.2 95.7~98.1 93.8~95.9
<204y, 80%LL >
FLU75T-3| 96.3~96.4 96.6~97.7 95.1~95.9 94.5~95.0
am (o) * FLU75T1| 99.9~100.9 99.6~ 99.7 98.0~ 99.2 98.2~98.9
SR FLU75T2| 99.7~100.0 99.3~ 99.5 97.5~102.4 98.7
<95.0~105.0% >
FLU75T-3| 98.1~100.9 99.7~100.2 97.6~ 99.5 98.5~99.3

% RARRICKHT D EHE (%)
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SR I : 2010/7/13~2010/11/22

HE (N) n=10

OFNRHA I~ LA VERMESE 25me [HIET)  #E4 400C [k, Ksad]
RERIE H =N PRATIAH]
<K% > &E5 BH AR IR 21 1% H 2 5 H 3 »H
PER n=10 DT240 BEDT 4 VA | BOEDT 4 NVA | BEDT A NL | HEOT 4 VA | BODT 4V A
<$HEOT 4 NILT—F 4 T EE> A—=FT VTR | AT A T | AT VT | AT A VT | 2T 4 VT
wHE (%) n=6
N ° n DT240 93.2~95.3 | 90.7~93.0 | 92.1~95.8 | 90.56~93.2 | 92.56~95.5
<204y, 80%LL E>
& (%) * n=3
DT240 |100.6~101.0f 99.7~99.9 | 99.8~100.2 | 99.9~100.8 |100.0~100.8
<95.0~105.0% >
BEH
(B5H) DT240 46~52 43~49 40~51 44~51 46~50
fHEE (N) n=10
X BHTREIIKHTLIEAE (%)
OT7NRFH I v~ LA oEthibE 25omg [AHET)  Ma%E 25°C - 75%RH [, Bk
ABRIE H =N PRATIAH]
<> B BH AR IR 2 i 1% A 2 5 H 3 »H
PER n=10 DT240 BEDT 4 VL | FEEDOT 4 VA | FEOT 4 VA | EEDT 4 VA | EEDT 4 VA
<EBDT 4V AT—T 4 VT HE> ATy VT | AT 4 VT | AT VI | a—T 4 VT | a—T 4 VT
wHE (%) n=6
AHIHE (6) n DT240 93.2~95.3 | 91.9~93.5 | 92.7~95.0 | 89.4~92.5 | 90.2~92.4
<2074y, 80%LL E>
8 (%) * n=3
DT240 |100.6~101.0/100.0~101.3| 99.5~100.1 | 98.7~100.3 | 99.7~100.2
<95.0~105.0% >
BEM
(B5{E) DT240 46~52 40~46 40~46 39~43 41~44
fHEE (N) n=10
X BHTREIIKHTLIEAE (%)
O7ARFY I~ LA U WthbE 26mg [HET) MM =R, Wt (D65 k. REAs
ABRIE H =7 g e
<M > FE BH AG 40 5 Lx hr 80 /7 Lx-hr 120 & Lx-hr
PR n=10 BDOT 4 LA BDT 4 VA
Ik n=100 ) g | REP7AME | REOTOL B B
<EODT 4V Aa—T 4 T EE> a—7 4 U TEE a—7 4 v TEE
EHE (%) n=6
AHHE C6) n DT240 93.2~95.3 91.4~93.2 90.1~92.2 91.7~94.1
<20 %y, 80%LL k>
“&E (%) * n=3
DT240 100.6~101.0 97.4~99.5 100.3~100.6 100.3~101.2
<95.0~105.0% >
BEM
(B5(E) DT240 46~52 43~50 41~45 38~43

Ko RTRBICHTOEAE (%)




BRI : 2010/7/13~2010/10/18

OTNRXH I v~ LA Wil 50mg [HET) A% 40°C [k, KEAR]
ABRIE H =N FRATH R
<k > &5 ekl 2 3 1A 2 % A 3% A
PR n=10 DT270 BEDT fIVA | BEDT VA | HBEDT A NVA | HEOT 4 VA | BEOT 4 VA
<HEEODT 4N La—F T EE> A—=T AU | AT A VT | AT VT | AT A VT | 2T 4 VTR
BHE (%) n=6
ALl %) n DT270 91.6~94.8 | 88.56~92.8 | 90.1~94.6 | 89.3~91.8 | 90.1~94.7
<20 %y, 80%LL k>
P =N 0/ D3 :3
SR (%) " DT270 |101.1~101.3{100.0~100.4 100.5 100.2~100.7{100.4~101.1
<95.0~105.0% >
ZENHE
(B5{E) DT270 70~83 69~76 68~T77 T1~79 71~80
WE (N) n=10
¥ BREIIHTLIEREE (%)
OTZNHRxY I v~ A VRS 50mg THET)  #a% 25°C - 75%RH  [HOE, Bkl
ARERIE H =S PRATIAH]
<> He BR R IRE 2 i 1% A 2 5 H 3 »H
PR DT270 WEDT 4 VA | DT A NL | HEOT 4V A | EEDT 4 VA | HEDT 4 VA
<HEDT 4N IAA—F 4 T EE> AT A US| AT 4 VT | AT 4 VT | =T 4 VT | a =T 4 VT
EHEME (%
it (0? DT270 91.6~94.6 | 89.3~94.2 | 92.8~94.7 | 86.0~92.6 | 87.4~91.4
<204y, 80%LL E>
G (%) *
DT270 101.2 101.1~101.8{100.4~101.0/100.3~100.7{100.2~100.8
<95.0~105.0% >
SEAH
(B 1) DT270 76 61~68 62~170 59~67 62~170
fEE (N)
¥ BREIIHTLIEEE (%)
OT7NARFY I~ A VistESE 50mg THET)  MoiE =iE, B (D65 R, KERL]
RERIE H =S B L7 i
<JHHE> He BH AR IRE 40 J7 Lx-hr 80 5 Lx-hr 120 75 Lx-hr
PR GADT 4 | EEDT 4L . .
b{# . DT270 %%4‘, B B plsye)
<EODT 4V AT —T 4 VT EE> a—7 4 VT a—7 4 VTS
wHME (%
it (0? DT270 91.6~94.6 87.0~92.6 87.4~93.4 88.5~93.7
<20 47, 80%LL E>
R (%) W
DT270 101.2 97.4~100.2 100.7~101.4 99.9~101.1
<95.0~105.0% >
(& 1H)
DT270 76 63~178 62~69 58~66
R (N)

K RREICHTTOEAE (%)




BRI : 2010/7/13~2010/10/18

OTNRXH I v~ A VBplfilE Tomg THET) A% 40C  [EE, KEAR]
ABRIE H =N FRATH R
<k > &5 ekl 2 3 1% H 2 % A 3% A
PR n=10 DT270 BEDT fIVA | BEDT VA | HBEDT A NVA | HEOT 4 VA | BEOT 4 VA
<$HEOT 4N —TF 4 T EE> A—=T AU | AT A VT | AT VT | AT A VT | 2T 4 VTR
BHE (%) n=6
ALl %) n DT270 90.4~95.0 | 85.1~93.2 | 91.4~94.2 | 89.0~92.0 | 87.56~91.5
<20 %y, 80%LL k>
a8 (%) *n=3
=& (%) *n DT270 |100.5~100.8/100.6~101.2{100.1~101.1|100.3~101.3| 98.4~100.2
<95.0~105.0% >
BEM
(BHE) DT270 76~86 74~82 77~85 74~84 76~84
HE (N) n=10
¥ BREIIHTLIEREE (%)
OT7NRFH I v~ LA otibE Tomg TAHET)  Ma%E 25°C - 75%RH [, Bk
ARERIE H = PRATIAH]
<> He BH AR IR 2 i 1% A 2 5 H 3 »H
PR n=10 DT270 WEDT 4 VA | DT A NL | HEOT 4V A | EEDT 4 VA | HEDT 4 VA
<HEDT 4N IAA—F 4 T EE> A—F 4 VI a=T 4 VI | a—T 4 VT | a—T 4 VI | a—T 4 VUi
Wt (%) n=6
e (%) n DT270 90.4~95.0 | 90.1~94.4 | 91.6~94.9 | 86.2~90.6 | 89.7~92.3
<204y, 80%LL E>
“& (%) *n=3
DT270 |100.5~100.8/101.2~101.9{100.8~101.2{100.4~101.5/100.0~100.2
<95.0~105.0% >
BE
(&5 DT270 76~86 69~177 67~176 68~173 67~173
fHEE (N) n=10
¥ BREIIHTLIEEE (%)
OTNRXVI <A VRS Thmg THET] MW@k =E. B¢ (D65 EE. KBRS
RERIE H = B L7 i
<JHHE> H BHAGEE 40 J7 Lx-hr 80 5 Lx-hr 120 75 Lx-hr
PER n=10 RERDI W VIN HEDT 4L A . .
Kn=10 ] ppgge | MEPTOM poAs B B
<EODT 4V AT —T 4 VT EE> a—7 4 U TEE a—7 4 T
VAHIE (%) n=6
BHHE O6) n DT270 90.4~95.0 87.8~92.6 89.2~92.1 91.3~93.3
<204y, 80%LL E>
&8 (%) *n=3
DT270 100.5~100.8 100.6~101.6 100.7~101.7 100.7~101.2
<95.0~105.0% >
BEH
(B51E) DT270 76~86 T2~82 70~175 65~72
fHEE (N) n=10

K RREICHTTOEAE (%)




7. RRERVBREROREN
(1) REE
A L7
(2) BRRORENL
L

8. AL DESEIL (MEILFEWEIL)
MR L
9. At
(1) BHAK
TNANRFY I v~ LA VEREEE 25mg/50mg/75mg [AE T 1%, BAAEKRFEELERICED LN

T NARXH I v~ b A VIBESEOEIBSICESG LTS Z BRI TN D,
(FBRIKIZK 900mL & vy, /S RAEIZ XL Y | 50rpm TRERZTT 9, )

1T 9,
TR
FORE FRE RERE B =R
TVIRF Y I o~ LA RS
20 57 80%LL I
(25mg. 50mg. 75mg)

(2) BHEER?
<TNRFY I U~ b A CEESE 26mg [AET] >
IR EI L DRI SV A R T A L EDO—HIEIZHOWT CERR 184811 A 24 A 3R A%
R 1124004 5)
AR A
O AARIEES  WHERERE S RUVE
[l HR N ORI - 50rpm (pH1.2, pH5.0. pH6.8, /K). 100rpm (pH1.2)
CHIE]
- pH1.2 (50rpm) TiE. FEHERHIR OUKRIZE HIT 15 43 LLNIC S 85%LL i L=,
- pH5.0 (50rpm) TiE, FEAERFI R OATITE HIZ 15 5y LANIC Y 85%LL By L7,
- pH6.8 (50rpm) Tid, HEHERFI L OARMIZE HIT 15 43 LANIC ) 85%LL By L7,
<K (50rpm) TIE., FEHERIFI KR ORI E BT 15 4 ANIC ) 85%LL EisH L 7=,
- pH1.2 (100rpm) TiE, EHERAIKLOARGITE HIZ 15 LN T 85%LL BV L7z,
Lk, REEOREHEEN ZEERIK] LR v 7 288 25) L HBLZfE5, £ ToRBRKICB W\ T

M%7
GO FRIRIFEERR T A R T4 ) OHERBEIES LT,

10



(¥4 HH R

<TNRFH I v~ LA RIS 50mg THE T >

BEHE (%) pH1.2 (50rpm) BEHE (%) pH5.0 (50rpm)
100 | 100 |
80 80 |
60 60
- - ” <
40 T e— s UL om0 T _Nf—e— T FY S UL A VB
20 - #25mg THETL] o0 o - #i25mg THEL]
— & = LA 7 AFE25 - = L7 w7 AFE25
O L' 1 1 1 O L' 1 1 1
0 5 10 15 0 5 10 15
BEfE (43) BEfE (1)
BHE (%) pH6.8 (50rpm) BHE (%) K (50rpm)
100 } 00 L A m e — =
80 | 80 |
60 60 |
”
o _pee— T = ULt || 20 —e— LAY I UL A VB
20 | - #i25mg THETL 20 #£25mg THET]
- — & = Ly & RER25 — & = Lk 5 AR5
0 L' 1 1 1 0 L' 1 1 1
0 5 10 15 0 5 10 15
BFE () BFE ()
EHE (%) pH1.2 (100rpm)
100 }
80 |
60 |
40 . —— DL RFF I UL A UEE
00 e #£25mg THEL]
- & = 7w 7 AET25
O L' 1 1 1
0 5 10 15
BFfE (1)
(n=12)

BIREKLOAEY LRSI A R T A VO EIZHOWT (R 184E 11 H 24 A A%

A 1124004 =)

AR
*OE AARKRS WHEBRE SR

[ElEHR ORERTE © 50rpm (pH1.2, pH5.0, pH6.8, /K). 100rpm (pH1.2)

L]

- pH1.2 (50rpm) TiX, f2 BAHKDOEIZ 42 Ll ETH T2,

- pH5.0 (50rpm) Ti&, EAERFIK AR GIT L B

-
—

- pH6.8 (50rpm) Tli, FEAERIFIR OARMIZE HIC
- /K (50rpm) Ti&, FEERF L ORI E B2 15 53 LANIC ) 85%LL FsH L=,
- pH1.2 (100rpm) TiL, HEHERAIL OARMIT E HIZ 15 53 LANIT ) 85%LL EIRH L7z,

Pk RO HZE AR ERIE LRy 7 A5E 50) LB Lok, 2 ToRBRKIC B\ T T

15 43 ANIZ ) 85% LA FisH L 7=,
15 43 LAPNIZ Y 85% 8L s Lz,

%

RS DLW F IR EMRBR T A R T4 ) OHELBEIES L,
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(FA H )

<TNVRFY I <A VERIESE Thmg THIET) >
R EI S O AW FNRFENERER T A R T4 VEO—EIEIZOWT CER 18411 H 24 B 3%
I 1124004 =)

BRI
#OE AARKERS WHEBRE SR

BEHE (%) pH1.2 (50rpm) BEHE (%) pH5.0 (50rpm)
100 = 0 100 }
80 A= 80 |
60 60 |
- ”
40 —— o LtEr I UL oEE || 40T e kR T UT LA UE
=& = )L 5 AEES0 - o = L7 v & 2§50
O L' 1 1 1 O L' 1 1 1
0 15 30 45 0 5 10 15
BEfE (43) BEfE (1)
BHE (%) pH6.8 (50rpm) HWHEE (%) K (50rpm)
100 | 100 |
80 | 80 |
60 | 60 |
-~ - >
hl L e— otz uzLau (| 0T —— TR FT T UL VR
20 | _ A EEtEst50mg THET] o0 | #£50mg THET]
- = |7 w7 2EE50 - = 7w 7 AEE50
0 L' 1 1 0 L' 1
0 5 10 15 0 5 10 15
BEfE (41 BEfE (1)
BEHE (%) pH1.2 (100rpm)
100 |
80 |
60 |
~ -
40 X —e— T)LRFY = 7L VEHE
20 - #£50mg THET |
- — & = L7 v &7 2§E50
O L' 1 1 1
0 5 10 15
BFfE (1)
(n=12)

[l#R % K ORBRIE : 50rpm (pH1.2, pH5.0. pH6.8. /K). 100rpm (pH1.2)

e ]

-pH1.2 (50rpm) Ti&, FEERAIROARGITE HIC
- pH5.0 (50rpm) Tidk, FEERAIROARMLITE BT
- pH6.8 (50rpm) Tik, HEERAILOAMITE HIC

15 43 LAPNIZ ) 85% LA FsH L 7=,
15 43 LANIZ ) 85% L FisH L 7=,
15 43 LAPNIZ 1) 85% LA B L7z,

< K (50rpm) TiE. FEYERIFIK AL E HIT 15 45 LAY 85%LL IR LT,
- pH1.2 (100rpm) TiL, HEHERAIL OARMIT E HIZ 15 53 LAINIT ) 85%LL EIRH L7z,

Pk RO HZE 2R ERIE QLR » 7 ZA5E 75) LB LR, 2 ToRBRKIC s\ T T

%y

A DAY LRR FE IR T A BT A ) OREIEBEITES LTz,

12



(FA H )

BEHE (%) pH1.2 (50rpm) BEHE (%) pH5.0 (50rpm)
100 } 100 |
80 | 80 |
60 60
- ” -
40 L wle— otttz oz || 0T | —e— L FEF IR LAY
20 EEtE8i7omg THETL] 20 | A EEtEEi75mg THETL]
- = |7 7 AFETS - — & — JL.7F w7 2AETS
O L' 1 O L' 1 1 1
0 5 10 15 0 5 10 15
BEfE (43) BEfE (1)
BHE (%) pH6.8 (50rpm) BHE (%) K (50rpm)
100 | 100 |
80 80 |
60 60 |
/’
07 L —e— o LFrzuzLav| 0T —e— L FT T UL Ay
20 - @fﬁﬁﬁmg FEEIJ 20 @fﬁ,ﬁ?Smg rEIEIJ
— & = L w7 2ET5 - = Ly 7 RFT5
O b 1 1 O b 1 1 1
0 5 10 15 0 5 10 15
BEfE (41 BEfE (1)
BEHE (%) pH1.2 (100rpm)
100 |
80 |
60 |
40 —e— TLEFT I LAY
20 B 15 §¥75mg THET Y
- = 7w 7 AFETS
O L' 1 1 1
0 5 10 15
BFfE (1)
(n=12)
10. &% - 2%
(1) FENRELESR - AF. NE/RKRLESR - ABICHT51EH
YR L
(2) A%

<ITNLERF¥YI LA UEIESR 25mg THET] >

100 2 [10 $£X 10 ; PTP : @& FIA D ]

<ITNLARF¥Y I LA UEIESR 50mg THET] >

100 #& [10 ££X10 ; PTP : RzEAIA D ]

<ITINARIFHIoILS UEER7SMg THETI] >

100 #& [10 ££X10 ; PTP : RZEAIA Y ]

(3) PRBEE
% L0
(4) BHROME
PTP

ARV b= VT VA, TAI =L

Po—: RUZTFLLTFLIZL—F « TALI=UL - BUZTFLLTIFR—FT LA

13



1.

12,

AR SN L EME
M E R L

ZDith
Rz L
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V. ARICEYSEE
1. PEXEHR

D0+ O IRAE, HIATEREE . AR A LREE

2. DEXEIHRICEHET IIE

5.RER IS RICEET HEE

<BheEFIE>

5.1 §10 DHOHEEIZ LV | 24 5L FOBE T, BEAE., BEEXRO Y 27 B3N+ 5 & O
BDHID, REIDORGICHIZ>TiX, VAZ X7 4w haBETH2 L, [6.4. 8.2-85, 8.7,
9.1.2, 9.1.3, 15.1.1 /]

<32% - 52KRE>

5.2 AKFHl % 18 jAm DK 5 DI MR E R IR G T 2BRICITEC A HEICRF T2 &, [9.7.1 &

]

<HEFREE>

5.3 tha RLEEDODEIL, DSM*E O U R Wi BT LS S ICEN L, EEERT- 7581
DHEGT D &,

*¢DSM : American Psychiatric Association CKEFE#EF %) @ Diagnostic and Statistical
Manual of Mental Disorders CEE#HEBOBE « igt~==7 /)
<EMEE (DMR) >

5.4 FarEEE (ML) ICARRIZEGT 25 E803, REE OISO 2 EY) 28 H 2 A REES
HRERNH BN U A7 FTONT it a2 TV, Bl E B IEE 2 IR &5 L O R8T

5 Z &, [5.1, 82-85, 87, 9.1.2, 9.1.3, 15.1.1 &ZMH]

3. AERUVHE

(1) BERUVAEDOHES
RA~DEE.
<52 - 5O, HENEE. H2FTEE>
WH . AT, ZARFH I~ LA VRS LT, 1 H 50mg ##IIHEL L, 1 H 150mg
TR L, 1 H 2ENCHB L CRAKET 2, 2ok, Fl - RIS U Tl 5,
INEA~DFS.
<@BaHEE>
W, 8 LA Eo/NRICIE, ZARFH I v~ LA UEREE LT, 1 H 110 25mg ORCERTRR O #%
NS T 5, 20tk 1 EFLL EOMEEHTC 1 H 50mg % 1 B 2 [l & OBERNIE 05
T 5, FEln - JERIZIE U T 1 B 150mg %8 2 72 WO HDH Tl e 2 25, #EIT 1 B LR
fazHIFC1HMAEE LT 2mg 72179 2 &,

(2) RZERUVHAEORERE - B
MUERR L

4. AERUVAERICEET IR

7T.RERUVARICEEY 5EE
<¥heEHE>
714 A OG- BEILER/NRE 2D &5 BE T LITEBEICBRE LS LT 2 &,

15



5. ERERRLIE
(1) BET—21\vir—2
MR L
(2) ERERZEEFER
MER R L
(3) AERGERFEAR
<3OR/RUS DRE>
17.1.1 ENERKRHER
ORI K TN D DIRHERF 1T BT HUGERIL 61.7% (282/457 i) T -7z 39,

%1 ABIOKEE (hEREE#EE)

AR DTl W (%)
— R R 71.3 (127/178 )
T B R 55.6 (155/279 1)
&t 61.7 (282/457 1)
<gEMEEE>

w12@Wﬁ%#ﬁ(mk)
IR ERFICBITAWERIR 2D LEBY TH o7 1012,

# 2 ABBlodEER (PEEUELE)
ARBR OFEAH R (%)

TNRFY I 48.6 (17/35 )
N R
R R AL 75 R 18.2 (6/33 fi)

17.1.3 ERSEMAERER (/MR8 H~18 &)
BSEMEREE LB SN NRBRE A S L L ESREERER (7RI VR 19 Bl ST
YRR 18 #1) D#EF. /NEA Yale-Brown Obsessive Compulsive Scale H AFERL (JCY-BOCS)

(10 HH) ORAATITBIT 2N—A T A » L IEaHERF O LB ORER 2T, 7T B ARRE L ik
LCTIZARFH I UEECTHREICED Liz 19 19,

# 3 JCY-BOCS D2 (ki

- " . - . N=AT A R 2=
PR | AT A omes | om0 | P
TIVRFY I 19 26.65.51 -10.5t5.25 -4.3 0.044
7R 18 27.31+5.26 -6.6t7.52 [-8.5. -0.1]
Mean=*S.D.
2) PR EEDE, < 2T 20 JOYBOCS % 27 KO A 6B & L= 3580 br =

FTIANZFED L

SR PR E R A g & L ERRERER 19 Bith. 6 B (31.6%) ([ZEIER (MIKRAMEEE 2 &)

mb%ﬂto%@Eﬁ%@i\%®3w(wB%\@EZW(Nﬁ%\ﬁMﬁu il (10.5%)
ThHoT-,
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<H2FREE>

17.1.4 EREMERR

HARLREEREZNRE Lo ZEEMRERR (7 VR I U8 176 #, 77 EAHE 89 i)
DR, Liebowitz Social Anxiety Scale H AGEM (LSAS-J) #A a7 DIRFEEO X a7 X, 7v
REA I URETIET T R BB LA SIS LT 19 10,

# 4 PAGAT LSAS-J # X 27 Tii#E L 7= LSAS-J A 27 OHER

BH AR IRE Be G- 10 K p fE*
TIVRFH I 87.6 58.6+1.8
o N 0.0197
77 'R 87.6 65.8+2.5
Mean=*S.E.

% LA HT

(1) ARHRBRIL 50~300mg/H O HEFFHZ ETe, 7R FH I~ LA VBEFEOERINT 1
HHZEIZ, #@% 50~150mg TH 5,

17.1.5 EREMEHER

TNRFY I v A VEBEEORMES (T1H) X0 EMERMERF SN 2 LR S L

15) 16)0

#5 RGO LSAS-JHR 2 a7 O

BHAGIE 5 12 HEF 5 28 R ¥e 5. 52 1 Iy
54.3+23.1 40.8120.3 35.1+18.4 33.3*18.8
Mean=*S.D.

(1£) AFERIL 50~300mg/H D HEFIPHZ Fde, 7R FTH I~ LA VEBEROKR I 1
HHAEX, 8% 50~150mg TH D,

(4) BRELRIEAER

1) EHMRIERR
LR L
2) REMHR
BB L

(5) BFE - WEHHR

DR L

(6) AEMERA

1) ERARKRRE (—REARTRE. FEEAREREE. ERAMKRLRHRE). RERTERT 4
—AHAE. RERTRBRERONE

A E R L

2) RBEHE LTERFEOARRIREL-RE - RROBE

LR

(7) £tk

BARANA

17



VI. EMEEICEY SEE
1. EBPHICEEH S LEMRITEEMEH
BRI o b= R AZEER (SSRI)
TR BED D DB ORIEE - ZIRFIL, RFOBRMNLELZSZRT DL &,

2. XEER

(1) {EFAEREL - fERRF
TNARFY I P2V OFRY AR EEROICHES S, /T RLF U U RONR/R U E
0 IABFLF T 28R MEE ICs0 DL TR T & ENEH 130 LT 160 &, fLDFHL D DI & 1T fE
W25 TnD (Ty M7 Y —A K1), 72k, SHEMPREEMEZAERICITIZE A SR
FtEZRET, /7 I VBEEREAEFER BIZE A ERD LR 5T 1D 18,

T

160
roz7s iy @2
< Ay 2{]
7iryTFys 088 B/ L7 KL SR ARBESTEE Ok

O N33 PN AR BHE R & DL

fWFUT+U;f?E

TFT I

e e < | 0.0079
3.2

{ 20 40 G0 30 100 120 140 160

K1 ko br=2E /AT RUF U KO RS U OMITEIEL D A Z FHETE M
(F) 777 I UERNREFRIR, AT RENRREEN

(2) ENERMT SRR
18.2 15 DA
SREIKIKIE R QCRBEEICB N T, TV 77 2 ERBOMHRE 7R L2 (60mg/kg, p.o.. 7 A)
19)- 20)
18.3 MRBEEZER
RNEEEHYET VDO L, iREHEFEN ORETE L L SN TVWDLH T AEEB VR LRBRIC
BWC, 7 AEBORUTE (R TE) 29 < Ml L7z (60mg/kg. p.o.. ¥ T R) 20,
18.4 5-HTc ZBRWEBEICL S HREHERDICHT SR
Y k= 5-HTec % B ARVEENER D m-chlorophenylpiperazine 235 %92 7 » b O H R IEE & D
DTzt LT, RS (90mg/kg, p.o.) TIHEELen-> N KERYS (30mg/kg, p.o.. 21 H
) THHIRR AR Lz 22,

(3) {EFISETU - HHEER
KR L

18



VI

1.

EyEReIcEiv 41EH

meREDHTR

(1) ABRELAMLGOLPRE
MR L

(2) BRERHBRCHERESA-ObRE
16.1.1 RAICH T 5P EE
e A 5+ (n=6)

(ORI Ly R 9~14 Rfd] TIKT L7c, FEMERE T A =X 13k

(2 1 18] 25~200mg % R 085 L7z & & O Mg X

. K 4~5 FEfE %
1 @D &k D T&)Ofu.o

\Z75mg & 1 H 1 [RIRERAFKS Lz L oG gy 3 il

Fro, @EHEMRAT T (n=5)
TIRTEFIRIEIZZE L2 17,
#1 MACBIL27VAFY IVEYBE AT A—X
&h & Tmax (hr) Cmax (ng/mL) tue (hr) AUCo-
(ng * hr/mL)
25mg 5.17+1.47 9.14+3.97 891*X1.25 133*=51
50mg 4.67+1.37 17.25+3.03 9.831£2.23 302+69
100mg 3.50+1.22 43.77+115.49 11.84+2.38 804+ 322
200mg 4.67*+1.51 91.81t16.67 14.11+4.13 2020£655
Mean=S.D.

(JF) ZARXH I~ A UBREFEOER I 1 HHEX, @% 50~150mg Th 5,

16.1.2 £MFHIRFHHER
DOILREXY o2 LA UEIES 25mg THET ]
BIREELOEY FHIRFERR T A R T A4 L FD

FAFEE 1124004 5

—HIEIZ DWW (PR 18 45 11 A 24 AR

TNIRFY I v LA CERIEEE 26mg [HE L] MONVR Y 7 Z§E 25 &, 7 1 A4 —/"—{EIC

ENEN1EE (IR I~ A Vs LT 25mg) REFERRAD 17 q’vﬁﬁ%lﬁln‘imﬁﬁ LT
MIEFR DT NVR XY I AREZHEE L, 155N FEYEREXT X —% (AUC, Cmax) (22T 90%
EEX A CREFHIENT 21T > 7253, log (0.80) ~log (1.25) O#FHANTH V., MiAlOAEY

BRI D R S Tz 29,
F 2 HYIE ST A—H

HIENT A—H BENTA—H

AUCo-48 Cmax Tmax tise

(ng * hr/mL) (ng/mL) (hr) (hr)

TARFYI U~ LA UERIEEE
123.7£93.8 6.56+4.15 54+1.3 12.8+2.4
25mg [HET,)

VIR w7 ABE 25 128.1+85.9 6.95+4.14 5.0=1.3 14.0+2.4
(1 8EH& 5. Mean*+S.D.. n=24)

19




(ng/mL)

12,51 —o— JLRFY I v LA CBIREE
25mg [HEET]
10.0 -t - LRy 7 X §E25
| 8345, MeanxS.D., n=24
75

REET AT T RN sy =

24 36 48
BEfE (hr)
1 MAE SRR EHERS

MR AUC, Cmax 5 0/37 A — &3, #ERHE ORI OEREEH + IR 55 O 3R
KL > TRRD RN D D,

20



@QI7LRXY I LA UEESE 50mg THETL)
BREIR S O AW FRENRR T A KT A L EO—HKIEIZ DWW T (PR 18 4 11 A 24 HEA

FTAIE 1124004 7))

TNRFH I v A VERESE 50mg [HIEE T KONV AR Y 7 ABES0 &, 7 B AA—/3—JEIC LY
FNENLEE (FVRFY I~ LA VS LT 50mg) fERBERRA S FIC AR O 5 LT
MAER D7 VR W I AREZRE L, 55N 723 YBHE X T X —% (AUC, Cmax) (22T 90%
1EHEIX VA CTRERHIIT 21T > 7255 5. log (0.80) ~log (1.25) DO#PHNTH V. MWAIDAEYE

R S S RS & ATz 29),

x3 FEMBREANTA—F

HIE/NT A—H BENRT A —H

AUCo-48 Cmax Tmax tie

(ng * hr/mL) (ng/mL) (hr) (hr)

TNRFY I o~ LA RS
288.7+125.1 15.5+5.5 5.6+1.7 14.0+=4.5
50mg [ H &1L ]

VIR w7 AEE B0 286.8195.0 15.2+4.5 6.4%2.0 12.9+3.1
(14E#5.. MeantS.D.. n=24)

(ng/mL)
20 1

1561

10 4

EET 1 AN RN s pe) =)

—o— JIERFHI T LA B

50mg [HEZL]
- - LRy 7 ZEER0

1 #5#55, Mean+S.D., n=24

2 SRR AR

48
BERS (hr)

MR N AUC, Cmax 5 0/37 A — &3, #ERE ORI OEREAH « e[ 55 O3B

R K> TERRDFREMEND D,

21




@I7NRXY I LA UEESE 75mg THETL)
BRIEEEFLOLEDFREERB T A R T A4V EO—HKIEIZDOWT (CER 18411 A 24 HEEA
TG 1124004 =)

TNRFY I v LA CERIEEE Thmg THIETL] ROVAR v 7 AFE 75 2, 7 v A4 —/—{EIC X
DENZENLEE (FARFH I~ LA U E LT 7omg) EERAS FICH R 05 L
TIIMSEF O 7 VR XY I RELZHE L, Ho3EpEE Z A —% (AUC, Cmax) (22T
90% (5 FEIX FENENZ THEGHRNT 21T o 7o k5 R, log (0.80) ~log (1.25) DOFFANTH Y . MiFlD4E
YRR S VE DS R S Tz 29,

K4 FEYBRERATA—F

HENT A—H BENRT A —H
AUCo-48 Cmax Tmax tie
(ng * hr/mL) (ng/mL) (hr) (hr)
TNARXY I v LA R
452.2+160.7 23.0+7.2 4.7+1.3 14.0+=2.4
75mg [H[ET |
JVIR w7 ABE 5 481.1£193.4 24.4+7.6 4.8+1.2 13.4+2.4

(1425, MeantS.D.. n=23)

(ng/mL)

30 4 —o— JILAKRFHI w1 BBIEIE
N 75mg [HETL]

-2 - )Ly 7 ZEETS

1 §5¥% 5, Mean=*S.D., n=23

RS ANSZZS B R AN S =

EFfE (hr)
X3 i SR HERS

MR AUC, Cmax 5 00/37 A — &3, #ERE ORI OEREAH « e[ 55 O 3R
R L > TERRDLFREMEND D,

(8) &l
MY ER L
(4) BS - ftAROEE
(v, 7. #EEH] OESMH)
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2. EYEERB/INTA—S
(1) BAHEE
MR L
(2) WUEETEH
MEE R L
(3) HREEEH
MR L
(4) YVF7S VR
MR L
(5) #HHEK
AR L
(6) £t
MR L

3. BRE (KEailL—3y) @i
(1) A
B L
(2) 155 A -5 EHER
B L

4. R
MR L

5. 9%
(1) Ii&-kxESFE@EE
Pl v/
(2) miE-RAEEIFEBYE
("VIl. 6. (5) ki) OIS
(3) Ait~oBiTiE
(TVIl. 6. (6) #=Fhw) DOESH)
(4) HE~NOBITHE
Pl v/
(5) ZofhoiBB~DRBITHE
MER R L
(6) MBFEAKESE
EHRENTEC L VIE Lz MIEERA & OFA L, 0.1ug/mL & 0.5 g/mL ORETH 81% T

»Ho7-29 (in vitro),

6. K

(1) REEEIR CRBIER
TR F Y I IR CRE S, FEMRETEESR CYP2D6 ML LT EEZ LTINS 2,
[10. /]

(2) REICEAET 58% (CYPE) OHFE, F5%
ARANORFNITAF S ABESRE CYP2D6 MG L TWD EEZ LN T WD, £2, AFNTIFEMR
HlEFE D 5 H CYP1A2, CYP2C9, CYP2C19, CYP2D6, CYP3A4 %% L, ##- CYP1A2, CYP2C19
OILEERITRVNEEZEZ BN TWS, [16.4 ]
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(3) VEEBHNROERRVZORE

M E R L

(4) REVOFHEDOAERRVEEL, FELE

7.

10.

RUERR L

Bttt

TVIRFY I %, AP TRRLRIC I A F AL S I TERENEVE 2 R 22 WEM & 72 0 L IR
MEND, BREMRAC UC-TNARFV I AR AKG Lz &, &EH&K 70 FFE £ TORT BE
BSTREPEEERIE, SR 94% T o 72 17 20 SR E AT — ),

S URR—E—I2BFT 1EH
B R L
. BREICLBABRER
(TVil. 10. wERE] OESMR)
BENDERZETH8F
16.6.1 /MR
S E PR X E Ot ORI R I T

IWARFY I U~ LA R SE 25mg/H ZBRAEH B & L

6~Hﬁ®$% X7 NVREH I v~ LA VERESE 50~200mg/ H . 12~17 D B 121X 7 LR ¥
VAR /vv4/Mﬁﬁ5w&mmgH%1HZE&@%D&@Lt&% JEENRE X T A — X 13K
B 7NVARXY I OREEEIL, 6~11 O RMEEE TR -

5 @&i\) D T&)O‘]’Lo
e (HAEAT—H),

[9.7.3 iﬁﬂ@]

() ZARFHI v~ LA U EEEEDK

S TR
24

D 1 A

#5 B D7 NR I VY EHE T A — X
o . " Cmax AUCo12 CL/F
L ARG A (ng/mL) (ng * hr/mL) (L/hr)

6~11 5%k D F M

50mg 9 33.0+11.9 295.1+-125.4 72.0+27.7

100mg 8 114.5%+57.9 1104.7+651.7 43.8122.9

200mg 7 347.9+183.0 3640.6+=2086.2 26.4+14.5
6~11 5% D

50mg 7 86.0£25.9 876.0£305.9 23.8+10.1

100mg 7 357.56£165.0 3529.9+1551.4 15.0*£13.6

200mg 3 859.71+284.9 8876.3+3274.0 9.0+3.2
12~17 15D B

50mg 9 27.3£13.0 257.31+-138.9 100.4%+72.9

100mg 9 75.8152.1 748.0£520.9 80.064.8

200mg 9 248.31+-124.5 2536.61+1347.3 48.0t47.1

300mg 6 436.8+210.7 4508.4+2377.8 33.6£22.1
12~17 1 D 2t

50mg 9 22.4+t14.6 202.5+£137.9 144.7+130.1

100mg 8 64.3+43.7 644.7+456.5 132.1+186.4

200mg 8 216.1+-150.3 2250.0+1610.9 67.7t81.4

300mg 7 296.4+213.6 3169.31+2474.8 81.4+111.0

Mean=+S.D.

EHEIL 150mg TH D,



1.

ZF Dt
MAEER e L
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VI. £t (EAELOZXESF) CEYHEE

1.

EENBLEFTOER
BEEIN TR

. ERABLEDER

2EE (ROBFICEFBELBENI L)

2.1 KRB ORI LiBUE OB ERE D & 2 B

22 /7 I UBREEESE (MAO) FREAR (BEL XU UERBIE, 79X) A @il 7 073
R AV VEEEE) ZEG5 9 d 505 F k% 2 BN OBE [10.1 &/

23 YEVR, FY=UVHERBIE, TALVTAY AT h=vEEETORE [10.1 B8]

(fiA)

21 Yav 7, TT7 4 7% —FRIERPHE SN TND,

2.2 SMETAA & FAROBRN e b= FIRVIALEEHNE MAO BHEAIE OHFHICL Y R
= REEREOEE RRWERAORBINHE SN TEY, £z, oHlH &l & MAO BHEA &
OO CEERBWERANEZ 2 Z EBHE STV 5,

2.3 BEY RIZHONT :

b MIBITFLAF L EEY N2 LR BRERE 13720 23, in vitro #BRICE W TEEY FOE
7o DRI 5T U TARFNZ N v v F VR AR L 0 bR EER 277 Lz & ol
BWRBHDL, ZOZ LD, AL EEY FOFHICL Y, BB FOMFRE EF O REMENR
I, Y ROMHPREEN EF L2854, QT EE, LEEAHEAR (torsade de pointes %
Ete) HOBEBERLMERORIERANEERT BTN H 5,

FH = UHERBIEIZ DN T

KEN & F =D Ui L OFFRIC LY FHF =0 D AUC DR, FaiEhiEEo L5,
BHADIER & & Bz, BEARER & U CIE T O FEOF B R ZAL03F8D bz & O
BB 29, KEIE TV =V U ABRIEEOFHICL D ZFE LWIMEER FRRETL2B8Z00H 5,
FAIVT FAAATDOWNT

KRN T ANT F ORFHCEAD L IFEMRMER L IAET 22 LICED . T AT Ao
BENEEICFF LEZEORERHD ., TALTFUOERARKBS OO AIBENRH 5,
AT h= 422N

KHNEAT b= EDPFRICED, AT b=vomPEENEF L, A7 h=OERANERLS H
LbNLIBENRH D,

3. MEEREMRICEET HFEEENEH

(TV. 2. eI RICBEET 2EE] 228752 L,)

4. BERUVAERICEET 3B L ZTDOER

(IV. 4. HELVCHEICEETIEE] 22752 L,)

5. ERGEFNIE L ENER

B.EELELNIRE

<¥heEHE>

8.1 IRA, B L~V « EMiHAFOBRREEN LD LB H DD T, AFIRGTOBHEIC
3. HEVELOERFEERE O RO BIEICHER SR RWL O BEET 2 &,

8.2 Y OIERZ BT LBBEEIMIEERELRH Y, ARENDOBZENRH LD T, ZO L5 REHTHRE
B RHI R D IR G RBAZEE T 5 EITITEE OREROIREBOEIZ TR BET L2 &,
(5.1, 5.4, 8.3-8.5, 8.7, 9.1.2, 9.1.3 &[]
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8.3 &, [, BHE, N= VRE RIR., SR, BoR. SR, EEWE. 70 YT R E
B AR, B, BRSNS ZENME SN TWD, £70, REBRITHA S TIERWA,
ZHHDREWR  ATENZ R LTIEFNZ W T, MR E OB IT AR, BREX, hETHN
WEIN TS, BEORERWHEOEILAZFEERIBIZT L L L HIT, ZROOIEROBEER
B INT55 10T IREEZHEE T e lCBE L, PIET 572 b Ez2175 2 &, [5.1,
5.4, 8.2, 8.4, 85, 8.7, 9.1.2-9.1.5 &MR]

8.4 HAHMTOMERMZB<2H, BRMEANTED b5 BEIANS T H5E511E, 1 B0
H A ERNRICEEDDH L, [5.1, 5.4, 8.2, 83, 85, 8.7, 9.1.2, 9.1.3 B#]

8.5 FIHEICHARES AR, BE, BB, GRS OTEI O R OEBEREE & 5
bivd U A7 EIZONTHaRA 21TV, B L BEICHEEEZIRY A2 Ko Eds2 L, [5.1,
5.4, 8.2-8.4, 8.7, 9.1.2-9.1.5 &#]

8.6 HEEOTHABRMD LWV LEEOTILIZLY | BUF, RK. DEV., AL, RIR, £PhHIET
ERH LD EBHESNTWDEOT, &5 T IET 255103 R~ ICHET 572 SEEICT
2Tk,
<@EMEE (NR) >

8.7 AFIBHIZ LV BEEE., AREXKNH b b aTREENH 5, ARAIE G X E s 2 et &
OEZMEEZFR L, ARG L2V &, [6.1, 5.4, 8.2-8.5, 9.1.2, 9.1.3, 15.1.1 &#]

(fi#i)

8.1 AMENCIIT D3R CAAIF 512 K HiEHRRE ) (LMFk. RIS, HEED) ICREITES bhTn
7RIS 30 KGRI T O [E N R R TIRSOBIEARBLER (9.7%., 69/712 i) 25 BRI E W
., Fe, ARERATOBE T, EIEPIZER L LORT - BRRIE RSO B E SR
L. FHUCE S TRERIDRE SNT27o, EREZ LD B OBEICHEE S 20 X9 R A il
THZEELT

8.2 —KMIC ) DIERE BT HRFIIAEE N H Y, ARENOBENRH H720, HiH 2Fl%
BHT2561%, BERBFHIOMZ G EOEEORKIC G IEEER BIET 5 L o EEmiL L,
I 52, FDA OHFEIZEWT 19 DIRITZENBERN R b EEFETREARERTH D & DT
BYLGE A Thi, Yo 21T -7,

8.3 HERMEHOBZFNDH 5 BEITHT HEZICHOWTIE, itk & v it# L Ty 722%, SSRI. SNRI
ZIRAL TODBEEICEBWT, REBRIIAL O TIERWL 00, EMREOEl, hEITAD
WEINTWALZ AT L EBIT, ZNOICHEDIRIIER (R4, Bl BE, =
7 AR, RIR, SHitE, BCR. BORME, @EEIE. T U U T EMEE R, BB, YRS b
BRLTEEMEST S 2L & Lk,

8.4 HAHMTOWMERMB LD, AREI O H 5 BE T L TIEAFI O 1 [Bl4r0M00)5 B #5%
B/NRIZE 8D K9 FEMLE LT,

8.5 HEMMORHF RO D, AEBEIZHTERICOWVWT, BEOFBEE~DHHZET X
ITEEMLE Lz, F7o, BE, WM, SRRSO LR B OB T D IEREIC O
TIE, BEORRLT, BEORBEICH BRAOER LI CRITEE W E 4B LT,

8.6 EWNAMZI T 2 AKDENWEHHE L UM RS 3D 39T, KAIE G- EOBIM /2B 720 LIS
OFILIZE D | BER. R, DEV, ALK R, £P VR TEORER (BERSERER) 2@E
ENTN5D,

8.7 HiatEREEEE (NR) 12V T, AFEGEHIXEMICZ R O 2E A7 L. 8K E
BhH LenWEZBR L,
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6. HEDEREATHIBEICETIIRE
(1) AHHE - BIEESEOHLBE

9.1 SHHE - IEEFOHLEE
911 TANAEDESHEBRXNIIChORMEEDOHDEE

AR T Enh D, [11.1.1 2]
9.1.2 BRERENIIEREROMENDHLBE. BREEOHIESE

BEGE., BERERAHbhD Z b5, [65.1, 5.4, 8285, 87, 9.1.3 ]
9.1.3 5 ORBAE

His, AR LDNDZENBH D, [6.1, 5.4, 8.2-85, 87, 9.1.2 /]
9.1.4 MOBEWEENIMELREORADHSEE

FEMER A EE IS5 2 ENb D, (8.3, 8.5, 9.1.5 ]
9.1.5 HEMEAE L HIFEEEEHFTHIEE

MR A S E 5 Z 03D 5, [8.3, 8.5, 9.1.4 ]
9.1.6 MEBOHLHEE

BEZ7a v/ LEHEBAENO DN EORERDH S, [9.8 ]
9.1.7 HNM¥EBOMEEX THIEREOH 5 EE

g 23R a2’ d 5, (9.8, 10.2 BR]
9.1.8 MRNENIZBAEREDHSEE

JEREELIEDIBENNH D,

(fi#s)

9.1.1 7 v b & HWIIREFHIMEH R CARIEITEEFRIEH LRI o 7239, E74METoOR
BRCIT. AFIDOTANAFERERITO NS D TRV ERESNTNS 39, L LAEIZ BN
T, CADAEORBHERBE I NS OBMEROH 2 8E T, BWERA L L CORBEAZRZ Ll
DEESIN TN D 39,

9.1.2 fERN G THEERIEARWEER] OBHICAEENOBENDH 5 EF T HEELGLHE L T
W, TERESEITARENOBEOH 5 HBE, ARSEOH HEE) ITH Y K& &5 L
T2 BT O BE I U R EOGRRIES B & LT, HEEME 2 X RIS T 5 72DiC
MEER ) OHEICHFHE LT,

9.1.3 EW TOEKRER THIR &K O H R EMAE O b TN D,

9.1.4 AEIZBNT/S—F V) U BE R OFRBETH A KIERF ICAR 2 G LTz & 2 AR A
WL OWENH D 30- 36,

9.1.5 [EEMEREWIMFEREZ AT 285 ICEE LI2GAITIE, o B3E & ik LT, FiE
WAEBE S D ERMENFE WD, il L7,

9.1.6 DEBEAHT L EmBEE ICAARAR, TeFEET2 Yy 7 LDEHAENEE L L OWE
N5 (ERISOHREERE), 7ok, ENIOIEERRR K ORI 3 TAH O L~
DEHIIZBO LN TE O T, KAl & ORREEMRILAM TILi,

9.1.7 BN DOTRAMCES LI L CTRIE L 21T 2R, 7RIV I v~ LA VBIEOHEMNCE
(F 2 WA SCEIE NS CCSI (BT EZ 2 R MERE ) ICFii S T 5 i IZ B4 51 E % [ME
G, THEER (BFREER) . TRWER (Z0foRITER) | KO EE ~OF 5| OIEIZ,
EFNENBRTAHIEE L, 2B, Bt e =" FRV AL ER (Selective Serotonin
Reuptake Inhibitor : SSRI) & IR T 1A RYEFURIEAIE OOFHIZ LV . EEEAE Mo U 2
JINEEDEDOWMELH Y 3939 HNTHLAHEIEAT oA FHHIIEA & OOFH AT H
% 7= L2 REBIAHAE ST 40,

9.1.8 MFAMZ BT, BlE K ONkNFERIEHEGOME N H 0 | FNESUIIRNIETLED H 5 BH T
IEREZEN ST DIBENRH L0, BiL LT,
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(2) BHREREERAE

9.2 BiEEETRE
9.21 EENEBHEREERSE
PR IE T D B2 N0 H 5,

) FrirElE®BE

9.3 HisEETEE
AFID AUC SR TR N ERE T 282008 H 5,

(fi#s)

SEOREBR CIHFEAERE [TueALT4+ 72 LAy (FuEH L7 7 LA BSP) #EBTO
BSP {HGHE &£ 0.029~0.107 (min!) (E#fE=0.14), n=13] I[Z7/VARFH I 100mg %
RO L7ega, BERAS FICRE LEEGE AT, EROLPIRE (Cmax) (IEZEILRD
DAL Te M, e R RERERE (Tmax) OV, HRNEH Tre OIERE K OYAUC OHY
TDFRD HFLTUN D 4D,

(4) 4EREZERT HF

BEEN TV

(5) b

9.5 iEHF

9.5.1 MR UTITHE L TW A RIEEMED H B LMEIziE, #5 LAV ENREE LY, £, #H5HIHE
BRAVHEIBA L7 B 3 52 i 2 EBREE L,

9.5.2 (IR (3 3 =) (TR Z G S i@ o A LizgrE R\, MPRIREE, &
B AR ERORMLGE . R SARMYE, GIREEN . EERREE. L, EELNEE, R Rn  H oMk
MHEB LI OWMENRH D, i, IhbOfERIE, EWEERER E L TREIN D56 H D,

9.5.3 VA DEFHHEIZB VT EET IO SSRI %5 S /- ikim i b HA L= B R IicBn T,
FAEFEIEEE M EED UV A7 NI L7 OHRERH D, ZDH5H 1 DOPWETIEL, Ik 34
WL AR E N T AR R 30T 2 8 AR B A PRI & I EAEFE A D U A 7 b, SR o5 Tl
2.4 (95%IEHEIX] 1.2-4.3) . IEHR B N OB B 0% 5Tl 3.6 (95%EEIX [ 1.2-8.3) THh-o7=,

(fi#i)

TEIR T DG BET D L RMEIEHRICT OV T, ENS THE SAVTIEIR RN AR & % 5 S o it im
O A LB AR TORIERSREICESE . BARRAERSA 250 L7z,

M ORI BN T, SRR 20 A LARE OISR ICIRINATE v b = FHELY IAZBLEA] (SSRD) %
BELESE, HALUEHAR I [H 4 R EEM &M EAE  (Persistent pulmonary
hypertension of the newborn; PPHN) | ®U A7 BNEINL7-E DHRERH 7242, F/o, AU =
—7 NTBWTHEM S E PR AW T, SSRI /IR L7 AEIRIFIC 351F 2 PPHN D 3E
U A7 DA S 99,

(6) R¥LIF

9.6 R
B EORRIER ORFLRROARIEZ BB L. KALOMKGEUIPIEZ 425 2 &, & MREFLP
~BATT L Z LI STV D,
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(7) IMNRZF

9.7 MNRE

<BheEHIE>

9.7.1 FIHEICHWT, M CTHMi S 417z 18 LA F DK D DJRPEREE (DSM-IV 281 5758 BFE
EXRE L7 7 B R ROBARRBRICB W THIMERER TE ol L ORENRH D, (6.2
]

<52 - I RBRUHETREET>

9.7.2 /N E Rt G & U EARRBR TSN L TRy,

<@EMEE (NR) >

9.7.3 11 WL FO LMt Ti, BYERO 12 Ll Eochk & ik U CARKIDO AUC KUY Cmax 23K
%, [16.6.1 &M#]

9.7.4 NRICEHIMAK ZIRA S 25681013, &, KEOBIZEALITH 2 &, T, markEsE
D/ SSRI 28¢5 L, BAUK T LRERED - N L L ORERH D,

9.7.5 {CHAEMREE, HHAW, LI, SR UL 8 R O/NREE MG & Lim Aok O L et % i
FEE U7 BRI T S M L Ty,

(fi#s)

9.7.1 JEAGEE EEE SR L RHR SN Pk 25 43 A 29 M) 12X 5.
ik v, R (RNaxvF  E]BEKIY) 280\, WA TEMI N 7~18 DK D
RPEREEBRE 2R E L7 7 B R IREERRBRICB O CHMEN R TE o o & Ok
NhoHE. VNEE~OKRE] OHEICEH L, EEWEZIT> T\, —FH, \extvF U EwE
HKFI LIS OFEIRIT BT, S CHME S 72 18 AR DK 5 DRk ERE 2R & L
T BRI CHIMED R CE R o T L ORER B D, RANZIB T 18 IR DK 2 2O
PEREE R 2% & LB R BRI 320 S TR s, JEER & [FIRRIC 18 BRI D K 5 ik
fEd B IR G T DBRTIR, BN EEICHT LT eE Bits Lz,

9.7.2 FIAMEREE LS OB ICE TI3/ RIS 2 FWE L O 2 & MREET 5 72 O R IRBR XA T
DO TWARWT=DIBRL LT,

9.7.3 /NEDOIEMEHRERERIC BT, 11 LA FOtEid, BYEEO 12 Ll Eo &t & ik L TR
KO BRFEBEOMPBRO N EbBFRE L,

9.7.4 ZIVARFH I~ LA UVBRIZENMCBW T, NRICET 2 RKIKT., RERD &K ORERY
INCEE S 2BIERASRE SN TWA T, EEMET S Z L2,

9.7.5 /INOIRIAVEREE R & b5 & U NS A RER I BV TR R OV 2% BGE L7228,
IR AEARE N, B, AV, ShIRSUE 8 AR O/ Tl kR e < | ZAaMEILHENL S
TV,

(8) ElmE

9.8 &

BV R E SRR L, I OBRENS 2 282NN H 50T, BMEICEE L Tk, HE%IC
HEELCHEEICELGT L, RANTEE LB CRB S22, @ CIX#ESME T LT
WD ZENZW, FTo, HIRIRFBVE CAREG DUWERIIIEICSRE BN TIRESNLTNDH O
T, ERETHIE, B, KEBRIIRHATHL N, WEEROHLEIMEBEICBNT, BET v 7,
DEHBPEND bbb L ORERH D, [9.1.6, 9.1.7, 10.2, 11.1.8 ]
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. HEER

10.48EEH

AR OB IR HEESE CYP2D6 L L TnWbEEZ BN TWS, 7. AFNIITEY
fUHEEsR O 5 B CYP1A2, CYP2C9. CYP2C19., CYP2D6., CYP3A4 #[HE L. #:lZ CYP1A2,
CYP2C19 OFEEER IRV EZ 2 BN TW5H, [16.4 &HR]

(fi#)

ZIVRFY I O AEER

TNURFT I O IPFOMAERE LCE, FHAIERZHRSEL2 b0 L LTE/ 7 I Uik
B (MAO) FHEH, VF v ARMbNTEY, X, REEMCOMAEENE LT REH
COFEDRBELELEERAICL D2 bORMONTWD, 7RI I IR RGBSR
CYP1A2, CYP2C9, CYP2C19, CYP2D6, CYP3A4 OMHEERN M LN THEY | #5712 CYP1A2,
CYP2C19 BHEIGMEIFIRVE B X G TV 5 29 4946, JHAAER D% <13 2 b OIEW ISR O
FLEERICHK LTV 5,

(1) tREEELZDER

101 SFAZEE (BFALAGNC &)

de pointes # & 1) DL ME R
DRHWER R RBLT B2 H
é@

T =

FAF =D DA 15X

(TxV ) VBRI NMIER T 5 2 &I X0,
[2.3 ZH] L WIIEAR T2 o IHEH 23 %
BIoBEnWhrH D,
T AT Z D D FKHN O die e I TP L
(mBL L) AUC NEEFIC LR/ T2 L oHE
AT b= BHY ., PERHICLVIERANELS &
(AZ h~L) LONLIBENNRH D,
[2.3 ZH]

A4 5 ERAIEIR - i 1k B - fabRiR -1

T T UMLEEE (MAO) BH|WSEAIOERNEBRIND Z E|MNEr b=V BERREE D72
HH W HDT, MAO FRERIO I EEZ Hivd,

LX) R %, AAEEGT 5513, 28

(=7 tv—) UL LoORBEEH THZ &, F

FHEY A LB 7= AHIHE 5% MAO FLEHNICY)

(T7¥v7 b)) DRERZDGEIE. < e 1l

P74 RAIVERE ML EOREE S5 &

(=77 47) ks ARFIOKHE & MAO FREH

[2.2 2] EOPERICE Y B b= U fERE

BERHLbNEEORERD D,

EEYR EE Y RO E DS B J SO |AFNE, g R bR IR S
(=7 v ) PR PDIERT D2 IR0, (2200 DFEHORHEHEL .,
(2.3 Z/] QT IEE, LEMAEIR (torsade|lll FRELX ER I FBH EEZS

nos,

31




(fi#s)

OF 7 7 2 VIR LEERE(MAO) L EFH

~ AR E MAO [HEA] (R =17 mIy) 2#O0#%5 LERERT, fFHICLY FF=1
v Irotr b= REROTEHICER T 2 x OMRIERBEEBEZ KT S, S 61k
T2y 7 IO LD IR L, ENENOIHEHEEHPERIND Z ERRBOLNTND, F
7o HMEITTAK] & RO a b= R AAEAE MAO BREREOFHICE Y Ea b
=UAEERESE O BELRBIER OBBNRE STV D, TEREFEICOWTIZHA L 2TV, 8
HICERZHERT LIk EEZLENTVD,

BUEEINTIZI MAO FAEAE LTELXY VHERRIE, T3 VAV, 7 4 F I FA v
e SN TR Y | FAOFEHR EOEEKOARFOINETOMER EOEEEZSBII)AER L
Liz, £, AETOMH EOFEEEZEIZL T, BEVORFORELZRET 5720, MAO HFE
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<DAILYMED(USA), 2022 4 11 A 5>

E 4 K

Stt4 ANI Pharmaceuticals, Inc.

e FLUVOXAMINE MALEATE tablet, coated
I - Bk | 25mg/50mg/100mg

INDICATIONS AND USAGE

Fluvoxamine Maleate Tablets are indicated for the treatment of obsessions and compulsions in

patients with obsessive compulsive disorder (OCD), as defined in DSM-III-R or DSM-IV.

DOSAGE AND ADMINISTRATION

Adults: The recommended starting dose for Fluvoxamine Maleate Tablets in adult patients is 50 mg,
administered as a single daily dose at bedtime. In the controlled clinical trials establishing the
effectiveness of Fluvoxamine Maleate Tablets in OCD, patients were titrated within a dose range of
100 to 300 mg/day. Consequently, the dose should be increased in 50 mg increments every 4 to 7 days,
as tolerated, until maximum therapeutic benefit is achieved, not to exceed 300 mg per day. It is
advisable that a total daily dose of more than 100 mg should be given in two divided doses. If the doses

are not equal, the larger dose should be given at bedtime.
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AR T 2N LOTEBEOHDER E A —A T VT 3L I3RS,

( VIl 6. FFEDHFEZATLEEIEATLER] OEEM)

Drug Name Category
A —ANZ7 VT DA fluvoxamine C
(2021 4F 4 A #5R)
2% O

F—A ~Z U7 D458 (An Australian categorization of risk of drug use in pregnancy)
Category C :

Drugs which, owing to their pharmacological effects, have caused or may be suspected of
causing, harmful effects on the human fetus or neonate without causing malformations.

These effects may be reversible. Accompanying texts should be consulted for further details.
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