
17
( 10 )

1.6~1.7 10
4.5% 2.6%

( ) ( ) :
OTSUKA ABILIFY 

(aripiprazole)  [ (5.1)]

( )
OTSUKA ABILIFY

24
65 ( )

OTSUKA ABILIFY
[ (5.2)]

(13 17 )
(10 17 )

Valproate
valproate

(6 17 )

1.1 
OTSUKA ABILIFY (13 17 ) OTSUKA ABILIFY

(4-6 ) (13 17 ) (6 )
[

(14.1)]

1.2 

OTSUKA ABILIFY (10 17 )
valproate OTSUKA ABILIFY

(3 ) (10 17 ) (4 ) OTSUKA 
ABILIFY valproate (6 )

[ (14.2)]

OTSUKA ABILIFY valproate
OTSUKA ABILIFY [
(14.2)]

1.3 
OTSUKA ABILIFY
OTSUKA ABILIFY (6 )

[ (14.3)]

1.4 
OTSUKA ABILIFY (6 17 )

(8 ) (6 17 ) (
)  [ (14.4)]

1.5 

( )

2.1 

OTSUKA ABILIFY 10 15
 OTSUKA ABILIFY 10~30

10~15 2
2 [ (14.1)]

-

OTSUKA ABILIFY 15 [ (14.1)]

OTSUKA ABILIFY 10 / aripiprazole 13 17
10 30

2 2 5 2 10
5 30 / 10 /

OTSUKA ABILIFY [ (14.1)]
- OTSUKA ABILIFY

OTSUKA ABILIFY
aripiprazole

 OTSUKA ABILIFY
OTSUKA ABILIFY

2.2 

: OTSUKA ABILIFY 15 /
valproate 10-15 /

15 / valproate
30 / 30 / [

(14.2)]
: OTSUKA ABILIFY 10 17 2 /

2 5 / 2 10 / OTSUKA ABILIFY
valproate

5 OTSUKA ABILIFY [
(14.2)]

[ (14.2)]
aripiprazole

aripiprazole

2.3 

OTSUKA ABILIFY
2 / 5 / 2 / 15 / OTSUKA ABILIFY

5 /
1 [ (14.3)]

- OTSUKA ABILIFY
OTSUKA ABILIFY

2.4

Aripiprazole 5 / 15 / 6 17
OTSUKA ABILIFY

OTSUKA ABILIFY 2 5
10 / 15 / 5 /

1 [ (14.4)]
- OTSUKA ABILIFY

OTSUKA ABILIFY

2.5 
[

(8.4- 8.10)]

aripiprazole CYP3A4
aripiprazole CYP3A4 ( ketoconazole clarithromycin)

aripiprazole CYP3A4
aripiprazole [ (7.1)]

aripiprazole CYP2D6
CYP2D6 ( quinidine aripiprazole

®

OTSUKA ABILIFY®

(aripiprazole) Tablets

 5      024046  
10      024047
15      024048
20      024049
30      024050

aripiprazole CYP2D6
aripiprazole [ (7.1)]

OTSUKA ABILIFY (2.3) OTSUKA 
ABILIFY

aripiprazole CYP3A4  CYP2D6

aripiprazole CYP3A4 ( ketoconazole clarithromycin)
CYP2D6 ( quinidine aripiprazole

(25%) CYP3A4 / CYP2D6
aripiprazole [ (7.1)]

aripiprazole CYP3A4 CYP2D6

aripiprazole CYP3A4 CYP2D6 ( :
CYP3A4 CYP2D6 CYP3A4

CYP2D6 ) aripiprazole (25%)

aripiprazole CYP2D6 ( poor metabolizers, PM)
aripiprazole CYP2D6 aripiprazole

aripiprazole CYP3A4
CYP2D6 aripiprazole (25%)[

(12.3)]

CYP3A4
C Y P 3 A 4 ( c a r b a m a z e p i n e ) a r i p i p r a z o l e

aripiprazole
CYP3A4 aripiprazole 10

15 [ (7.1)]

OTSUKA ABILIFY® (aripiprazole) 1

1: OTSUKA ABILIFY® (aripiprazole)

/
5 "A-007"  "5"

10 "A-008"  "10"
15 "A-009"  "15"
20 "A-010"  "20"
30 "A-011"  "30"

OTSUKA ABILIFY / [
(6.3)]

5.1 

OTSUKA ABILIFY (aripiprazole) [
]

(Randomized controlled trial, RCT)
(Retrospectivecohort study) (Conventional) (Atypical)

(dementia-related psychosis)

(
) aripiprazole ( 84 78-88 )

( )
aripiprazole

Aripiprazole [ ]

(n=938 82.4 56-
99 ) 10 aripiprazole

[ 2% aripiprazole 5%] (
)[ 3% aripiprazole 8%] ( )[ 1% aripiprazole

5%] [ 0% aripiprazole 4%] [ 1% aripiprazole
4%]

OTSUKA ABILIFY
OTSUKA ABILIFY

[ ]

5.2 
( )

( ) ( )

( (SSRIs) )
(18-24 )

( ) 24
65 ( )

24 9 4400
295

( 2 ) 11 77,000

( )
( - 1000

) 2

2

( ) -
1000

<18 14
18-24 5

25-64 1
6

( )

( )

( )
( )

OTSUKA ABILIFY

(
)

/

OTSUKA ABILIFY

5.3 (NMS)
aripiprazole

(NMS) aripiprazole aripiprazole

(
) 酶 ( )

( ) (EPS)

1) 2) 3)

5.4 
( )

(
)

OTSUKA ABILIFY
(1)

(2)

OTSUKA ABILIFY
OTSUKA ABILIFY

5.5 
/

/

OTSUKA ABILIFY
[ (6.2 6.3)] 

OTSUKA ABILIFY OTSUKA ABILIFY 

( )

13
aripiprazole (+4.4 mg/dL

( ) 25 N=1057) (+2.5 mg/
dL ( ) 22 N=799) 3 aripiprazole (

)25 ( )22 (border-
line)

3 

( ) n/N %
 Aripiprazole 31/822 3.8

Placebo 22/605 3.6
Aripiprazole 31/176 17.6

Placebo 13/142 9.2

24 aripiprazole (+2.2 mg/dL(n=42))
 ( +9.6 mg/dL(n=28))

aripiprazole (+0.7 mg/dL
( ) 42 N=241)  (+0.8 mg/dL

( ) 42 N=246) 4

4 

( ) n/N %
 Aripiprazole 2/201 1.0

Placebo 2/204 1.0
Aripiprazole 4/34 11.8

Placebo 3/37  8.1

2 (13~17 ) (10~17
) aripiprazole (+4.8 mg/dL (
) 43 N=259) (+1.7 mg/dL ( )
42 N=123)

2
(6~17 ) ( ) 56 aripiprazole (-0.2 

mg/dL N=83) (-0.6 mg/dL N=33)
5 aripiprazole (
( ) 42~43 ) (6~17 ) (

( ) 56 )

5 

n/N %
Aripiprazole 2/236 0.8

Placebo 2/110 1.8

mg/dL) 
Aripiprazole 0/73 0

Placebo 0/32 0

Aripiprazole 1/22 4.5

Placebo 0/12 0

Aripiprazole 0/9 0

Placebo 0/1 0

12 aripiprazole
(+2.4 mg/dL(n=81)) (+0.1 mg/

dL(n=15))

aripiprazole /
(LDLs) / (HDLs)

12 24

6
( 17 ( )21~25 ) (

8 ( )42 ) ( 8 (
)39~45 ( ) 24

) ( 9 ( )40~42 )

6 

n/N %
Aripiprazole 34/1357 2.5 
Placebo 27/973 2.8 
Aripiprazole 40/539 7.4
Placebo 30/431 7.0
Aripiprazole 2/332 0.6
Placebo 2/268 0.7
Aripiprazole 121/1066 11.4
Placebo 99/794 12.5

12 24 ( )
12 ( / )

1/71(1.4%) vs.3/74(4.1%) 8/62(12.9%) vs.5/37(13.5%)
0/34(0%) vs.1/25(4.0%) 24 ( / ) 1/42 

(2.4%) vs.3/37(8.1%) 5/34(14.7%) vs.5/20(25%)
0/22(0%) vs.1/18(5.6%)

7 (
( / )

( ) 42 )

7 

n/N %
Aripiprazole 3/139 2.2
Placebo 7/135 5.2
Aripiprazole 14/145 9.7
Placebo 6/147 4.1
Aripiprazole 0/54 0
Placebo 0/73 0
Aripiprazole 17/318 5.3
Placebo 10/286 3.5

8 (13~17 ) (10~17 )
( ( ) 42~43

) ( ) 42~44

8  

n/N %
Aripiprazole 3/220 1.4
Placebo 0/116 0
Aripiprazole 7/187 3.7
Placebo 4/85 4.7
Aripiprazole 27/236 11.4
Placebo 22/109 20.2

12 24
( )

12 ( / ) 0/57(0%) vs. 0/15(0%) 2/72(2.8%) vs. 
1/14(7.1%) 24 ( / ) 0/36 (0%) vs. 0/12(0%)

1/47(2.1%) vs. 1/10(10%)
9 (6~17 ) /

( ( )56 )  ( (
)55~56 )

9  

n/N %
Aripiprazole 1/95 1.1
Placebo 0/34 0
Aripiprazole 0/75 0
Placebo 0/30 0
Aripiprazole 9/107 8.4
Placebo 5/49 10.2

13
( ) 21~25 aripiprazole +0.3 (N=1673) -0.1
(N=1100) 24  aripiprazole -1.5 (N=73) 

-0.2  (N=46)
aripiprazole 8

aripiprazole 6 aripiprazole +1.7 (N=347)
+0.4 (N=330)

10 aripiprazole

10  

N (%)

a Aripiprazole 852 69(8.1)
Placebo 379 12(3.2)

b Aripiprazole 719 16(2.2)
Placebo 598 16(2.7)

c Aripiprazole 347 18(5.2)
Placebo 330 2(0.6)

* a 4~6 . b 3 . c 6

2 (13~17 )
(10~17 ) ( )42~43 aripiprazole +1.6
(N=381) +0.3 (N=187) 24 aripiprazole

+5.8 (N=62) +1.4 (N=13)
(6~17 ) ( (

)56 ) aripiprazole +1.6 (N=209) +0.4 (N=98)
11 aripiprazole

11   7%

N (%)

a Aripiprazole 381 20(5.2)
Placebo 187 3(1.6)

b Aripiprazole 209 55(26.3)
Placebo 98 7(7.1)

* a 4~6 . b 8 .
(13~17 )

(10~17 ) 73.2% (238/325) 26 OTSUKA ABILIFY 26
32.8%

Z Z <0.5 (SD) 26
Z 0.09 (SD)

(6~17 )
60.3%(199/330) OTSUKA ABILIFY 9

Z 0.26 (SD)

(ketoacidosis)
(Hyperglycemic Hyperosmolar Nonketotic Coma)

( : )
(

)

5.6 
Aripiprazole 1

OTSUKA ABILIFY (n=2467)
(aripiprazole )

(1% 0.3%) (0.5% 0.3%) (0.5% 0.4%) OTSUKA 
ABILIFY 6 17 (n=611) (0.5% 0%)
(0.3 % 0%) (0.2 % 0%)
Aripiprazole (

(aripiprazole ) aripiprazole (4%
2%) aripiprazole 6 17 (0.2% 1%)

Aripiprazole (
) (

)

5.7 
/ ( OTSUKA ABILIFY)

(WBC)
(WBC)

(CBC) (WBC)
OTSUKA ABILIFY  

( 1000/mm3)
OTSUKA ABILIFY WBC

5.8 /
/ aripiprazole 0.1% 

(3/2467) 6 17 0.2% (1/611)
aripiprazole

( : ) 65

5.9 
OTSUKA ABILIFY

( ) (aripiprazole
) OTSUKA ABILIFY (n=2467) (11%

6%) 6 17 (n=611) (24% 6%)
( ) OTSUKA ABILIFY
0.3% (8/2467) (6 17 ) 3% (15/611)

( ) OTSUKA ABILIFY

5.10 
aripiprazole

(
)  [ (6.3)]

5.11 

OTSUKA ABILIFY
[ 6.2 6.3)]

6 aripiprazole
aripiprazole 0%(0/371) 0.5% (2/366)

5.12 
( OTSUKA ABILIFY)

aripiprazole [
(5.1) (6.3)]

5.13 
OTSUKA ABILIFY [

(8.6 8.7)]
OTSUKA ABILIFY

[
(5.1 5.6)]

6.1 

 [ (5.1)] 
 [ (5.2)]

(NMS) [ (5.3)] 
 [ (5.4)] 

[ (5.5)] 
 [ (5.6)] 

 [ (5.7)] 
/  [ (5.8 )] 

 [ (5.9 )] 
 [ (5.10 )] 

 [ (5.11 )] 
 [ (5.12 )] 

 [ (5.13 )]

Aripiprazole 13543
aripiprazole

7619 - [patient-year] 3390 aripiprazole 180 1933
aripiprazole 

Aripiprazole 920 (6 17 )
aripiprazole 517 -

465 aripiprazole 180 117 aripiprazole

aripiprazole ( )  
( )

MedDRA

(
)

(
)

OTSUKA ABILIFY ( ) OTSUKA ABILIFY

6.2 

5 (4 4 1 6 ) aripiprazole
2~30

aripiprazole (7%) (9%)
aripiprazole

aripiprazole ( 5%[ ]
aripiprazole ) (akathisia)(aripiprazole

8%  4%)

3 aripiprazole 15 30

aripiprazole
(11%) (10%) aripiprazole

aripiprazole ( 5%[ ]
aripiprazole ) 12

12 OTSUKA ABILIFY

Aripiprazole
(917 ) (753 ) 

13 4
8 3
6 3
5 2
6 3

13 ( 6 3 )
( ) aripiprazole( )

2%( ) aripiprazole

13 OTSUKA ABILIFY

a

Aripiprazole
(1843 ) (1166 )

3 1

15 11
11 7
11 6
9 7
5 4
4 3
3 2
3 2

6 4
3 2

4 3
4 2
2 1
2 1

27 23
10 7
10 4
7 4
5 3
5 3
5 3

19 17
18 13
17 13
5 3

  3 2
3 2

a 2% aripiprazole  

aripiprazole 15 30
valproate

valproate aripiprazole
12% placebo

6%
aripiprazole

( 5% 1%) ( 2% 1%)

aripiprazole valproate
( 5%[ ] aripiprazole )

14 ( 6 ) (
) aripiprazole valproate ( 15 30 )

2%( ) aripiprazole valproate
valproate

14

a

Aripiprazole
+ Li or Val* + Li or Val*

(253 ) (130 )

8 5
4 0
4 2
2 1

3 2

2 1

19 5
9 6
5 1
4 1
4 2

8 4
4 1
2 1

a 2% aripiprazole

 * valproate

(13 17 )
6 aripiprazole 2 30

(13 17 ) aripiprazole
5% 2%

aripiprazole ( 5%[ ]
aripiprazole )

(10 17 )
4 aripiprazole 10 30

(10 17 ) aripiprazole
7% 2%

aripiprazole (10 17 )
( 5% [ ] aripiprazole ) 15

15 OTSUKA ABILIFY
(10 17 )

Aripiprazole
(n=197) (n=97)

23 3
20 3
11 4
11 4
10 2
8 0
6 0
5 1

(6 17 )
8 aripiprazole 2 15

(6 17 ) aripiprazole
10% 8%

aripiprazole (6 17 ) (
5% [ ] aripiprazole ) 16

16 OTSUKA ABILIFY
(6 17 )

Aripiprazole
(n=212) (n=101)

21 4
17 2
14 7
10 4
10 0
9 1
9 0
7 2
6 1
6 0
5 0

(6 17 )
17 ( 6 4

8 ) ( )
aripiprazole ( / ) 1% ( ) aripipra-

zole

17 OTSUKA ABILIFY (6 17 )

a

Aripiprazole
(n=611) (n=298)

3 0

9 7
8 4
4 1
5 3
3 2
3 2
1 0

10 2
5 1
1 0
1 0

6 3
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2 1

7 3 
4 2

1 0
  1 0

16 4 
14 2
13 12
8 1
6 1
6 1
4 0
3 1
2 0
1 0
1 0
1 0

  * 2 1

  2 1

2 1

a aripiprazole 1%  

* 

OTSUKA ABILIFY
2 20 aripiprazole

aripiprazole 6%
2%

aripiprazole ( 5% [ ]
aripiprazole )

18 ( 6 ) (
) aripiprazole ( / ) 2%( )

aripiprazole

18
a

Aripiprazole+ADT* +ADT*
(n=371) (n=366)

6 1

5 2

8 4
3 1

6 4

3 2

3 2

4 3
3 1

25 4
6 4
5 4
4 2
4 2
3 1
2 0

12 2
8 2

a aripiprazole 2%

* 

(2 / 5 / 10 / 15
/ 20 / 30 / ) aripiprazole

[ ] 30
( 7.1% 10 8.5% 15 8.7% 20

7.5% 30 12.6%)
(13 17 )

( 5.0% 10 13.0% 30
21.6%) ( 6.0% 10 11.0% 30 21.6%)

( 2.0% 10 2.0% 30 11.8%)

(10 17 ) 4
( 3.1% 10 12.2% 30

27.3%) ( 3.1% 10 19.4% 30 26.3%)
( 2.1% 10 8.2% 30 11.1%)

( 0% 10 3.1% 30 8.1%)

(6 17 )
( 0% 5 3.8% 10 22.0% 15 18.5%)

(EPS)
( ) aripiprazole 13% 12%

aripiprazole 8% 4% (13
17 ) EPS ( )

aripiprazole 25% 7% aripiprazole
9% 6%

Simpson Angus Rating Scales( EPS) Barnes Akathisia Scale (
) Assessments of Involuntary Movement Scales ( )

Barnes Akathisia Scale (aripiprazole
0.08 -0.05) aripiprazole

(13 17 ) Simpson Angus Rating Scale
(aripiprazole 0.24 -0.29) aripiprazole

(26 )
Simpson Angus Rating Scale (for EPS) Barnes Akathisia Scale (for Akathisia) Assessments 
of Involuntary Movement Scales (for Dyskinesias) 
aripiprazole

EPS (
) aripiprazole 16% 8%

aripiprazole 13% 4% aripiprazole
valproate 6 EPS (

) aripiprazole 15% 8%
aripiprazole 19% 5%

(10 17 ) EPS
( ) aripiprazole 26% 5%

aripiprazole 10% 2%
aripiprazole Simpson Angus Rating Scale Barnes 

Akathisia Scale aripiprazole ( aripiprazole
0.50 -0.01 aripiprazole 0.21 -0.05) Assessments of 

Involuntary Movement Scales aripiprazole
aripiprazole valproate Simpson Angus 

Rating Scale Barnes Akathisia Scale aripiprazole
( aripiprazole 0.73 0.07 aripiprazole 0.30

0.11) Assessments of Involuntary Movement Scales aripiprazole
(10 17 )

Simpson Angus Rating Scale aripiprazole
(aripiprazole 0.90 -0.05) Barnes Akathisia Scale Assessments of Involuntary 
Movement Scales aripiprazole

EPS ( )
aripiprazole 8% 5%
aripiprazole 25% 4%

Simpson Angus Rating Scale Barnes Akathisia Scale
aripiprazole ( aripiprazole 0.31

0.03 aripiprazole 0.22 0.02) Assessments of Involuntary 
Movement Scales aripiprazole

(6 17 ) EPS (
) aripiprazole 18% 2%

aripiprazole 3% 9%
(6 17 ) Simpson Angus Rating Scale 

aripiprazole ( aripiprazole 0.1
-0.4) Barnes Akathisia Scale  Assessments of Involuntary Movement Scales

aripiprazole

( )

3 6 (6 17 ) 4 8

aripiprazole

aripiprazole

(ECG)

ECG
aripiprazole Aripiprazole

2

26 OTSUKA ABILIFY
[OTSUKA ABILIFY 8% (12/153)

2% (3/153)]
(8/12 4/12 )

(9/12 49 ) (7/12 10 )
OTSUKA ABILIFY (<1%) (52 ) OTSUKA 

ABILIFY 5% (40/859)
valproate

aripiprazole
MedDRA (6.1)

13,543 / ) aripiprazole

/
(6)

(5) (10)
aripiprazole aripiprazole

MedDRA
1 /100 (

) 1 /100 1 /1000 1 /1000

 – 

/1000 <1 /100  – 

/1000 <1 /100  – 

<1 /1000  – 

/1000 <1 /100  – 

/1000 <1 /100  – 
<1 /1000  – 

/100  – 
/1000 <1 /100  – 

<1 /1000  – 

<1 /1000  – 

/1000 <1 /100  – 

/100  – /1000 <1 /100  – 
<1 /1000  – 

/100  – 酶 /1000 <1 /100
 – QT

<1 /1000  – 酶
酶

/1000 <1 /100  – (

) <1 /1000
 – 

/1000 <1 /100  – 
<1 /1000  – 

/100  – /1000 <1 /100  – 

<1 /1000
 – 

/100  – /1000 <1 /100  – 

<1 /1000  – 

/1000 <1 /100  – 

/1000 <1 /100  – 
<1 /1000  – 

/100  – 

/100  – (
)

/1000 <1 /100  – 

/100  – /1000 <1 /100  – 

 – 
920 6 17

/1000 <1 /100  – 

/100  – 

/1000 <1 /100  – 

/1000 <1 /100  –

OTSUKA ABILIFY
(

)

aripiprazole CNS OTSUKA ABILIFY

aripiprazole

7.1 OTSUKA ABILIFY
Aripiprazole CYP1A1 CYP1A2 CYP2A6 CYP2B6 CYP2C8

CYP2C9 CYP2C19 CYP2E1 Aripiprazole
aripiprazole ( )

CYP3A4 CYP2D6 aripiprazole CYP3A4 ( carbamazepine)
aripiprazole CYP3A4 ( ketoconazole) CYP2D6 (
quinidine aripiprazole

Ketoconazole CYP3A4
ketoconazole(200 / 14 ) 15 aripiprazole

aripiprazole AUC 63% 77% (400
/ ) ketoconazole ketoconazole aripiprazole aripiprazole

CYP3A4 (itraconazole)
(erythromycin

) CYP3A4 aripiprazole

Quinidine CYP2D6
10 aripiprazole quinidine( CYP2D6 166 / 13

) aripiprazole AUC 112% (dehydro-aripiprazole) AUC
35% quinidine aripiprazole aripiprazole

CYP2D6
CYP2D6 aripiprazole

OTSUKA ABILIFY (2.3)
OTSUKA ABILIFY

Carbamazepine CYP3A4
carbamazepine( CYP3A4 200 ) aripiprazole(30 / )

aripiprazole (dehydro-aripiprazole) AUC 70%
carbamazepine aripiprazole aripiprazole

carbamazepine aripiprazole

7.2 OTSUKA ABILIFY
Aripiprazole P450

 in vivo aripiprazole10 30 CYP2D6
CYP2C9 warfarin CYP2C19 omeprazole warfarin CYP3A4

aripiprazole dehydro-aripiprazole
CYP1A2

Aripiprazole valproate

aripiprazole

OTSUKA ABILIFY

7.3 OTSUKA ABILIFY

Famotidine
aripiprazole 15 H2 famotidine 40

aripiprazole aripiprazole dehydro-aripiprazole 
37% 21% aripiprazole dehydro-aripiprazole AUC

13% 15% aripiprazole Famotidine

Valproate
valproate(500-1500 / ) aripiprazole(30 / ) aripiprazole

AUC 25 valproate aripiprazole
aripiprazole(30 / ) valproate(1000 / ) valproate
AUC valproate aripiprazole

Aripiprazole
(1200-1800 / )

aripiprazole(30 / ) 21 aripiprazole (dehydro-aripiprazole)
AUC 20%)

aripiprazole
aripiprazole(30 / ) (900 / )

aripiprazole

Lamotrigine
10-30 aripiprazole 14

100-400 / lamotrigine (UDP-glucuronosyltransferase 1A4 )
lamotrigine aripiprazole

lamotrigine

Dextromethorphan
aripiprazole 10~30 14  O-

CYP2D6 Aripiprazole
N- CYP3A4

aripiprazole

Warfarin
aripiprazole 10 14 R- S-warfarin

aripiprazole CYP2C9 CYP2C19 warfarin
aripiprazole warfarin

Omeprazole
aripiprazole 10 15 omeprazole 20

(CYP2C19 ) aripiprazole omeprazole

Escitalopram
10 aripiprazole 14 10 /

escitalopram(CYP2C19 CYP3A4 )
escitalopram aripiprazole escitalopram

Venlafaxine
10-20 aripiprazole 14 75

/ )
aripiprazole

Fluoxetine Paroxetine Sertraline

(20 / 40 / ) / 50 / ) sertraline(100 /
150 / ) aripiprazole

18% 36%
27% sertraline desmethylsertraline Aripiprazole

2-15 / ( ) 2-20 / ( sertraline )

OTSUKA 
ABILIFY [ (2.5)]

8.1 

C aripiprazole

aripiprazole 3 10 30
mg/m2 1 3 10 MRHD 30

( 30 )
( 30 ) ( 10 30 )

( 10 30
) 30 (

) ( 30 )
10 30 30

(
) 30

aripiprazole(3 9 27 / / )

aripiprazole 10 30 100 (
AUC 2 3 11 MRHD mg/m2 6 19 65 MRHD)

100 (
100 ) ( 30 100 ) ( 30
100 ) ( 100 )

aripiprazole (3 10 30 / / )
( )

10 / AUC
MRHD 5 mg/m2

MRHD 6
( 17 21 )

aripiprazole 3 10 30 ( mg/m2 1 3 10
MRHD) 30 30

( )
6 20 aripiprazole(3 8 20 / / )

8 20 / 20 /

aripiprazole

(EPS) /

(self-limited)

aripiprazole

8.2 
Aripiprazole

8.3 
Aripiprazole

8.4 

202 13 17
6 [ (1.1) (2.1) (6.2)

(14.1)]
aripiprazole

197 10 17
4 [ (1.2) (2.2)

(6.2) (14.2)]
aripiprazole

OTSUKA ABILIFY valproate

aripiprazole aripiprazole
valproate

212 6 17
8 [ (1.4) (2.4)

(6.2) (14.4)]

aripiprazole dehydro-aripiprazole 10 17

8.5 
( 15 aripiprazole) aripiprazole

) (18 64 ) 20%

aripiprazole
[ (5.1)]

13,543 aripiprazole 1073 799
1073 (81%)

aripiprazole
65 ( )

[ (5.1] OTSUKA 
ABILIFY

OTSUKA ABILIFY

8.6 
( 30 / ) aripiprazole 15

aripiprazole dehydro-aripiprazole 36% 53% aripiprazole AUC
15% dehydro-aripiprazole AUC 7% aripiprazole dehydro-aripiprazole

1%

8.7 
(aripiprazole 15 ) (Child-Pugh

A B C) aripiprazole AUC 31%
aripiprazole AUC 8% aripiprazole AUC 20%

8.8 
Aripiprazole dehydro-aripiprazole AUC 30-40%

aripiprazole (25%)

8.9 
aripiprazole

aripiprazole

8.10 
aripiprazole CYP1A2

(glucuronidation) aripiprazole (in 
vitro)

9.1 
OTSUKA ABILIFY(aripiprazole)

9.2 
aripiprazole

OTSUKA ABILIFY ( )

MedDRA

10.1 
aripiprazole

aripiprazole aripiprazole
aripiprazole1260  ( 42 ) 

12 aripiprazole 195
aripiprazole( ) (

5% ) aripiprazole(
)
酶

酶
QT

10.2 
aripiprazole

QTC

OTSUKA ABILIFY aripiprazole
aripiprazole 15 50 aripiprazole

AUC 50%
aripiprazole

aripiprazole aripiprazole

OTSUKA ABILIFY aripiprazole
Aripiprazole -

il C23H27Cl2N3O2 448.39

CI CI

N N-CH2CH2CH2CH2O ON
H

5 10 15 20 30
( )

2

12.1 
Aripiprazole

aripiprazole
D2 5-HT1A 5-HT2A

D2 5-HT1A 5-HT2A aripiprazole
aripiprazole 1

aripiprazole

12.2 
Aripiprazole D2 D3 5-HT1A 5-HT2A aripiprazole (Ki

0.34 0.8 1.7 3.4 nM) D4 5-HT2C 5-HT7 1-
H1 (Ki 44 15 39 57

61 98nM) Aripiprazole (IC50 1000nM)
Aripiprazole D2 5-HT1A

5-HT2A

12.3 
OTSUKA ABILIFY(aripiprazole) aripiprazole

dehydro-aripiprazole Dehydro-aripiprazole D2

40% Aripiprazole dehydro-aripiprazole
75 94 14

aripiprazole aripiprazole
Aripiprazole P450 酶(CYP2D6

CYP3A4)
OTSUKA ABILIFY DISCMELT OTSUKA ABILIFY

aripiprazole 3-5
87% OTSUKA ABILIFY

15 aripiprazole aripiprazole dehydro-aripiprazole
AUC aripiprazole dehydro-aripiprazole

3 12

aripiprazole (404 4.9 / )
aripiprazole

99% 0.5-30
aripiprazole 14 D2

aripiprazole

Aripiprazole N-
CYP3A4 CYP2D6 aripiprazole CYP3A4

N- aripiprazole ( dehydro-aripiprazole)
dehydro-aripiprazole aripiprazole AUC 40%

8% 3-8% CYP2D6

aripiprazole ( ) 80% 30%
60% OTSUKA ABILIFY

CYP2D6 aripiprazole
[ (7.1)]

aripiprazole ; aripiprazole
CYP2D6 Aripiprazole

75 146 Aripiprazole CYP2D6
-14 aripiprazole 25%

55% aripiprazole 1%
18%

13.1 

ICR Sprague-Dawley(SD) F344
aripiprazole ICR 1 3 10 30 F344

1 3 10 SD 10 20 40 60 ( mg/m2

[MRHD] 0.2~5 0.3~3 3~19 ) Aripiprazole
aripiprazole 3~30 ( AUC 0.1~0.9

MRHD mg/m2 0.5~5 MRHD)
aripiprazole 10 ( AUC 0.1

MRHD mg/m2 3 MRHD) aripiprazole
60 ( AUC 14 MRHD mg/m2 19 MRHD)

/

aripiprazole
13

4 13

aripiprazole DNA
(CHL cells)

(CHL cells )
aripiprazole (2,3-DCPP)

2,3-DCPP (CHL cells )

aripiprazole 2 6 20 ( mg/m2 0.6 2 6
MRHD)

6 20
20

aripiprazole 20 40 60 ( mg/m2 6 13
19 MRHD) 9 60

40 60

13.2 ( )
26 2

aripiprazole 60 40~60 aripiprazole
40 60 mg/m2 13 19 (MRHD)

AUC 7 14 MRHD

14.1 

( DSM-III/IV ) (4 6 )
OTSUKA ABILIFY

aripiprazole ( )
( risperidone

haloperidol) OTSUKA ABILIFY

OTSUKA ABILIFY (aripiprazole)
(PANSS)

PANSS
( /

) PANSS (

) (CGI)

( 414 ) aripiprazole(15 30 / )
aripiprazole PANSS PANSS

aripiprazole 15

( 404 ) aripiprazole (20 30 / )
aripiprazole PANSS PANSS

( 420 ) aripiprazole(10 15 20 / )
aripiprazole PANSS PANSS

OTSUKA ABILIFY(2 5 10 / ) 6 (
367 ) 10 OTSUKA ABILIFY PANSS (

) 2 5

( 103 ) aripiprazole(5~30 / )
OTSUKA ABILIFY - CGI-

aripiprazole 10 15 20
30

310 DSM-IV

OTSUKA ABILIFY 15 26
CGI- 5( )

PANSS 5( ) PANSS
20% OTSUKA ABILIFY 15 26

DSM-IV PANSS 6
OTSUKA ABILIFY(aripiprazole) (13 17 )

OTSUKA ABILIFY(10 / 30 / )
(n=302) OTSUKA ABILIFY 2 5

10 11 30 PANSS
( ) OTSUKA ABILIFY
30 10

aripiprazole

14.2 

( DSM-IV )
 OTSUKA ABILIFY 

Young Mania Rating Scale(Y-MRS) 11
0 ( ) 60 ( ) (

/ /
) - (Clinical 

Global Impression–Bipolar (CGI-BP))    
( 268 248 480 485 ) OTSUKA ABILIFY

15 30 ( 15 30
) OTSUKA ABILIFY Y-MRS -

(CGI-BP) 15
48% 44% 30

86% 85%

OTSUKA ABILIFY valproate
(n=384) DSM-IV

(0.6~1.0 mEq/L) valproate (50~125 g/
mL) valproate

(Y-MRS Y-MRS
aripiprazole(15 / 7 30 / )

valproate 15 / OTSUKA 
ABILIFY valproate( 0.6~1.0 mEq/L 50~125 g/mL)

Y-MRS CGI-BP ( )
valproate 71% valproate 62%

15 OTSUKA ABILIFY

DSM-IV
Y-MRS (n=296) OTSUKA 

ABILIFY (10 17 )
OTSUKA ABILIFY(10 / 30 / ) OTSUKA 

ABILIFY 2 / 2 5 / 5
10 / 13 30 / 4 Y-MRS

OTSUKA ABILIFY

DSM-IV
(open-label) OTSUKA ABILIFY

OTSUKA 
ABILIFY 15 30 ( 30 / )

161 OTSUKA 
ABILIFY

( ) OTSUKA ABILIFY
55 (mood events) 19

OTSUKA ABILIFY 36 OTSUKA ABILIFY (6 )
(19 ) OTSUKA ABILIFY (9 ) (11 )

DSM-IV
(open-label)

(0.6~1.0mEq/L) valproate(50~125 g/mL)
valproate (Y-MRS

Y-MRS aripiprazole15 / 4 30
/ 10 / (open-label) valproate

aripiprazole valproate 12 (Y-MRS MADRS
337

OTSUKA ABILIFY valproate
52 OTSUKA ABILIFY (

)
Y-MRS  >16 / MADRS  >16

Y-MRS  >16 / MADRS  >16 68
(mood events) 25 OTSUKA ABILIFY 43 OTSUKA 

ABILIFY 7 19 OTSUKA ABILIFY
14 18 OTSUKA ABILIFY

52 Kaplan-Meier curves

OTSUKA ABILIFY Kaplan-Meier

14.3 

OTSUKA ABILIFY (6 )
DSM-IV

(1 3 ) 8
escitalopram sertraline)

17
Hamilton (HAMD17) 50% HAMD17 14

( ) 6 50%

Montgomery-Asberg (MADRS)
10 (

) Sheehan (SDS) 3
( / )

0 ( ) 10 ( )
(n=381 n=362) OTSUKA ABILIFY MADRS

OTSUKA ABILIFY SDS

OTSUKA ABILIFY 5

1 5
2 / 5 / 10 / 15 / CYP2D6

20 /
10.7 / 11.4 /

 MADRS

14.4 

DSM-IV
8 OTSUKA ABILIFY

(6 17 ) 75% 13
Aberrant behavior Checklist (ABC) and Clinical Global 

Impression-Improvement (CGI-I) Scale Aberrant behavior 
Checklist (ABC) (ABC-I) ABC-I

:
 (n=98) (6 17 )

OTSUKA ABILIFY 2 / -15 / OTSUKA ABILIFY 2
/ 15 / ABC-I

CGI-I OTSUKA ABILIFY
8.6 /

 (n=218) (6 17 )
OTSUKA ABILIFY (5 / ,10 / ,15 / ) OTSUKA 

ABILIFY 2 / 5 / 10 15
10 / 15 15 /

OTSUKA ABILIFY ABC-I

15.1 
OTSUKA ABILIFY (aripiprazole)    

OTSUKA ABILIFY  5 2~1000
OTSUKA ABILIFY 10 2~1000
OTSUKA ABILIFY 15 2~1000
OTSUKA ABILIFY 20 2~1000
OTSUKA ABILIFY 30 2~1000

15.2 

25 77 15 -30 59 -86
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