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TENHE B TSR B M B PSR - 2 AT 7 S K17 1 (dose-dependent manner) NJREREZEEIRE
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ABILIFYZELCIIZER] » H—MlE AKEAIROTSUKA ABILIFY 1260% v H e KEL R R
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BIENE 5 38 BfRaripiprazole 1] {2 HE AL

AP

Aripiprazolefy A 22 K =AY L& « ZEIFH ~ BYLIEH - FIN-Z b
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Effect of Other Drugs on Abilify

PK Aripiprazole Fold Change and 90% CI
CYP3A4 Inhibitor:
ketoconazole égacx n }_._F
CYP2DE6 Inhibitor:
quinidine éUC r I

r [ —
max
CYP3A4 Inducer:
b: AUC  Hm—

carbamazepine awer
Gastric Acid Blockers:
famotidine égg: . -
Other:
valproate ég;i L ..
lithium AUC - | —"

Crnax [ A
lorazepam AUC F HH

Crmax [ ——

T T T T T |
0.5 1.0 1.5 2.0 25 3.0

Change Relative to Reference (without interacting drug)
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Effect of Other Drugs on Abilify

PK Dehydro-Aripiprazole Fold Change and 90% CI
CYP3A4 Inhibitor:
r —a—
ketoconazole ékj‘acx L .
CYP2D6 Inhibitor:
uinidine uc - P
g Crmax [ .
CYP3A4 Inducer:
carbamazepine AUC | B
P Crra | F1
Gastric Acid Blockers:
famotidine éHaCX L )_.F_{H
Other:
valproate érlrj‘acx L ..
lithium AUC |- —a—
Crnax [~ —a—
lorazepam AUC |
Crax i
0.5 1.0 1.5 2.0 25 3.0

Change Relative to Reference (without interacting drug)
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#J18%EH36% » paroxetineM IR & RFKHI27% » MMisertralinefdesmethylsertralinefF& & AR R
rhE RIS

3 : OTSUKA ABILIFY ¥} H- & 459 (95 H) 5245

Effect of Abilify on Other Drugs
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CYP2D6 PK Fold Change and 90% CI
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max
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escitalopram éuc F m
‘max [~
T T T T T ]
0.5 1.0 1.5 2.0 25 3.0
Change Relative to Reference (without interacting drug)
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Special Populations

PK Avripiprazole Fold Change and 90% CI
CYP2D6
poor vs. extensive metabolizer AUC +
Crmax [ A
Gender
female vs. male AUC ——
Crmax [ —a—
Age
18-64 vs. >65 years old AUC —a—
Y Conax [ g
Hepatic Impairment:
mild vs. normal AUC e —
Cmax [ A
moderate vs. normal AUC NS, S—
Cmax [ —a—
AUC A
severe vs. normal Cmax [ —a—
Renal Impairment:
Severe AUC - k 1
Cmax [ A
0.5 1.0 1.5 2.0 2.5 3.0

Change Relative to Reference
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PK Dehydro-Aripiprazole Fold Change and 90% CI
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poor vs. extensive metabolizer AUC — .
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Gender
female vs. male AUC -
Crmax [ —a—
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18-64 vs. >65 years old AUC | [
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Hepatic Impairment:
i r | S —
mild vs. normal @muacx L —.——
moderate vs. normal AUC - —a—
Crmax [ —a—A
severe vs. normal AUC | + ™~
Crmax f—8#%—
Renal Impairment:
Severe éUC L — & =
max l =
T T T T T T
0.5 1.0 1.5 2.0 25 3.0
Change Relative to Reference
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AripiprazolefE /B BCHEMER B ER A FERIER - [EMEE DT - FHSA TR aripiprazole
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TEFI /N BB IR RS DA S AT P AS B IE T RFE - SRTAT - 38 M8 S RE DL 1A — B A B AR ity
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B R SRR S - SEABIM - HREHRAT © CGL-ESG KRR SBALRAETE
J) 3 FEIE B MR R R (PANSS) - HGE ~ RAETFFHEB 2G5 KRERS(HEEE) -
BUPANSSHE T ASAEEf20% © BRHOTSUKA ABILIFY 1525/ H R A » FEEET T ER1926
SERE o DR 2R A IR T B R IR A B 3R (Eo) -

BAEIN

HE—EEHEFF A DSM-TV BEE S FERS B e I H BRI PANSS/M>70.2 FIR2 9% A AT #1716
SR RER ST SEAEOTSUKA ABILIFY (aripiprazole)$ 5 &5 A (132 17)5%) . S 2 37
FERTIEHEREE 7655 (H ST B RREE B /&2 OTSUKA ABILIFY (10%7%8/ HB30% 50/ H)ElZ:
REFHET T Lol EER (n=302) 1 » OTSUKA ABILIFYRUFREAAT & fa /g H2%= 0 » —HLEES KA
PR EH R R 1025 - S —MALRE N RN E BB &M H30Z % - {EPANSS
HE4TTTTHI(FR23:Z iR 6) GE A I Z2HY 25 SRAFA5 Fa ) - MIfE ] S 2 OTSUKA ABILIFYHYER
IR - 19 H 302 Sl S Mol AR £ LA H 1058 L Bl = AL - #ERE
A G AT ST SR 73 A A AR YA A ST BN A R B - (B a E s A s DL
T AR A B 5 EE5 A i aripiprazole SEVEN J 5 22 B LR HERT HIMERFIG IR CR -

# 23 : BRI Z

FRERORFENG : PANSSHASF

b | o PESEREMIPHASAZ  Placebo-subtracted
BRI L %@%ﬁf /T (LS) Difference®
SEHE(SE) (95% CI)
OT(SEI%A%A/%I)LFY 98.5 (17.2) -15.5 (2.40) 1126 (-18.9,-6.2)
Study 1 OT(SS%K%AQBDI?FY 99.0(19.2) 114 (2.39) 8.5 (-148, 2.1)
LR 100.2 (16.5) 2.9 (2.36) -
OT(S;]IS%_’}EA/BHI)L:FY 92,6 (19.5) -14.5(2.23) 9.6 (154, -3.8)
Study 2 OT(S;(J]I%A;S%)L,}FY 94.2 (18.5) -13.9 (2.24) 9.0 (-14.8,-3.1)
LR 94.3 (18.5) -5.0(2.17) -
OT(SI%%%A/%I)L,}F Y 970195 -15.0 (2.38) £12.7 (-19.00, -6.41)
Sty 3 OT(SE%%%I)LFY 93.2(21.6) 117 2.38) 9.4(-1571,-3.08)
OT(S;]%A%A/EI)L,}FY 925 (20.9) “14.4 (2.45) 12,1 (-18.53, -5.68)
L 92.3 (21.8) 2.3 (2.35) -
OTSEK%%E)LIFY 90.7 (14.5) -8.2(1.90) 2.9(-8.29,2.47)
U
Studvd OTSEK%A%A;%I)LIFY 92.0 (12.6) £10.6 (1.93) -5.2(-10.7, 0.19)
udy
OT(SH)%A%@EI)L,}FY 90.0 (11.9) 113 (1.88) -5.9(-11.3,-0.58)
L 90.8 (13.3) -5.3(1.97) -
Sy OT(SII(JJI%A%A/E)L:FY 93.6 (15.7) 2267 (1.91) 5.5 (-10.7,-0.21)
(%%f% OT(SS%K%A%A;BDI)LJFY 94.0 (16.1) 8.6 (1.92) 74 (-12.7,2.13)
LR 94.6 (15.6) -21.2(1.93) -

SD: standard deviation; SE: standard error; LS Mean: least-squares mean; CI: unadjusted confidence
interval.

“ Difference (drug minus placebo) in least-squares mean change from baseline.

* Doses statistically significantly superior to Placebo.

Il 6 = S3HE 2% A LBl Kaplan-Meier {35 (85 2 30 iR 565)

— ABILIFY
— —— PLACEBO

1.0
0.9 4
0.8
0.74
0.6 4
0.5+
0.4+

0.34

Proportion with Relapse

0.24

0.14

Q.0

Number of Subjects at Risk

ABILIFY | 148 138 111 104 96 92 88 84 78 76 75 73 71 22
PLACEBO | 148 139 106 89 76 66 59 53 50 49 46 46 45 12
T T T T T T T T T T T T T T
0 14 28 42 56 70 84 98 112 126 140 154 168 182

Days from Randomization
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B B B IR A R 2 MR
JEN

LS VG

SRS — T R R SR B B R S T R (SR A (FF A DSM-TVRZ T HERT) - A1 7Y
A B 3 = ST 22 R PR IR R BSSR SE£S OTSUKA ABILIFY JAIF S M BRE B E 2 BUR « S5 283K
B A BLRE A SR R B b R (3 2 9 At 5 s DS e e -

FHAR R AL EEE R 3 22 T B /& Young Mania Rating Scale (Y-MRS) » ‘& & 1 1 TEHEG KBSl
AR R EERT B Fl605r (s B0 - EH L2 G AL e BUR B RIRR R - 55—
T AR TG ER R RS EN 52 B4 |4 (Clinical Global Impression-Bipolar (CGI-BP))
TFEVYE B3 =5 (23R A 268 A 5 248 A 5 480N 5 485 A) » IRHIOTSUKA ABILIFY%F
H—K15%30% 5w (Hh {35 A 2 g H 302w - 53 il sl = kg H 15
) B2 R 3R T IRFIOTSUKA ABILIFY#HAYY-MR #1543 (#2242 308 1~4)
Hife PR B EN S-S A 2 FEL(C GI-BP) & Wi e T P15 53 i R AT B A R FH e DAL  E el
IET Bk H 1 SR S Z BRI » L E YA B Re48% e 44% « 1E a7 & kg H 30
20 BRRRER T+ HE YA 71 586% 5 85% ©

i iE

i FHOTSUKA ABILIFY ik $T8 alivalproate.Z §ifi Bl FHSE G BHAE 2V F B0R & T T EIIAE.
TE— M 7S T € S ST (n=384) P HENT » SE (EIFFCARDARF ST DSM-TVES — AU SR 5
ERZBTHERI R IR A R B G2 - W — B R AR AL 20 e T B — SR a7 - S5 1
THFFET R W A B R FBRR S I B F HOFE BRI IR R IR A -

I N —BraG Se DAFR U BE A P& IR IS S I #255(0.6~1.0 mEq/L)Evalproate (50~125 pg/
mL) + DR E R ERAEEHERGE o FERGEIGRRTRZ % » KRREE i Svalproate A - 8
RS ERTIR A (Y-MRSHE53>16 H Y-MRSH#E /S FL E <25%) T LABE#E /4 - 43 BIfE
OTSUKA ABILIFY (15Z50/H » 8 FAEH 7 REEE 2302 00/ H ) s in - F et 2
HvalproateHYHHBNTERE « 1R/ B ZRTAB IR - DURRAAT & Ry 1 S22 5/ H . Z OTSUKA
ABILIFY U $ 8 5ivalproate (G HEE5371550.6~1.0 mEq/LE50~125 pg/mL):Z WiB) FHEETE
PR Y-MR S## 53 (224:2 5AB55) B CGI-B P i 0 43 B (i ) T 2 B L7 o P 2 TR
ik RIS valproate:Z Tl B FHZERTZRIA « 103/ SSENTSEHCBEIR » 571%0f F valproateyii AR
62% 1 FIEHERAF A - (58 F 3 H Bl 5 152 7O TSUK A ABILIFY ©

SAERA

E— (AT G DSM-TVES — R f 1 5 FR B E RS B YE R ~ OF A SR OF B R R
HEEREY-MRS 53 B(>20.2 295 A P 4T 1Y 7055 22 B 7 6 B8 (n=296) 1+ BFA5OTSUKA
ABILIFY $f 5e % A (108 175%): 2 85— T AR P 5 R ATETREASCR - 18 (S 5 R B Al
ES (RSB R S E B EAYOTSUKA ABILIFY (10Z 5%/ H B30 58/ F) A2 R4 T b -
OTSUKA ABILIFYHYRLAAT S B2 Z5d/ H » A2 RGBS/ H - —HUBTES RINFH%E
FEHEHIE10Z 5/ H A HAETE 13 R AT S BRI E302 5/ H - fEEE4EITY-MRS
HAOAHE A TS RE L T - FIRETR H. 2 OTSUKA ABILIFY ISR E AR B A 2RI (F224: 2 3
E56) -

# 24+ BBRPESUE Z BN

FEEREHG © Y-MRS#E5

E ¥ | S 3 RIEREWIFR AL 2 Placebo-subtracted
AR AL %[ﬁ?g;;i)’] /N T (LS) Difference”
) SEF5#{E(SE) (95% CI)
OTSUKA ABILIFY
Study 1 (GO/1525 35/ 29.0 (5.9) -12.52 (1.05) -5.33 (-7.9, -2.76)
LR 28.5 (4.6) -7.19 (1.07) -
OTSUKA ABILIFY
Study 2 GO/1SEE T/ 27.8(5.7) -8.15 (1.23) -4.80 (-7.80, -1.80)
eyl 29.1 (6.9) -3.35(1.22) -
OTSUKA ABILIFY
Study 3 (153025 [ y* 28.5 (5.6) -12.64 (0.84) -3.63 (-5.75, -1.51)
LR 28.9 (5.9) 9.01 (0.81) -
OTSUKA ABILIFY
Study 4 (15-30% 5/ [ y* 28.0 (5.8) -11.98 (0.80) 2.28 (-4.44,-0.11)
LR 28.3 (5.8) -9.70 (0.83) -
OTSUKA ABILIFY
(15830 5/H)y*  23.2(5.7) -13.31 (0.50) 2,62 (-4.29, -0.95)
Study 5 +Lithium/Valproate
ZZR+ Lithium/
Valproate 23.0 (4.9) -10.70 (0.69) -
OTSUKA ABILIFY
el 29.8 (6.5 -14.2 (0.89 -5.99 (-8.49, -3.50
Study 6 (10Z= 3/ H)* ©5) (0.89) ( )
S OTSUKA ABILIFY
(f%f%})\ (GOZHH )+ 29.5(6.3) -16.5 (0.87) -8.26 (-10.7, -5.77)
sl 30.7 (6.8) -8.2(0.91) -

SD: standard deviation; SE: standard error; LS Mean: least-squares mean; CI: unadjusted confidence
interval.

* Difference (drug minus placebo) in least-squares mean change from baseline.

* Doses statistically significantly superior to placebo.

S RO RRE 5 SR I HERR TR

HEFF TG TN — 5 i 0

SHERF G DSM-IV2 BT HE HIIY EE — TV SRR IR R 1R - oD A BT B FuRR G TURE - #2Bak
T (open-label) OTSUKA ABILIFY VA » Ji 1B H8 A 1M FLAE RIS R S e 220 7SI DA% A BT
HEFTHERES o S BRI RGN - EBERIMT29 AR FHOTSUKA ABILIFY
1 H 15830 e GRS Ry30 = va/ H ) - BRENRTE T HAERFERIR R A 7SEL E - DI
Ji=0 0 16100735 A o3 o 2 A P AR S A AR A RESAAE R M) =AY OTSUK A ABILIFY
LRI - AR L B S R R ST - AR R AR RS 2 S
D17 R (R b B0 PR B MO T » AR 3T » OTSUKA ABILIFY MHBR A 22 R
FH(E7) o 75 E GRS Be P B SRS SIS RR M 2% (mood events) » HHF197F# 4 FAOTSUKA
ABILIFY#H » 36/F3 4 A ZRIBIMH  FEOTSUKA ABILIFY {556 %8 A BRAE (614 D A 2 B
(191F) 5 BAEBREFFAEOTSUKA ABILIFY AR (1) B2 R IRH (1 144 FIARL « 76 —fiEl gt
B RIERHRA I - MR BRUR R FFE - M BE TR RE ; R - {555
—IREE - G SE ST A SR A IR Y A2 o

Il 7+ BEHE 8% A L HI Y Kaplan-Meier fifi F175 (SRR k5 B K56 7)

ABILIFY
— — — PLACEBO

1.01

0.91

0.81

0.71

0.6

0.5 a——————-

0.4 4 -

0.3

0.2

Proportion with Relapse

0.11

0.0

Number of Subjects ot Risk
ABILIFY | 77 75 61 58 50 47 46 43 42 41 40 40 40 36
PLACEBO 83 74 62 56 53 52 48 45 41 39 35 30 30 25

T T T T T T T T T T T T T T
0 14 28 42 56 70 84 98 12 126 140 154 168 182

Days from Randomization

HEFE TGN TG

ST A DSM-TV A — AU R e FE RSB HE T - Ol G BRE R (F 8RS ALV EI AR AT
HEFTHY— SRR RRGHERE T 38 A — BB e LABHRU: (open-label 5 F W] 35 SR 1ML
FEHYETRE(0.6~1.0 mEq/L)Svalproate (50~125 pg/mL) » A LIRS E Hl B RHEhAERGE - fERIEK
RIS 15 o 1 B Blval proate A AE A AR 8 B 7 AU E IR A (Y-MRSH53>16 HY-MRS
HE USRI <35%)#5 TOTSUKA ABILIFY 15% 58/ H HYREAETH &l FAE 4 KR 230
2/ HeAd £ 10Z 58/ H PSR B (open-label ). $EEE s valproate il BhIEE - LIEE
FiR A BHEFOTSUKA ABILIFY B $HE# 5 valproatefis A ZE5H 5 1 234 R 5 T8 E (Y-MRS
FMADRS#E53<12) MATTHZBEt D - 33700 A DL T Btk sl /5 =0 = IR A
ERFRE AR MR FEE EAIOTSUKA ABILIFY S04 DUHCR #1168 5k val proate Ml 7555 »
IRELHE TR H BT ~ IR SR B BERIE RS AR5 238 - OTSUKA ABILIFY#HAYF
PSRRI B o PO 2 175 IR SR A R R (B A 2 B AL (81 8) = 17 R SR 1Y S 28 R
B ~ RO IVEEEAERAEIN R - BN EEEEE Y-MRS /8 >16F1/5B{MADRS /38 >16
TR A ~ BPR R LA BN RS Y-MRS /38 >16F1/B(IMADRS 738 >16 © 7
R IR AT IR R 6 88 15 R ME I (mood events) » 25182 FIOTSUKA ABILIFY# K
4312k 5 Z2RTFIH © TEOTSUKA ABILIFY #H ERZR A BiE 2 VR B E Ry 78 A A 2RI 19
fiél - MOTSUKA ABILIFY #H#HE2BINY B B 3 VE B E 148 B2 BIAH A | SRR - B8 RE R
OTSUKA ABILIFY#H 5 Z2EIHHAE 5238 S S IG e RY E BE A  Fo S5 R 18 i
fJKaplan-Meier curves °

8 : FAGH AR ER SR B0 A LE BRI K aplan-Meier fifi 31k (4 Fi 15 S 34 568)

— ABILIFY
— —— PLACEBO

1.0
09+
0.8
0.7
0.6
05+
0.4
0.3 R

e
—————

Proportion with Relapse

0.2

——

0.4 4 - —

0.0

Number of Subjects at Risk
ABILIFY 188 157 146 137 133 120 125 124 120 112 {10 109 106 72
PLACEBQ 169 159 151 146 139 127 117 111 104 100 98 93 91 68

0 28 56 84 112 140 168 1956 224 252 280 308 336 364
Days from Randomization
MBS A KBRS D - R BRURR RIS MR AR FZEYIRE 5 &

i+ AERE— TR A e S A B & g A R e I 7 22 -
14.3 HEE ZBPHR
RN

EFHOTSUKA ABILIFY 5 B 84iE & BHBIG P S2 09583 AR MR 1 (6308 B 22 R 7l 3 et
BRI o SR R A DSM-TIVEBIEZEHEN] » HATWR (5t
FIHITTE TG (1 22 3R ) HP R AR A 8 E U ~ I FLAE 8 SAIY  s Hi E  FA TG 57

(paroxetineﬁ%ﬂ%tﬂﬁ]ﬂ ~ venlafaxineZEEFEH R ~ fluoxetine escitalopram@?sertraline)'33j
HIARREAE AW E RS EII IR A - BRARIIE R B AL FE S e E 2 R 1 79 H
[t Hamilton ZEEERFAl B 2R (HAMD 1 7)Y ECERR LR 50% ~ IAKHAMDI1753 %0k 14 ~ HER
PREEHG PN G Z R AL IS R AT Lo/ NICERERELT » SRRl 1R RE A A B R SRR
TEF Ry IR R R A R0 s (2B RRNER BV eI & » 8 AFTRUE SRR
50% °

FALLRFAL B E IR 2 22 T H By Montgomery-Asberg B # 3l it ¢ (MADRS) » 55 & —ME &
10T H A9BSR 3 - LRGSR R B AR - KEYRTAL T H FyShechan K AERE
F(SDS) » & E 3 EE HAY B GG T - DG B S = SR fE T R
A - (EHEE IR R0 (T EH R 1053 GE B K) -

EEREER B (n=381 * n=362) * OTSUKA ABILIFY{E[# & EEIMADRSHASY T2 B #T5
R LRI (#2523 ~ 2) o« FEH T —EWFZEH - OTSUKA ABILIFYFERHET-4SDS /381
DT FE B A LR -

SRR ERER S - 8 AETE B FIOTSUKA ABILIFYf H 52 se i Bl & MOk YT B I iighia
PEFHEE o RIS 521 B 2R BT - AT LARSIRE LIRS s = se iy 7 =0 e it fud/r ol Fany
By 2= 5/H ~ SES/H ~ 10=Z58/H ~ 15250/ H » BAREITRACY P2D6 M i fluoxetine
Feparoxetinefifi A + ZR AT 207 5/ H A& 38 R el B i S IR 11 ST Bk e o
k1072 5/ HELL4Z 50/ H -

S A IR T AT RIS RN B BT SU ME G R, ~ AT R s
R ZEAIIEHE - (MR - MADRSHE T FHRRIE A S Lo /I -

#25 : HEE ZHhHRER

FEFRGE : MADRSHES

ap 5 - PEREREWI AR Z Placebo-subtracted
ARG AL gffﬁsjf)? I /ETF(LS) Difference’
SE 8L (SE) (95% CI)
OTSUKA ABILIFY
(5-20% 5/ H)* 25.2(6.2) -8.49 (0.66) 2.84 (-4.53, -1.15)
Study 1 + R
LR IR 270055 -5.65 (0.64) -
OTSUKA ABILIFY
(5-20% 5/ H)* 26.0 (6.0) -8.78 (0.63) 3.01 (-4.66 , -1.37)
Study 2 + YR
LB 26.0(6.5) -5.77 (0.67) -

SD: standard deviation; SE: standard error; LS Mean: least-squares mean; CI: unadjusted confidence
interval.

“ Difference (drug minus placebo) in least-squares mean change from baseline.

* Doses statistically significantly superior to placebo.

14.4 HEMEB B RS 2 2R B R

BATEIGN

ST A DSM-1V E PAME RSB HE N ~ RBUER ~ BUR - ARGEFEF(ThaliGiHaE%
PR 978 A P HEA THY W 8 e R 7 S T b A5 OTSUKA ABILIFY #f H BATEZE B ERE
BRI SLRIR A (6N TR IEHRUR < B T75%IWE AEI3EELLT -

FH DLREAS 00 R F 3 A 535 ¢ Aberrant behavior Checklist (ABC) and Clinical Global
Impression-Improvement (CGI-I) Scale © 38 Rl 3 EEHT F EHE R 2 F-(5 /£ 7E Aberrant behavior
Checklist (ABC)J:ek i B R Bl R (ABC-)H » FHFERHERIFCEL 2 8L - ABC-IUE LR
FZ G PR EERE 2 S B R IER -

PG RS RS RATT

8 R/l - RIS IEAES (0=98) th » BPIMREZ SE K F DHEHAGELITR)IRA
LR EBEOTSUKA ABILIFY 2-15% 5%/ © OTSUKA ABILIFY HU#E AT R 22 50/ H » kg
ARG E » FedFi N 15225/ H - FILRIEIFA L - fEABC-IR ML R K CGI-IREAL &
FERFEENUGEE - 75/ GEIBEERS R » OTSUKA ABILIFY /S H £ & 8.6 2 5/ H (%
26258581 -

S8R/ GE - 2R B R (n=218) > HEAMEREBS SE L H VR A6E175%)
A FHOTSUKA ABILIFY[EEHE(S=ER/H ~ 10Z25/H ~ 15257/H) SU2 22 H - OTSUKA
ABILIFYH AT S Ry 2 2 50/ H - AE— BRI INESZ 5/ H 5 E10Z5eH R 1SZ il - 5558
BN 105/ H 5 fE1SZ il - = AEBNINE 15=Z 5w/ H (3262 i8582) - FIZRIFH I
#% » IRFHOTSUKA ABILIFY Y =Fa] SAH (1 ABC- TR B Al B P 1R 19 EGE -

226 1 PRSI AEREZ S 7 R G N)

TGS ¢ ABC-THS
2 3 S PeSEREI AR 2 Placebo-subtracted
ABRERG AL %gf;lﬂ Sq]:)ﬂ] e /NETT (LS) Difference’
51 (SD) S EE(SE) (95% CI)
OTSUKA ABILIFY
Study 1 (21555 H )+ 29.6 (6.37) -12.9 (1.44) 7.9 (-11.7, -4.1)
eyl 30.2 (6.52) -5.0 (1.43) -
OTSUKA ABILIFY
(S ) 28.6 (7.56) -12.4 (1.36) 4.0 (-7.7,-0.4)
OTSUKA ABILIFY
Study 2 (1023 )* 28.2(7.36) -13.2(1.25) 4.8 (-84,-13)
OTSUKA ABILIFY
(1S3 )+ 28.9 (6.41) -14.4 (1.31) -6.0 (-9.6, -2.3)
LRI 28.0 (6.89) -8.4 (1.39) -

SD: standard deviation; SE: standard error; LS Mean: least-squares mean; CI: unadjusted confidence
interval.

“ Difference (drug minus placebo) in least-squares mean change from baseline.

* Doses statistically significantly superior to placebo.

14.5 Z 5 FCi
SR
OTSUKA ABILIFY #1425 FGREAIFESCE — I8 /G (7~ 175%) K 1038 (6~ 1 815% ) A2 71 IR
AREEREIERERR o FANE AT & 2280 [E .2 DSM-TVEZ#E H Yale Global Tic Severity Scale
(YGTSS)Z Total Tics score (TTS) =20-22 ¢ YGTSS & — KA FEAE » #% A FERL
FHE(Tics) MR Y - 0 R =R ¢ 1) YGTSSZTTSHFEZ 5 2) Clinical Global
Impressions Scale for Tourette’s Syndrome (CGI-TS),3a /&G PREE BliiHis AT rI & Em
DUEHERY A - HER6S% IR ALE 135 LT »
I 3B TR ASOHS SR T AT 2 Y GTSS & TTSTRFE R BIRABSIK B 2 #41L » TTSEES>
BB ER BRI RE BB 7> AR T » 3 RIRE0~5533F53 « 101l 5 BHI RIS B TTS 73 8
(HI0-50) -
SELEABRIRSRATT
TSI 2 P B IR [ e i s 3B b 7~ 1732 R 220 FORE 2 53 ~ B (n=133)#1:1:1
953 BE P EOTSUKA ABILIFY » =7 EOTSUKA ABILIFY K Z2@ il - £ FHHOTSUKA
ABILIFYH3 A E A SRk fe S %2 - fE(LAI & OTSUKA ABILIFYRHAIH » #EE/NRS50
N IR R R 2w/ H - FAE R B2 RIS SZ 5/ H - MEAMRS0ATH i
AR 2 v/ H o (R RSS2 rd/ H - BRI B e EE 7 R E 10% 58/ H - (s
HOTSUKA ABILIFYAHIH » S8 E/MASOATH - @RI E 220/ H » fR2 KRR ES=
wi/H o BRI R R T R 10258/ H - fEARS0NTH - fIaH S 225/ H - 1E
QRGP S/ H - (ERT R ZE 10250/ H - W edFH RN =5/ H % B 5202
bi/H(EB21K) « OTSUKA ABILIFY (=7l A B AR ) fEDGE YGTSS TTS(FR27.Z 3 1) &
CGI-TSERZZRABIAELL » #iat B 25 - SBaPYGTSS TTSHYE R E9 -
Il 9 : YGTSS TTSHit SEfE{iE i3 & int/Iv i3 Ji {(least square means)(Z i FAERLER 1)

CHANGE IN YGTSS TOTAL TIC SCORE FROM BASELINE

== ABILIFY LOW == ABILIFY HIGH == PLACEBO

- '
o o
I A

YGTSS Total TIC Score
a f
'l

Least-Squares Mean Change in

-20 T T T T 1

Weeks of Treatment

TE 103822 B BB IR [ G B BB D+ 6~18)%. 2 BB i OE 2 5t ~ (=613
LR SOTSUKA ABILIFYIGH o #EAATHI &R 222 5/ H - AKERIK R E RT i hnE20 2= 50/ H -
OTSUKA ABILIFY ZEUIAHEAZRIBIREIEE Y GTSS TTSMBEEME FE#m 272 E2) -
TERERH - OTSUKA ABILIFY SEH5 H Bl 8 F6. 545 58

227 : ZEROEABCLRA)

ISR ¢ YGTSS TTSHESr

2 3 ST PRI AGR 2 Placebo-subtracted
ABRERG AL %f,;lﬂ ;;)ﬂj /IE T (LS) Difference’
D) pss{ksE) (95% CI)
OTSUKA ABILIFY
A 29.2 (5.63) -13.4 (1.59) 6.3 (-10.2,-2.3)
Study 1~ OTSUKA ABILIFY
(BT 31.2 (6.40) -16.9 (1.61) 9.9 (-13.8,-5.9)
syl 30.7 (5.95) 7.1 (1.55) -
OTSUKA ABILIFY
Study 2 (2,20 555/ 283 (5.51) -15.0 (1.51) -5.3(-9.8,-0.9)
gl 29.5 (5.60) 9.6 (1.64) -

SD: standard deviation; SE: standard error; LS Mean: least-squares mean; CI: unadjusted confidence
interval.

“ Difference (drug minus placebo) in least-squares mean change from baseline.

* Doses statistically significantly superior to placebo.

15 /My 17 B b

15.1 %

Hi#0TSUKA ABILIFY (aripiprazole)$@I 4 N5 ER105E ©
OTSUKA ABILIFY 2 Z T8¢ » 2~1000F7$HE &2 -

OTSUKA ABILIFY 5 Z a8t » 2~1000F 750 7 &5 e MBIB S -
OTSUKA ABILIFY 10 Z55E » 2~1000 K885 G2 K VB IB RS -
OTSUKA ABILIFY 15 Z5E5E * 2~1000R7$85 G124 f VRIBREE -
OTSUKA ABILIFY 20 ZETE5E » 2~1000R7 85 G2 b VRIB S -
OTSUKA ABILIFY 30 ZFifE » 2~10005 78056 &2 R BIB -

15.2 e fF

OTSUKA ABILIFY 2 Z 74 : fETFA30°CLLUR ©

OTSUKA ABILIFY 5~ 10 ~ 15~ 20 ~ 30254 © fh{FR25°C (77°F) » A& b7 I i [E Ry
15°C -30°C (59°F -86°F) °

BRI « BUR A -

HEHHECF © 1302832, Exp. date: 2022/01/24
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Otsuka

OTSUKA ABILIFY 2 Z %t :

B

W % : Korea Otsuka Pharmaceutical Co., Ltd.

& 4k : 27, Jeyakgongdan 3-gil, Hyangnam-eup, Hwaseong-si, Gyeonggi-do 18622, Korea
OTSUKA ABILIFY 5~ 10 ~ 15 ~ 20 ~ 3025 ©

s :

& %4 : Otsuka Pharmaceutical Co., Ltd., Second Tokushima Factory

J# 4k : 224-18, Hiraishi Ebisuno, Kawauchi-cho, Tokushima-shi, Tokushima, 771-0182, Japan
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