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EE  BAKEENRRABHERZEFRANECTREAS - UIRIEMHAKRNEBENRAZ BRSHEA
B&R1TA

AR FAHU A R M RV R B EE MRS R MV EF R A - BBt TR - Aripiprazoledl AR # 4% /A

FEBRAEEMHRRBESER - [SREENIESE] -

HPMRERANEEREASRE SVFRFEMALREBRITBERERTHVER - BLEMAFEILARE

TREAB U LR AERNMBERIRLRERTEEABRTANAEREAS ; E655EE)ULNAEAP - E

AMEERIKMNERARENIRZ([SREFNEEFIE] -

HRnESNEEBEERNMAFRENAA  BREHRERALRAREARE - HIREBRITBFEBRTH

ZESR - BENXBERBEERZHEUREARSBMFRGHE - [SREBNIEISFIE] - (IKXREC

&)

T MR

Aripiprazole@—FFE BV IE MR EEY) - ol LI AREESE - [1)A#RA A V& - AripiprazoleZ7-[4-[4-
(2,3-dichlorophenyl)-1-piperazinyl]butoxy]-3,4- dihydrocarbostyril ; 53 F=H %
C23H27CI2N302 - nFE/R448.39 ; {EE&EET .
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1.1 BYAAIRZE
ZEF#E52 5% : Each Tablet contains: Aripiprazole.................. 5mg
1.2 BRI

SEF#E525% : Indigo Carmin Aluminum Lake ~ Avicel PH101 ~ Hydroxypropylcellulose-SL -
Lactose Monohyrate Flowlac 100 ~ Dried Corn Starch ~ Magnesium Stearate °
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BB KR RAE
BA
AripiprazolefZZ R HELEBEEHEREH10152R - —H—R - AEEEMBHEEZ - &
HA LB B RAripiprazoleBHEIEE10~30ERHEERNEBEMW - 2AM - 5REH10 ~
1SE=RESE  IRABRRHARENYR - ZEIRTEREFE2E - WAERERE2E
- ANEZIEMEIE (2 RER IR -
B RE- AR BN EE— At N EARARMNBEREY — AR EA ZRIBFEENE
BRAERANARIESEE - LHtMFRALRINEYE - B S E8HRAAripiprazole
152N 2L/ ; BRMAE N ROEREZNR[SRERMNE] - BABZEHTEEERE
HEBHERRTE -
EE/I\ﬂz
AripiprazoleViZZBEEME510=5%/H - fFEAripiprazole AR T Z i H13E17mMNS VD ER
BRAERAFERAEHI0ZERE30ZERNEIE - BERAMERZRENEREBHNER2ER
CMRR2RERERSER - BRBINRZERERZ10ZE=MWEREE - BERIBMUESRIGNMSZE
FHWANIESHEE - 30=2R/BNHETR2RER102T/H2ESEEMNEY - F5
Aripiprazolef5ii FEEBMBER R[S RBKRME] - mARTEHESENTME - MUERERDS)
A E T -

F'TEA?EEUﬁﬁﬁﬂﬂﬂ}mﬁﬁ%%ﬁ%% AR BB K FER A BIRE R FAripiprazolest ff BR EL th i #5448
RENWH T - BRIERKWERBRARERIENERIRAFMENRAR - $RLRBKRER A RN
- UEMERSCAI RN NBRREY o LIER - HREMBANRSR - BFEZENS - JER
RAEN - EERAT EERBARBERRENNRE - BZEERER/) -

BHRMER
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A : Aripiprazole BB —Z#Y AN EERGBEIER1525%/H - —H—XR - M4 iEEEs)
valproatefEE BN A BRI ZZLEWEIER10-158%/H - —H—R - FNEEBRHERE - BZENE
TEIER152%/H - IMAE—ZYaE M BiEES valproateWEBNEE - BIE0IK RIKX
EIRE 2£30=%/H - 30=2x%/HMU L ZEIEMN L M KT R AN BRI G E[2 REKRAR] -
SEERA  Aripiprazolefi 102 17TRREE—EY)aBNEELERTEER2E85%/ H - WR2XKE
HEASSET/H - BRBINKRZERAEEZ10=7/HIWBEZEHZ= - Aripiprazolefti %2855y
valproateEE BN 8 BN E BN SHEE — Y BEHEE - IRABFEME - RIBERIIESZIE
SERMANIRESHZ - £HAripiprazolels - W ABERRBREZ[S REGKRIE] -
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SHArpiprazolefiBEEANEBEARZ R ANESERER - ZREREER2ER/HE
SEk/H - ZEHERER2ER/HE1525%/H - BUBXRABRSE=/HNAAZTHELE
- HERATDRIE [ZREBRMR] - BABEREREMNM - DERETaENLEY -

BRI EEHEZ2BESR

RERA6~1758)

REERMERHBZRESRZERNEREAER/HE152%/H -
AripiprazoleNEERHIEABHEIE22% - IRFE - SHEIEIZNESER - EEBIEMNE
1025%/HE152%/H - BUBRACEBSER/HNANETHELE - HER/RATORI1B[S
RERMTE] - WABTEREIENTE - DUERERD BN L ZEN -

I

RERA(6~185E)

3 B 2 R A S B R 555/ B 2085/ -

HRBENRSOATIORA - BB AE 28 - TEMA®ESEBHEsE%/H - £l
(tics) REBRBZHINBA - THEIMEE 10525/ - BNSRABIBSRER/HHH B BEH
£ BERRTORIE -

HIRBEARSOATNFBA - BREBREH/A - BA2K - ZEENMEEsE%/A - #5
SX - BEEIE RS RIE0E%/A - ETH@J(tlcsﬁE?‘éﬁ*ﬁ}“%JE’JF/\ S E 207
52/ - EASRFBBSER/ANARES BERE - BERAT VN 1BI2RERTFR] -

RIRGRERARE

HEHMA/CYP2D6A R #H (poor metabolizers)fs A B2 B 7 AR CYP3A4HNHI I 5L CYP2 D6 HN I Kl
_JZ@;&CYP3A4.:%L’"‘JE’JF/\L@WH*Q’"‘J (1) - GHHABENZEYIFER®E - Aripiprazole T £ &
HEFIFREE - S8UCYPIALFELFH®E - FBE1~2:BARAripiprazoleVE| £ £ 5 E R H
£ - ERRRfEAaripiprazole AR ~ PRIELIIMAICYP3A4FCYP2D6HNHI K (M0 : 5834
RICYP3A4HNHIEIR] P U BICYP2DOHNHIE - 35 M AVCYP3AAHNHI T A0 o A CYP2D 63N i il

) » aripiprazole B ZE &L B —MBEIEN LD 2—(25%) - BREBARREZ LT HETE S
=1 : #HtCYP2D6 AR X #i(poor metabolizers)m A Ei[E 5 lRCYP2D 6 I HI B CYP3 A4l
B &/ CYP3A4FEEEIRYHE A E A Aripiprazole 2 Bl £ A2 2=

AripiprazoleE| €A
304

e =

R —REEN 7

CYP2D6R B ft i A N

CYP2D6 A B #Hm A FARs8 3 CYP3A4HNEIEI (40 : itraconazole, clarith | 42 F—f&EIS I 5
romycin) Z—

SR CYP2D6HIHEIEI (W : quinidine, fluoxetine, paroxetine) Bt CYP3A4 BT RTEIS M —HD

HHIE(4N ;- itraconazole, clarithromycin) Z—
5230 CYP2D6 DI R CYP3AAHIHE BT —RHENNS
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sECYP3IAAFEE (M : carbamazepine, rifampin) HIMEPYIRR — %

& 7 15
[ ArpiprazolefF B2 E#ENAER - AripiprazoleBIEMREZAEM R - ARMAREEE -
4 Ex

HAripiprazoleBBHERTIMZERRE - REXEESEB/EMPEBHERESZRFAEKRE] -
5 ERRMEIREIR
1 ERERSIA

AR EBAREEHABEHERNEERANTECREAS

BETEAS

R AR EY K EERFBEERNEZEERALCIRAZEEE - BIEMFETHEREE -
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HEMZLBEE 2 B EREERANZZ HAEE L5

E=ESEHANZEME ZBHEREZEERA(N=938 ; FIHEH : 82451 ; FHEE : 56-
99%)FMET 0 E L BB R - AR REBRH BEEZFR>3%HAripiprazolel i 7 38 EERE /D
REZRHAZMENAREHEEEE[ZREHE2% - Aripiprazole#5%] - EiE(B1EEER)[ZE
H|#H3% - AripiprazoleA8%] - RE(FERRKIR) [LEHH1% - Aripiprazolei5%)] - BE
R [Z R 0% - Aripiprazole#H4%] ~ LIKFEE B X [Z&EIZ2H1% - AripiprazoleB4%] -
fEAAripiprazole’a BEHBAEE ZBEHERBANZE MEENERIERELL - B BAIINRE
EFBAripiprazole’aEEER A - ZMMEREHRERE#HBERENIRS  BAEERSR
BEEYNRIMEEZEGEIE[TAESRBEZE -

EMEAREHN - S1EFE

EREEABERE S ERNZRE S B RE R  (MERKE REEMEE - — @A K
BIEHIE) - B Aripiprazolefm A ((F19F#E: : 845% ; #E : 78-88m) BN E A RSB H (B
A - ERMRIIZEE)SEET - BEXENNIER - EEEEEMHERE - RA
AripiprazolemB ARBSMEARSESHREUHEREEH T LBENAEBENY - IR

. Aripiprazole kR ##Zz & ARG BEXREERBNBHERS REE] -

RE  SVFHFERAZERIEHBRITA
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B = EIUWHIHEIE (SSRIs) R E B ZY)) BT ETHARESATER - BLEEYEENEEEEERE
TREMERZRE SVFERFERA(18-24R%)HIRER ZZEHATR(BREE)NERE - 525
MRIAKRBRE2AFULNHEAFERANEERREIREREENERERERLEBEAS ; &
65 (B) U EMEAT - FRANEEERNERAREHAZREERENRS -

DSt ERAEEE - RIEENHEBHERZ RERBE D FET 72 RE SR RS BZENER
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EEEREE -
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EERANEEHAEESENECEEE(EREBHERAFFBEHRERNRARZERAS - B85
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HEBTEAERENREA @ IRALIREREESNZEEREREREILIREREE 21K
FIERREA - FHRIEMRELERRESE - BEBRREAR - HlEmARRNWKRIZEARE - B
ERUEAENAST - SFEUEEFIELEYEE -
FEMERNESEAEERENHECERE(EEEREREIFBEER ZRANKEHEREE
- BRERRAZELEREE - 58 - TRAEENE  URAANETBER - EARALRER
MEE - THEMSIEEHBERCORZEREASER - SEEAEOERXEEREEEXET
R - RRERZBENER - AripiprazolefIE 7 R FAREHER RIFBEAESIM RN R DS
EE -

FRRACSEREBERMESR  EEERFRUREREMMERNVIARE - —RE /ALK
FHBRABDESREL) HAEREDUHERZARNEA  BERFERNESHIaZEESERFE
REEARRARE RSB SEE/IREREN DAY - BRI AR _ I EREE R EEEEN
Bk - \mEam - EREEANESEIAELIREEEMRNEAZA - BETETESNER
CEMUERMNMAEEEREREREESNER - ILEIISEERFRNBERRE  SFEER - €%
MEEREBEENRESE -

FEXERZE - Aripiprazoleli R ZERRNEEZEEBEERA -
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GELY S AEEY) - B¥EAripiprazole - BA—TECDBE R M E STRIZ - TR T MUBREY B IE
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TUBAEE Y B AEERE - TUBREY BHEEENEARTIRARSE - IREE - Bk
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SMERJEEEFRAMEPNERABERE LA - XEARERNAR) - BSUERIE -

REBILEMRMBAMZEMM T L EEEH - EME2E  E20R  EXFRERTEBRA

RIERE(N : WK - 2EURERES) KRG REIAEAE Z#ESIMSIEIERF(EPS) 2w fl - E i

RIZESNEZEE - SEAPRNERESY - 2APE - ZYRANREBUPE BELRRRE -

MR EYEHEEN VEERES

1)1BNfE SR Y DUR B3RS BOa B IE /R EEY) ; 2)itUEAN AL B E1E ; 3) B HHE
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EEMETRE
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C ABER - BEBARENEE - #AWTERNBRTEEZFEAZEERS  HRl2FERY ; B

B ENBEEEEEYGH - TMERAR S B EIERNRE T&ﬁ%ﬁ%ﬁ?—ﬁ‘ﬂEXﬁﬁmt

REIRERE 7 384 - B ATIREN - REMIBREY S| B MEE RN EA T RE M NARA

BHERMESRNENENR - BEZEGEHER/ATU T 70N - BEEBERERE - MIHEAR

B RANIBEY) 2 RREBSIEMMILN - AW - IAEGERF olRE R EEREE - EHER

Z2rm A S 8RR EBRRRD -

MERIF R IBREEY) - BRMES RO DIEMOSSTTEER - 24 - MIBREYRSEARST

BEZHDHI(SLER 72 H ) W IR B RO IEARANRME - T H - oIREER 7 BERRIE - FEARTD HIE HE

IERER RN EN AR -

BR R _itiE £ AripiprazolefER - FEZEOIRELUR/ VBB M EES R BFRATR - RIS

e EEZERAR MEMERBA | ()NIBEREDEZRABEY ; QJBZWANRR - 2

BERASAEUR - BESUERI NS EEY) o] (fEE -

FARBERFAENRA - BRI IEIZE A RBIAEYUR &/ \HEMNSEEERIE - £

BRENTE KES TS -

WNERAR A Aripiprazolefyims A B L HIRIE M BB N EAVAEMRANEE - BERIFE - 24 - LR

A - BMEEZEEIRENEE N - (IR ZEERHAripiprazole -

RERACH21(E

JREBVTIBfR ZE Y SR B R AU AR - BLEECEEMMEAS /KRR - MERER

FEEIEM - JFHAISMREY ESERNH T ENTE - MEBEEY A EERIM RN -
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s e HAMBEASERBNARSHRETEEME - RN - RITHREMITRR | HERIFH
AR YR RN R ASENMERSERRN AR REABMNNERM - AR
AripiprazolefE BLEM R ETREAR L - AHEAripiprazole &R ILEMANERIEBR - R
EEIJFHATTRMREY RN A REMEESERAFAN AR REBRBEY - BARERELSE

WU A ERERm ARGRAIFFEEIBEREYR - BzE B MEZEGRRE - mRAR
BiERAE EfLBMI?(Vi 4N BERF ~ ERAEKGE) - ERGIRAIFE BB EYE - Bzl
ZERE MAEAIRR ; TR RRREEZ E R MBS - BRASFEEBMR ZYHmA - B
%ﬁﬂﬂﬂ?ﬁ)ﬁ?@%ﬁﬂﬂrﬁk BEES - 2K BRMESS - EX PRI BRZEY e
C HRIRBMEASENEN - BIRETEEMRENAE - BERS - —BRAGHIFRERIE
MpRELY) - MERSEVEIFR ; MBALRARACSFRRENE Y  (NBEEEENRERREY
RRE -
A TEIFHRANIERER - EAFAMRBEREY T LIRS MEAIEIIEZEHEREMNR
féEKF’T“r’EJ?TﬂI?ﬁ ° DB ERE 7 278 O] B IR AR B [ (ketoacidosis) M= M #E = 2 2 B2 3 E
A2 M AE 12 8¥(Hyperglycemic Hyperosmolar Nonketotic Coma)E S EEH SXERILT -
ﬁﬁﬁ&x%ﬁi—ﬂhfrﬁﬁﬂré‘;‘éﬁzr/\ BEYVBESMEERM : 28 - BII§ - ZRAFEN) &
IR S MRS - BUZIAEMREE - BRKFREIERBEREF (N : BN - AREKBEREE
£)7WA - FRERIREAIME - REDHEERSAME - §RHIRAEREEAES N
BA - BERFZE  BALERAFERARBNIERREERGE

KIEEMAEFETEERENEMERNBDEEEERNTZIE - R seZEERBAIH &R
IR - RSB BERRERERBERE -
BA

F—EEZ13ELREER I MAE—ARABNINTT  HAAZRBATEZEZRERHAERA

NEMMERZREA L,{Ar|p|prazo|e/ FZﬁJZ)\FAH?i’]”HEJIﬂJrE”‘”Tb(+44 mg/dL ; REX

Z(PAIEY) : 25K ; N=1057) AL BB aE 2 I ARAFIIEEMEE(E(+2.5 mg/dL ; REX

F(PME) : 22K ; N=799) W MEEZEERE - FR3IF RAripiprazolefl ( RERE (T ME)25XK ) 4

ﬁﬁ’"q 14 ( REBXRE(PMUE22X ) ZIERMEEKESREEMERFE(borderline) ZHEA - ﬁ*i
BERBTERMERSHIEEE -

%3  IBRARARIT 2 2RISR E — AR iah I8 Mg 2 2146

EERERNERIZE

AR %

(B BE—T) A4 Rl n/N %
a5 ms Aripiprazole 31/822 3.8

ZEHE IR (<100 mg/dL to =126 mg/dL) Placebo 22/605 3.6
BE S 5 = [ Aripiprazole 31/176 17.6

(>100 mg/dL and <126 mg/dL to >126 mg/dL) Placebo 13/142 92

TE2438 5 LA Aripiprazole)a B 2 i A ARSI ZERE M & (B (+ 2.2 mg/dL (n=42)) M AL R E)a
B2 ARATEZEEMAESE (+9.6 mg/dL (n=28)) W MMEEEE -

EEEEHEAED - LlAripiprazole’a B 2 AR ARG ZERE MEZ(E(+0.7 mg/dL - %Eﬁ
RE(PAIE) : 42K ; N=241)FULREEE 2 M ARAFIIZEMEE(E(+0.8 mg/dL - &E
RE(TAIE) - 42K ; N=240) W BmEBEE =R -

FRABTREBIEMNARARZ BB R AR P S Mg 2 21t -

P.7




Fhd - LEEEBRARARTZZBEINRE aFE B ZEME 224t

e BARERAVERIZIE

AEER %
EOBE—) EEN]l n/N %

s Es s ms Aripiprazole  2/201 1.0
ZIE M= (<100 mg/dL to >126 mg/dL) Placebo 2/204 1.0
BE 5548 51| = [f e Aripiprazole  4/34 11.8
(>100 mg/dL and <126 mg/dL to >126 mg/dL) Placebo 3/37 8.1
REHEF/VE
T—EEZ2ELREHBBERFMESVERA(13~1753) KEBMMEREERA(10~175%
Vel BER AT ch - LlAripiprazole’a B 2w AR E RS MHEEE(+4.8 mg/dL ; EEXRE(PUH
) 1 43K ; N=259) UL REa & 2w A FHIEE MEE(E(+1.7 mg/dL ; REXE(PUEH

) 142K ; N=123) I mBEERE -
E—EE22E2HEHREBOOTS  MABBRUESHBZZRSBNZERSVERA

(6~177%) - REXB(PAIR)A56K - LlAripiprazole’a & 2w A EF T2 fE Mg & (5(-0.2
mg/dL ; N=83)MUZRE e 2 M A ZEEMMREL(E(-0.6 mg/dL ; N=33)Ii fRBEEEE -

DiTMEZ EH RN Z IR RERENS VE6~185m)mbE - FEXRHPURSSTX - U
Aripiprazole;a & 7w A I ZERE MIEE(E(0.79 mg/dL ; N=90)F UL BE & & 2k A=
M#EEE{E(-1.66 mg/dL ; N=58) I EEZEER -

K5/ LAripiprazolest Z BB A EB BB BRRBIES DV ERANEBEERZERA(REXRE
(PAIEDRA2~43K) - FEERAMERHBZRSBNRERSVFG~175) (REXE(P
F)M56K) - UKREBEZIHERERERA(6~185)(REBEREAS7TR) HEE MELERBALLA -

X5 UREREVERAETZZRBEIN RGP IEME 224t
HERELERERIZ(E S St 4
&) yafE4H Al %
(EOBE—R) EEAE AEAR n/N %
Aripipraz 2/23 0.
LELAERgEYE o 6 8
R 2/11 1.
Placebo 0 8
Aripipraz
ZepE MR B % B B i BEEEHEZR e V730
(<100 mg/dL to >126 mg/dL) =R
Placebo 0/32
Aripipraz 3/88 3.
ole 4
% 3m EOIE
Placebo 1/58 17
EiEMEERFERSMmE BEKAEAERYE  Aripipraz 1/22 4.
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(>100-mg/dL and <126 mg/dL to > % ole 5
126 mg/dL)

Placebo 0/12 0

Aripipraz
BRAMESHEZ= ole 0/9 0
BS5R

Placebo 0/1 O

Aripipraz 011 0
34 EGRE ole

Placebo 0/4 O

BV EREBRFERTEEBMESHB ZEH TR - E1218FAripiprazole’a & 2w A

H3gZE iR MIEE(E(+2.4 mg/dL (n=81)) AU Z R Ea & 2w A F9Z=E MIEE(E(+0.1 mg/dL
(n=15)imAm=EEE -

MAERE

?;?’E%L?Fﬁﬂﬁ?ﬁ%i‘ﬁﬂﬁ%%%%{%%ﬁ)\EEE%?JH]IHEE% °

PAAripiprazolesi 2 RIBAEAVE A - BRRRZEME/FFEIERBIEEEE - WHE_E{HEHE CEREEE
PEEB(LDLs) R ZEME/FFEE S E EREERHDL)HIERER ERASREZEHHAARLLA)
CEMAB T EEEERE - BEOMRBHBE/D121850248 - BIRIBAZBED -

BA

KON ETBREGHEBRBEAEBEER 2L BEHRE—aFuRZMARAMNREZ(EZ
LEBl - BIAABIEEIRR (S 01 7(Em AR ; REXRB(PUE)21~ 259&) ””HE Be HOmAE (S 8 B
; RBERE(PAIRDA2K) - ERERERE %EIH]“IPE;( e b ; RERB(PAIE)39~45K -

BEEEZEEREAREEERELE ZLZHEAERERB(PUR) /24X - LASEBE
leERRER(EHIEHER , RERE(PAE) 40~42XK) -

R6 : LRARAETZRZERNRE—aFEGRMIES 221t

BEAR n/N %
HRIEE R Aripiprazole 34/1357 2.5
EEIRS
(<200 mg/dL to >240 mg/dL) Placebo 27/973 2.8
=S =B HImbs Aripiprazole 40/539 7.4
EE2RS
(<150 mg/dL to >200 mg/dL) Placebo 30/431 7.0
ZEIREZEREEAERE Aripiprazole 2/332 0.6
ERE2RS
(<100 mg/dL to >160 mg/dL) Placebo 2/268 0.7
=SZEREARER Aripiprazole 121/1066 114
[EERRIE
(>40 mg/dL to < 40mg/dL) Placebo 99/794 12.5

ERABAE—AEARD  £F12BKFE24BE - MW EEEZNS ME)NBEAAR
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e e FAMZ A RAPERBEEE  £5 128K - BIEERE(ZENE/IFZEE)R1/71 (1.4%) vs.
3[4 (40%) ; EIE=FEHHAE58/62 (12.9%) vs. 5/37 (13.5%) ; EIEEREREQRERRES
0/34:(0%) vs. 1/25 (4.0%) ; TS 248 - MBIEREEZ(ZNE/FFZERE)B1/42 (2.4%) vs. 3/37
(8.1%) / ZlE =B HMAEZ5/34 (14.7%) vs. 5/20 (25%) ; =EEEEREERERER S0/22 (0%)
vs:1/18.(5.6%) °

TIHREMEZ RS R 2 @aFEaRPNEREM AR AR MRS EEERILLA(E2 154
MEEIRZ(Z=Re/IFZERE) - EIE=MEhlE - ZIEERERECRERASEEREQRERERE ; RE

RE(F B RA2K)
R7UEBERARAETZZBEHBEHAESRPMES B 221t
aEAR n/N %

fRIEEE Aripiprazole 3/139 2.2
ERIRS

(<200 mg/dL to >240 mg/dL) Placebo 7/135 5.2
=g =B HmAs Aripiprazole 14/145 9.7
EEERS

(<150 mg/dL to >200 mg/dL) Placebo 6/147 4.1
EIEEZEREAREL Aripiprazole 0/54 0
EBERS

(<100 mg/dL to >160 mg/dL) Placebo 0/73 0
=ZEREARER Aripiprazole 17/318 5.3
[EEERE

(>40 mg/dL to < 40mg/dL) Placebo 10/286 3.5
REHE/NE

EOBTRBBKBIE Y B ERA(13~ 17@)&&%&{‘%5@;4*/\(10 174%) MAS ZEROLLA -
AREEASEEEEORERGHABLENNRRR REXU(PIE)H2~43X) ; ZiE
SRS HTERREHERR R gﬁﬂ(cpﬁzgﬂ)mz ~44F -

78 : BB B IR S AR D Em AT 2 A R AR R NS>
(L

B R n/N %
RIEEE Aripiprazole 3/220 1.4
FREIRS
(<170 mg/dL to >200 mg/dL) Placebo 0/116 0
=g =B Himbs Aripiprazole 7/187 3.7
ERIRS
(<150 mg/dL to >200 mg/dL) Placebo 4/85 4.7
=SZERZEQRERE Aripiprazole 27/236 1.4
EEERIE
(>40 mg/dL to < 40mg/dL) Placebo 22/109 20.2
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EREARESVERAREBMERRTERAE—SFEARD £ 128KF248F - ML
L EZRSMENBAARCAHEREAMZREIEPREAZSEE £5128K - BIE
ElZ (22 he /IR 22 R8) /0/57 (0%) vs. 0/15 (0%) ; ZEIE =FE EHAE42/72 (2.8%) vs. 1/14

(7.1%) ;iint=sR2418s - #BIEEIEZ(ZEhe/IF2208)%0/36 (0%) vs. 0/12 (0%) ; ZRE =R HHHE S
1/47 (2.1%) vs. 1/10 (10%) -

HIOHREMEZ RS RARPERAMERRHBEZ 2RSS BNRERAG~1753) B EE/IFE
MEABRERIRE K 2 hE — M H mPR(RERB(PAR)S6 X)) RSB EIREDERER (REXE (DU

)55~56K) 7 #1LE -
R U EFAERERAETZZEBIHNBHBIMIES 8 2 &t
BEAR n/N %
fRIEEE Aripiprazole 1/95 1.1
FERERS
(<170 mg/dL to >200 mg/dL) Placebo 0/34 0
=g =B HmAs Aripiprazole 0/75 0
EEERS
(<150 mg/dL to >200 mg/dL) Placebo 0730 0
aZEREAREERE Aripiprazole 9/107 8.4
EEERE
(>40 mg/dL to < 40mg/dL) Placebo 5/49 10.2
F10BERREMELEE L BARPIIHRIEZRERA(6~185%) HEME/FIEERAEEE R K ZEHE
—BEREERERE(PUE)STR)RSEBERERRERE (REXE(PUE)STR) ZZ1(E -
R0 : UIRImKERERAETZ2LRBIHBHREPMES 28t
AEAR n/N %
HRIRE R Aripiprazole 1/85 1.2
FRIRS
(<170 mg/dL to >200 mg/dL) Placebo 0/46 0
e =B H M Aripiprazole 5/94 5.3
EBERS
(<150 mg/dL to >200 mg/dL) Placebo 255 36
=SZEREARER Aripiprazole 4/108 3.7
]
[ER SRS Placebo 2/67 30
(>40 mg/dL to < 40mg/dL)
BE SN

R A IR LY RIS R Fe 180 - BEFERIEEY BZETES -

BA

APMEZ13ELEEHBE—IAERR  TEAHEERBAEREBMERREA - REXRE(F
2)m21~25K - ‘IR EE T AripiprazoledBZ2+0.3 AT (N=1673) - ZREIAZ-0.1 AT
(N=1100) - 248K - WHEZRENFIIRELZE fEAripiprazoledl@-1.5AFT(N=73) - LZ&H
A2-02AF(N=46) -
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e a S E| G B AripiprazolefF B M NDARMEER T - WMAKXEZSBRWNEBEIGE - REBM
‘FAvpiprazolest Z BIEIE & R 6B - JFIIREEE b Aripiprazoled 2 +1.72(N=347) - T
Z HEIHEZE+04AT(N=330) -

T TAREERBAEREE N EMAripiprazolest Z B - AR AEE L IN>7%AIEER] -
F11 Sz BB REB AR AREIE N >7%9EEH]

RAE

38 aEAE R
EFEAE sp=Eb n (%)

Aripiprazole 852 69 (8.1)

Placebo 379 12 (3.2)
EE %
PRI 27% Aripiprazole 719 16(2.2)
114 e b
Placebo 598 16 (2.7)

Aripiprazole 347 18 (5.2)
SREEEaEC

Placebo 330 2 (0.6)

-6IEAEAR P 3EAEIR C 6B B

AEEEZEEEBRHRTERBEBABEZEVE13~1TR)REBMERZE(10~175
WEREE(E  REERE(TPMENLI2~43K - F1OEEE (L AripiprazolefAB+1.6 AT
(N=381) - ZFEIHE+03 AT (N=187) - £241BF - EFENFI9REE LT
AripiprazolefA%+5.8 AfT(N=62) - ZREIAR+1.4AT(N=13) -
DBEFAMERHBEZ2BRERNTEG~17mR) ETHMERPLREE SRR - REXE(PUH
)56K - FIII2EE LT Aripiprazolefi&+1.6 2T(N=209) - MLZEEAHS+0.4 T (N=98) -

P ZimERERA(6~18m) ETHME R L R - REXRE(PMUE)S7TK - FiO9REE
{ETEAripiprazole# & +1.5A(n=105) - MZEBAR+04QT -
RI2BETNERELREREE N EMAripiprazolel ZRBEIR - REMS VD ERAREIEN>7%H
Bt

#x12 . aXEBHBREBRPRERSVERAREIENM=7%RIECH]

AAR

38 & aEAaR
il AR A Bl N n (%)

Aripiprazole 381 21 (20.0)

II|’

BB FRE B AR 1 2 7R

Placebo 187 3(1.6)

REIENN >7%
PRRIRIN 27% . Aripiprazole 209 55 (26.3)
Eil ‘95/&\ ¥ }E Ao E‘T’E 78N

Placebo 98 7(7.1)

Aripiprazole 105 21 (20.0)
I

Placebo 66 5(7.6)

a4-6IEAEIAR P 8EAE AR © 8-101BA I
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—IEHNAREMEZREERERE BERFESVERAI3~TR) REBUHEZRZERA
(10~ 7)) R ELBE D - 73.2% (238/325)%m A FE R 263BAJAripiprazole’a & - #&£26B1EH
32.8% AN EEIEBN>T% - LWHBAREFEERNAE - KERERRIE - FNRALERFER - HAIR
EEEEIZE - ZEZ(E<0.5EFERECSD)RIRAS ARG R LBEER - 26181% - ZEW¥9E(E
50.0MEZ = RZE(SD) -

—IEN AR EmfE R B RE H R 2 B ERHBE Y 2B S RN R E (6~ 1753 WREM MR
§ah - 60.3% (199/330)58 5 —EMAripiprazolea & - = BEME S ABNRATIEE &L
ZZ1EZE0.26{E1Z 2R Z=(SD) -

BEZEENRERA  EEEERBEIENTFGLEH EFEERZBEZEMNVEE -

RAS S A E M iRE TR

IThEZBEEAP - LAEMRAaripiprazolem AZERINNES - FRI2BIEREEES B
LefEs) - HtUERERRE 2 RBMNEE - 61 | BUMEE - |BHEY - mBUmEm
RNERE - REMEEMNOSNREBENTE EARATUREEINAIELERTS  EHERE
RIREER AN HERBEEZ LR - iRBRAaripiprazolel - aIsEHIRMIGHISNIEIAEEES) - @B %
MEE - RBUEY  RNERIBEMNRE AEMNES - BIENEEEESIEHER
 OREARERARE - FERG  WIEERE  ELEHTEREENSENFEEESEEFL - BRE
BEIELRBUNTS  UREERRARBMMANSE - HRA LIRELEAZEHNES - &
EREEL S FEE -

B (EmE

AripiprazoleTIBEE 51 B MENE - EtiF2EABERA B LREEZRENIERANZ RN
- IR BRI MR A RS - R OMRAripiprazoleaE 2 AR A (N=2467) S HYE I MK M /E
THEAS Y (Aripiprazolefi R £ =R - ZREIAZER)DIBEIMEME(1% - 0.3%) - BE
HEEZ(0.5% - 0.3%) ~ LIKREFR(0.5% - 0.4%) ; FEEFAORAripiprazole’aEMN6E 18RI R E
BAN=732)F A AR EIIHEMEE0.5% - 0%) - ZEUHSIX(0.4 % - 0%) ~ LIKEFR(0.2

% + 0%) -

AripiprazolefA oY [ B2 3R AR BE B Y1 M BB (B R AR EMEAI S AEAELEE - U 4e B R
B>202 KKk HE - BOBGRRAS2S)NEFENLREAMBLERTBTUEERNER
(Aripiprazole#HEd R - ZRIFIARZER) . EERAOMRAripiprazole’8 BRI ABA DS

(4% - 2%) - TEfER O ARAripiprazole’a BEH6E18mN R ERAF 4(0.4% - 1%)

Aripiprazole Bz 5 R EBEAR BB SN MtERm 2w A - ODIMEERCOMZEZE - GRS /C\BE
B DRERIBNEERB ZRE)  MNEER - 2EERAESRMNEBNERE KK  MEHE
D LUK AR AR MBRZER) A ) - [2REMRXEIFA]

73]

MASREEEY) - Bl¥EAripiprazole - OJREISALIERE - EXIMEME « ESFREKRA - MEREKE
KBEEZRF ST EMIEE - WREBUENMBEELEIFRNER  iWRSEYRNREA - ER%H0
TEHE A B IS M R AR E S RABENE R - BETAKENE R -

HmikiE/ - EhtEamKiEL - fta mIKER = i

TR PR ERAL/20 B R T - BISHETTIBREEEY) (B1FEAripiprazole) BREYN B MIKE ]
[Eh R MK DHNSHEEAEERNRE - iR MIKRZIEN B ERBEHE -

B MK/ FIER M B MR/ DT e EREREE S FENERMIK(WBCO)B/EBHIEFRHR
M3K(ANC) BIFZE RIS A B MBKR /D MIEP M B MR VHES - SEABERA CEENES
M3k (WBC) /AN CEL 22 fn 2E Y 3 3K/ AN IE o M4 B M 3K0R 8998 A T8 B R A SR HIR0 24 8 H
WRKREERZMMIKETE(CBO) ; BRBEMNRAZ T - BfK LBEN S MIK(WBC) ZEE
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5.2

5.3

W2 HIRAT - FEZE B RFMAripiprazole -

A bR B R B BRI 87O ith B2 ORI 38 B2 sl L EAR SRR ELE - B BB RRAVIEEL
EUE. MHNAE - mMABRBRENEPHEAMIKE/ D (EP M aMIKELE<1000/mm3) - KRS
FAripiprazolem BiEMWBCEZI%E -

ok TR

IR ZHRHRNAERS - BEEREAEEER/ EERNEAER - EAREZHAARALOR
Aripiprazole’50.1% (3/2467) - EREMWA(62185%)F0.1% (1/732) -

MEIE MRS EEEY) - E R AripiprazoleE)F 25 B E LAYE A S E 0l SRR B R (ERIE
RIART © 65 EiREF - OIBELE BB 5 M ERENER -

RSR R

T REYERRERR RS RBSREZOEBRNEESN - MREBE S Aripiprazole 40 8EE
REBZEHZOERASZERFENEZES - BEESRNIRE - BRRANERENEEY
CREBRSMAKNEA - BRETEERESRARRE] -

B

EHERERRAMIUEEZERRE  SERERABZZARESBRENGEENEYEE -
&7 &/)\BlE/Aripiprazole - WHARABYNESE - LUBVREZLBENVEBZERIARRE] -
7 I R &

BERHARNERE  SHETIESREY(EEAripiprazole) 2 FEHERE - RAMMXZRFERR
AZBERNHEREMIER - FhEBAEENZLERERAEENRA - EoERERA MK
WAE L - Aripiprazole At iE R Y BZE2 EER[ 2 REZBNIESRRARKRE] -
)R A R ARE

Efl%m

Aripiprazoleili IFEHIZEm -

ER

S ARTEARE L2 ¥ Aripiprazole i FTIBEY - M2t ~ SRR MET R AU R - Bt - A%
&R SRR R A Bz AT ARTS ; RSt RERTHRELER AAEZREE
AripiprazoleRBN S (BN - N2 2 =L - BISIEN - SKEDPTH)

kEE
RS EETREBKESEMRES  RARFER - JHRINREVEN - #RERERS - 28
ERSKENTROMED - EEELEHBIIFREZ4%HN - MEERBERERRNWER - Ad8E

EEA— AP EIFRZEY EhE - e/ AR - RfEhad - SUEREE -
BRIERMAE

o KB ENRE N ZIERYTIBE 4

MEBHIEBREY)—IK - Aripiprazoletl OIgEEEE#IE - BESVESHARESN - FlMN - T A
MZzEEERRRT - DIREE(EEERS)IRSNEREN T (Aripiprazole A4 R - 2REIA
BAEX) . EEAOMRAripiprazole’ 8 BRI AR A(N=2467)F%(11% - 6%) - H6E1THEHNTE
BWAN=611)F%(24% - 6%) - TN ZREHEHNET  RLREEEFEES)IRZMERF
ZR)RALLER - EERAOMRAripiprazole’a BRI ABA T H0.3% (8/2467) - ERERA(6E
185%)HF%3% (20/732) -

BB LEEHNRERNLREAMECBENERASEEL AKX - NESHEAAZEIEBRE
W(EEARE) - BERMMFIEEREEFEHAripiprazole A BAZHM SR ARFERLE -

6 [RGB IRSIR
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671

TR ZEAFEACER

| PRt =2

2 - IRERTUBEREY (B1EAripiprazole) M £ R 1 H A B B i 58 IMSREAR /3N 22 B iE
R EE(ZREREE) - XERRWRTHREBMARIBANRREEBE R | 2EEERN
Aripiprazole A K HAGAPE ~ AESHRIRIIR T ARERNEYEERE RS REZI(SREE
) HRBARELAE - F-UEHMESNEBENER - TRZHBRINEGERRERTE
R EEY)(BlfE Aripiprazole) S BB FE(ZRIEREE) -

TEENPETEMARR - RABM/HRFHBRERENRAE - 725l 0 AR S B RFF AT 5
aripiprazole® 25 Z A EHAEZEE 2(MRHD) 30=25%/H (IRIBEREEMg/m2)M10Z K 1913
CHIRIRRET C IRERERK c EAKRTE - 25ERIEZEE  SREBNERLT - &

RENHEREMEZER - 2BIORKEREFIK TS aripiprazoleE|E&3EMRHD (RIBEFRETE
mg/m2)101g - LIRRBPHILER - BE - NEBERERNZEFERREZSREE) -
HRNBERAGHEREREEREBERENGES SERITNARI - FIARZEELERE - K £
HMARGERWE=ER - TN —MIENH @ KRAERREZ 2EANERENGE S=ER
R2-4% - MR ENEEERERS15-20% -

RAREE

5308 & /5K iR Ba/Ba 52 B4 7 775 4 B8 /3 B

HRBABBRAENFE —HEMTERMAENSHEARIRGEE - SRFRIEMNERER - 4+
BrAnBE RN ER - BELKFEMNE - e EREBERARGRNIENER - 6158 E - B
B ANEREEEHEREFEENNNZREMITHEAEAFESRNER -

—ERTREY - HEEAR - BH0MIBBRERE - cERFEREBEEZYHRANEERNEZR
B BIENRZ2HETERANEEENGE Y - HERREFERANEEENEY - EA0EE
REEEESR  TRZPHERERFENERNEENS - BERREENEEEFEN ZEE

faR/MERNARE RE

FiRZ 5 = BB E RIS R EY) (EFEAripiprazole) BT 4 52 © 5 #f 52 SMSEAR M/ R B EAR Y
WS - BIEAE - RATLE - MSRADET - R 1EHE - FIREBMBEMES - BEER
BREERZEN - BEANERSEHMEERIMEEMRS/RETEN - WEE M EEER - BLERM
ERABRBIRARER/ N\ FAERARICKE - EtaIRI oI sEREERIERRRE -

i

FOBRENEREUMRER - HAEEEE(birth registries) UK R 22 HARE F FIFF SR 2L 7 15 1y 22
MWEFRS - ERBSNBRREDNEXL EREEERBNEEE - StHREZEERMS
BhiRB2 & 1B (Medicaid database)RUEIFAMEATTE - 9258 RN IRZ B BRER MIBWREY 217
X REERERLERMERIARIZEFRIZ -

SRR

EBYMRF - aripiprazoleRIBEBERKE ZHM - RYAENREE UL RBR ZFZE

TEIRRRELAME - RiEZHNARERHaripiprazole OREIEZHB A3 ~ 10M302% - AKXZE
MRHD (RiZEExREEmg/m2) 30E5%/HM1 ~ 3M101F - £ 10EMRHDRIEIE T EiE=2RE 23S
B MNEMEARFE - ERNRZHHMER Mo R EBRIEE - E3EM10EMRHDIEIE
HRISBERG(EZIEE - £10EMRHDREIE MERE| L ER B ERG SRR
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6.2

6.4

SEAEZIE(RBEMEENSETRGEESLIRH) - AR - E3EM10EMRHDIEIE T A2
EFEIILENIRR - H10fEMRHDRIEIE MR RERIRE AR 2RO (CIRERFE HZEY B R I
VERNTE  £57 - =it - RBWMERK - #ErRRERDUKRZERRBE L) ; 48m - 1
FEEALEEERRENVTERBEESY -

HEPAE IR RSB A EAERE T Saripiprazole 3 ~ 9R27E%/AFT/H - 2 RIZMRHD (R
EEEEEIEMg/m2) 30285=/H1 ~ 3M9fE - EIEMRHDIEIE MNERFIBRRIEERE NS
SIEIEERIRS - WHETSENRBESY -

EliRRRELAME - RIEZHNR TR HEaripiprazole AREIEEHS AT 10 - 30M10025% - 7 Al
AMRHD (HRIEFEFREEmMg/m2) 30252/HAY6 ~ 19M651% - FE65FMRHDIEIE =TI BEE
BERD - REBUEMKRERKRZIETE L - E19K65BMRHDIEIE MM EIR SR
DR BB L 3E SR AR SRR N

HiRZRFERZRERAEABFEICT S aripiprazole 3 ~ 10K3025%/Af/H - 7 BIBMRHD
(RIBEFREEMg/m2) 3025/HAV2 ~ 6811915 - E19EMRHDIVEIE T EREEIIn RIS ERME
BRBE(EZREBEBM)ZERAS  MARREERGEREREHIRR, WHETZEMEEE
- HIREREFENTEAZH102%/2 - AMRHDAI6SE -
HRZPZER(BR2PFITHEZEERFE21H) - KIRZHKRERAaripiprazoleIREIESE
HE2M3 ~ 10M3085% - 2 AIAMRHD (fRIZFEEZREEmMg/m2) 3025/HM1 ~ 3R101F - &
10fEMRHDHVEIE M REF MBS M RIRZHBEMIER - FILHE MILIREEREN - 4
RERERTUREFEZEARANE) AFEXREERSFRESR -
HiRZE6HEEEREAF 200 HEH KEFIVESaripiprazole 3 ~ 8&2025/Af/H + D BIR
MRHD (R#EEexREEMg/m2) 30E85%/HK1 - 3F6fE - E3H6EMRHDRIEIE M ERERF3EE
RIFMWVIRS ; E6EMRHDIHIE N ERRBBLEERYIMZ NEREAFEREENIRR - BLE
FEtgsm—E8Es HHERBNTAREENRR T ELBRECUTE -

IR L

[ B2

ERRIZ MBS AERE R RAripiprazole BIRR AERH T - BRAAHHEHLREREN
BESHEIEM0.7%-8.3% - Bl SELEERAripiprazoleVIBFL P2 R R A RS IEMAZHIER

- LUK IETE iR Aripiprazole I IBEL 4% 2 & F 0T 0 A 2 RVIBTE -

FEAS ER T B3 21 ¥4 38 B B IR s AN B AR Y Aripiprazole RV IR 3 K R BRI 2B R AR E R
Aripiprazolest KB &SRR M JBERERNARTE—HER -

INER

AREIRBBRAENRERARNEZE M RBEYME BRI AREL -
Aripiprazolefidehydro-aripiprazolefE R 2 (10~ 175%) 2 ) 8 N B LKL SR IEB M AL [
R REEIRE] -

BEKRRAE
ARBERARAERERANZEM AN CE—EL 202101132 17R 2 R ERAMETH6E
- ZRIFIHBHERARPESEZSRAEAE ARRE - UREKRIFTE] - BABRIEARESE
BARBWF AL BETFAEERERAPHENERIR - BIoTHMARNEIELUR AR AL
52 & AR Z AripiprazoleZE ) g1 W B 2RI LLEIEE LA R A BERIMR -

SRR
AREDHERRERERARNLZEEEEYNUHEE—IEHE197E10E17R 2 R ERAFTE
TH4AE - ZRBHBEKRLRPTESEII(ZRAZAE - ARREMUREKRTZE) - 82BR
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6.5

WAL ARFN AN EBERAEERERATHENRR - BINTBEMANEEIUREA
AL E B A S ZaripiprazoleZE Y & H B 2 BRI LB H A RDA BRI R -
H Rl R 238 R 5 AR B FAripiprazoleftl % 2 B85 valproate 2 ¥ B FA %4 = BB iE 28
FEE B FRERERANEBENRR - L8 ERANEBEUERABABRZRERARZ
aripiprazole Y E HELERLLE - DU Karipiprazole#1i2 &5 valproate 7 B A B ZE4) &) RS
BFRERZNTEE R ES BNEW -
BEMESHBEZSESR
ARBERAMEERHESESRZZERARNEZEHRBN M S EHE212E6R17THR ZRERA
FRETHMESE - R HHIBWRIKE R ESEI(ZRERE - BEA=2 - FARKRELIKER
REFEE) - EEFRMEBSHBRBREIR 2 RERAG~T7R)ETESELERR - S IT5RABEM
4« B M = (aripiprazole 2~ 1527 /H)F&E vr}\ﬁ%ﬁﬁﬁArlplprazole12LL%;E(#';EE§
RABC-BEL >25% - LIRCGI-IFAH"NE "H'HERZ ") - BEMS - SSMUMAZERTEIE
AE B - E_BEA168 Bﬁ*ﬁ%ﬁé’éﬁfﬁ%ﬁ°Tﬁ_/\BE#%E%EE@J%I%%%fﬁﬁﬁAripiprazoleEE?f
R - Eﬁtnitl%ﬁqﬂ Arlplprazoleiﬂ‘ﬁ%'f&*ﬁ%%l@ﬁz,%ﬂ?%%?&%ﬁﬁié?ﬁEI’\J’I‘Q%S‘IHEEH°
Zhn R RE
Aripiprazole/a BR EZIHNIEZ L HMBEMESE—E8E(RAT~175m) NS — @108 (B A
6~18%%) BB HEIL(H194AN) - [Z2RAZHE - ARKIE - DIKERIKRITAR] - BRI AREEA
ZEMWA N BERTARETERERAPHNEMRIR -
EEMAR
TEVERARE - BEMD 2Q1XX)ZIKEBOXRRK) - #&HBaripiprazole AfREIEEHEAT10 ~ 2070
AZEZMERBREEMRIET « PEMLCNS)BRAER LB NIREBFBRIEMAIEE - £
SHEAFA0Z27xA - TMEMAISEEERILT - EBARE - BRINE(splayed hind limbs) -
SEZZ(hunched posture) ~ EZEE)KH - BRI R EMAPEIBL(CNS)EZR - Ihoh - TERE TS
2R MR AL - EPT BT E KB EKkEF M (dose- dependent manner) NNVEREZRZ|EC IR M EE
ST - EEEE(motor activity)IB IR L ERR (EH) - B LIR(B EREEIEX) - FLIR(EE
Ko BIMAMuMEiERE(RE LRMHRE FERNEREZME - IWESRE /D) SHEMRIESEE(L
c WA ERENSEEHRA /RN MPMIARIBEMNEN - BIEHEREREARMEZE
2(No observed adverse effect level, NOAEL) R E B EBIEE N (102%/AF/H)RFHE
Aripiprazolest EEMHRHMES M FENERAREZEE(1527%/H) 22 B MBS (AUC0-24)E
BN Z 2 4 R 4R (safety margin) - TE2ERAKERRE - FRAZEYMHEBENIERZ O ENRIRIEST
BIMIR S BIRENENARE 2 ERAMN TR EEHZEE -
FHE21{E B RN - ORRE6E BrYAripiprazole (3 ~ 10R130E 5=/ AT/B)M&ERE
+ Aripiprazole&3E R EE R - JEENRIER - EENRFALI R BRI 5K IREEFAS P R#HAS(CNS)HR
REZ - BERESIE  EREEYAEANEOTI9RBRERESEI8% - BEAHEKREZIL
B FE 2T £ (No observed adverse effect level, NOAEL) R E & ERBHNEIE T (3=27=/AF/H
)2 AE Aripiprazolesi EE MR HMES P FENERAEZZHE(1525%/H) 22 B 4 EES (AUCO-
A BN ZE MR 4R (safety margin) - TE2ERHNREHRE - FIAZYARNIERS YN -

EEA

HE R A\ R SRR R[S R BEEE  EEA IS ER GRS -
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» Aripiprazole)a AR ERHA% - LRBEZEHER6% -
EEMEERERA(BE185)WEAFER D - Simpson Angus Rating Scale - Barnes Akathisia
Scale & Assessments of Involuntary Movement Scales®#%{E 5 H - BE7RAripiprazole’a&
AL T B BREAR CRRBENEE -

MRHES

ERVEREERRD  REFENRATESHIRINENEENER - THNARRREES
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Wt NSE N EBREREE | BENAEE - ERSERMERERAE - SWE - ¥ REZHK
(B)SEANIT - BEREBELEENERHE FMERE  BEEHBMARSHEMNFE—RNNBEERE
Y) EERAIRERERE - ERTEERE - EBMARFENKRED - SESMNRDIEENE

BT ERIRR

iRl I E B IR

Eff - 25 ZRANEBHEBINFIERE

FE—ERHA26E - €5HEET - tbE O RAripiprazole A% FEIE BB L AERAMBEN AR
K& - BT BR R ENEERRS 2 MAripiprazolefB%8% (12/153) - ZRIEAER2%
(3/153)] - EERRWENARKRIEAREMIEE - LR BHRARIRENARKRE—K - TiE(E
M - REBRRENRS  BEHAREREG/12BEE - 4/128%3E) - BERBELER
HA(9/1288 £ N AT49K) - BFERBAR(7/12AB1B10X) - BaRl R EH/DEFAAripiprazole
(<1%) - b4 - E—EREA(G2B)N B ML RIFT D - AripiprazoleBRVEER R B ERT5%
(40/859) -

#Aripiprazolefy LRI EAB FRER R EIMA R 2 &

TEHIHHNARREAEE  )ELIRIERESIEHEFHMECRBENARKIE ; 2)IFE
FRUARKE  3)FBEERMEBENBENARKE H)AXRSEBZHEAEEM ZARKE

- 5L RIEI B ERBENERLRBEN AR RIE -

FTRREUSBAMRKDE  BERERNOT  BR(frequent) - BEXRDED161/1000EAR
AREH ; PR(infrequent) - BEER161/1000BAZE161/1000 B ANAREY ; UK F
R(rare) - BAERDR141/10000m AW ARSH -

BA-O AR 1% 2

MBEEMERFER :

F R— M/ s/ ME

IR

DE-LBGAE - 0IF ; FR-0DEEE - OERELE - EEBSHEE - DEHEEER - LRE
S OHLERI ~ DALAEZE ~ DADRIS

IREBES :

PR-BY , FR-ER

BBEEERE

D R-BREBEY AR ER

EEM R ERIGEEEAI R IE

BRE-EN, VRE-FEKE - 0E ; ZR-MEKE

FFRER -
FR-AFX -
RBRGFERE

FR-BW

IME - thB KM S50 ¢

DR-BE; ZR-hZ

BE

FR-BERNK; VR-FHEZAS MEAS  NPAERSEAS  yBEREEREAS
 FR-MPRIBEAS  MPREAS - MPHEEAS - MPRAEAS - OEEQTREHA
R - REMEeEERAS

RBEEEES

\m [¢
i}

P.31




8.3

=R-Fe, PER-FR-EMN - EMmH - EMmE
MRS R S A AR R
D RSAIAEDS - AR , FR-=QNAE - BHENRE

SR
OIS RE  RENES  ERREE - EDRERE - AR - BIFESE  ER-EE
RS P - RIS - RAEEE - BAARIE ; <1/10,000(5 A-FERE
B

DPR-WEBTR - HRREE - Bx , FR-UEHAS - HEHRK - AEIAHE RARZT B
SRIE - B3

BB R A TER

FR-KEE - RIR

FEARRABER

D R-FEINEERERE ; FR-BMLIE - BEARA - AL IERR - BEEBIIE

FIRE - MOEL A AtIR R =

DR-BE - IR

RN EBESR
DPR-FB -~ 20T BE - HRRE  RE  FR-EWP
MEERE :
DR-EME - SER
ERA-ORRE

ERZE1686MU6E 18R RERANGESERET @ FIBRIANARSHERBHEREREARA
- ERERATEZINBEINMBEREN NI -
IREBES :

DR-IRIKEE TS

BBEER

DR-HIEEGE - HlREE

waE

BR-MYREEEAS

LML

hR-EE

B B B PR B R R

BR-ERXK

RS RE T AMEE
b R-BEE
IR

FAripiprazolefy#Z £ & & B B IR TN IIARNRE - HRELHZHEATEHENHRTEHE
BORE - FITA—EscEr HEGREYENRERRER : BEREBEBHMERE - MEKE -
WREREEE « FBREAE/= M2 - S OIREREEE) - fRERMERETS ~ F11R - MIHERE - IRINEBRNEY)
M52 5 BB IS BE 14 KU AT BEIE 22 A0 & B EAR (DRESS) -

9 BE
MedDRA EFIRBECERAR DB NIARSH -
N
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RS EmEnN&ias  SENENHEIINIOMRAripiprazolelBEM RIS - 815
Aripiprazoles= G IRAMMIREMZENHAZEBEE - WA ERFEBAripiprazoledETHIZES - B—{E
Ja AR EERArpiprazole 12602 = (BHRARZZDEN42E3)ETEER - TARSEL12EEE
NHZE RS EINYAR A Aripiprazole B £ 531952 52 M AR AL -

CIARArpiprazole (BEARAS HFREMEN)REBENEL P  HFEENAFAREHRS(FIAAZER
SEXRUITELDBS%BEH)EIER - [EEMEER - £— @=L Z2E AR FAripiprazole (BE¥8AR A sk 7 iR E
ZEY))IBEMERGID - TBEINEME R EEEZNEEMEAR - @FBTSE  WEB -  FERERE
B0 DEAAERERE - OPEAIE - B RBLIARR - E - MR CF - EEI0E - S
M - EMmee - EMEE - S6E - EHTL - QRS ComplexiER « QTEBIER ~ IRAMME - FEIRE
1~ B EER RO PR -

RZEBRENEE

HAlE 2B aEAripiprazole[R FBENTURERIEN - BzAREASR N ETOERRSE - IR
SRQTERER - Z2UEIEOMER - 58 - REBSHNEREZLEaERT - REFIRE
t50E - M E S ERKRINEEIER - BEREE - BN BERENENESEERARERL -

SE MR- EAripiprazole HZB 2R - RERAE MK - olsE AR LEAripiprazolelRUX - £ AR
Aripiprazole 15257 —/I\F# - BRAS0 AT E MM - ol LUREaripiprazoleRF5AUCEACmaxEE
50% -

MR ZE-#2 BRER MR ZE T EAripiprazole lRFRBEAFEMNRWEN - (BAZERAripiprazolefa (M
REQNBERES  MRENEZE AripiprazolefRE28 22 &) -

10 ZERM
10.1 fER&EE

Aripiprazole¥} B8 K FRAE Bk 1814 = BIFAERVIE RIEHII AR ABEE - 28 - aripiprazoled] &g
ERAHZERD M MBRS-HTAERERE D EE ER KB MBR5-HT A EREERIEN
TERME PR3 EREEEREY -

10.2 ZERUZEIRR ML

Aripiprazole¥i iR ZEZD, ~ D3 » MEZES5-HT1a * 5-HToa - RIRESRE N(KIED BB
0.34 0.8 1.7713.4 nM) ; HRZERDS « MBER5-HT2C « 5-HT7 * al-B LR EMESE
AAERHIEZENMERBERWEURIZIRPERS NKIESBIR44 - 153957 - 6170
98 nM) - Aripiprazole iR IEMZSEZ MBI EARENIRSE (1C50>1000 nM) -

10.3 BRRAIZEMHER

M - MRS - EEHEE

Mg

S SRBMHRAIBICRE - F344AEBASprague-Dawley (SD)A BT - BB EEHE
MIRIEYID - 38 TS Taripiprazole : ICRE - SEEART 3+ 10 - 3083 ; F344%
B - SASAF1 -3 1085 ; SDAR - SASAF10 - 20 - 40 - 605 (IR EIE £ E A
mg/m2 - 2 Rl&AMRHD [3025%/H]A0.2-05-2-5F;03-1-3&;3-6~13-19f8) -
AripiprazolefE I BB SV I M A B 5 HRAEHRIER - e ST - SHS/AFEMaripiprazole
3~30855(0.5~5{EHIMRHD)MEERERE - S T I - SLIRSE - IR B RS L7 - &
M AES F - RERENSaripiprazole B8 HAEA 10253 EAMRHD)E - 444
RSB T ; aripiprazole I REIBE RS AF60E5(19EMMRHD)E - B HiR e
B SOFE IR E IR/ B B R -
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SERAE MR IBREYE - EBEY IR IR - IEERMA DY EREREERIEM - 1T
B n ERERIERSERD2EREENIEAASWIAREMN - HaripiprazoleZ =t
S EARHEMBFWBIHR - KM - £—RH138 - RN EYE S HF IREEN
I RIE B GRRMR S - BIRIMENMBPYIHNRIE LS - EME/IMABENIZE - &
AR R SR RERREGNMAS - AEEABNIISFVANRIERE LT - &
BEHY 5 LRSI ARENERINRZER - BABEROEM 2% - (DABE -

TR
B R AslaripiprazolelIMRET M | IENAERBEREDHT - AERAEDNAE

B - sERREERRESH - AAEMERAR - MEPEEEMAECHL cells)#E1T
RReRREST - AN BEREEMZS T - URFBAAEETRAREHESZEZES
AT - ERN P EEEMACHL cells - EMSBRABREHEB) ETHNAEANLREERE
e - aripiprazole 1 —TE@R# E4(2,3-DCPP) 2IR HEI R AR IR Y - MAHY2,3-

DCPPiE R E A P Bl 2 B AR (CHL cells - RAEBLH AR DTS RBEZE - £AH
NABRVERMEZATPRELEERE - 2 - SERECITFER—ERAZEFOKS -
EBNZRIE

BREAMBEZRZECH - Bt RERHEaripiprazole ORBIEBHEAT2 ~ 67202
7 - D RIBMRHD(IRBAEZREEMg/m2) 30=5%/HR0.6  2H6fE - RAEBERZELEAES
IR EIARABSIRIENNIRSR - BRIEARBIREBNTIE - H2ER6EMRHDIWEIE &)
ERREINERKRYE LA - MEBMRHDWEIE TEEREIRERENIRS -
BREAIEREZIRA - A KB Aaripiprazole O RHEEHSEAT20 - 40F160=57%

- D BEIAMRHD (IR#BEEFREEmMg/m2) 30E5=/HK6 - 13F1191F - 19 EMRHDEIE T £}
SZEBBERTETE - ME13BRI1IEMRHDWEIE N 2R B RERZHENIRREI R
BIREBFNRE -

ENMSIRE K (k)R8
EANABERBETHRI6EZEMSUMENRIREZBESARE - HaligH
aripiprazoleBHEBAT60ExRUREHEAT40M60=7HE £ - BIZMRHD (IRIZEERETE
mg/m2) 30255/BRrI13F1191Z - #EREERaripiprazole’E G EEEL - STEBEE/BREF

RRANE - T ARBIRARAER(EET - E—D ARSI E MBI REST - EIRE AL
RO e Z B BRIBRARA -

11 EMENBEHE

AripiprazoleRyEH KB E 2K B R BHIRELZE Y aripiprazole - /D E S REREETEZRHY
dehydro-aripiprazole - Dehydro-aripiprazole B AR A EHWD2ESZ RS - THEES
£ MR PRI EE)3ZEA0% - Aripiprazolefldehydro-aripiprazole 2 19z HEtt X BHI D BIA 5
75/NFSFI94/ s - BREZ14HMA - FIiMEM DI ERIEYIBEMRERE - HE—IREEY)E HET]
PIFE R Haripiprazole 2fE £ - fEIZEAEE - aripiprazolefVZE4) &h ) B 2 AR S A EEBIRY -
AripiprazoleR9#Eitt - EELHM RMIEPAS0ZINES(CYP2D6FICYP3AA)RIFTF I EER - B
CYP2D6ABRHKHBIEA - aripiprazolefIFIIH R ¥R AR 146/NFF -

ZyE) B R EE R Aripiprazole DA f Bl Aripiprazolefe B B4 B2 S M -

M AR s £

RUg

#e : AripiprazoleB5RI - 3-5S/N\RATDIEZIMBPEYEESIE - HigH i 5HEHEY T
FZE%87% - Aripiprazolet] DUEBYEISRA - oI IEERA - SHEA—E152%
Aripiprazolefe B EAIZESAEE - R Aripiprazolesk EiE M #H ¥dehydro-aripiprazolefICmax#i
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AUC ~#le B ENTE - (HEEEEMaripiprazolefdehydro-aripiprazolefITmax 7 BlIIEE 3/ )\
EET271RE

pal

AR I+ B 2 ZE Y aripiprazole Z IR EMR B D MBS TE R & (404 AT 4.9 AT/ AFT) - BREZRIM

B E - HIEREBMRER - aripiprazole I EFEXEHY) - BMBEEANESEEBR

99% AP LIZZ2IRAEAES -  tRETREARLELRD  S8HRE0S5-302B=AZHE

aripiprazoles##&148 - Eﬁﬁ%%i%ﬁtﬂ AIRABIEAE - D2EZRBEAZFREERGEBNIEF
; EEFRaripiprazolet] 2B E AIKLED -

A Ik il

AripiprazoleIE T 22 KBH-EEMBLERE | Z&FEH -~ BIEER - MIN-EHREER - RIEE

SMFEZE - CYP3A4F] CYP2D6%E§¥¢aripiprazole?_ﬁi’gwlzﬁiwzf’ﬁﬁﬁ MmCYP3A4EIEN-E R

ER - ®E2B1BIRP - aripiprazole2 T Z2RIZEYBIER(HHE R dehydro-aripiprazole) - TEIZEARRE

OEERE Y dehydro- aripiprazoIeZ’JEaripiprazoleﬂ]l RPAUCHI40% -

AR FAtx- 1412 ERaripiprazolet® - DI EREZNFRAMEFED - 7 5IRIRNSRAE25%M55%H

Kt - ORB ALK HEIHEHaripiprazole - TERAFDIR1% - EEPRIRIBNEORES

18% -

EZYREERRR

Hith# ¥ ¥aripiprazole Kdehydro-aripiprazolelZ I EA D AN WE1 &2 - RiFESR - &

CYP2D6/E Z & (extensive metabolizers)[E R AR5EIAICYP2D6HNHIE & CYP3 A4S iF

 TRERTEERIZEY B EMR B RERFIECmaxFAUCEE EF4.51F - EOMRIKEAE - ECYP2D6AR

31 & (poor metabolizers) AR&XAICYPIAAMFIE IS - FERATEZERIE Y B EMR B BRER T

Cmax#] AUCESE EF3fE -

1: HEZY ¥ Aripiprazole S B £

Effect of Other Drugs on Aripiprazole

PK Avripiprazole Fold Change and 90% ClI
CYP3A4 Inhibitor:
ketoconazole éll]"mcl B _._|'
CYP2D6 Inhibitor:
quinidine AUC } ]
Crax [ e
CYP3A4 Inducer:
carbamazepine AUC | -m—
y Cren | FEH
Gastric Acid Blockers: Al
famotidine C:‘]ng; [ -
Other: )
valproate égari L '__-.,__4
lithium AUC ]
Crax [ P
lorazepam AUC L .
Cmax [ ——
0.5 1.0 1.5 2.0 25 3.0

Change Relative to Reference (without interacting drug)

k]

2 : HE#Y#dehydro-aripiprazole iV &1 2 {EF
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Effect of Other Drugs on Aripiprazole

PK Dehydro-Aripiprazole Fold Change and 90% CI
CYP3A4 Inhibitor:
- A
ketoconazole énk':i E — .
CYP2D6 Inhibitor:
quinidine ALUC + I
Crax -
CYP3A4 Inducer:
carbamazepine AUC - =
o Crex I
Gastric Acid Blockers:
famotidine é&r‘fx B _;4'_'
Other:
valproate éh"_g B -
lithium AUC + f——
Crax [ -
lorazepam AUC - o
Crrax HEH
0.5 1.0 1.5 2.0 25 3.0

Change Relative to Reference (without interacting drug)

Aripiprazole¥t EthZ YRS W FABIANES - — Bt HEBERAPMETHNIRHENE HES
RN - IREREDBEMREZMfluoxetine (208440=52/H) - paroxetine CR (37.58¢50=5%/H
)Bsertraline (10054150285 /H)W M FREL A2 HIRABREVE(L - BLENBEEEYA
aripiprazoleE R %265 - fluoxetine&inorfluoxetineIiBEAMR M FTBREE 7 Al S #I18%
36% - paroxetinefBEE ZRIELK27% - MsertralineZidesmethylsertralinef B E AR B MR ER|
mAREEME -

3 : Aripiprazole ¥ H E B ¥R ZEEN B ER

Effect of Aripiprazole on Other Drugs

CYP2D6 PK Fold Change and 90% CI
o ouoee | e
it S-warfarin  AUC | L]
- i B HiH
R-warfarin ékg - 2,
INR |- HH
omeprazole B e ——
UGT1A4 éﬁ
lamotrigine §UC - t.'_-l
Other et
valproate @mUF“ E '14
fithium guer Y
lorazepam &E-LC‘ E FEI
venlafaxine venlafasine é“c . }-El-l
max
O-desmethyhenlafaxine aAUC -
Crmax [ m
escitalopram auc k-
Crmnax [ Fﬂ
0.5 1.0 1.5 2.0 25 3.0

Change Relative to Reference (without interacting drug)

ARV

Aripiprazole &dehydro-aripiprazole £ &8 5l k2 IR ZEE 7 R AN EI4 K5 - UESh - st ERA
(102175%) 1% Aripiprazole (20£30E5) - &ZLRBER EEMaripiprazoleEE R E L ATEEL -

4 : WA EFEaripiprazole 122 EN 2 {EF
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Special Populations

PK Aripiprazole Fold Change and 90% CI
GYP2D6
poor vs. extensive metabolizer AUC F -
it } ] |
Gender
female vs. male AUC t L
Cmax [ ]
Age
2-84 vs. >65 years old ALUC - .
Crmax .
Hepatic Impairment:
mild vs. normal gUC - f =
ik e — {
moderate vs. normal gUC r oo .
M i
AUC A
severe vs. normal Crmax —a—
Renal Impairment:
Severe é‘UC r = =
T s -
0.5 1.0 1.5 2.0 25 30

Change Relative to Reference

5 : AEHEF#dehydro-aripiprazole I Z2EN E{E

PK Dehydro-Aripiprazole Fold Change and 90% CI
CYP2D6
poor vs. extensive metabolizer éuc = } =
F —a—
Gender
female vs. male AUC F |
Crax | oo
Age
18-64 vs. »65 years old AUC | =
Cmax F .
Hepatic Impairment:
: F e
mild vs. normal SHL;'.& F a1
moderate vs. normal éUC F b
max [ —a—
severe vs. normal AUC F } = i
Cmay_ —I . =
Renal Impairment:
uc } = i
Severe émax r .‘ = |
T T T T T T
0.5 1.0 1.5 20 25 3.0

Change Relative to Reference

12 ERARRELERER

O ARAripiprazolef)EN 2 RSB iET -
o BEBRBEMARAZINERRM—EERF R B URBERBES PFEBA3~175%
)2 —E e At B
o BBIESRS ’_—ﬂ?ﬂ’EEJZAFAZIT_fHI% AN —E/ B R R KRS ES R BIF 2%
SRA(10~175%) 2 — B EAE — nitu%M
. %*@'f&ﬁ*ﬁi)\f/\Z%-iﬁ}ﬂi Bl B s A R MR L B
- HIMEBEBEYAEREAENEREM AR A ZWE TR 5
- BFMEBHBEZSBRIRRE(6~175) ZMEREH R
o HZIHECAESRE (6~ 1875%) 2 Wi {El A HA 14 5 B
BB KRR
BA
HE U EENBBRBEEIRBAFTEDSM-III/IVEZETER) - #ETAERIHABNE)NZ R
it - IS Aripiprazole @ RBBERBE MR - EhEHRS - HopEHBRER
Aripiprazole R BRINRZRE ; BaES—aAdBP(MERERNHW—E) - mEFRLEER - &

P.37



gt Hh = Ea a2 EENE B AE(—E#EArisperidone - S Mi{E# Ahaloperidol) - BE=1E
W7t Esksnat i LEER Aripiprazole B EL S 18 A R ZE M ) B Y -
fEAripiprazoleRIFH A BN R E R - A 7 UEF 2R SR E R E @R EUEREMR -
e B EEN I EMEa MR SR (PANSS)FEfL - PANSSHEAE3OEFGIER - &2 1EH
TEANTEREIEE) - BMERTEFGIER) - A—REEREE(16EFTEIER) 8B 2H1Y
(R)ET7TH(BE) ; PANSSHEBH&EE30E2107 - AR S MR (CGl) R —EH LR

HRAFEATRBRBE—VERARIE - REBABERRT ZE -
E—RBNBEEHARB414N) - EHMEEEEIEaripiprazole (15803025 /H) 2 % FIEIHELEAY

A - IRAMEARER Zaripiprazole - EMAKPANSSARE 7 (R102Study 1) - PANSSIEM X
HERSD  BAREZRIZBREESIESNRAZLRBEINAR - 55 - §HRAaripiprazole 155
7 BHNEURIERFTISNRLHEA -

E—RHNE (R AZ404N) - lRFaripiprazoleMTEE £ H £ (205,30 52/ H) 82 2 R 48 LB A0
A - IRAMEAER Zaripiprazole - EMAAIPANSSAE 7 (32102Study 2) ~ PANSSIE#R
HERTD AURFTERED  BREERISBREESIHTSNIRALZRENAR -
E—REIRB(REAZ420N) - RA=EEEE Earipiprazole (10 + 1552052/ ) B LR 48LE
BHEERT - RA=TEFELIZaripiprazole - 5 =#RPANSS#E 7 (F102Study 3) - PANSSIE
MRFERSTD EURFERETDHSRIRALRBAER -

—{Est ¥ =EE EHEIE 2 Aripiprazole (2 ~ 55 10=5/H) S LR EETERMN6 B R(FHAH
367 N)E - 10=2=EI £/ AripiprazolefEPANSS#2 73 (3R 102 Study 4) (GEIEM M =45 Rt
EE)VTEHNRRZEBRLZHE - 22 KSEmHNHEEF ZERT M IZESENRIRLAERZE
Hl -

ALt - R AE MR F - BmfE ol MRS HARBaripiprazole 1025 ~ 1525 ~ 2057 -
30EMERIBEIEEY - EEMSEREBER A LMEIES  SESALLEEHEAHBTR -

E—EHE AORGHHWRAESD - WARSEERAEER - 45 - B BB ARZEYRIE -
F—REHAARE  BE 7310UFSDSM-IVE2ET R 2 BELFAENERIFIZHEA - ELRA
Hittiuism e —E AU EZRIBIREE - BLEmAFERERNTBEERENE - KE%SEC

- &R Aripiprazole 1525%/H@LBE - 58268 - WESHESERERESR - €558
HIE  ERERUWT | CGI-ELTAARREN(ERERERE) ; EIEMRES MEAREFR(PANSS)S
R ASFSEIEBZB/ A RRERS(PERE) - SIPANSSHED KIRER20% - ARA
Aripiprazole 1525=/HEA - EEREETHRN26EE  RRALRHELE F BERERNEE
T HBERRE (E6) -

RERA
F—EHEFTEDSM-IVBE K BERZ R B B EPANSS 8>70 2 FI2 M A FTET 6 E 2 Y
EI¥ IR BT - FEEAripiprazole R ERA(13E175%) 2 BEKBEMABEMUR - EEETEME
ElEH £ 2~ Aripiprazole (10258/H5(30=5%/B) B L HEI#E TR IE 8B (n=302) 3

- AripiprazoleViEIEHEREH2E2 % - —HEESKANREZEEHE=EEH102% - M»—#AR
EENARANAERZEZREESZHI0E=7 - ZEPANSSHE D A H(FR22 2 Study 6)(EREMENEELER
AHETERR) - MBI E 7 AripiprazolefZFRIREEBR LA - SH30ZE=NEIEREN T ARZIRHEE
BHI0Z=ZHEIEEAN - AR HAREBBRAN G A G BRI AETERERAPHENR
IR B OTEEANEE KRR ABA LR E R AP ZaripiprazoleZEY) &) H B S ERILL BRI 1 4
FRBERUR -

F+22 : BBKIFEZEVGER

ABREREE  aEAERl EFERMFTE : PANSSHBE S
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Placebo-subtracted D

ERETISE R BT (LS) o subte
}(SD 198 (SE
4(SD) 19811 (SE) febsp
ARIPIPRA
ZOLE
¢ 98.5 (17.2 15,5 (2.40 12.6(-189, 6.2
(15850 (17.2) (240) ( )
)*
Study 1 ARIPIPRA
ZOLE
. 99.0(19.2 -11.4 (2.39 -8.5(-14.8, -2.1
(3030 (19.2) (2.39) ( )
)*
2 R | 100.2 (16.5) -2.9 (2.36) -
ARIPIPRA
ZOLE
. 92.6(19.5 -14.5 (2.23 -9.6(-15.4, -3.8
(20=25%/H ( ) ( ) ( )
)*
Study 2 ARIPIPRA
ZOLE
C 942 (185 13.9(2.24 9.0 (148 -3.1
(30350 (18.5) (2.24) ( )
)*
Z R | 94.3 (18.5) -5.0(2.17) --
ARIPIPRA
ZOLE
. 92.7 (195 -15.0 (2.38 -12.7 (-19.00, -6.41
(102350 (19.5) (2.38) ( )
)*
ARIPIPRA
ZOLE
O 932 (21.6) 117 (2.38) 9.4 (-15.71,-3.08)
Study 3 (15=Z%=/H
)*
ARIPIPRA
ZOLE
. 92.5(20.9 -14.4 (2.45 -12.1 (-18.53, -5.68
(205350 (20.9) (245) ( )
)*
2 R | 92.3(21.8) -2.3 (2.35) -
Study4 ARIPIPRA
ZOLE 90.7 (14.5) -8.2 (1.90) -2.9(-8.29, 2.47)
==/0)
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ARIPIPRA
ZOLE 92.0 (12.6) -10.6 (1.93) -5.2(-10.7,0.19)
(525/H)

ARIPIPRA
ZOLE
(102%/H
)*

Z R 90.8 (13.3) -5.3(1.97) --

90.0 (11.9) -11.3(1.88) -5.9(-11.3,-0.58)

ARIPIPRA
ZOLE
(1025%/H
Study 6 A
(52E® A1 ARIPIPRA
3-177%) ZOLE

93.6 (15.7) -26.7 (1.91) -5.5(-10.7,-0.21)

. 94.0 (16.1 -28.6(1.92 -714(-12.7,-2.13
(3030 (161) (1.92) ( )
)*
2 R | 94.6 (15.6) -21.2(1.93) --

SD: standard deviation; SE: standard error; LS Mean: least-squares mean; Cl: unadjusted confi
dence interval.

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

* Doses statistically significantly superior to Placebo.

6 : E5t{ERmALLHIRIKaplan-Meierfli&5ti% (BB KR EEERS)

ARIPIPRAZOLE
— —— PLACEBO

Proportion with Relapse

Number of Subjects at Risk
UPIPRAZOLE | 148 138 111 104 96 92 88 84 78 76 75 73 71 22
PLACEBO | 149 138 105 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
4] 14 28 42 56 70 84 98 112 126 140 154 168 182

Days from Randomization

SRS

P.40



IRESREN EEBREZSW AR

ST M R R BRE SR PR S B R AFRVERTR A (RS DSM-IVEZET £ RY) - 1T {E % H

— Bz B IR BR AR Aripiprazole’a R M IR AE SR F 2 R - BLERLBRAVRE A BRAB RS
RS ENATRERBRZRACES AN EREBIHRE -

FAZREHL BRAEAE MR EZE T BEEYoung Mania Rating Scale (Y-MRS) - BE2—1&1115 G KETE
RN (RERERE)I607 (mENE) - B L2ANHLREHRENEE - 5 —EENRE
L T EOERAREIZEN 2 - 21514 (Clinical Global Impression-Bipolar (CGI-BP)) F£3k -
ENERBE=B(ZEABDBIB268A ; 248 ; 480A ; 485A\) - BRAAripiprazoleBH—R15%
EREHP_ERBEEHEREHI0ZER - Z_EHARZERHEAREH12%) HL R
RBrvstEa - BRAHAripiprazoleHHY-MRSBE 0 (F24 751 ~4) - BREIREIR-EHMH =R
(CGI-BP)Z IR ERERE /N ZRESENRRALEEAE - £ _EErHEATH1Z2% 2RKHER
oh - HEREDRIR48% K44% - E _ERRHSELHEHIE=2RKERT - HEEES S
86%k85% -

s FAripiprazoleY %&£ B sk valproate 2 B B FRZL 8 R IR E S8 (F SR S B B FRVBEM S E— AR ER
NIENESIAR(n=384)FEFHEI - EREMEGHUTEDSM-IVE—BUEB M Z B2 ENEAIN A
BARER  TA—BRABIEMBENRNEEEL TR E—2Y) ek - SEMRTIZUERE AR
fEE R SR B FBE AR A BRI EIEA -
mA—RBEFANER O EAEMNSEEIEEE0.6~1.0 mEg/L)Sivalproate (50~125ug
/ml) - LIS EEIERFEAEME - EMBRARAR 2% - S REHIEE S valproate EL B E &
Wz FERIE A (Y-MRS#7>16 BY-MRSAR 72 It Z 12 E<25%) LA 24 - 7 BlfE A Aripiprazole
(1525%=/H - IREEFE7TRIES 230=5x/H)s LR M _ RN 22 Estvalproate B BNARE -
ERBNBHNZEEERIP - DREBEIER1525%/H 2 Aripiprazolef & 2 sk valproate (&%
#E 2 Al40.6~1.0 mEq/LEL50~125 pug/ml) =z #Bh FAZETE fR1EY-MRS#2 73 (3R 24 2 Study 5) & CGl-
BPEREREE 2 H(RE) S ENFIRZENEALRE M ARE s valproate 7 BB FIZERIERIR - T
ENIBMTR AR - B71%5 Fvalproatefm AM62%H FHEEERRE A - IERBHBEIE1525%/H
Aripiprazole -

RE®RA

E—EHEFSDSM-IVE — B EMR 4 ERREZENER - R KRFBEBEERSE - BERY-
MRS &>202 P32 98 A FrEITRO B 2 R B ¥ BR Al B (n =296) - FF{&Aripiprazole¥i &R A
(10217m) 2 F—EMMEBRAEYR - SELELHHH RGBT EMEREEEMN
Aripiprazole (1025/Hat30E5/H) ML REI £ TEEE - AripiprazoleViEinHIE/2E5%/H - W
R EFERSER/H - —HEESANARZEHREE10E257%/H - ME—ARZE13RAF[AES
HIZEHE3025%=/H - £54BMNY-MRSASEHNERENECHE - mEH S Aripiprazolefy
FRIREEBR LR (FR2322Study 6) -

<23 EEMER 2BV S

E3

FEBEUFE © Y-MRSE D

SR AREE | mRE T | GERERATE | o
Ifrerence
73(SD) INETFS(LS) (95% Cl)

P.41



Stugdy-1 Aripiprazole
i 29.0(5.9 -12.52 (1.05 -5.33(-7.9,-2.76
(30/1525%/H)* 9 (1.5 ( )
Z 28.5 (4.6) -7.19 (1.07) --
Aripiprazole
i 27.8 (5.7 -8.15(1.23 -4.80 (-7.80, -1.80
Study 2 (30/15=%=/H)* 5.7) ( ) ( )
Z 29.1 (6.9) -3.35(1.22) --
Aripiprazole
i 28.5(5.6 -12.64 (0.84 -3.63 (-5.75, -1.51
Study 3 (15-30=%/H)* (56) ( ) ( )
Z 28.9(5.9) 9.01 (0.81) --
Aripiprazole
. 28.0(5.8 -11.98 (0.80 -2.28 (-4.44, -0.11
Study4 | (15-30%F/E)" 68 (0.80) ( )
Z 28.3 (5.8) -9.70 (0.83) --
Aripiprazole
(158%30&5/H)*
+Lithium/Valproat 23.2(5.7) 13.31(0.50) 2.62 (-4.29, -0.95)
Study 5 e
Z2RIE + Lith V
SR LthumN - 53049 | 1070 069) -
alproate
Aripi I
rpiprazoie 29.8 (6.5) ~14.2 (0.89) -5.99 (-8.49, -3.50)
(10E25/H)*
Study 6
(ZERAI0- Aripiprazole
~ 29.5 (6.3 -16.5 (0.87 -8.26 (-10.7, -5.77
1775%) (3025=/H)* (63 0.87) ( )
Z 30.7 (6.8) -8.2 (0.91) --

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

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

* Doses statistically significantly superior to placebo.
F—REHmMEIRNERAE
%E :I::L\}:g

—EY) R

FHE T EDSM-IVR2ENERINE — Ve RN E R - SO AIRERFEUESBEF - &E%Eﬁ'i(open—
label) Aripiprazoleia#& - FwiEieE M B A RRKREZE D /NIBR ERm AP ETIE R - SEH R
ME—IZFAMNIEER - EFRFPI2 B ARBAripiprazoleEH155 302 R (BB £ R30=5/H
) BRERBEMBAFRAREZDANBLE - DI8EAI - 161A0E AW IER 2 2 Ak FHETE E 5
REAR 415 HAAE BB E RV Aripiprazole st ZRIEIAH - ABREREHBENEEENER B - A&t
BFrEARNTESSHEZHESHABRMGREN LBEME) B RNVSE - TR DI

» Aripiprazole# A BRZREIAH(B7) - EE B AERMEER P EIZAS5E B RS 4(mood events) - H

P.42



H19tRSE S Aripiprazoles - 36HF 3 AN LTI - T Aripiprazole)a B B 38 ERE(61H) VIR & /Y
FIZR (190 S EBRES W Aripiprazolea B A (9t ) L R A 14) RIABEL - ZE—EEH B ALOR
[GEMAERAES - TRBERBRNABFER - MRl ZBBAAEEYRIE ; AT - E8— G TEE
2R N\ ZAR A S L R RN ER -

7 ZFHEERALEFIRKaplan-Meier fEEHE(E B EBHR7)

ARIPIPRAZOLE
PLACEBQ

1.0 4

0.9 4
% 0.8
- S
= 74
"

0.6
2
= 0.5
=
8 0.4
% 0.3 4
=%
E 0.2 4

0.1 4

0.0

Number of Subjects at Risk
ARIPIPRAZOLE 77 75 &1 58 50 47 46 43 42 41 40 40 40 6
PLACEBO B3 T4 62 56 53 52 48 45 41 39 35 30 30 25
T T T T T T T
(4] 14 28 42 56 70 84 98 112 126 140 154 168 182

Days from Randomization

HRAERVHBN A E

HHEFESDSM-IVE— TSR = B2 ENER] - ROBBRERFIES R EBFNMRARBAPTETH—
BB RaER RS - mA—FRILLIFER M (open-label)E Aol iE s EMB R ERTEE
(0.6~1.0 mEg/L)skvalproate (50~125 pg/mL) - PSR ER SRFESEME - EMBENEERAR Y
% - ¥ iEESvalproate REEEL B E B ENEA(Y-MRSAES>16BY-MRSE DN ZIZE
<35%)#a T Aripiprazole 1525 /HIERHETE R EFIRIRS RI30=7%/HIR P E10=25%/HEL
AR M (open-label) 7 #2855k valproatefVEi BN A& - LIBEEMA NS EHAripiprazole & 28
FvalproateffE A BB E 12 B4 HIBTEE(Y-MRSKMADRSAED<12) (AT B MM O - 25
337 A L E TS B A R D B 2R A EIEE R ARREEIE0IAripiprazolesy 2 B E DU &
tHEES valproate M EHEN G E - A EWEAHRRE - RSN EBENERFELABIEB528 -
Aripiprazolef A = EENIE T (BREH D ELEIIBR M S HE RN E) BN REA(ES) - 1B5RM4S
N ERRRARE  BESLEBERIFEMER - BUAEHEEEY-MRSS E > 16//3tMADRS
Z >16MELRER - WERBEHNBRELARSHHEEZEY-MRSHE >168/5AMADRS2 & >16 - £
&5 aE B 22I68E B R IS4 (mood events) - 25{E 2R B Aripiprazole#l k43 1E%k B LR
HZH - T AripiprazoleBEIZ 2| IRE R FR B R7E/ DR LR E AR 1918 - mAripiprazolefH #3122
I EEERFEH B 14ERL B AR 18EE L - B8FE RAripiprazolefl kZREIHES2BEFA
EHAEIR B BBt o Bo 2B R M S HH1E BRI I Kaplan-Meier curves -

8 : AR EBREHERRALLHIAKaplan-Meierfhi 51 (B 15 14 % B 51 588)
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ARIPIPRAZOLE
— — — PLACEBO

1.0
0.8 4
0.8 4
0.7 4
0.6-
0.5+
0.4 4

0.3 - e

Proportion with Relapse

0.2 4

0.1

0.0 -

Number of Subjects at Risk
ARIPIPRAZOLE | 168 157 146 137 133 128 125 124 120 112 110 109 106 72
PLACEBO | 189 159 151 146 139 127 117 111 104 100 98 93 91 68

0 28 56 B4 112 140 168 196 224 252 280 308 336 364
Days from Randomization

E—EFHAORGHEMPORES - WRESEERABELR - U ZEBAEEYKRIE ; A &

BEHTREEANEAZRESTIGGEHBENESR -

EREZHEGE

BA

f#AAripiprazolei B EEME 2 BENAEAZNEN S EMERBOBE)NZREISBHETESEE
- EMER BN RE 2 RFTEDSM-IVEEEZET R - BRINREELINNEEEAE(E
3EERR)PAREELFESEVURIE - HEESBHERNEEDEE (paroxetinetEHIEE L EIE -

venlafaxinefE REL A - fluoxetine - escitalopramaksertraline) P T RBEEE B & BN BRI AL

AFEA - BHERWEBEREESFBEESBEUNENERH17IEEB RFHamiltonBEE T h =3

(HAMD17)M N ERZEER50% - RIEHAMD172E 514 - BlRARZEREHSUETHNERZAL

E@/J\Eﬁgiifﬁ¥ HAR 2 aBEAREEEEERVNENEREREASREEAYBEIZ(R)WNEE

HiaEE/06E2%E - MAMRENKEZIZEENRS50% -

AL FHhEEERNEEZT BERMontgomery-Asberg B g2 £3R(MADRS) - E2— 82 101E

IHENEBMTMESR - AUFLEEERNEERE - RENFE T ERSheehankiEER

(SDS) - Er—EBEHE3EEENERIMTE AU LEEEHN —ERE ZENRENEE &
—EIEENFI2ERO (BEMAFE)E107 (FEBAK) -

EEmME BT (n=381 - n=362) - AripiprazolefE[#{EFIIMADRSAR D HFEINFRIRAZENR L

Fl(z242Study 1 ~ 2) - TEEF—EMITF - AripiprazolefEFRIEFIISDSAE S ENFRIBTERZ

R -

EiEmiE T - mAZZERAripiprazoleBHSZEXNHEM AN B ETE WEBNAERZE - (1B

M BN RIERIR - o IERTBIENSZERN A NAREIE - AfFERNEIES  22%/H - 5=

%/H - 10=25/8 * 1527%/H - #ARERBRUCYP2D6iHIE fluoxetine & paroxetinefJfE A - 71

o202 x=/HIEIE - EmEmREM KA FIEIRREENRR10.72%/HEAT11425%

/H -

HEADRGHETONMPERLARSREMEURESREFER - BRNEBEN 2 EZFNEEMA

ZRINEE - R E - MADRSHE D IS IEEEMEE LM/ -

24 . EREZHBNAERR
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8 5, A E AR FERNES - MADRS#E 2

Placebo-subtracted Dif
EWBTIE  HEBEEGYRNEALS) oo cubtracedt

ference?
AN \/i 24
73(SD) F15 %15 (SE) (95% C)
Aripiprazole
0=
® Oizﬁ/a 25.2(6.2) -8.49 (0.66) -2.84 (-4.53,-1.15)
Study )
1 + MEE
Z R+
R 27069) 5.65 (0.64) -
EET
Aripiprazole
(5'20%*%/ H 26060 -8.78 (0.63) -3.01 (-4.66, -1.37)
Study )
2 + MEET
F'ﬂ‘,;‘
”MJ UTAE 26.0 (6.5) -5.77 (0.67) -
z2h

SD: standard deviation; SE: standard error; LS Mean: least-squares mean; Cl: unadjusted

confidence interval.

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

* Doses statistically significantly superior to placebo.

BEMEERHEZZESR

RERA

TEEHEFEDSM-IVERHERZEER - RIRER - XB - BREESTRACHBELERAB 2R

AFTETHMESEZ B ¥ iRt - s¥bAripiprazole i BRI ERHBEZSBESRZZERA

(6E17R)AVEENR - #BA75%0mAE13HEUT -

MG EN R MmTERE M =3k : Aberrant behavior Checklist (ABC) and Clinical Global

Impression-Improvement (CGI-I) Scale - Sm & iz F 245 R 7 -4 2 EAberrant behavior

Checklist (ABORZ RS RRBMEER(ABC-)F - REMERZRZEE - ABC-IRZRERZA

SERMERFE IR RGN -

i {El i PR AV BR RV AS SR AN T

E—EAH/E - 2EHEREEE (n=98) 7 - BEAUERZREASTVPERAGETH)RAZE

Hsk ZAripiprazole 2-15252/H - AripiprazoleWiEIiaHIER2E5%/H - KIBRKEERIE - 15T

imﬂﬂi15%§%/El MZHEIALEE - EABC-IRZEERKCGI-IFHEERBREZHONS - £/\8
AR - Aripiprazolel S HYFI9BIE /8.6 57/H(R252Study 1) -

% EAH/N\E  ZEEHEREHRN=218) b - BFUERZEERSVERAGE17HR)IRH

AripiprazoleBEEH £ (525 /H - 1025/H ~ 1525 /H) sSi@% R - Aripiprazole T E%

225%/H - E—BRIENESER/H ; #102xAKR152%A - FBRIENE102%/H ; &

15254 - F=BREIENE1525%/H((FR252Study 2) - LR EAALLE - BR B Aripiprazoleft =7&

HEAHEABC-IRBMLEBRBRBENNE -

xR25 : HRAMAEBRHBZRRSBHER(ERERA)

P.45



Al BEAE R FERWES - ABC-1ABD

HIBHARKB & Placebo-subtracted

%FM'H \/i: ’\E
i?jmmj‘r /NEF5(LS) Difference?
7 3581 (SE) (95% Cl)
Aripiprazole (2-1  29.6 (6.37) -12.9 (1.44) -79(-11.7,-4.1)
Study  5aszs/H)*
1
% Ry 30.2 (6.52) -5.0 (1.43) --
Aripiprazole (52  28.6 (7.56) -12.4 (1.36) -4.0(-7.7,-0.4)
ze/H)*
Aripiprazole (10 28.2 (7.36) -13.2 (1.25) -48 (-84, -1.3)
StUdy %%/El)*
2
Aripiprazole (15 28.9 (6.41) -14.4 (1.31) -6.0 (-9.6, -2.3)
25/H)*
% R 28.0 (6.89) -8.4(1.39) --

SD: standard deviation; SE: standard error; LS Mean: least-squares mean; Cl: unadjusted

confidence interval.

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

* Doses statistically significantly superior to placebo.

23 ECIE

RERA

Aripiprazole¥i i % 3m IR B E — &) B (7~175%) K108 (6~ 18m%) L B E # Rt ir h 2 %

W MARNRATEZIHEIEZDSM-IVIZ#E B Yale Global Tic Severity Scale (YGTSS) 2 Total Tics

score (TTS) 220-22 » YGTSSE—{E&LBHEUAIIEIR - AR EHMENTics)NEBREE - EHMES

FAHLERL - 1) YGTSSZTTSFEE ; 2) Clinical Global Impressions Scale for Tourette’s

Syndrome (CGI-TS), 5 & — & iR R B BT m A Fr A ol B E A MNMBEHE R 750% - #B3865%M% AT

13m LR -

i {2 uIT%ZIxfﬂﬁ*%/ﬁJEE‘E%BEYGTSSZTTS%EE BRI AR Z21E - TTSFED HENFEL

HENMB AW o AERE - 2 AIIE0~5728F 7 » 101870 BB MBS RITTS 7 1 (BN0-50) -

BLEABERTT

EBEZRMHRNEEREART T~ 17TRZBEZHEKEZRE - FPVFN=133)&K1: 118973

KE|=ZAripiprazole - **JgAnplprazole&;t’?’"“ﬂﬂ TEfEFAripiprazole#H 5t p B 12 HEI £ 1k 32
Bz - Eﬁ”*‘JzArlplprazoleiﬂﬁJEP RRE/NRS0NTE - EBREIER2ER/H - BREIERE

2RERERSER/H - BBEARS O/\ﬁ% TS R228R/H - 2 RERAEERZ2%/H - BIR

”*“Jg%%‘t%ﬁinﬁ%‘zm%%/a ESEIEAripiprazolefARlH - BBE/NRS0AFTE - EBREESR

22%/H - m2REREESEw/H - BIRHERESTKAE %‘:10%%/5 IRBEARRS0ATE - €

HER2ER/H - MRREREESES/H  BEF7TKAEZEI102%/H - IﬁﬁtF‘ﬂi‘EﬂDszﬁ/E

ZEEEIE2025%/H(521X) - Aripiprazole (SEISHA R EEIE4)EXZYGTSS TTS(FR26 2

Study 1) R CGI-TSEZRBAMEELL - st FEEREERE - SlBRPYGTSS TTSHUZERREO -

9 : YGTSS TTSHt Ef#{Ecy & v &/\9F{E(least square means)(ZiGEIEHEET)
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CHANGE IN YGTSS TOTAL TIC SCORE FROM BASELINE

0 el ARIPIPRAZOLE LOW w=gyes ARIPIPRAZOLE HIGH + PLACEBO

2
2L -39
S 3
6 w
c©
S F 104
=3
o r
=
Tk -15+
"o
= >
4+
Q
|

-20 I I T T |

0 1 2 4 6 8

Weeks of Treatment

FI0BLZEHHRNWEER ST  6~18R 2RAXIKERIEZRE - BV E(N=61)EILZHHE
Aripiprazole’a & - tERTIEM2E%/H - KRR ETIIENNZI2025/H - Aripiprazoler&RRAEE iR
ZRBIBERZYGTSS TTS73 BUE# =t E 25 (%26 2Study 2) - TEER4ZHR - Aripiprazole Y¥39&H
EE%6.5425% -

26 : ZIHECAEHB(ERERA)

FEBEYFL : YGTSS TTS#E S

LA

BERE ARER  gmmTies ERIAEGZ8/N\THLS) Placebo-subtracted Differe
43(SD) F1981{E(SE) nce? (95% Cl)

ARIPIPRA
ZOLE
(EE S48
)*
Stjdy ARIPIPRA
ZOLE
(5H=4
)*
ZRE  30.7 (5.95) -7.1(1.55) B

29.2 (5.63) -13.4 (1.59) -6.3(-10.2, -2.3)

31.2 (6.40) -16.9 (1.61) -9.9(-13.8,-5.9)

ARIPIPRA
ZOLE

Study  (0.20 =35
2 /E)*

Z R 29.5 (5.60) -9.6 (1.64) -

28.3 (5.51) -15.0 (1.51) -5.3(-9.8,-0.9)

SD: standard deviation; SE: standard error; LS Mean: least-squares mean; Cl: unadjusted confi
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denace inferval.
@ Difference (drug minus placebo) in least-squares mean change from baseline.
*Doses statistically significantly superior to placebo.

3 R
13.1 BiE

2~1000HIPTPiESE R %
13.2 A

MINBIE PR
13.3 REFIRG

EFRR25°CLLR -

RIEM

AMHERERNBRAT HhEMEER="FMEEN—E2 3 7%
my

RMERRHBRAT aithAE & &1 ER4455 712
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