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WG EERER

RISPERDAL" Oral Solution
MR - EMFONTE LTS

E S az@@%ﬁ!JJK’QLJFSL/PQHEﬂﬁ
DUZJ)\F-ILAER Tmg/mL

AR | 21400AMY00139000
WL 52 B 2002471

2. B2 (ROBEICIIBELEWI &)
2.1 SiERfED BE [SIERELZEA ST BE1DDH

NIV Y — )V EEREIEAREE 0 AR O B 52
ETICH 5 BE [ IHIER 2R s s 2 &
b,

¥ 2.3 7L vaESTOEE (TFLFY %2 T S
T4 T XL —OREGEHE, TR EHEEIC B 512
RS L AXmERB T 28546 % <) [10.1

2]

2.4 RA OB F O3 K1) R A2 LB EE O BRI
DI bHHEE

3. MR - MR

3.1 88k

W5e44 1) A28% — VN i lmg/mL

R (ImL) HREY AXY Fr1imgx &H

R EOlE. REEMR. KRS MY YL

3.2 WA DMK

| I ORI

pH 2.0~4.0

3 el i JELSE
AFRE (TVI7 34— M (et iR)

0.5mL ImL 2mL 3mL 30mL

Wl — N | JP104 | JP105 | JP106 | JP109

4. RHEEIIFHR
Ot & KERIE
O/NREIDBEBAZANY b T ALFEICH D ZRIHME

5. REEX IR ICEEET 2FE
CNREIDBBAZRNY b T LEICH D BRI#E)
5.1 JEHI & L Coi L 18I AR D BH 2 5 2 &

6. AERUVAE

6.1 HEKAIE
WEL. RAZIE) ARY K& LClEImg (ImL) 1H
2L D BIAL ., R4 =T 5, MFEFEIEFIH2~
6mg (2~6mL) #ZJEHE L ClH2EI ) TRO%ES-§
bo B . ERICIVEEH TS, HL, 1H=
1Z12mg (12mL) %Mz W &,

6.2 INEREADQBEAZANY b T LSS BRIEME

6.2.1 fAE15kgl E20kgRiG D EE
@, VAR K& L TIHLIMO0.25mg (0.25mL) X
DRI L. 4HEH X V1HO0.5mg (0.5mL) % 1H2[E[124)
FCRRIHE S 3 50 SERIC X Y BEHERT 525, #HET
LZYHAEEMMU EOMEE HIFCIH®EE L C0.25mg
(0.25mL) $Fo#ET 5, HL. 1H&EIZImg (ImL) #
RN &,

6.2.2 AE20kgl LD EH
@E. VAR K2 L TIHLMO0.5mg (0.5mL) X0
B L. 4HH XY 1H1Img (ImL) Z1H2BEI550F T
355 %0 ERICE D BEMERT 225, HWET 546
F1EM ML L% HIFCIHRE & L T0.5mg (0.5mL)
TOWMET L, (HL. 1H®mIZ, AHE20kgkl 45kgk
DA 132.5mg (2.5mL). 45kgll FE D4 133mg
(BmL) Wz HWI ko

7. REARVAEICEEY 23E

7.1 A OWEEAH WL ) <Y B THY, 73R~ Ko
EOBRIC X VAR 2 B’ b 720, KAl L
IR Y R EEHT AREORHA L O, #ITbZ L,

8. EELERNEE

(FhEELLE)

8.1 PG, P GE B 2 a s BRI I 2
S GRVIHRIMED S S5 b b 2 EWdHbOT, baEh
SR ICHE L, RIUEAD S5 b2 dMESE, @
YR iE %479 2 &,

8.2 fR&. FEl - &) - KELEBRE D SO T A5k S
HZENHLHOT, KHFGHOBEICILEHBE O SRS
fER A E ) OB R SV E ) FEET LI &

8.3 AHIDIKZGIZ LY, BILEECHIRIHEDOELD D S b,
BESRIRIE N7 v F—3 A, BERIFHSEICES 2 L0
HOT, REFEG L, 18, Sk, ZK. FIRSOEIR
OFBNTEET A L & DI, FRIHRIE XL E OBEAIE D
LV FOEMET 26T 5 EEZIZOVTIE, MHHEDH)
EEOBEEZT5I24T) 2k, [8.5. 9.1.6, 11.1.92H]

8.4 MXIMMEDSH HbND I LEDH DT, KEIFS I,
B, BEk, i, IR, EIR, R ESE o
BERERICTEE T2 & & b1, MEEORESEOBEE +
ATH 2 ko [8.5. 11.1.105 1]

8.5 AF DG I L. H5H Lo L8, 3K U8 . 4D EIME
HADRBT 2560552 L%, BERTZFOREIZT
SCHML. SIEEER (L8, £k, IR, SRS,
MR E IR (B, R, Wi, R, IR, =
Frdeff) (ZHEE L. 2O ) BIERDED S bIEEIC
X, EHICHEGEFRRL, BOZ%E %005 L) 5E
+AH5Z L, [8.3, 8.4, 9.1.6, 11.1.9, 11.1.1051]

(&K ERIE)

8.6 B, HAME. MUESE DM IERERZ AL & & 5 W helk
W DDOTEEL T5IATv, AL AL N2EAICIE
MDWEFEI ) B R 5 70 B RLEZFTH &

CNREIDBEB AN b5 LREICHE S BFlEM)

8.7 EMIMIZ L&MW N OERIEZ G L, ke RIIZDH
20HFES LAk,

9. BEDERERATHREICHT IR

9.1 AHHE - IEFEED & 5 BFH

9.1.1 o - MERKR. EIE. TS5V DHBEE
—WEDMERET DS DML Z DD,

9.1.2 REROEEEEDSH 3 EE. EXRMQTEREMRIFD
BE
QTAMERS B RN D % o

9.1.3 N—=F >V URXIILE—/MFEFBHED S 5 BE
BVHERTEASEZ D R be £/, SEARIERD
BALICMA T, $5AL. BRRL VO, R & 1
WAL EEOIERPHERT 2 BT H L. [11.1.1%
1]

9.1.4 TAPAZDEEMARBIIEIC NS OBIEEDSH 3
B

IS EIRT S B2 DH 5.

9.1.5 BREROBRARVAREREHT 5EE
FEREBALS D BTN D 5o

9.1.6 FERF/RIIZDEEFEDH 2 EBE. 55V IIHERFED
KIEE. SME. EEEORRROGKRETFEETEE
MAEMEADS LA 32 2 EAH D, [8.3, 8.5, 11.1.9%H]



9.1.7 K - REFRBRREZ M4 BANEKEDH 2 8E
EMERIEASE 2 ) v, [11.1.1501]

9.1.8 AENREE, REABARR. BEE. BAKIREEOEE
PUBAIREE I BV T, IFZEE . BHIR AR E 55 o I 28
KIEDSHE SN TW5, [11.1.1251]

9.2 BiEEEEERE
KHFN O DR FAUCH B RT 22 Lhdh b,
[16.6.1%H#]

9.3 FTieEE=ERE
FEEELZBEAI L BENNH S, [11.1.5, 16.6. 1]

9.5 1T17
TR AT IR L C W AR ED & 5 Likic ik, G#F Lo
BN EME%E LS P SN HEICDAZEE T
% Z Lo MIRBINCHUB MR G SN T L84,
PRI S, fEIR, R SR, AR,
5 T B 5 0 B B TR e AR M E R 25 & bz & @
DD

9.6 ®ILF
EREOFEBZUER A REORFZMEZEE L., 2o
MR AT 2 RET A2 k. v P THARITIED S
nTwnay,

9.7 IR%E

IREKIRBE)

9.7.1 13K O/NEEEZ IR E L - FRRRSITFE R L T
W\,

CNREADBEARNY b T LEEICHE S B

9.7.2 Ak EE, BN, LI, SRS % k5
b U2 BRR SRR LG L TV,

9.8 SkE
HBEORELZBZ L 22545 (110.5mg (0.5mL))
Mo T LR, HEICHELS T LI L, HEEE T
N BFERSE ORIER DS S b3 <, $72. Bk
A4 5 EECIIREIMSE RS 5 L, R
WILET L DD b, [16.6.15H]

YA

FRPRAEIR - F5E 7
IS

CYP3A4% iFE Y
DHEF (BN
Yoy, 7=
[N R
vy oY, 7/
INIVEF —)b)

[16.7.1&14]

A K O PR AC
W o i v ik FEE 7
TI2Z b b,

CYP3A4% M+
BHH (4153
F =95
[16.7. 128

AFH Je O AR
Wy i v 2 7
RAEHZE0H 5,

INHDEHF D
CYP3A4HEMEH
[N

QTEEZEC
LAHIH TV
S

QTEEENH 5 b
LBENND 5

QTIE RN 723 b 5
FTEBTND DD,

®* 7 FLFYCER

PRI
VRAA YT
FLFU

I R 2k 2§
CENDH D,

TRLFYRET
FL U e
av pEERON
WAITH Y . AKH
D a % 7 AR WA
A &) gtk
T WAE H AL &
%0 MR TR
ARSI 5 B
TN D %o

1. BMER

10. HHEER

AFIFEE LTCYP2D6TR#FEN D, T2, —

CYP3A4DB G- L /RIEE N 5o

]
3]

10.1 BEHRZRE ALV L)
sy | PRI IET e o
* 7 RFLFY v TRLFY)OME| T FLF Y iR T
(7F749Fy— | HESZSE, 0| FLF) e
DR, L | ERTERETC | an BF 4O
BRI B0 5 | &b B BHTH D AR
BEREE S L < 13 0 o % A6 3 1 T
{52 SR L A 5 FiC kY Btk
2HAER ) S S P S R
RAI v M R AR
(2.3 0] FI R S 1%,

10.2 RZEE (A

ISEETB8)

FHH 5

FRPRAEIR - $51E T
%

Wi - febrEr

rp R A )
NV E Y — VEEF
L)

AHE AR % 5
TLIENHLD
T, R AR EHE
EIHREGT528,

RH B ZNE D
FEH D AL A P
WERIZE B0

FS3 o fEms

HE AR & 0% 55

KFNE R332 v

[16.7.1ZH]

THLIENHL, |WTEHEALTW
LT Emne, KX
I UAEE PR AR S
BV CTIER DS
T LMD B 5o
[ 35 BEFEA/E AR5 | RAI L NS D
LI ENDH D, FEH O BEEAER 12
X%,
T a—) MHEAAEH 28858 | 7V 2 — v id i
FTHLIEDNDHDH, | FRIEIER 2 H
R
CYP2D6 % 53 | AFH) Je G EACH | 2 o 0 FEH o3k
LEEH] (8v F b (Yol ig A | YR B
F V5 ATHZENDHDH | HICL D,

ROEWEM D H bbb Endhs0T, BEE+H451C
T, BEFIBOONZGEIEHEG 2 k4 5 7% &
YIRWEEFTH 2 &
[ERZEEH] RO [ZoolIfEH] oHIZBT 5]
TER OBEEIZ DWW T, MARIERZ Z TR & LA
FIZHEOETHE L 72,
1.1 EXLEER
1.1.1 BYAEREE EEARH)

MBI, TREEOM IR, W T REE, AR, ML 0% S,
FITEDRIL . 2T &R E BN AR SN L YA,
BG &P L, RGH, KOMBSEoegERE L LI
WY R WLE 21T 2 ko AEFIERICIE, FIMERO M
RMECKD LABHALNDL I ENEL, /20 347
OV REME)BEEDKTAALNDL I LD H L, 7
B, SRR L . EEEE WP, MEERER. B
HKIER, BEBEENERITL, WECET L2 0B 5,
[9.1.3. 9.1.7%M]
11.1.2 BEMESZXXI7 (0.55%)

FE#GIC L), HESSEOARFEEEF D 5 b, &%
R bR T 52 0D b,
11.1.3 BREMA LY X (BEEEAW])

IR (ERRANIR, L - MEH, 35 LW, JEEo
%3 & 5 AR K O NEY O 9 5 IS OREIR) %k
L. WA LY AT T 52 L0550 T, BEK
DB S bNHA I, 5 E P 5 7% & @Y
BEIT) 2 & B, AFNIEWFER (1 2) THIEE
BEaBETAHI NG, Bl - R Z2 AP T % TRk
VHDHDTEETLHI L, [15.2. 1K)
1.1.4 HFRFIVESREESSBIEMEE (SIADH)
ANEH)

K7 bV A E, RIEEEISE. JREF N o 28EiE
OB, EARIR . RS B ES S L) PR ROV E
AR EGERE (SIADH) 233 5bIb 2 EHH 5,
11.1.5 FFiaefES. &E (HERH)

AST. ALT. y-GTP® bR %0k JFkkpehad, w7
HobNDHZENH D, (9.3, 16.6.15H]
11.1.6 WERUHBAEE (HEA)

WA, B, CKES., kR ORp I+ 7 ae s EA
UL DRERUGRMIE D D H b D 2B b, F72.
TERHRIE 1S & 2 BB BEOIIEISHEETH 2 &,
11.1.7 Bk GHEAR)

LEAE, OEMHINESEDSH S bNAZ ENH b,
11.1.8 MEREE (HEAH)
11.1.9 Sm¥E. EREET 72 F—2 X, BERFESIE
(BHPEANHH)

LS LB R O EALA D S b, BERBEMS P T YR
— A, HERIFESIEICE DL 2 80D L DT, KRG



X, . Sk, LR, BIREOEIROFEHIEET L &
LB, MAEEOME XTI 7 &Rl 21T, 2F
MROSNTGAEIE, G2k, 4 v A) YEFIO
W ES WY 2 LE 2475 2 L. [8.3. 8.5, 9.1.6%MH]
11.1.10 {KIM0¥E (BHEEASHH)
B R, . IR, IR, ERREE S K
FEFEIR SRR S N 72 a 120, K52 dl LadEb) 7 il
179 2 &o [8.4, 8.58M]
1.1, 11 EFEREREE. BMmEKRAD HEEARH)
11.1.12 BHZERAE. FEPERRMAREE CHEEAIT)
Bl 22480 . IR MR FESE D AR ZERESHRIE SN TV D
DT, B, M. MU O, B RO SN7:
WAIE, &G a i3 A2 EEY R ERYIT) 2 &,
[9.1.8%#]
11.1.13 FEheiE (HERH)
A TEANRRE W 260 CephiRIED S bbb Z &
‘z)S‘%éO
1.2 ZDOMOEHER

5% L 5% Aty B

KB, BEE %K.
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A7V, RET
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ARG, WHE S Rk
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K
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HEEE
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W EJEEL AR AR
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Y R—J0 | MOV LE, T
HE IR R ey 18 1 T4
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PR, HEEBE | b=—. | RAFEEREE . R E S
EOEIR, o | H EBNEK | TUHE, EEIIEEE.
TS50 |, ABEL | FEREE, XN BIR,
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FAVT, |EiEE (Todboh
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fET R fe i
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B GIE S oI, HEIRE
WP 2R. i PR S {5 B . T S I B
R ONHERR . SR, Bl o,
= LI R T S
FEE, 59D oI, 7
By R R
HEE L, E | TR, | IR, B R MR
by O MR | BEEEGE. | K2, BERIgE. Bk,
H- B, | . #EBLedE, L
B sl 5 TR ME | B UER. HIEIR
. HIEA
B, LR
a—gﬁ
JFRH 8 FFiERe S E
[
LIHE. 56 | 2 ) HE. B,
2 b, ALBE. 9. BiE
‘F;{fﬂr"fgﬂ%—l‘% ‘7t<\ »H‘I,j») RAZ ~ EI("F:'ﬁ
TERz 8 9. FEIg 2,
FZREIRZE . FIRRE. K
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i [ FHEE. B | AR AGE. MR,
E R A BASIME | SR9E. DU, RAHETE.
O SRy ik H WETEH . B
== SRR W E R
A
B R ORI PERMEE, | JREA. IRICEE
== R
A EmRE FLk O 0 | AR ASHLRI A AE
fiE, GPRERE | ZOMEALRLES . MERRREAR
ERiEY/30 & &, AEAPIE., #hike
LR E ANa, AREEBIE, 7%
FRE. IR W Bw
FLEMEKR. T 75w
ZiRtE, B | DR, JE | KA R, M. BT
LB lEE T B, 117 774 HATRE | (FHE **Hliu’éﬂﬁ L3
Zﬁ&%‘u%ﬁﬁ LN Jﬁ‘ AN SE . IR 1&@
e R, I, HEHIHE
JBd A fo A
A L T ¥|ASTHIN, Mih2> L7
. CK¥|F=>8n, > K
AL I | 7 pESE . LDHE.
KT, A | 7 e 7 5 8,
MUY R b)Y A A
VNI, | AR ERE . LER
y-GTPH | BEH | LEXNQTLEE
;JLL }igiﬂi Y &?Pﬁ’iﬂ%iﬁi%bu‘ﬁ
B I[N W7 aneErsay s
PRt » oL fMREGR D
EAMA . A MERER
AL HIMEREEE I, R
R, ALPH
. ~< b2 v Mk
AL BT SR
LA PR ER B PR A i
Btk FEFE B, R
b A
&, i HEf) - B, Glo &
R ONLiE & B ALEE L X B
BriE

H RO B, B $ 0,
e H
WOR . B | AMESEIR. EE Oy
ol &, LM 2 G T ey 7 fR
e WML, |k, M7 ay 2. R
= SIS | MR
e
T AL 2T PRI AR
el EIMLE . SRR, K

TR EBRAN 4

D ERDSH S b NG A I LTS Ui XU S —
YV VHEORGAE, BYREET) Tk,

H2) LEMIIRE D S S b E 13T 2k d 5 7% L
R iEETTH 2 &

E3) WEIIRA 1T R EERIRT T L2 L,

13. BEERE

13.1 &fx. fER
— IR STV B R, ERIE AR ORI 2 R
WZHEBLL2b 0 TH ) HEIR, #HEF, IR, RILE. QT
MER, HERSMHEIRSE TH 5o



14. BAEDZEE

14.1 EFIRE5EHFOEE
MIRAICORER SE2 2 &,

14.2 EFIZFEOEE
DIFIZOWCBHEITIRET L2 &,

1421 7A@z BVnTid, BEOFFMH LW &,

14.2.2 AFZEHERHT 272, b L IELEIORHE Z K,
Va—AXEHWICREE T, gy S—H (#150mL) <
LWICHRLTHHT A L, B, AEkIER B <L
RPN B b,

14.2.3 ZRIEMIERE (RLZ6, eSS, HAZKSE) KO a—
T, RETHEEGEDPERTTLIENDHLDOT, HM
LTHEHLRNWZ &,

14.2.4 30mLOFREEMISRT E N TV L By b DR/
HE X, #90.05mLTd %,

14.2.5 73345 (0.5mL. 1mL. 2mL. 3mL) (&, 1[EfHEw
Y ThHs, HHBZEZEEZERLPITT L2 L,

14.3 EHAMFOEE
MTAPAFEOFOyFray TS (ZFAZ T3 F),
TNy ay 7 ONVTalEF M)y a) ROHLT L
VE AR RERDT 8 5y s A-PLay T (€ Fn
FUUYV) LOREICID, BB, B RET 2R
Wiz Eh, RETETLZ LY,

15. ZO/DEE

15.1 ERERfER ICE D < 158k

15.1.1 RHNC L 2 HEP ., FHEAHOZERIEA T S 1T
l/\;g)o

*%15.1.2 SEETHEM S N minslAEEZ 2 R E L2170

B ERBRIC BTy AH % & & IR T HURE fi 38 3 51
375 bR ERE L L TN L. 6~1. 7m0 o
T OMEDNDH DL, T, FHETOEZEFEICBWT,
ERIPUB MRS b IR ERIPUS MRS & FRIZIEE o F
FAZHST 5 L DREDD B,

15.1.3 AF 2 ELa T NV Y EHENOH 5 35 % %
L8N BB BT, FNREFARG H 124 Aol R BRRRAK
THEBEREDRE ST b il - s, IRGHHES
U LR S B O T, ATET I IREFE (2 AR FI R G L2
DWTIRZ A LII|ET LT &,

15.2 FERRREAERICE D < 155

15.2.1 AFIEWER (X)) THHEHEZET L L
5. oA IED  paEE, g, MERSIC L 5IE
HEIR 2 ANTEMAL S 2 W RetEA S 5. [11.1.3507]

15.2.2 Tt (=7 A, v ) ICHEEHED4.7~75
f& (0.63~10mg/kg/H) #18~25% ARG L72A%
AJEMERERIZ BT, 0.63mg/ke/H UL TILIIES (<
A, T ). 2.5mg/kg/HUECTFEMAES (w7 )
K OBERR N W (5w ) OISO FAH
EHEEINTWE, INSORIE, a5 7 F VB L7
ZALE LT, FomETIR LM T VB DY

16. EHYEIRE
16.1 MeiEE
16.1.1 HAABEHREHER

BRI AR Ry Img (WA OUEEE) &R1I3% 5 L 728
A MEEA ARBTG5 A LR CREEIE L, R
PRI R4 T H o 720 FRHWI-L FrF ) 2R F o
(X)X R 2) OIEE R A G A S [ TR s i 1 L 7
ENE S (PR B3 NG PPy

(ng/mL)
10 1%
REAE K
AR -o- o (h=21)
i . - (n=21)
+SD.
m Mean+S.D
#®
b
a1
4

0.1+
0 12 24 36 438 60 72 84

RERMRAICY ZNY R 2 BEREOHRE U 56O MmEHIRE

BERAICUZNY N2 BRROHRS L EHE0
MmeiBE/NTZ X —42 (FifE+S.D.)

il
96(657)

Cinax Tonax
(ng/mL) (hr)

7.264.09 | 0.81+0.22
5.39%2.00 | 2.67+2.45

AUC tuz
(ng-hr/mL) (hr)

3.84+35.81 | 3.57+2.16
116.5432.04 | 20.91%3.72
e | K2R | 7.01+3.82 | 1.13£0.36 | 35.50+35.67 | 3.91%3.25
(0=21) | L4t | 5.191.87 | 3.27+2.54 | 115.54+30.08 | 21.69+4.21

16.1.2 /NERUEFORHARREE TORE
N OFEORHREERIZ) A F 2 $E%0.01~0.08mg/
kg/HOMETIH2M AEAES Lo & FEH2Y) O i
0.04mg/kg/ H THAEAL L 72 M4 i RAALAR D Conae. s L P AUC s
AR L CONETETRAETH - 7245, 4 h FACHT9-
B ROFE ) AR F Y OCmax s WAUC sl /N & 4 TR A2
JETd - 7210 GHEAT— )

PERUEFORMRBBREIC)ANY R &
RE#EORE L BEOMFRE/NT A -4
(hE & 7=V) DAE0.04mg/kg/ B THMEIL) (FHELS.D.)

TR TERL
(hr™!)
0.243%0.096
0.034=0.007
0.244%0.102
0.033£0.007

A

RE(
ety

8Yiikid
(n=21)

Chrnax.ss Chin,ss AUCr.ss CL/F
(ng/mL) | (ng/mL) | (ng-hr/mL) | (mL/min.kg)
/MR HKEAUR | 12.4+9.0 | 2.06+2.68 | 87.5+61.57 | 6.11+4.15¥
(6~117%)
(n=12) FACHW | 16.7+6.8 | 8.98+3.58 152+58 2.52+1.00
HAE FAALR | 22.5+23.9(8.61+13.1 | 190+235" | 6.51%6.72"
(12~165%)
(n=12) | EAH | 16.8+8.8 | 11.7+6.9 | 172+94 2.37+1.01
a) n=9, b) n=11
16.3 90

16.3.1 FEE~AOAH (% 7y bTHT—%)

F v MIBIFBMC-1) 2R R ¥ 0 HIE G- 1 0 LI P U R i

BRI, 1T & A EDMBRIZ BV THG2WERI AN IS I 8L E L. 2

DHBEOWHRAZIMEEF 2 5 Ok & FH @ %2R L7z,

T RE I EE AN B ¥ 70 o 7 JFPIRG C U3 L3 v P B e i FE D 12~ 224

REDHD . . MG BB B OSBRI T b o i

REIRIEATRED B L7z 1Y

RS v MZUC-1) AR N2 &35 L7280 G JE i i fe i s

. MEEREEONL/2TH - 7219,

16.3.2 IME-RREPTE @M

TR ) A R 2 Imghet e BuFG L. BANICBIT 2R3

I VDU b = U5HTZ AR IS D TGS L 72 4.

BRI EBRREE T 5 2 LD RS N,

L7zh35 Ty U ARY N SIME-EM 2 @l 5 2 & AR

BTz

16.3.3 MFFEMHFEE
AR RFY08990.0% (n vitroy “P#EHTE:. 10ng/mL)
9-b RO F 1) 2R N 1 #77.4% (n vitro. FHi BT,
50ng/mL) ¥
16.4 X3

FEHERRLZ ) AR R 2RO L2a, I TrR#sh

LEMEEESN, BRI FaF ) 2 R Tho72b,
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7o BE T, RS OEFIREICBI S T 7l 15% LA L.
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FAEYES) &R L7z & & GRS o IUE I B L R SR 35
BERIFERpolze T20 7IVEFH I 2 %2200mg/HIZHE L
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)R SO OPEHIREESE A5 U 2 K2 (6mg/H X
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T7wREE | 18| 27.5625.26 | 24.7+9.47 | -2.8%6.62 - -

AFBE | 21| 28.2+6.36 | 18.5+10.57 | -9.7+7.29 | -7.1 [-11.6,-2.6] | 0.0030
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Ay =NVAaT OEALE Ar=NAIT DELE

N=AF4 7| 24.5%9.73 (17 19.8%10.65 (18)
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P £ R A (FRliE 40
a) RIS OGBS B AR
1) American Psychiatric Association CKEFE#ES4) dDiagnostic and
Statistical Manual of Mental Disorders (F§#iBOBHT - #ist~=27)
1:2) Last-observation-carried-forward (Hi |2 #1%E S 724l R BINME % #i5E)
7£3) Aberrant behavior checklist-Japanese version (B#HA{TEIF = v 7 1) A
I HAGER)
##4) Full analysis set (KON G EM)
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18.2.3 h &L 7Y —&EiElER

Ty M TORY LT =ERIERIZ, HnERY) F=)LX)EHn,
F7o0 v PO -8R (BEE) To R8I Y DeZ RIS
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19. B2 ICRET 2EM(LFERIFR

— 4 Hs 1 1) A1) K (risperidone)

1b34 : 3-12-[4- (6-Fluoro-1, 2-benzoisoxazol-3-yl) piperidin-1-
yllethyl}-2-methyl-6,7,8,9-tetrahydro-44-pyrido[1 , 2-a]
pyrimidin-4-one
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20.1 WAE M CIRET A2 Lo BB, HEESORIROBTIC
PRET 5 EAEEATIR O D S 2 DT, E ORI H RIS TIRE
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20.2 NEOFOJED B GFTRET 2 2 Lo

22. A

(U ZINE — VA B 1mg/mL)
(5Edh) 0.5mL x50, 1ImLx508, 2mLx50%, 3mL x50%
Ofv2Edh) 30mL [1]
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