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RISPERDONE ORAL SOLUTION 1mg/mL “TOWA”
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2. B2 (ROEBHC(FBRELARWZ L)

2.1 FiEREORE [FIEREZELI B BETNIDH D, ]

2.2 NVEY —)VEEHEARE OISR O W ETICH 5
B [PHRXEREIIHEERAERIND ZENH 2. ]

23 PRLFY > E5H0BE (FRLFYLETFI45F
—ORAERE, UIWERMEEIC BV 212 R EED U < IR ER
i 258 2k<) [10. 120H]

2.4 AHIDRE OIS R R AR USEHBUE DBFERED H 5 BE

3. #ARK - MK
3.1 #ABk

}ﬁm'f;?;i?} I U AR KD ceeeermmiiiiiiiiiiiieeteee e Ing

D-VIILEb—VR, A7 50—-X, $vAYrFrUD
I LkFY, #EAER. T MRV T LT N U D LK
Y. "EEFE®T U DL, pHEH GEARE. Kk
~UDL). FE

3.2 BFIDMHR

PEIR EOBHOWTH D,
0.5mL. 1mL. 2mLKU8mLOsEims H 5.

pH 2.0~4.0

4. FHEEX(IZNR
O & KMIE
ONBEIOBFANRS b3 AFEICHD ZFI#E

5. WEEXIIZHRICEET HER
UNRERD BB AR S 5 AREICH D BRI
5.1 JHIE U THEL RISAM O BFITHMT B &,

6. RiERUAE

6.1 A KIAE
WE. BRAIIEY AXRY R &L TlEImg (ImL) 1 H2[E & D G
L. RAICHEET 5, MRFEIZEF1IH2~6mg(2~6mL) ZJFH| &
L TCLA2ENC VT TRO%ET 5, 2B, Fifn. ERICKOEE
WY 2, HL. 1HEIZ12mg (12mL) A 7/RWNWT &,

6.2 INREAD BB RN S AEICHED SFEM

6.2.1 &= 15kell L20keRFDEH
WE. UAXRY R &LUTIHLEO. 25mg (0. 25mL) K D BHIAEL. 4
HHXD1H0. 5mg (0. 5mL) Z1H 2N /0 TRIOE G35, SER
WL DEEHEET 2, MET2ESIILARMU LOMEZE ST
1HE &L T0.25mg (0. 25mL) O HET S, HL. 1HEIIImg
(ImL) ZBABWNWT &,

6.2.2 {KE20kgLl LD EH
WE. UAXRY K> & LU TIHLEO. 5mg (0. 5mL) K DB L. 4H
HXD1HImg(ImL) Z1H2[EIZ50T TROE S5 9 5%, ERICED
HEEHEBET 2, META2ESFLAMU LOMFEZH T TIHE
&L T0.5mg (0. 5mL) §OMET S, (HL. 1HEIL. KE20kglL
F45kg R DHE1X2. 5mg (2. 5mL). 45kglh LD HE1E3mg
GBmL) ZEEA7mNT &,

7. RERVREICHEYT 518

7.1 AFIOTEMERBYNZ/NU XY K2 THO, )SUXRY R Eoff
HICE O IERMRT B BTN H Db, AR/ RY R
EEAT HREOEH EOMAIL, BT &,

8. EELEANEE
(Gheesti@)

8.1 HZEWIW., MG, HEMRIC o RN ERICE D <R
SHHRIMEN S 5oND 2 ENHDHDT, LENSGRAICHERL.
RIMEND 5N AITWESE. EWURAEBEETD 2 &,

8.2 R&. VEE - bl - KINHEBEENZEORK TR S Z &0
HBDT, AFHEHOEF I HEEOERS G 2 A D R
OEIEICRHEIBARNLOITEET S &,

8.3 AFDHEEITED ., EIMFELHEIRBEDOELND 5., HEIRFE
W v 7 R=2 A, BERFEESBEICEDZZENDDHDT. KA
BEHIZ, OB, 28 2R EREOEKRORBFICERET S &
EHIT, FITHERBEUIZOMARED 5 W2 OBEKKNT 267
HEBFICONTIE,. MEMEOWMEZHEOBEZEZTHITTD T &,
[8.5. 9.1.6, 11.1. 9%Hd]

8.4 (KB MNHEHOLND T ENHDDT, AEFHGHIX. IR,
R, Wi, R R, SEEES O RMEERICERT S
EEBHIT, MEEONESZOBREZ +oIcfT> 2 &, [8.5.
11. 1. 102:H8]

8.5 AHKIDHEITKE L., &5h LD L8 3% U8, ADFIIERHFEH
TEHEENHDZ L2, BERTEOFECH/ITHHL, @il
FHER (098, 2k, 2R, HRS . RinFHER &K B2
BT, IREE. IR, BRMES) CEEL. 2o XS RER
MhHhobLNELEITE. B G2k L. EMOZREZ
H5EO¥EEITZ L, (8.3, 8.4, 9.1.6, 11.1.9, 11.1. 10%H]
(& KA

8.6 B, #HAM. MEZFOBMEREZELI I AEENH DD
TEHZRZT0ITW, BRALNZEEIIMOBERICYD
BZ L5 E#HYBANEETD Z &,

UNBEAD BB AR S bS5 ASEICEED SFIEM)

&7?%%&%@%&Uﬁﬁﬁéﬂmb\@%&E%K@t@&%
LianwZ &,

9. RHEDEREZATHEREICHT S ER

9.1 BHHE - BIEESFDH 5 EE

9.1.1 0 - MERKE, EIE. RBZNSOEVDHZEE
—EEDMERE D 5HND T END D,

9.1.2 TEMOBEEDH 5 EBE. ARBTERERBOEE
QTVER T % FIREMED D %o

9.1.3 N=F Y UAERXBLE—NMERBRHMEDH B EE
BMIEGERE Z 029 <K%, £, AR EER QBTN
AT, SEEL. L NIVOIET, Emf] & e S (R AL E S DEEIR
NHEBTLBTN0H 5. [11. 1. 15]

9.1.4 TADAFOEEHRENINSDEREEDH5EE
EHMEZ XTI E2BENND 5.

9.1.5 BRECROBARVERSEEZETHEE
SERZFBL SR IBEZNDD 5,

9.1.6 MERBENIIEDEEEDHDEE. DN IHEKREDRKE.
SIE. BESEORKROEKREFEET2EE
MAEER L7 ENH 5, (8.3, 8.5, 11. 1. 9]

9.1.7 Bk - REFRIRKEEZHD SURNEROHHEE
BMERBENEZ DS, 1L 1L 1ZH]

9.1.8 AEMKEE. REABAK. BE#E. BRARKEFEOEE
PURBIRSRIC B W T, IZERE. #RIR MARAE S5 O i ZE % A3
HEINTWD, [11.1. 125H]

9.2 BEERERSE
AEND I DOIER KR VAUCHHERT D Z Ehid . [16.6. 12HH]



9.3 FTHkeEfREEERE
FrEEZBLIELIBZNNDH D,
9.5 1FiF
IR SUIIEIR L TV A HREME D b 2 & ITiE, B oA R
fakEtt % EE2 SHE N A0 KET DT &, FREY
WHIRHRENEEINTWSHA, HiERICHAEE, HEiR,
MR e, HRER. MERSRANR. BB O BT R SR S 1R
FEIRDID BN EDMEND B,
9.6 1Z7LI%
B EOFERERVORAREOERZEZEE L. BAOMKE T
PikEZERETT 22 &, B RTHABITRRD SN TNDDY,
9.7 NRE
(M & = F/AE)
9.7.1 13/RARIMD/NEE 20 R & U 2RI M L Tz,
UNREIDBEARR S RS AREICHED SHEM)
9.7.2 KHAERER., #HiAER., AR, SEERmOYEENGE LI
RABIIERL TR,
9.8 HinE
BEOREZBLELNSDE 1[F0.5mg (0.5mL) »5#%57
5i2E, HEICEKEGT S &, S TEEANBERS OREIE

[11.1.5. 16.6. 1Z:]

HHFE

FEIRAEAR - fEiE ik

W - fabRiA T

zFV%Uyﬁﬁ@ﬂﬁ MERETZEI$ I

ENH B,

7 RLFUET R
LU EEME o

Amdobined <, £k, BREREZET2BE TRRES

BEPREN ER U, IR T 2 2 E0H 5.

10. #HE%EHA

AFNTFE L L TCYP2D6THR#E NS, E/z

HARKREND,

10.1 HAZE BtALZWZ &)

[16. 6. 1]

. —EBCYP3A4DEE 5

HHE

HEEIRAEAR - Bk

W - BRI T

7 RLFU

(TF 714 7F—DK
SRR, UIHERHEIC
B LEREMERES L <&
EERENCHER T 256
#FR<)

RAI >

[2. 3%:08]

7 RLFY COEA
iR, fER
TEEITZEND
%,

TELVFURT R
LU EEME o
B Z AR DRIEAIT
HO., KED aZh
REBERICED B
AR A
fr&7eD, MERET
TERIERE %,

10.2 HHAERE (BRAICERTHZ L)

A%

AR « P I

T - fapRiE T

TR NV E
Y — VERHEARAE)

AR 2 iR
2ZENDHDHDT,
WET 2R EEEIC

KRR RZNS D
7l O v KR o 6 90
Aick 5.

BET2ZE,
RIS EBhEE MEICER 2T | AANT KNS >k
52 ENH D, fEEBELTWSZ
EMB, RN UHE
T ERIC B W TE
FADHEEPLT 2 THEtE:
NdH D,
(IR 3 FREMERADERT 2 | R RPN S DI
ZENH B, IO EMERICK 2.
7I)ba—)b MEIER 2859 | 7 )0 3 —)Lid Ak s
LT EMBD, EHERZE T 5,
CYP2D6 % FHET 2 #A | AH| K OIS MEACHY | 2 5 DK DY
ONOFtF 2%) DI EENS LRI | R BEHEEERIC
[16. 7. 1Z:H] 5ZENH 5, £ 5,
CYP3A4%FHET DAl | AF R OEHERBH | 2 L & © F A O
(AN EE DD, | OMPERENETT | CYP3ALHEERICK
Tt UT7 2 | BIENDHS, %,
vy d, 7 NLE
& —)b)
[16. 7. 1]
CYP3A4% [HET 2 Al | AK K OG- D no oK

(£ b5 aF =D

)
(16.7. 1ZH]

O it PR EE AT 1Y
LIEND D,

QTIEEZE 29 Z &Y
5N TVDEEH

QTEHEENH 5HND
BTN H S,

QTHERARH AVE RS
LBENND %,

B Z R DRHFIT
HO, KD aZH
PIEWERICED B
AR A
fr&/sv, MmIERET
EHNEBRINS B
TNND %,

URAAZ T RLF
U

11. 8ER
ROBWERAMNH 50ONBZENHHD T, BHEE IV, By
WD BN B ARG 2P IET B EEYBAE E1TD 2 &,
FERARIER] KO TZ0MORER] OIEIZBT DEIEH O
BIZDOWTIE. MAEERSEZNRE LIRS DEEH L,
1.1 EXAEIER
M1 EBMNEGRE GEAH)
EENHRER, SREEOMANI. e FIREE IR MEORE). RTENFEHR
L. TN EHREHRANASNLEET. HKE5EPIEL, KBAEL K
DR EOREEHE EHICHEYRUEZTY 2 &, RERIERITIE,
HIMERDBENDPIMIECKD ERNA SN Z EMNEL, £-, IA47DE
CREMEDBHEOKTAALNS Z MDD, 2B, BEANEFL.
RbrEE, IRURREE, MEERENL BUKER, SEREEANEBITL. &
TI52&0H%, [9.1.3, 9.1 78]
1.2 BREESREFRTT (0.55%)
ERGIc L0, OETSEOARMBEESND Sbi. 59 1EE bRk
THIEND D,
1.3 RREMA VDR GEEARY)
IEERE (BERR, BO - EH, F LW B D 5 Wit
BROIBNEDO S S IHEORER) #FkU. B Lo 28732
ZENRHDHDT, BEMEND SDONHEITL B52hETaRE
HUBAEZITD 2 &, BB, AFNIEWMFER (f X) THILERZH
THIENS, B - a2 RBEE T 2 RS H 2D THERT S Z
&, [15.2. 12H]
11.1.4 FFRFIE S REESNBIEIREE (SIADH) (BEERHH)
&7 MU D AME, KEBEMWE. RPN o AFREEOHN. &k
R, B, BHEHEESZEMLED PIRIREIVE > ARG 50 W E 5
(SIADH) 5o sZ ENd 5,
11.1.5 FHEREREE, B|E (BEAH)
AST. ALT. 7-GTP® :555%#E5 Fifer®, ®mENHSbhEZ s
MH5, (9.3, 16.6. 1]
11.1.6 1RIGHRIRE (BEAH)
WPE. Bk CKER. mMpRORHPIATOEY EREH#METS
BERUTRIBEN S 5N b 2 ENH D, Fiz. BEUTHMMEEIC X 22l
BEEORIEITIESE TS &,
LT FREER GBEEEARER)
DERIEY, ODEMEAMGRSED D 5hND ZENH D,
11.1.8 RMERE HEARH)
11.1.9 SM¥E FEREET N7 2 R—J R, FERBIESE (EEARY)
MBSO RIF O EAL D S b, BERIEIES b7 R—2 A, BiRIR
HEIEICESD ZE0H 20T, AFRGHIL. OB, 28 2R, HR
LEOREROEBNCHET D E LD, MEEORIEZTD I E+0 78
LT\, BENEDSNSHEEIE. B5ERIEL, 1 2R 2 8E|
ORELEOBEYINBETO 2 &, (8.3, 8.5, 9. 1. 65H]
L1100 {EMIFE GBEEREE)
iRk, SRR Wi IR IR, EEESORMEER D 5
NEGEINL BEEPIELEYRNLERZTO 2L, [8.4. 8. 5BH]
LN EERIRE. AmEkED GEEARR)
11.1.12  FHEEARSE. REPFRARILIGAE (B ARHA)
[iZERE, FRIRIMARIE S O MR ZERESRE SN TNSOT, BN,
Wy, DU DR, RESNED SNEHREITL. BE5EPIETsRE
BYRLEZTY 2 &, [9.1.88H]
L1130 RIS (BEARHR)
o SRR E FNC 3 D < FHGthEiE D & 5 b b T &0 B,
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T SRR, MEA LA X LIE, B
B, BRI
7Y Y|EE. AN IN—FI XA, RS
T.OWREE. | S, 8. E | BRECE. RSHREE)TUE. 1k
BT RE, |BEF. vb< | EHNE MEEE L7
IR, D% | 5Ah YXER | N EIR Z3HL VO
W ASD| VT, EEL L| R, aEEE (FobOn
R RRELD | = OHURG, R, | 25), DRSESLE, Aok,
(REIRESL. 5| TAM A, FhE—2—0
RGO, SHEL | NF—. WIhEBIEE. B
5 e, S720 B, s,
ke, RS, R
BikEeE, Bk
ka0 | IREREERTEIE, HR MG,
g BE. KRS, MERSEARE
o %, B, Rk Bk
e Wik, ARuZER, WEIRBE.
FEH, RNBE, AL
SE(E FIE R
H &% Uk B, [ 0, B
iz
. SR, B, L | IR, EET Oy 2,
e ) EGR LI N E T A N b
EEMHIAGE | TOy 2, AR
. T EESTHECIE, (RIE,
D ME, AR, A58
%
S WRORIREE, g, SR, A
BES S I, WERRH IR
e N SERERE, CIPEWREENE, S
3 R ONHE I fi. BiS M, W, R
&3 PERG %, FeRREE, S
3550l T, WEREE,
LT
FH B, MR | ORI, B R, EEK
, R, (R, R 2. BETE K.t
ElkEE |0, EM | B, RO, 8| EBiAgE, (KA. NS
. OMEARE, | % SR
LR
e e b L
LT B | T O8R5, B,
LML 9. BiBAE. AT
F i Je OV VIR, JREIRE. SEITHEE
TR AR B, IETRIER RG2S, F s
o, ISR, HH5. K
5 | TR RLEA, MMM, | AR, BOOIEF. W
hh g I A Wi DU, B, £
Wi B, R, FN.
= e o i
BB VR PRRIESE, SR | REL SRR
25

*

5%k S%A BEEEARH

P[RR ] S T i
S iz i fLRERS. R
SRR RHE. AL, H R
& W ERAL ENE

%, BEHK. ELESL
SRR, | B, W, | R R, W, BT
LYRE | B O | BGEE,  H., R, . T
G5 R | B Kk, R | . VRN IR, T >
B TIVI Y RIRE, HEIE,

SRR

ALTHEI, CK¥Y
hn. i JEAK R,
me rU 7Yyt
U RN, 7 -
GTPHiN. (K=
wn. RERD

ASTH# I, M7 LY F=
M. i T R
fn. LDHEm, mH~r o
7F M kU
LA, i REREN, O
BXREED | LERQTIE

B, [meEREcEm. v

RIS ONEZOE 8, i/
B, BEARED. A
i ERE B A, iR A
o, RPEABME. ALPHE
. A< RZ Uy R,
DT NHRED | ifn PR
FeEn, Rk, AR
# RS R

GE. hE iR - R, BloMEL.

kUL E S BT & BIKTR

PHEE

F1D) ERD D 5 ONZHA IS EIN U TEE PN —F >V VD%

H&, WYRANEETD &

DERICREND SbNBE I35 2R IET 57 EEy)nlE 217
5T &,

3) WEIEBHRAIITOREEEIRETSZ L,

13. BEKRS
13.1 #i&. AEIK
—fRICHE SN TWD R, EIRIE, AFOEHAERITHEE L
ﬁ;g;gm\@ﬁ‘ﬁ%‘ﬁ%\ﬁME(HEE\%Wﬂ%E

14. BRALEDIEE

14.1 BRSO EE
NIRFAICOAERETES Z &,

14. 2 ERIRMFEOEE
UFIZOWTEFITRET S Z &,

14.2.1 EBICBNTIE, BE0FERALABNT &,

14.2.2 AF|ZEBERAT S0, BLLIZIFORAEZ/K, ¥ a2—
ZAXIIEHITIRE T, 3y 7= (F150mL) < SWIZHRL T
FHTBHZE, B, HRBIZRD X FEONITHTTEZ &,

14.2.3 ZREEMMEEE GLE. BER. HARS) KUOI—-713 R
BTHEERMVERTTHIENDHZDT, WIRLTHEALBEWT
&,

14.2.4 5y (0.5mL. 1mL., 2mL. 3mL) . 1EHEVYID TdH
%, BERIIEEZECHIIRATSZ &,

14. 3 EFIFFARBOEE
PiChuhAFEoTFO Foroy s (ZRATZIIR). TIT >
oy 7 OOVTaigEr by L) ROBT LIVFE—HE s
EOT YTy A-P>Oy 7 (EROFT ) EDORAIZKLD.
Rl MBS ERETZ2EBDEIENE, BATTZZ &,

15. ZODFEE

15.1 BRRR{ERICE D < 1B

15.1.1 AFNC L 2iREH . FERRHOZERENHEIN TN S,

15. 1.2 HMETHEME S N2 EimBAERE 2R E L R1TORRR B
IZBWT, AFIZEOIEERPUS BRI SHIT T o R 58t
EHR U THRERNL 6~1. THEEN T2 EOREND D, Tz,
SAE T OEFRABITE N T, ERIPTRE #05 38 5 JE i RUURS s 38
EFRBICETE RO ERICES T2 &S OWMENH 5,

15.1.3 AFI 2 &8 a1 7 RLF U CEFHERO» 2EF 253N
FERBFITBWT, BANBEER I I RIE R T EE R S
INTWD, i - figgic, IREHHEZA U B TREMD S % DT,
AN IRRHEICARBIE 5EICOVWTEA D L SFET S 2 &,



15.2 JEERRRABRICE D < 1B

15.2.1 AFNI B FER (1 X) THHERZETZIENS., O
AN D hE, IBH%E. MEESIC XL D EMER 2 REME
T B AREMED D B, [11. 1. 3BHE]

15,22 WWoth# (R A, Iy b)) KHEEEHEDL 7T~75(%
(0. 63~10mg/kg/H) %18~25# AR O 5 L /=23 A JF MR
IZBWT, 0.63mg/kg/ HLL ETHBREES (YT X, Tv ),
2.5mg/kg/ BLA LT FRKIEE (7 2) K O N 5 365 I 5
(Tv b)) OREREO EAMNHESINTNS, 25 ORI,
TSV FACHEEBELZBLEL T, UotmETIIE<MsNT
w5,

16. FEYENAE

16.1 MARE

16.1.1 NERVEFEOREHEREEETORE
INEROEFEOREREREZICY ZXY K 2 8%0. 01~0. 08mg/kg/ H D
MAETIH2BIREROFE L& &, KEH D DR 04mg/kg/HT
KUAUC: «I/NEEFETHAERETH> 2 GHEAT—%).9

AN R AR DR BREIC) AR R 2 & KEROES LZ5E0
M ST A—% (K& dH 7= D OFR0. 04mg/kg/ H THIMEL) CEHME+S. D.)

Chmax, ss Chin, ss AUC<, s CL/F
(ng/mL) (ng/mL) (ng + hr/mL) | (mL/min/kg)

N KRB 12.4%£9.0 2.06+2.68 | 87.5+61.50 | 6. 11+4. 159

(6~11j5%)

(n=12) |EACH| 16.7+6.8 8.98+3.58 152458 2.52+1.00

( HAE ) REACIR| 22.5+23.9 | 8.61+13.1 | 190+235» | 6.51+6. 72D
12~167%
(n=12) |EACH| 16.8+8.8 11.7+6.9 172+94 2.37+1.01

a) n=9, b) n=11

16.1.2 EMFHIREEHER
JZARY R WA Img/mL [k —"7) &0 285 — )V lmg/mL%,
JUAF—=N—{EIZEDZNZFNImL (JAXRY R &L Tlmg) R
ABFICHEARERE O S U TP AR LIRBE ZRIE L. Bohizg
WEEEIN T X —4 (AUC. Crmax) 12DV T0%(E #H X FIiE: 12 THEEHIRMT 2
fFo7zfER. log(0. 80) ~log (1. 25) DHFIFHNTH 0. WH|D EWERFRIZ
ARSI Nz D

(ng/mL)
12 4

—o— t YZNRY K ANHK 1 mg/mL k=17
10 4 —— 1 1 Z)NF —)LN AR 1 mg/mL

T SEME+S.D., n=12

RS

0 2 1 6 8 10 12
B G% O (hr)

Y EREINT A —5

HIEINT A—H BENTA—H
AUCo-12 Cnax Timax ti/2
(ng + hr/mL) (ng/mL) (hr) (hr)

JZRY Fﬁl’\]fﬁ?ﬁlmg/mL

=] 24.21+16.02 | 6.426+3.090 | 0.92+0.33 | 2.91£1.11

U ZNXS —=)VNfiflmg/mL| 23.83+16.84 | 6.453+3.813 | 0.94+0.29 | 2.87+1.02

SEEfE+S. D, n=12

M P CNCAUC, Coax B D8 T A—F 1d, HBE ORI, (KD RIELK -

RS DA BR R R IC & o TS 2 TTREMED B B

16.3 9

16.3.1 FHEBAOHH (B£: 5y hTOF—F)
Fw MTBIFBUC-U ARY R OBEHRGS MMM ERET, 13
& EDHERIZ BN TR GAFBLANICREEICE L., T O%OIHLITIMmEE
S DK LRI BRI Z R Uz,
THAERE N R EN O ZORFIET, B, MME. BIT. Bk SR
RS T H W URREIRE D 57,99

16.3.2 MA&-AxBEPTEE M
HEREERRAICY AXY R 2 Imgg & B 5 LU, IRIZBIT 2 KX 2Dk
Ut O b= U5-HDZ AR EIHEIC DN TR LR, &2B RIS
BRI ET 5 2 EMHERI N,
U7z T UARY R AN 28589 5 2 EAVRIB S 17z, 10

16.3.3 MIFEAEAE
JZRY R #990.0% (in vitro. EiZ#HTE, 10ng/mL)
-t ROFI U RARY R 977, 4% (in vitro. “FHnZEHTE. 50ng/mL)

16. 4 ftEt
fREERAICY ZXRY RO 2RO#FEG LSS, BB TRE I
pEHEEEIN, EREWII-E ROFSUARY RO THotz 12
ELEENREDOEER NZDEE : D (EIEIEAREH
R OEEOFE - FRBH- ROoF U 2XRY R OFEER
in vitro e Oin vivo DIEEHBRITBNWTY ZAXY R OARBIIAEIF
FERFRENPDRHN I ENRIN TS, B
fRHEEE (b7 O—LP450) D4F4E : CYP2D6, CYP3A41Y

16.5 kit
fEEER AU ZAXRY R 2 imglg k O2mgig 2 O0#% 5 Lz E, &%
B0 £ Tlo kit S Nz R REARIZR2ETH O ERBY
DI-t ROF U ZARY K IK20%TH o7z, SEANTDOF—4T
W3 R AICHC-Y ARY R ImgZz BERF %G L - 5a, &
5%:7)8 ﬁ;ﬁ F CITHSHEYE D 14% A F AP IT, T0%ATR FP I PRt X
7-:0 12), 15,

16.6 HEDEREZHFTHEE

16.6.1 SHERVERERERE TORE
TERERR . SR, AFHREREE B R OB e S B E Y 2R R
ImgfEZ BHERE OGS Lz & &, FEms (UZARY RO +9-k RoF
YZRY RY) OIEMEREIL. EFERALILL T, PEESEEREERY

DVLT7FZ2H VTS5 30~60mL/min/l. 73m2) Tty 2lZ35%DIEE:

KUAUCIZ2. Tfs Dk, BEBHIERERYE UL T7FZ2UT7 5>
Z :10~29mL/min/1. 73m? Tty 2lZ55%DIEE [ AUCIZ2. 6E 1K,
B Tt 230% D REE K CAUCIZ L. M5 DK AR bz BREANT—
4).10 9.2, 9.3, 9.8 1L 1. 5]

16. 7 E¥HEEER
BEER A XIZERE HAEE MokREmE. miw 2xasel
7Y EIEA OBFHERE L FIORT GHEAT—%),

16.7.1 URRY R OEYBEECHT SthFIDZE [10. 258]
M) ANTEEY
CYP3A4FEIERZETHHINIEE Y (RKiEHE) & ARY K>

(6mg/ H X5 Z21ABIAHH L7z & E OGRS () 2D R +9-

EROF2 U ZRY RY) ORI EHRI504E T L7z, 17
@ nNaFteFy
e e R 1261 CYP2DEEIE 269 2/80FF > (10, 20K T
40mg/H xE#H%E) LV ARY K> (dmg/HREHRS) 2HALEEE,
TEMER D OEFIRBICBT 5 b T 7EsZNENL 3, 16U 8fE EFL
7.2
@) wIESUY
e RFME XM & R SR B H LG CYP2DEIHEEH 2/ 5
JVEZ > (50mg/HKEHRE) &VJ AR R (4~6mg/HKIEHRE)
EOALZE &, BRSO MR I ORI E KT I e o 2.
%z, BV R SY 2 2100mg/ HIHE L ZBETIE, MRS OE FikiE
BT B kT 7lEN15% EF U, 150mg/ HICHE L 7226 Tld. #hFh
36% K% UN52% BF U7z, 19
@) ZIREHz>
RO R FRE B LI CYP3A4 K U CYP2D6FHENE A 269 % 7))V RFH 3
> (100mg/ AK#EHE) &V ANRY K> 3~6mg/HKERS) #HHL
&, TEMER O MR I ORI R KE S o . E,
TIVRFH I > 2200mg/ HIHER L ZHBFH T, VAR RO OEFIRE
BTSN T 7N, EF LA, 9-E ROF U 2R Rl
BB E KT T2 ho 17,19
G) A bZaFV-Ib
e R IERE LB CYPAHEER 2T 21 b 53 —)) (200mg
JHREHRE) &V ARY RY Q~8mg/HKEHRS) A LEEZ0E
MR DEFAIREEICBIT 5 b 5 7 EI365% EF L7=.Y
6) NS/
fEREBERR A L2611 PREAEER 26325 5)83)) (240mg/K {8 H#
5) LUZNRY Ry (ImgHEES) %00 Uz & & OTEMHERK D O Cradk
VAUCIZNZNL 35 S O AL 72,2



17. ERPRARIE

17.1 BHERVORLMECET SR
(& = FRAE)

17.1.1 EBANEEKREER
[ENTEES N7z —EER LGB 2 & DRF727THICBIT 2 U 2 X
U R 8E - MR OEE IR ORGSR, A 2N VE R ok SE 51 7225112503
sy D Ok ERII51. 5% (372/72241) THolm. Tz,
CHEEREEGERBRICE S TRAKMEICHTZU AR R0FH
PERBD BN TNSD,
ﬁ%ﬁ)éﬂf{glﬁﬁ%ﬁmm?ﬁ)WJEP43O{§IJ (59.5%) ICEIEHAMNED SN
7'—:0 21) ~30.
D ARABRIO Y ARY K 253N BEEED,
UNBEIDO BRARRS b5 AREICEES SHIEME)

17.1.2 EREE MBI
DSM#ED-IV-TRIZ & 0 HEAMEREE S 2l h. SRtz E3 28
& Gk 18 AR ZMRICENTEME L ZHEERBRO —E5K
MicBNT, 7RI ARY K> ((KE15kgPA F20kg A
0.25~1.0mg/H. {K#E20kglL 45kgA i 1 0. 5~2. 5mg/H. (A&
45kgll k- 1 0.5~3. 0mg/H) 231 H2[ESERRE D&% G SNz,
FUAIEE TdH 2 ke (LOCFE?) 1231) 2 ABC-JHEY iz
WY TAT =V AAT7DR=ZAT7A >NEDOE(LEITTFEDEBD
THO., TIBREEY ARY ROBHOLBICB W THE 2N A
BENFED SN (p=0.0030. FHE£HEHHD .

—EERN GERM) 1B BABCJEELY TR —IL AT O
N—=ZA 51 26 DR (FASEY, LOCF)

ABC-JBUE

YITAr =)V A7 e
o [HE o 7 St Rl E D
fis | ~—= i | NTATTY
T4 | T o opieR | BN RTIEORME |
[95% (=X 1] PiE

Tt | 18 | 27.5+5.26 | 24. 749.47 | -2.8£6. 62 -

JARY

KU 21 | 28.246.36 | 18.56+10.57 | -9.7£7.29 | -7.1 [-11.6,-2.6] 0. 0030

S + R

a) HEHERNT. X=X T4 > OABC-JEBEWLY T X —)V 27 2{_EBE LT
B Gl
“HEHERMOB, UARY R 24SHEMERS L EYRSHICBT
HABC-JEEMEY T A7 —)V AT DR—ZAF1 > OELER
TEOEBVTH o=,

EWEH SHRM) 1CB T BABC-JRENY T A7 —ILAa7 D
R—=Z 74 26 DZELR (FAS. OCED)

T TR S OBATH UZANRY KNS OBITH

ABC-JHUEHE | N—R 51> | ABCIEEME | N—ZI51
$IRI—NAAT | HBHOER | FTAT—VATT | 55 OBIKE

N=2 T4 > | 24.5+9.73(17) 19. 8+10. 65(18)
Sifikf 12.949.90(16) | -10.8%10.47(16) | 13. 7£10. 46 (16) | -5.8£8.75(16)
pZSELSS 12.849.90(16) |-10.9+10.76(16) | 13.1+9.67(14) | -6.8+9.65(14)
48;ffks 11.6+8.18(14) | -12.5£10.32(14) | 12.6+9.84(12) |-7.9£9.18(12)

3 TS
(LOCF)

13.14£8.31(17) | -11.4£10.70(17) | 13. 0£10. 28(18) | -6.8+9.70(18)

SEIME AR 22 GEMEITE0

a) RHIE S 1A BRI AR bR falks

7£1) American Psychiatric Association CKENE#IZE*#2Y) (DDiagnostic and Statistical
Manual of Mental Disorders (SHEREDBET - Hat~=27))

1¥2) Last-observation-carried—forward (B FifIZ#I%E S 3172t T RMIE 2 450

113) Aberrant behavior checklist-Japanese version (JH#1TE)F v 27U X s HAEE)

7#4) Full analysis set (R DMEHTRIRERN])

7E£5) Observed Case (BlSRSN7-fl, RMMEDOHHTEIRL)

18. EEZNER
18.1 {EFtLR

FENSEBENG IR L FIIRBOFRER LD, EELUTR)NI D2
REEHER ROt O b= O 5-HTo S AR EUERICE D L. dif
MR RDHHIC LD DD EEZZBND,32.39
18.2 EBIER
18.2.1 i R/N2 R

RN Do BB IERZAL, Sy RTY > 729327
REN T4 DIREVFHRINDEECHRATHSEOTHELEHE
EERNZIMHEIL 72, FOREERNORY R—)L ERIZEEL <I3ee
BN ARSI NI
18.2.2 fntA =&MW

o k= U5-HLZAEREVIERZAGL. Y RTRUTHI 2K
Uxxﬁy>K;D%%éhé%%%%%@@ﬁ%@ﬁﬁﬁm%m
HIL 7,32

18.2.3 ho L7 —ERER

v NTOhY L T —EREMI. NOXRY R—=)LXDHEHNn, £
2o T bOHIK—TkkR (RFEED) TO RN 2D BRICHT
HREEBAMET. SEARIEER & OB TEN E TN TV SHEMEK
TOHEMMELDEN, LaNORY R—)L TIIREEIT BT Dk
GEIEOFNE N, 2B, o b= 2 5-HT 2B REHIEM D
EES L): io‘)h‘é RN CEBEOEKZFEML THW DA EEEN D
60 32)~35

19. BT ICEYT SELZNMR

s
N CHs
“
(X
N

0 F

|

N\O

—f&4 1 U AR K2 (Risperidone)

{b2#4 : 3-{2-[4- (6-Fluoro-1, 2-benzisoxazol-3-yl) piperidin-1-y1]
ethyl} -2-methyl-6, 7, 8, 9-tetrahydro-4H -pyrido [1, 2-a ]
pyrimidin-4-one

53 T3 ¢ CosHorFN4O2

T8 1 410. 48

R A~ MEHAORERIEOM R TH D, A /=)L FT
& 7 =)l (99.5) IZRREFIC< <, 2-F 0N —)LIZHg
BTRFICLS L, KITEEAEET RN,

A s 169~173°C

20. BV EDEE
20.1 L AR THRET ST &,
20.2 NEOFEQEMN VRIS T2 2 &,

% 22 G

0. 5mLX 504 [434]
1mL X504 [/f1]
2mL X501 [43]
3mLX50% [4341]
100mL [iR]
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