2023411 AELET (45100 BAEEEAIEES
871179
Bpik - SIRORAT 0.5mg Img 2mg 3mg
AREIE 3 ASRES |22200AMX00032000 | 22200AMX 00033000 | 22200 AMX00031000| 22200AMX 00030000
BR7EBRIA 20114E11 A 20114E11H 20114E11 A 20114E11 A
PE Rl

IR SN Iy7E -2 30
BAZERA AN KCHRE

JZNRY KB #E?S0.5mg [HEI]
JZNRY KRB #®?S1mg [HEI]
JZAXR) N RRA#&E?E2mg [HEL]
) ZXR) KN RA#&E?E3mg [HETL]

Risperidone Oral Solution

) EE—EMEORTEICLYMEATAZ L

2. BR (ROBEICREFEELEVWIE)

21 FIEREOERE [FERKELZELI LB H5.]

2.2 7NV EY — VERFEARSE O HAR AR F OB R TS
H 5 EE [TPAEIH AR SN D 2 0D 5]

23 7L F ) v EHEGHOEH (T VLTI 27+ 747
F U —OfEHERE, USRI B SR ERED L <1
(EERRB ISR 26 2k () [101 ]

2.4 KR OEGF O3 ) R AR LB EEOBHED 5 %
B

3. #Amg - MK
3.1 #H

. AR FYPHESE | ) AR RS S
W 7E 44

05mg [HEET] Img [HET]

1@ (05mL) H 14 (ImL)

R % ) AR Ry ) AR Ry
0.5mg lmg

W AR, D-V VY b=, EERE. pHI A

Y AR R NS | ) AR R YNBSS

e, 2mg [HET] 3mg [HE T

1% (2mL) 14, (3mL)

RS 1) A1) K J AR K
2mg 3mg

wmEl EARE. D-V VY b=V, REEME. pHAREH

3.2 WE DMK

i 4, ) AN RN | ) A R 2 AR

oL 05mg [HET.] Img [HET]
ST TIRTS T H
A - HEIR il
pH 2.0~4.0
75 4% 1) AR N WS | ) AR R PN RES
I 2mg [HEET ] 3mg [HPET ]
FIT - PR el
pH 20~40
4. WEER IR
{0.5mg. 1mg. 2mg)
O &K ERiE
ONREBOBEBAZANY b LLEICHES BRlEM
(3mg)
O &R ERE

5. ZREXIHRICBHET R
CNEREOBERZNY b7 LEICH D BRI
5.1 JEHIE Lo 18R AMOBF M T L Lo

6. AARUVAE

6.1 #EKMAE
WEL HAICIZY A Fr e LClEImg (ImL) 1H2E XY
Bk L. fR4 ISR 5o MEFFRIZERIH2~6mg (2~6mL)

ZEATE L CLH2MNZ 3 CRIO%SG 3 4. 2B, . EIRIC
S EEHEWET S, AL, IH=1X12mg (12mL) ##z w2
b

6.2 /NEEHOBEAZANY b T LD ZRIB M

6.2.1 {&E15kgl _E20kgkKimD BE
WEEL. ) AR Fr e LTIH1EO025mg (0.25mL) &£ V) B4
A4HH X V1H05mg (0.5mL) #1H2ENZ/5 T CTRIOKS T 5,
JERIC L D EEIER T 525, HWET A58 X EKU EOREZ
HIFTCIHH & L C025mg (0.25mL) v o&E3 5, {HL., 1H
Fitlmg (ImL) #B2HRWVWI &,

6.2.2 {FE20kgl EDEH
BE. AN FrELTCIHIE05mg (05mL) L DBAZEL. 4
HHXY1IHImg (ImL) #1H2BNZ45 0 CTRIO¥S 35, fEIR
WX EERRT AD, WMETALAIE LA EoMEY 1)
TIH®mE L T05mg (0.5mL) §om3 5, HL. 1H=IX,
R HE20kgbl _E45kg il D35 4132.5mg (25mL) . 45kghl B
A133mg (3mL) ZHEZHWI &,

7. BERUHAEICEET 2FE

74 REOEERHD L ) R) FrTHY, 79) xR Ko Eoff
X D ERAP RS 2 BFNDH L7280, KF L8R R
REHTARONKE OMHIZ, WITAZ L,

8. EEREXWIE

(GhEELE)

8.1 LG, TG, HEERC o 2QERRE R I 260 e
VHERILEDRS b, EDHEHDT, LE,bEFELIIHEE
L. RIEA S &bz HaidiiEss, @R nEz1r) 2 &,

8.2 R&. &) - )] - EHEBREI SR T AR 5 2 L
HDHOT, AEFEG O BEI2IE H B H OEEEE G RR % Rk ) B
OBEIHEE SV E I EET L&,

8.3 AFNDOIGIZL Y HIIHERLHERFOEALD S & b, MR
Peor b7y F=3 A, BERIGHEEIEICE L 2 LB DT, KH|
PG, g, 8. IR, HIREOEROFERIEET L &
LI, FRICHEIRIE L Z DIEERED 5 W FofEHRIN T2 F
HEFEIZOWTE., MEEOMESE OB % +551247H) 2 &,
[85. 9.16. 1119 BME]

8.4 KIMMEHNH HbI A ENHLDOT, KFFETGHIE, BT,
BRI, W, IR, EIR, BRREEES oI ER I ER T 5
LEbz, MEEOMESEDOBE % 4512175 2 Lo [85.
11.1.10 Z&]

8.5 RHNOFEGIZKEL., H 52 U EFL8 3K 84D FEIVEH A FH
TOLEERHDH Lk, BERPZORBEICTHISHBA L, &Il
HEER (8. 2k, IR, BEIRSE) . RIAEER (BJ1i&. %
B, W, R, IR, ERREEES) 1EEL. 2o k) BE
KH bbb ezt Hb kG 2L, EMioZgs%
A& HiEET L2 L, [83. 84, 916, 11.19, 11.1.10 ]

(& KFAE)

8.6 M, FHAME. HCESOBGHAEIREY BAL S & LW HEMEDL D 5 D
TEE 2 T012AT VL BALD A S N A I3 o B eE 12 )
A D WY RNERIT) Z L,

CNREIOEHBEZANRY b5 LIS BRI

8.7 EMIMIZ L& R OHMMEEZFIL . ke BHICHA 5
Lwnwa k,



9. FENEREEIHBEFICEHTEE

9.1 ABHE - MEEEDH 2 8%

911 - MERKSER, KRIME. RIEZhS5DRVDHZEE
—WEDOMERET 2S5 bNDLE T EDNH D,

91.2 AEROBEEFENDH 3H8E. ERMUQTEREREDEE
QTR T B W HEMEA D % .

913 N—F LV URRIELE —/MERBHED H 5 BE
EMEEEASEZ D Tk b T2 SERSMEIROEIZI
2T, #HEL. ERRL ANV #E 2 R O RRE S OSER
DVIBTHBFNDH 5, [11.1.1 =]

914 TAPAZEDEEMKREIIIZCNSDBREEODH D EE
I MEZ KT SELBZNMDDH 5,

915 BEEROBRFERUVBERSEREHT 8%
JERZEAL S BEFNDDH 5,

916 PERHWIXIIZTOHREREDH 2BE. 5V IIFERRORE
B, SmpE. EEE0ORRFEOBRETF 25T 85
MAEEDS EFT 52 LD 5. [83. 85, 1119 BE]

917 K - REFRREZEHS BHRNWEEDH 2 EE
BEMEREEASE S D 23w, (1111 BM]]

9.1.8 AENIREE., REABARR. MBS, BAKREZOSRE
PURHIRIRIZ B Oy BTEEME. AR VI AE 55 0 4 SEAGAE A3
HENTW D, (11112 2]

9.2 BHEEERE
RHFN O OIER K CAUCH R T 2 2 L hdh 5, (1661 &
1]

9.3 FriaeEERE
EEZEAXELBZNMHDDH 5, [11.15, 1661 ]

9.5 TR
FEIR AR L C W AT HEE D & 5 1%, (R EOF D
fElflE % L2 &M SN A BGEICOREGT 5T & HIRBEI
PR MRS DS G- S T 24, Bk I iFLRE S, iR,
WP, HRER, FRERIRACTT . SIS o BB R R S AR
SERDS B B b L OWEND S,

9.6 BRI
B EOE IR ORI O A S Z L L, 125 oMk L
k2 RE T2 2k, v M THHARBTIZRO SN TS,

9.7 /B

(& KEAE)

9.7.1 13RRIGD/NBEE RS & L 72 BRBRITFER L T v,

CMREIDBEBAZRNRY b5 LEEICHES BREE)

9.7.2 fRHAMKEIE, FralE, FLIE. smkioP e tHe Lk
R BRI FE M L TV,

9.8 EipE
BEOREXBIE L 22564 % (1H05mg (0.5mL)) »5#%5
ToHRE, MEICHS TSI L, EiEE CIREERIEERE O
TERD D Sbhed (. Tz, BHiEREL AT 2 B8 TS
MEETEEANES L, FRPPEEST 22 055, (1661 &
5]

10. HHE{EH
AFNIEE L CCYP2D6 TR S NG, F72. —ECYP3A4DR
B RmEnsg,

AL

FRRAEIR - 8851

Wy - fafri T

CYP2D6% 1ET 2
EH (o FLT
¥ &)

[16.71 2]

AH B O PR
O I LAY E A
LT ENDHbo

Ny OYOF SO 2/
AR E RIS
L%,

CYP3A4%HET 5
HHE (AN Y
MEUNIYE S IR
V77 Y s
T )N ES—))
[16.71 &)

ANFH e O 1 A
O It Hp ke FE AR
LT END D,

5 o EA D
CYP3A4FFEMER IS
L5,

CYP3A4% HET 3

ARH K O PR

s oK D

H (A4 b T aF OIMmPREES RS\ CYPIA4MEMEMIC
VB ) LT ENBH D, L5,
(1671 8]
QTEEXEI T2 L |QTIEELH 5 b b | QTEEMEH A MY
PHHNTWLEE | BEND DD, BBENDH D,
TRV vEAERIMERT2REIT |7 FLF) Y iE7 R
RRFRIZ) LB D, Ly AEEE o
JRAAL Y TR B S F AR o fil 5 T
Ly EINE S N 3
REWERIZ LY B
AR D3
Lk, MERT
R RS ND B
INDB D,
11. BER

ROBWERDRSH bbb Z DD T, s 4527w, B
EHRRO SN HE IS AR B % SR R LE AT 2

&

L7z
1.1 EXLGEHEA

1111 BMERE (B
MEEARER . SREEOFRMA, TN, HIR, MEOZEH), JETE
MHEEBL. TNICHI SRS FEHDP A LN LA, 521k
L. RmH, ROHHRGSF O ERE & ICHY R LEE1T) 2
Eo RIEFERFICIE, HILEROBINL MFECKO AP AL S
ENLLL FoL I A TR VREED) BHREOERT AR SN

B LD BB, EHOHHEL, B,

AR RO T2 0B | oI5 3 HIfE
B I o\ TlE BiA LTS R G s L ok

Ao
(IO E ST

0% PR L 91 B

B, BKIER, SMEBEEENERITL, HCT LI LD 5,

[9.1.3. 9.1.7 ]

1112 ERMES Z2X2I7 (055%)
FHHRGIC XY . HERSEORMEEE 2D S b, H5dikk
VEFT L LD D,

11.1.3 FREMEA L7 R (HEARD)
MR (EAIR. B0 - W, 2 LB, B0 5
WIEHRE X CWEREW O S o iSO REIR)
ABITT B ENHLHOT, BEMREL D 5 b GEIE,

wAHL RRERIEA LY

10.1 HRAER

(BEtRALAEWVWZE)

A5

B AREIR - 157

Wy - fakrREF

TRV

(7+747%2—0
Fosiam, IR
I B 1 B IR AR
e d L <AL fE S R

KﬁﬁTé%ﬁ%%
<
RAI Y

(23 ZH]

7 RLFU oM
R S I R
TEREISIEND
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7TRLFULRTF
L) AEEE o
B S F R O Rl T
b KHNOD o ZH
EMTERIZ LD B
SEEARNEAT H A3
kb MERT
TEASER S 12,

10.2 fAEE BIRICEE TS L)

el %

FRARAEIR - FE 51

Wiy - fabrREF

PR AR ONHECER 2 85k | RFI RN s o3k
Ve — VEBFERN D Z LD B O T, |H o AR IR
&) WET A CEEICHICL S,
BT L,
PARNDR(E E S BNV % 55 3 | R FNE R 283 vk
LI ENHDb, fERxHE LTS 2
L, R UM
ERE R S A (5
FAHEPLS % n] fetk
75‘2%%)0
[HHEEE S FEFEE I ASB R 3 2 | RF L N2 s o 3R
ZEDH D, FIORETEAERIZ & %0
T a—) AN & B4R | 7 v 3 — b & A Al
LI ENDHD, RHHER %3 50

B ailb T 50 @2 EEZITH 2 & B AFTEIHE
Bo(4 %) CHIMERZES A2 L5, Bl - NE 2 REEMEAL
T LR HLOTHEET L L. [1621 ]

11.1.4 FFRFIVE > RES D BIEREE (SIADH) (HHEEAHH)
K MUY A E. RZEEMAE. Ry b)) 23k E o
TN, ERRIR. RS, FERRREELE R R BUAR OV | VAN A
JEfERE (SIADH) 2% 5bN b 2 &b b,

11.1.5 FF#geE=E. &E (GEEAH)

AST. ALT. y-GTP® I 75 %k fHfghs s,
NoZENHb, [93. 1661 2]

11.1.6 HEIUERAEE CHEAH)

M. B, CK LS., MA R ORF I+ 7y LA %4
B T AMERRRIED S S bNDL Db, F72, R
FRREIC £ 5 B REDFIEIEERTHI L,

11.1.7 FEMR (FHEA)

LEME, CEEHINES DS 5 b b 2 e D b,

11.1.8 BIMEREE (GHEAR)

1m9)%ﬂﬁ\ﬁﬁﬁﬁ#b?&ﬁ—vzsﬁﬁﬁﬁgﬁ<ﬁ§
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11.1.11 EFERERAE. BIERRD (BEEAH)
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. EBLFIE, MR,
Hig%. HIEE

R e
JFF I A JFFHERE S

5%t 5% A B
B2 JE R O Ke LT E . B ERE. BB, B
ALk R % b, #LpE. S9E. BE
fE. MEFE. FEE
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Gy EE L FLEEE K.
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AEIE, SEFBENE G
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13. BERE
13.1 BfiR. ER
A ST DR, FEIRIE, AR OVE A3 12 5B L
2bOTH Y, MR, EHEF B, RME, QTIER. HEMAESH
SEIRETH %o

14. BWHAEDEE

141 EFRESEHOEE
PIRIZO A S5 Z &,

14.2 FEHXFEFOEE
UTIZOWCTHEFIREST L2 &,

1421 HARBICBVTIE, BEOFFMRM LAV &,

1422 AFZEFERAT 520, b LEIRORHAEY K, ¥ a—
ZF IR T, 3y 77— (J9150mL) < HWIZHRL T
T2 8. B, RBRIE R L ERPIHHT L L,

14.2.3 FREMBHE LA, B, HAKSE) LU0 -—713,
BETHEEEDRTTAIENHLDOT, ML THHELZW

2,
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14.3 EZIFANEOEE
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D, ORE., EBRSLEERT 2RO ENS, BRETEITL S
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15. ZD/DEE

15.1 EEPR{EMA ICE D < 5%

15.1.1 AHFNC L BiHED . FRAHOZERIESHE SN T b,

151 2 HVETCEE S N FRHNE B L AR EIR OREEAVRD

AR 2AT A mEERE TR E LAITORKREIZB W

’C\ RE % &L IFERPUB MR 583 79 2 R 58 & b
LCHEERL6~1TEES o7 L OHESH L, T2 SHET
DIEFIREN BT, ERPURE MR L IR BIPURHIRIE & [k
WZHEED EAICHEG T2 L OMEDRDH S,

15.1.3 A# 2 &L a1 7 FLF Y VIEHEHO S 25K 2 %55 h

PZREFITB T IR A R R BRI i e v
ENTWV D, fiid - AR, IRAEPHEZ 2 L2 THEEAH 25 O

Ty AN RBEICAFIE T EICOWTER L L) EET L2
k_O

15.2 FEERARHBRICE D { B#

15.2.1 AHANIEWER (1 X) THIHIEHZAET 52 Ehb, il

OFANHED i, BPAZE. IS5 & B IEHAEK 2 A SR

b3 2 REMED S %o [11.1.3 BR]
1522 To®E (v A, I M) IR HED4.7~758

(063~10mg/kg/H) #18~25% AR5 L 7278 A5 14 st
WZBWT, 0.63mg/kg/HU ETHIRESE (7 A, v M),
25mg/kg/H UL ECTFEMAIESE (<7 Z) K OTRENEPY 7 h 5B 5
(7 1) OBEHED LANRESN TV, IR
TU5 7 F B L E LT, o Tz L s nT

\,\57)0
16. EMENRE
16.1 MAFiRE

16.1.1 EPFEHFESFERR
AR FrFAEGEIng THETL] RO A8 — VN {ilmg/mLE ., 7 0 A
F=N—FZE ) FNnERImL (VAR Ry & LClmg) BEHBAY T 12H# & H %
OG- LT ) A~ K2 lleE L, £ 6 hz3imiE s x—% (AUC,
Cmax) |22\ TI0%IEHEX I S CREHENT 2 17 o 724558 log (08) ~log (1.25) @
AN TH Y . WH O LW E SR S 7Y,

MBI ST A =5

F5E/S5 A— 5 BEHINT A~
AUCo-2 Crnax Tnax tiz
(ng - hr/mL) (ng/mL) (hr) (hr)
R . iy . N
eimg [HEEL] | 457213552 | 4177+1203 12+04 48062313
K 7‘”1“5';””7‘” W | 0480414749 | 4452+ 1855 1204 4540+ 2543
mg/mL
(ImL#%%5:, Mean=SD., n=18)
(ng/mL)
6 .
% 51 e Y~ KRR EImg [AET]
& -o- 1) ZNE — )V NAA&R1mg/mL
)44 4
X
~ 1mL#5, Mean+S.D., n=18
3 W
K N
Z %
B 2 N
f‘i: Q
1 4
0 i | e
0 6 12 18 24
BER (hr)
IMIL3E HR SR 8 FEE A S

MR ONZAUC, Cmax® /8T A — &%, BERE OFEF
B0 RERG 1 L > TR B RENA D 5,

166 HENDHEREHTH2EE

16.6.1 EHERVBHREEREERE CORE
HEHEBIN ., i, FREAEREE IS N ORI 12 A0 R 2 Imghi & BN
OG- L7z & &, i mmsy <‘)7\f\*) FY+9- FaF ) 2x1) Fv) o3EYERE
=S %sz/\tﬂ LT, R RERERE (VLT7F=v 2 )T IR 30~
60mL/min/1.73m2) Tt120235%DHER J CAUCIZ2.7fE DMK, BB HRRek & R
(ZVT7F=v 2707522 10~29mL/min/1.73m?) Tt12l255%DIER f OFAUCIZ
26f5 DK, B T2l 30% D IER L NAUCI LAE DR ASTES 6729 (FHEA
F—=4), [92. 93, 98, 1115 BH]

16.7 EWHEE/EA
PEHEB AU B (A RIMAE, A JHIEIEIEE) 2 tg s LSl e o
FRELTIORS GHEAT— /57>o

16.7.1 U AN K> OEYBHEICHT 2 MFOHE [10.2 BE]

1) HINTEEY
CYP3A4IFHMEM 2 3 2 vz ¥ ¥y (EHRS) &) A~ Fr (6mg/HKE
%) Z2LHMGEFHA L7z & S oiESsr () AR Fr+9- L FaoF ) 2~ FY)
DIHE T EH509% 4 L7210,

2 NaxtFr
fa RAAE B A 120012 CYP2DE L EME I 2 A3 2 5u ¥ 5 > (10, 20/ UM40mg/H K
B¥es) L) AR Fro (dmg/HREHRS) 2PEH L E & EMHERS OB IREIC
BUD NI 7 ENENL3, 16K UL LA L7122,

@ wIEFUT
G S A R A B S A 11BN CYP2D6 L EE A 2 H 4 520 b5 1) »
(50mg/ H fi#%5) &) A1) F¥ (4~6mg/HEEHS) 2P LA E & WM
S MUAEH I 1B IL R RIZ S o Tze T2 VR T Y ¥ %2100mg/ H IS
L 72 BH T RS OEWFIREIC BT A F T 7lA15% -5 L. 150mg/H 12

R OTRRUNL, -

Rt L 72260l 22 N86% K U52% b5 L 7210
4 FNRxHI
A SIIE BB 1B CYP3A4 S O'CYP2D6 I EME # 92 7 VAR FH 3~ (100mg/
HBRBHS) &) A1) K (3~6mg/HKAEHRS) &P L& &, GRS oMk
RSB II B R TS oo F720 7IVRFF I v &200me/ HIZHE L
h?ﬁ%‘fli YARY R OEFREIZBT S b7 7H286% LA L7za5, 9 FaF
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