ANEEREMESFA
/ANX% 355 EpEEs 60327 % G-13369

HFHEO
6 =27 FEEBFE 060328 57 G-13370
=25 060326 9% G-13368

(SR E S EMEYIR3 6 925
Berydone Extended-Release Tablets 3 * 6 * 9mg
(Paliperidone)

B aEFRERAS L EIEMBGHE
IRAR A RBIAELE - lRASFEBE BN RENEFRERABERSMETEE -
Paliperidoneill 2 B#Z £ RARARKERMENR - (SREEFENMEIEEE(5.1)1

1 BEFEE

1.1 BBEKBE

AR

Paliperidone Z AR BB RFHENREEUE —EARBLBEMA A Ec B R - —
EREBRBESVEZHECSELNR - UR—EAMAZHENERFHBHER L -
1.2 1ERBBKIEIE ( Schizoaffective Disorder )

AR

B—EE

Paliperidone R MR MR B BB RBE 22 ABHE —AEEEY) -

A AR

Paliperidone RN EFRBBLREZSMABETERBERBEHA () NEEH
RIBBN A& -

Paliperidone Z & IE R B ERFENRZREUE _ERAZH EcBHABAER - A&
RIERBERBECEU L ZBEYNAER  RAGHEEHSETGEBMY -

2 BISBERAE

2.1 BEKRBE

A

Paliperidone Z2ZEERBH—R - BR3-12 mg - ERERRT - AEEHKZHIER
2oEATESNe mgIlRBEERHIINZEFE  BE—REQIASHEARTF 2N
R-EWERGHEDSEMRBEZAER  AEELERATNESESHL2 mgPERYH
B MiE—ERAREEBAImgZREHENEY - HSEBNESHKEH6 mghs -
MERBERR EMERTME - —RPABNERBBSK - ERTIEMBIER  EHSH
B3 mg - ZRAEREEREH12 mg - HAXRZERIAELS BBREZ AR
ERRZBYEE (Food effect ) - BER/INLAZEE (titrate ) E—RABIE - B IREE
HEEBE RS EERE B8 -

HVE (12-175% )

Paliperidone YA E12-175% 5 D EM BB RIBIE ( schizophrenia ) i - BEIEIAEI=
RBA-R BRIER - LARERBZHERE - ERA/VERSHER  —EZ
SETIRARENTM - BEUSRERs R HIEN3ER/BNANRREE - ES
BHETIR BV EREBRBERRT BB S ( TEIHESERSIATHS
HAERTFeERNEE - LRHESESI1AT (2) UMENSHERFRERWEE )
WARREFEENAAREE® -  BEARSHERBESMEMN -

2.2 HBERBBIERIE ( Schizoaffective Disorder )

Paliperidone 5B M Z X #E AR A BB BB RIMIE ( schizoaffective disorder ) FFAIEE
FHERERESA—R  REBRA ABRERBHERAE - T3 ENREREH—
RWEZHEDER LB ANTERBIRSVEEMES - ABENYRARA
BEHEmABNIED - EEEOVERBEGARREGHEEEMENNEE - R
ERORBATIRZESOREEREEE - NIEHE  BEERRIAN LBRSH
£ -ENERSHER BEESREIRER  ReE@NER12%2%/H -

2.3 {REAL

Paliperidone Tl EA B M B AR - TRl REI B YR - FEIIpaliperidone Z &2 M BB M
AR EEAERBAZERRRNIEN NETH -
Paliperidone 7B EE I FR7K 25 AR - A OIS EEERIGHE « RUFEER - HEYR D GRBME
—EARTRSRERKIAISNRZA - ILINRIRRET 2% 7 DUEFIRRE L 2Y) - #ikn
INREAR AN ZOENE —HHILEN  FANRBRIOREERPEEERBEIE
FRAUSRT - WARIED -

2.4 HARisperidonef#Fl

B Bl & 78 % 17 18 15 paliperidone & risperidone & # £ FAKI FF FT - FH X paliperidone &
risperidonefYE ZFM Y - EIE - MR EFrisperidoneflpaliperidone &5 HI&F -
FE%E B Zlpaliperidone I RESE RNMAIEE -

2.5 HRGEHNEIE

BIERR

DARKRERNBEANBINERERRERE - HEEBNEAE ( EETESE: 50
EFH/DIEE< 80EF/75E ) KIBA - paliperidoneIZZENEI S R3EREH—R -
REBRBEAREAMNSMHESEHE SRFURBEEREA—R - HPEEE
BINEEARE (IEEETEEZR: 1027/ EE< 502FH/21 ) A A - paliperidonef
BERERHENISEREA—R  ERBRAENIEZE RIURSEERSE
H—% - R BATERETBENBRETESER< 102F/5 1 2 7% A F Fpaliperidone
IR - B ANZEAREERA - [2REFRSEEE (123) ]

ipl 7> 3

HWEREPERFINEERE ( Child-PughD BRAREBLR ) WEA - UAREHERNE (2
REGRZEEE (12.3) ] - BRIERETBEREMINEERZ B AEHpaliperidonefy
W -

EEA

ERZEERATUESAENAERSMRE - Bt ae RIKE B IR ERBER
B-—RMS  HEVEEEZEFRANEZRHSNREEEBELEZHAAR
MNEE - HPESEBEARE (IBEEBSERI0E/DEE< SOEF/DE ) 1Y
AN - paliperidonel BB EHLHHERIEEEHA—R [Z2R EXHNENEFRER
E] -

3 BIREESRE

Paliperidone i B Z A RNWEI SR HREMT : 3= (A BEIRER) 625 (RE
BEPER) - Zm(MABEMER) -

g Al

Butylated hydroxytoluene, cellulose acetate, ferric oxide red, hypromellose, magnesium
stearate, polyethylene glycol, polyethylene oxide, povidone, sodium chloride, titanium

dioxide. 6252 5 & Aferric oxide yellow °

B (IRSIRAECED

AR B0 ¥ paliperidoneSkrisperidone @ 8 - 5% 2 ¥¥paliperidone ™ 2 £ — Mt L

BEREA - G&TEE Arisperidone Kpaliperidone’8 B AR AW B R S BB EM

fmfl - BERERSSELMEMKIE - PaliperidoneErisperidone (U H Y 2 — -

5 BEEEEE (IRETH)

RIBPEE DR - BEIBAMERRE ( Randomized Controlled Trial, RCT ) BaFR& B &K

[ 388 14 tH A B 78 ( Retrospective Cohort Study ) 8538 - MR E R - BEFEEHR

( Conventional ) B1JEEARY ( Atyptical ) ZIMIBEREYARBBEEZEREERA

( Dementia-Related Psychosis ) (ST REAZ BB ALLE - EE T 2HEBRERS -

5.1 BHRSMERIENE RSB Z R REERRFEIE

(—) REL—TEIFHITIBSRFREY - ERFARNBHREYSLIRS MER
ENREHEREMIUARIBERFBREISR - VEREZ GBI IRITE
MYfE ( ketoacidosis ) F1S M#E =2 BB IFRNFS M AEIREE ( Hyperglycemic
Hyperosmolar Nonketotic Coma ) S iEEHEHRERIET -

(Z) nARSFRENBEREY Z2FEA - BEVEBSsMEER (0 28 -
BIS - 2RI\ ) - BHRSMEERES - BUZNSMEE - BRRE
FERFEREF (W B BRRBRELSE ) ZHA - BEFIEER
miE - AZEPTEEHENME - HRNLIRBRFEEESAES MENRE
A BEREFE BUFAFEEDNAERNBERFEDLE -

(=) K EEPRHFEIEERINEMERBEREERTZE - EBIL0I4E
EEBRFAREMRER - NEERRBENRERBERERE -

5.2 BEARKEEMBBENREERANETE

EERNBERREYARNAEERFBEREERAD  TLHRBRBEASHNIR

% - F17{ERKRER T (BH10E1EF )  CREYNIHAE RN REERZRELN

SHEBBIEESL6EN.7ME - E—EREWI0BRART T EEEREYNZHE

K74.5%  MERLZHBNZHERILENR26% - BARATTREAKR—1K - BRZ

HRERAARZOME (BIORIB ~ B ) B (BIfHK ) - RBEUHRERER

FERERNBHRED AR  EIFBRTIESRERAL - TSN TR - BE

HIRRERWTTRIEMEE BRI AEE - RN ERERMAZBATE

LEREE - PaliperidoneMl SRR #Z A& FIRO AR A EAERRAE % - IMAEZBRAAREE

KEMEERE (2 RMEEE

53 BERKEEHEMBEHREERANMODERARSEYS - SFPE

TEfF Frisperidone * aripiprazole #olanzapine’A B B A K EiE 2 EFE Tl BT B &

Btk  MOEARSBHRE (P REERUEMRMEE  SFTLTHEA ) 193

EXREENEALREIARNZHE -

Paliperidone fE 35 Lo A 30 O #E 1T HA RS 18 5K L7 - Paliperidone i SRk 1% A RSB AR B AE

HEEHEEA [SRIMMEEEREEMEIEEE (52) ] -

5.4 HUIEHIREEY S 1 AE 12 BF

LERSEERNIBRREY ( B paliperidone ) IR #BEEE—TBILERDZES

FEAR (BB EY) RMAEIRRE (NVS ) - NMSHERIRRIREIESE - IAGE - =

By - DR B ESAKHNINS (I8 MEKH - DB 8TENEARE) -




HEMNEku BN BBBABAS NXEAR(BUNARE ) ASHERIE -
A MR 2B ANZETGEEE - REIERZEHNWEN  —CEBIR
ASELREEER (MK - 2EMERES ) B (RKaBEAREEE AR ) #
BESMBIICEASEAR ( EPS ) OERIRRIR - R BN ECEEESAFETERNE®BSY
PE - EYHR - DRRBEUPERERAHTE -

NVSHEBREE : (1) LAFERRBHREMRECIELNENSHIAEZEY ; (2)
safEAR AR EE T ; IR (3) A mHBREEARER N REEER
BEITAE - TERFBISHEIIEB B ENMS ( uncomplicated NMS ) FIZEMAE A HE - BAT
MRFEAENMSEREIAEFERIBSREY AR  SMAERERZEL ARG
BNMSTE B E -

5.5 QTR HAER

Paliperidone B R IE&QT ( QTc ) BHIBABER - Bl %S paliperidone B HEEHE
ERQICHEYHE - B1EF 1A% ( WM quinidine * procainamide ) LB (10
aminodarone * sotalol ) B9 /OVE RERZEY) « IiEHBREEY) ( WM chlorpromazine *
thioridazine ) ~ 42 ( WMgatifloxacin * moxifloxacin ) ~ HEEMEHEHEHMFIER
QTcfEHARIZEY) - Paliperidone MERE S AN B R R M RQTAEIEBFHIBA - LIRBD
BABBEEHBEA -

EERAEIERQTCESHZEYS - BLARIBEE S 8 FEtorsade de pointes & (3% )
BIERER - BLERREE (1) OERE; (2) BOHVEME; (3) HFAEE
SERQICEHMNEY ; MUK (4) BERMENQTEHERRS -
Paliperidone f QT AN X BH B UN —EH W R ERFEL B R BB RHAE
( schizoaffective disorder ) R ARAFTETINES S ZEYE IR ( BB moxifloxacin
400E5% ) ZHOQTIR - IR =188 BB K TAE AL AR AFTET R 2 BE 8E M
EYE R e BE TR SEYHR -

QTR (n=141) - 8 mgZ ¥ BREIE paliperidone ( n=50 ) #E558K - I FEIS
215N EBRRQTCLDEA R BRI FR % MBI T 1938 M12.3 msec( 90% C1:8.9;15.6 ) °
TIBNEERY Zpaliperidone 8 mgZ FIBEMBRIEMPREZRELRAERE =12
mg 2 paliperidoneZ2 & ( D BIZCraxss=113K45 ng/mL - EIRHERE—ERA ) - 48
B ZiFFR D - 4 mgiRM 2 O BREI E paliperidone * ECpaxss=35 ng/mL - FESE2 KRB 21.5
N - BRI AL R 2 QTclDIg /6.8 msec ( 90%Cl : 3.6 ; 10.1) ° TEEAERAVESM
R RAZHEFIBIR60 msecH QTcLDIBIB500 msecfr & -
EoIRHHRERBEBAMETHEEEHSBEMMAD - RARKBERET OEER
(ECG ) MBMEREN - RAE—fipaliperidone REFABAMNSZHEBEESRRN—
B RS IR BBiBe0E WA EHE (18622 ) -

TEE=IBRRP - WREEAHE S paliperidone’a BHZ i = L — A RAVQTCLDEER
50021 -

5.6 IEEE MR EDE ( Tardive Dyskinesia )
FERANBRREYABRNFEA TS RE—FU AT ENABEREETHNIRS - i
REBEGHUTEZTEABRPINETERS (LEREEYM ) - BLEETARM
LE NS REETRAER - BAl A RASENIBREY S BB REERNTIAE
HERERFER -

BEERURISENRIRRE S A EERW TN - IS HEERAERTEE
REYRBZ FERERAZEHSMNIENMAR - BIERFtIEEFERERS
AERHRENRE 2 BRE  RREERZUAER -

UL BB EERNBRREY 2 B U HRN TR HER - B HRAERSED
BEE B ( BUENn B ) BIEAE R EICSEMR - AUt DS EBEERNHE - B
A AT FNE AR BRHNE FR ¥ I AER B 2 REBRIZMTE -

ERBELESE - EFpaliperidonelF ERIEIRERH RREERMENENAES -
—RiN=E - REGANBERREYAENSNEREABRBCHENBHRENER
EZEUEFRNEA - HEEFERIPAENEA - BRIERAUEISAREZE
REYRENRELHERERER - BEPTGEEBENLENY -

f&F Fpaliperidone’ BB AMNRE L IREE M ERENENBISIER - BEEFZE - R
1B - AL IR ILRE IR R A% A BT BE1) 8 Fpaliperidone jA Y ©

5.7 {CHIMERAZ(E

FFRBIEMEEY NS HBERERHERS(E  BELB oA RE LM
EMEMEERNER - SLRBFERSCEES MR - MAIFRE RIEEIBM - AR
BE—ERNEYISCHEESSIRFELEAHEFSE  BENENDNEERENRER
1B -

5 I R S
EERASEFRBNBSREYABENBATHESERES M RBERENRSE A
LEFIWMEASRESBA - TEHBHMRIENSSEBEEEX  E2RMET -
BLEFAATNHBEZRN LHENBEARERABEERTREHR - MIFRBER
& - M7EfE A paliperidone’A BV BRZ M B P B DD BES M ERBHRS -
FRAFARNBERREYEAREMEEERS[M2ABENTIEEEEH  ERB8

KR AR ERRFENE R B O EARMRE - M—MA D PANERF S ERM
EAEASED - ARNABLETERR - BAEETE 7 EAIF RIS R
MEEESMERRA RS 2B - K8 RITRERRIEL - EEMAFR
B Ry amrBsAT  RWaRRABLHRSMREERARSHNRERBEAHSH
IR - MR paliperidone fE 35 LA SR AV T HAR B K £ - BRI IE 30 A ## 4 paliperidone
REBRARASRSNERY -

TR E R ARERBIL R AER RS SREYABRNREA - BEHEIZ
BHIRMERFIRERIRS - HAERRBREREF ( BIMAERN - BRFBRESE ) W
BRGERFFRETBEREYABRRNBEA - BRERAERETEEMERA -
WHAEABE R - EEEAFRAEHREY RN B AT EERESE LR
BMENER - BFERS  ZR - 2R - URSEED - HIEERIFRITEeREE
WREBRESMEERNBEA - BETEEMERE - EELRES - SIMEN
ReEFEAFRBBEREN ZEESHE ; L8  BLBARGEFERIRED
RIBEESERBAE -

IS RBRBEMASRHAEMET ZZREH B BEEHEMRNESEIE
MzR1aFioR -

Rla. CHEHHBBRBERAZSHEMET 2 ZRBAHRUCEEREEHEMRPH
RS MmiEEE

Paliperidone
385/ 6Ek/ 9ER/ 1LER/
=] =] =] =]
HABRRERERNTFIIE(E(mg/dL)
n=322 n=122 n=212 n=234 n=218

i 0.8 0.7 0.4 2.3 43
HRRERENEE
BHEE{EMRALLH
m#E
REEZMIBE 5.1% 3.2% 4.5% 4.8% 3.8%

(<100 mg/dLEE Af>126
mg/dL)

(12/236) (3/93) (7/156) (9/187) (6/157)

EEHBANRRARMEIEBIFID - paliperidoneF5| 8 MEF 9L R 552418
1E03.3 mg/dL (n=570) - 552i818/04.6 mg/dL (n=314) -
HEBBRBESVFERAE (12-175 ) FIETZZREH B HeBM RN EBNER
1bFI7R -

Rib. —EHHBEBRBES VD ERHE(12-175) FFET 2 L2 RE #H Bt eBHE D
FYZERE I R

Paliperidone

- 1585k 32R%R 62/ LRER

/8 /B B /B
RN ERENTI92/E(mg/dL)

n=41 n=44 n=11 n=28 n=32
m¥E
s —— 0.8 -1.4 -1.8 0.1 5.2

BEE(EMRALLH
m¥E
REBRE/BE 3% 0% 0% 0% 11%
(##£< 100 mg/dLEE AL > (1/32) (0/34) (0/9) (0/20) (3/27)
126 mg/dL)
MmAEEE

EFEAFFHEATIESREDAENRAPEHRRI MR EARE RS -

IR MR RBENAZHAERET ZZRRNR e BE TR SMANESBIE
WNER2aF7R -

®2a ZIHEHBBBRAERAZHEMET 2 XBBHRECBEEREMRPH
ZEIEMASEE

Paliperidone

—_— 3E5R/ 625/ L 12E25%/
=i H =i =i
RN ERENTI92(E(mg/dL)
fEEEZ n=331 n=120 n=216 n=236 n=231
HBRRERENE(E 6.3 -4.4 2.4 5.3 -4.0
LDL n=322 n=116 n=210 n=231 n=225
HBRRERENE(E 3.2 0.5 0.8 3.9 2.0
HDL n=331 n=119 n=216 n=234 n=230
HBRRERENE(E 0.3 -0.4 0.5 0.8 1.2

ZEHImAE n=331 n=120 n=216 n=236 n=231




HRRERENE(E -22.3 -18.3 -12.6 -10.6 -15.4

BHEE(EMRALLH
IEE B2t EE&aR
o ) 2.6% 2.8% 5.6% 4.1% 3.1%
B (< 200 mg/dLEE
(5/194) (2/71) (7/125) (6/147) (4/130)
A% 240 mg/dL)
LDLIEEEEmRiIAS
1.9% 0.0% 5.0% 3.7% 0.0%
(< 100 mg/dLEE A% >
(2/105) (0/44) (3/60) (3/81) (0/69)
160 mg/dL)
HDLEIE & &R BIE
| 22.0% 16.3% 29.1% 23.4% 20.0%
(12 40 mg/dLE R <
(44/200)  (13/80)  (39/134)  (32/137)  (27/135)
40 mg/dL)
ZEEHBEREES
AiBE (< 150 5.3% 11.0% 8.8% 8.7% 4.3%
mg/dLEERL> 200 (11/208)  (9/82) (12/136)  (13/150) (6/139)
mg/dL)

EERHBANRRARMMELEMHIED - paliperidone M5BT EER (a) HBHE
[EIf2 : 552438-1.5 mg/dL (n=573 ) - 585238-1.5mg/dL (n=317 ) ; (b ) =B H M5 :
262438-6.4 mg/dL( n=573 ) + 585238-10.5 mg/dL( n=317 ) ; (¢ ) LDL : 5524%8-1.9 mg/dL
(n=557) - 885248-2.7 mg/dL( n=297 ) ; WK (d )HDL : 5852438+2.2 mg/dL ( n=568 ) -
255238+3.6 mg/dL ( n=302 ) °

HERBBRRESVOEZHE (12175 ) FRET 2R EHREcBMANEBIR
2bFAI7R ©

b, —IHHHEBRBESVEZHE (1211758 ) FRIETZRBBIHREeBHRR
hRYZERE M AR 1L

Paliperidone

1.58%/ 32%/ 62R/ 1ER/
LR
= B B B B
R ERENTFISE(E(mg/dL)
IEE A n=39 n=45 n=11 n=28 n=32
HRRERENE(E 7.8 3.3 12.7 3.0 -1.5
LDL n=37 n=40 n=9 n=27 n=31
HRRERENE(E 4.1 3.1 7.2 2.4 0.6
HDL n=37 n=41 n=9 n=27 n=31
HRRERENE(E -1.9 0.0 1.3 1.4 0.0
=EHmAE n=39 n=44 n=11 n=28 n=32
HRRERENE(E -8.9 3.2 17.6 5.4 3.9
BEE(EMRALLH
IEE B2 EE&AR
o 7% 4% 0% 6% 11%
B (i< 170 mg/dLEE
(2/27) (1/26) (0/6) (1/18) (2/19)
A% 200 mg/dL)
LDLIEEEEmRiBE
3% 4% 14% 0% 9%
(i< 110 mg/dLE >
(1/32) (1/25) (1/7) (0/22) (2/22)
130 mg/dL)
HDLIEIE 2 &R BIE
) 14% 7% 29% 13% 23%
(12 40 mg/dLE R <
(4/28) (2/30) (2/7) (3/23) (5/22)
40 mg/dL)
ZEEHBEREES
iBE (< 150 3% 5% 13% 8% 7%
mg/dLEE R > 200 (1/34) (2/38) (1/8) (2/26) (2/28)
mg/dL)
BEEIEmM

EEMFAATBHREARNRADTSBRIRERMNIRSR - BEETRER
PRESA -

BRKRES R
SHEHEHAZSHEMET 2 ZRE R R e BEER EMR PHRRETHEERY
BREEIENEE (2 7%8E ) ZRALLAISENBIRR3FR

R3a. ZIHEHBBBRAERAZHEMET 2 LXBBHREBEEREMRPH
BREFOE(E (AF ) REBEEM 7% ZH E L6

Paliperidone

— 3EH/ 6253/ 95/ 12585/
H =] =] H
s n=323 n=112 n=215 n=235 n=218
RN ERENEE -0.4 0.6 0.6 1.0 1.1

s
REREEN: 7% 5% 7% 6% 9% 9%

EEHBANRRARMEIE@BIFID - paliperidoneF5| 8 WS EF 19 (E R 52418
+14AFT (n=63) - 552iB+2.6AT (n=302) -

B—ERHeBNE S L B E 8B 5T K —Hpaliperidone P i )& 5 HA ] 5 182 K AU BH
MERHRG T HBRERRES P EZHEPHREEMBENY - HHS P FEZH
E (12175 ) FRET 2 ZREHRB e BMRPNBEF IS RFEBEIGMERE
(27%88E ) ZBALBIFENEE (2REBRME (14.1) ] WER3bFAR -

*3b. —HHHEBRBESVEZHE (121758 ) FFETZ BB R EcBEHRR
PRIBEETFIEIE (A ) REESIEM: 7%8ZHE LA

Paliperidone

— 158%/ 38R/ 6ER/ 1nRER/
B H H H
BBE n=51 n=54 n=16 n=45 n=34
HRRERENEE 0.0 0.3 0.8 1.2 1.5
Bes
BREREEN 7% 2% 6% 19% 7% 18%

MR RIAMIED - EF paliperidone’AE IS SR E R EIGNN> 7% BIEZH &
tEB%533% - 1 Bpaliperidone’8BES D ERAR - EHRBIEEERNOTEIESIEMNG
ERFT LA EIEMAER - 1SR MM R W paliperidone P A B HAR ( 182K )
A BEHEPARFERABUINEREEERRE—EMAZTER  HAEKHE
( normative data ) HHECERAIIEXE /&) ( standardized scores ) &1 O 12 (L 58 B i FRARRA
MRS CIEER - KRN REEREN RN ZREFTHECNEESER
0.1( RELHENPUHS L% ) - RBEAZTEHERERNER - —RUALIRE
LB EREBRRERE -

1ERBEAFAE ( schizoaffective disorder ) &ti#

MBS 1B R BB A FAAE ( schizoaffective disorder ) AAAJR AFT#EST 2 ZRIEI¥T 88 M6
B RNESENEER - 7218 Mpaliperidone’ AN A E D - BEIEM> 7%89EEHI
(5% ) EeRERZRBAENZHE (1% ) - HHYSESARER SAETIEN
MR - EEEISHED - BEIZNMN2 7%00LE 6 R3% - EREISHEPRT% - TR
APAISL% -

5.8 B ELMERMLE

METCERENZEMRD, EZBIEY—1 - paliperidonetl EABMIBRNRE - B
EEREASNERESERPIENB G IERLE - Paliperidone MM EL AR FA S (ERAM
risperidone8 15, - 1 ArisperidoneFAB IR EEA SREZLH BN IS REE
e -

FimmE R BRI AR MEL RIS T REGnRH - #TEEAET ER IR AR
BERSWEE - ESRBLUENBHEBEANMERBERREMIER - Lo sER M HHIE
HTEINEE - EEREABMIBRZEYNBAT - SERERI - BAK - BHLI
FERGENRE - RBWIBRMEETHBERNBEREBHERLT - aeEES
MEUMBALRBEZERENRS -

EESMEBIBEERER  ABBHABLRMLINESE  SXEEFELHLASREIL
BHBARSELEYR S EdUEEEEENEESRER - T E/NEMAEMR
#E1THrisperidone BUB MR P33R - T =B - IRBELERSARBHRERS
FERIRE (SLIRMRE - ST ERRRARERE ) (2RFHERSER (131)] -
ESHETHRATRERTHREMRERB AU ABRPR PILREYHELRE
B2 EEAREEY  BARRENERNKD BT EMEER -

5.9 BHEBHAZEMN TN

H il paliperidone@ — T8RO /R0 ZEE - HSRESHE P A S RERBIRE -
Ibpaliperidone’® & A 0] AR RGBS HRER B (FRIBUHBRY - fiu0 . REE
)RR NSRRI LA BB EBSEMERTS IR Tk ) EERE - I8
KEE - HETERE - BURUEBEZE - IMecke KBE ) WREA - EENBBBSKE
BEBEADR  SEBOHERBACE T 2 ERR S EY R BREAEERNVRS - £
MREEFEAIERETIBUEE ST - paliperidone [ER DI AR BESO B IR BN Z TN HA (2 REIE
HRE (23) RIRAEMEM (17) ] -

—RRe - BEBAREME (MERBIRT ) SRELRIBAE  MBBEBK
BiER (NBEBKHLRE  BERFEESEE HEER ) IERSERIAX -8
SEEARENELRER LEHER BRESBEBLERIBETENE® -
5.10 EEH4 (KN ER

H it paliperidone EHofBEER - RIS FRLFA BRERBMEMNBERERDN
& - EHHEBRBERAMETZ - BRREHBYcBEERHSHARNESH
R . {F Fpaliperidone ( 325% * 6258 * 9%5¢ ~ 1225 ) AEMIH EH0.8%( 7/850 )
BRBEERRE  TERZREIAENBADPAIF0.3% (1/355) - HEMBAHM
EER (MORRIE - ODIEEXFMBHROZFEL - EERE )  KOEER  HE
RESHEBRMBREZARRN (MK B0E  UREANSNEBEYEE ) 1%
A - 6 paliperidone S B2 1E - RS REBMBHFEA - BERERRBE(LRN
S -




5.11 BxfE

FERTMIERRZEY) ( B Zpaliperidone ) 2 REEE - RBMEME - BSHREBLH
RS - IWREY OSSR RRALSITNECREAAMNGEE - HRBEE
& REMRTHEANEYIESMAELXENREA (LEHRERE ) - REBRN
IBREYABERETARENRR - REBEZNIBOREYRENFANEEHE
'Rl -

5.12 BMIKEME - BB mBkEAME -~ DURFEMIYE B MIKER Z 5E

EHERE  EiRAARA (30 ) EMENERLRD - SR REA MR AE/IEP K
HIMBKE/MENRS - BRREERFE ENNBHKFEY SR - BfEpaliperidone * IF
SR EH A MR Z RS -

B MEkR D AE/TE o 4 B KR ER BT BE B IR R F E1E R BN A R MIKEH 8L (wase)
RIENIRS - DURZEYRE M A MBKE /M E/TE P M B MIKRMERRE - ¥ 28 HIRER
PR_ERREE 2 WBCIR B3R 523 A | MK VE /I oh 14 B M BKRLME 2 SEBsB A - 7268
WABNRYAE S HREELSEEAISMIKETE (cCc) - MRERBHBRENE
T HIRE—E R _ERRRERIWBC T BREIJERS - BIFEE E{F Fpaliperidone °
HEREHKR IR EPHAMKE DM ENRA - BHFASEREEHIRGERSHE
BRREERPEMEMRFEYS - MRBEBSLEREIC - BulA TR - $3E
RERPUEAMBKEME (B EDHAMIKE < 1000/mm® ) BIBEA - EELLER
paliperidone - Wi &t ¥ HWBCH#EITEBH - HEEREIERRIE -

5.13 E¥AEDAELEEN TN AL PRI A TT BB

£ & A paliperidone A BN SHE P ZERERBERENRS [(2REFRKE (6.1,
6.2) ] - FUEHRZEY ( B paliperidone ) DIAE &R S5 HIET - BEITENRIBES - FE
ESHFEABRETRERSBEGEEBIEE - MRFEREMEIERSE - BRIt
E i {SpaliperidonefABAZHM PSR ARFEALE -

5.14 FEFE(E

TEEH ¥ B K IRIER A FTETH LA iR Rt SR B ( =B L B iR 6B E 2
MR - DUR—IEHEEZERBRABEBAFTETINE ) - FHpaliperidone ( 32
7o 625t~ 9EE ~ 1225t ) ABENRHER 2% R EBEMBE  EERTRENS
BENZHEPAF25% METHABBREY K HABERRERLIANFEE
OREE R B ERIE 2 R A - FERZ1E1E Mpaliperidone - & PR B 35 1FRD
BRI TS LHB A PR AT -

5.15 HHE

FERANBEHREYSANBRERERHRTHEYRAMBNRE - RIS
HECKERERAD - RAMIKZE ROERITE - WABERA ML Z BRAY
/A - FEEEfE Apaliperidone 2 BRI B4R EEY) -

5.16 [REEEIE

ZEMSEL  BoB LIRMEEIERNEYSSIBREREIENRIE -
Epaliperidonef EM#EERIPE S AR ERLEREMENRS - RENREREHE
BIEEREIMINNEE -

5.17 MM M/NRIE M EBEHE (TTP)

#E paliperidone f9 B PR A ST HA RS M0 SR S5 IR EAITTPIR Bl - PR S FE 1] Frisperidone £
HBERETTPRYBAIIR S - 1B B AL AT E B2 Frisperidone’a B AV B B4 -

5.18 BRiRAAEN

MEHREYETESRREZOIERNEES - HEEERUESREZOERAS
ZREE (MEIZUES) - EEBESR  FRERAENERIMIERNEY 285
BRI7K ) BB A - B3 paliperidoneFFES FEE I IRES I -

5.19 LEH{ER

TEpaliperidone IR RAIMI R P B BIRH BB IEM/ER - IMEREAES LR
Rz FRRSNELER (MNBHE - SREGRHKEE ) HEUSEER -

5.20 ARHBHEERNEA

¥ B A E LS G AE 2 7% A A paliperidone H i
(123) 1 -

ZEMRSEL  RANESRREXRS KEAEENBEARNBBREDNSRTS
e - EEHEMASHRRSERHREE Bt - BELBHEEBE - HEEIMNE
iR~ BUR B3 i1 R 22 ) 28 M RE 1R B AR R AV BR AR A8 -

B AR G 8A /0B E S AIB E /OB 2 3% 2 B8 A #T B paliperidone Y
M R B RHNEAAER - £ EMANERRERD - BEL2ERB AR
BR8N - B A paliperidone B S AR B M EMER AR - HEMBA L MEERBIE
ANFEZERZE (2REBEMERFE (510) ] -

6 FRIRME (URECHED

6.1 BREARKREHR

UTHARREEAFENHERE LB EHAMNRA

s EABKEEHBEBHMBEERANTICR [Z2RIMEEEREENIESEE
(5.2)1

o BERAEEREERFEFRANBONEARSH  OFEPRE (2REENE

REBREERR [2RBRFERES

BEIE(53) ]

. MIBWREYBUERRE (2REEMNEIEEIE (54) ]

. QTEMER [2REZEMIESHE (55) ]

- EBRMEHE (SREEFMEIEZFIE(56) ]

- RBEREE (2REEFEMEEEE (57) ]

. ERIMEME [2REFEMEEEIE (58) ]

- BAESBHEENIAEY (2REEBMEREE (59) ]

- RBMEMEBRER [2REFEMEEEIE (5.10) ]

o BE [SREEMIEEHE (5.11) ]

o BMEORE - Bt R MBKE/E - MR MIKGRZE (2 REEME

BEE (512) ]

o BAERMELEFHINAERNTEN (2REE

- BMBRMF [2REEMIEEE (514) ]

- BEAH [2REEMEEEE (5.15) ]

- BEEEDE (SREEFMEEEIA (5.16) ]

o Mg M/NREDHEBE (TTP) (2REEBMEESE (5.17) ]

- THERAL (2REEBMIEEHE (5.18) ]

o MR [2REEBMEESE (5.19) ]

- BARHAEHMERNAEA [2REEMIEEIE (5.20) ]

EHEBEBRAERAFMETHRAERT - RABR ( FEE—paliperidone B £+

EERES% (2 ) MEEEVPRLTRBIBEZBERNME ) N IARRERMIEIME

AR BB ~ DIREFAAREE - TEST BB B LIAE ( schizoaffective disorder ) &

AFTETHEARSRED B8R ( EEApaliperidone’8BE 2 S B PR EERS%

(2) UEBEIREEEAZBERNME ) WARRERMEIEIMNER - BEE 5

ERE - @4 - BBEEMN - URERKE -

EHHRBERFERAFMETHERLRD  SEERPRELHER (2% EH

paliperidone’8 B2 S E P REBLEAR ) NAEREREABLAFEE - HHEBERR

BIFAE ( schizoaffective disorder ) B AFTETHERART  REERPRELH

BNARREABSHBEES - B1%fF Apaliperidone’a B2 Z R M P R IE L H B

(2RFRRFE (64) 1] -

B E¥11501112-17% BB K FBES D ER AT fpaliperidonefIZ 2 - BLERBATY

RE—BEAHcENESZREIHRBHRBR T ES152%E12525/H Zpaliperidoneft

A -

RESAREYAEPBMBEN ARSI A —RENBZIE - LHRKTE

ABERAMtECHMEETRE - Bt - REARBMAEREARSHZBAN

EEBl - R FAMedDRAZEME IS SIS 4R R RIRE(CHER P

KEBEFFAER/ARRE - FERREGRIERBHERBZARSHENETEZT

AR EEH B F A paliperidone B R IRFMM N A REH ( EYARKE ) - FE
BIAEAIMES - BE WA EHHpaliperidone (IR REI % - b5 - AR BR IR ER

RETRGEZESK - Bt E—BEYZHRKREZRPIBRINFIRREREERLR

OIE BN S —EEY 2 BRI PR S ESRETIER - O BERA R ERIR B 5 PR

RRBEER -

62 RABESIERBRBEEERHNEHRBUEERABRINERFTRRE

BBRBERARA

FRAFNBTHEZIEHEMAFET 2R BN B HcBEEEHEMRPMER AR

RIERNEREEER . FEILFT5E BT —paliperidone B 24 PRI ERE2% (= ) L

I BEZABFEBpaliperidone’ 8B 2 S B PR BEERESNERZMEIAE 2 25

ENARRIE -

=4 EZIENEH BREE - KRB RUERERD - (£ M paliperidone/ABE 2R

BRBERARAPIRER 2%09F R R FE*

FEBEIE (513) ]

Jm A LGB
Paliperidone
3ZR 65T 9 12E25%

BRZAABESE ZRE [=1=k [=1=E [=1=k 8sH—
VSN ES (N=355)  (N=127)  (N=235)  (N=246) (N=242)
HIRFRRER
IS L) 37 48 47 53 59
DS R

E—REEEZMHE 1 2 0 2 1
b

DR EEEF 2 3 1 3 <1

BEMOEAR 0 2 1 1 <1

DBk IR 7 14 12 12 14

BRERS




g 1 1 3 2 2

m]-2 1 2 3 1 3

1ER D WiB% <1 0 <1 1 4
ESHER

&N 1 2 <1 2 2

1B 1 2 1 2 2
I RIRER

BFAMAAREE 4 4 3 8 10

2% 4 6 5 4 5

$ERSIMEAR 8 10 7 20 18

BE%E 12 11 12 14 14

IERE 7 6 9 10 11
MmEER

ZR MR B 1 2 1 2 4

* ARBZEE—paliperidoneHIEH h 7 WM =RZ2% ( 2 ) U LEESRZREANR
RRE - - ELEBRA-EMRNESHE , Hh—ERRAEANSAR T —RZ
paliperidonef B £ 32 R E9ER - F_EMRFERERER 2R R12ER -
FE-EMRFAEAERNReERERET [Z2REBKRME (14) 1 ) - #EIMNERE
E OIS  RENAE - AR HDRE - #EBINER - MR HI838 - L EEE - IRIKNEE -
HEROE - URER - [BECE TIIMWE | HFFRERE - DHRBREE T3S
OPEBE ~ FHEOBEE - DUROBKINER - Ih3RITK S i paliperidone A o 7 88 4 2= A
ZHREANENEENARE N - BLESHEE © B -

RBRBEESVERA

AR TE-IESHE12- 17 BEBRRES P ERAMET ZEEH S 2 RIE # R 1
MR PETRBMA A RRIE - TEULFTSE RTEE —paliperidone B S P A8 £ R 2%
(&)L BEZMAFEApaliperidoneABE 2 il E P REXEBNERLZRENS
BEZRHENIRRIE -

=5, E—EEEESZREHRMEADED - EHpaliperidone’A B 2 BB KFE
BOERAPRHBEER 2% AR R E*

Jm A LGB
Paliperidone
1585 EET 65 12E25%
BRAAARESE B 2 SH-— [=1=k 8sH— [=1=k
R R R R
TR BB R (N=51) (N=54) (N=16) (N=45) (N=35)
HIRFRRER
IS L) 43 37 50 58 74
DEER
DBk ER 0 0 6 9 6
IREEER
R 0 0 0 0 3
BIREER
m]-2 2 0 0 0 3
1R/ WiB% 2 6 2 0
SHUEREAR 0 0 0 0 3
I s 10 0 6 11 3
ESHER
&N 0 0 0 2 3
1B 0 4 0 2 3
HEHRSERER
2Rk 2 4 0 4 0
WEHE
BEEIEM 0 7 6 2 3
WIS RIRER
BFMAAREE 0 4 6 11 17
2 0 2 6 2 3
$ERSIMEAR 0 4 19 18 23
BE%E 4 9 6 4 14
EhE 0 0 0 0 3
IERE 4 9 13 20 26
=GR E 0 0 0 0 3
BHER
£E 4 0 0 2 9
HHEARRAEER
FAAE 0 0 6 0 0

Vel 0 0 0 4 0
S HE 0 0 0 0 3
IFIRE - B R 4t IR
5R
FEm 0 0 0 2 0

* ARBZTEE—paliperidoneHIEH h 7 WM =RZ2% ( 2 ) U LEESRNZREIANR
RIRFE - #EESMER BIE TS  BIRWAES - IINEE - NIASKRERE - §F
B - NE - FTHZEE - BEER  aHIVERE  RIE  NRNEE - #HEIMNESR -
BlsR 383 « BERD - REENAWAE - MERELE - MERKE - B8R - MR
BT RZ - [ERECIE T BIMEE | [BRE - 859 - LIREIRIBS - RIREIHE T HIMEE -
AREFEIAMERRR - O BUBREIE T AU | OBGEE - M OBGEE - DUR/OBKINR -
BMEEETIIMWE  SMEBENEAS - B2 FESETIMEE | SUHLIER
FERER -

6.3 B ABRBBRIMIE ( Schizoaffective Disorder ) &
ERFTRRE

RSB TEMEHEMAZHEMET 2 ZRHER e BRRATAMBRZARR
FEMESBER T ILFT5IE RTEE A paliperidonea B 2 Rl & PRI AT ZF W =)
Pt - BfEfpaliperidone’a B 2 il E P BEXESNERRRE AR 2 ZHEN
FRKFE -

=6 EMEEELZHBIHRUIRAKZRD - M paliperidone’a B 2 15E BB K AE
( schizoaffective disorder ) fAA RIS E R 2% BN AR RE*

Paliperidone

BRI R IR RSB Ay

3-6E5T 9-125% 3-1285%
BRARARES — [=1=Ed 8H—R [=1=Ed
L EEEHE BTEHEHX ETHEH
#HE
TR BB EE (N=202) (N=108) (N=98) (N=214)
HIRFRRER
BRSEHEL 3 8 %0 s
DEESR
DBk IR 2 3 1 2
BIREER
REERA i/ LRg R 1 1 0 3
B 2 4 5 4
HIERR 2 5 6 6
[T 6 8 8 5
BEIAE 1 0 1 2
ESHER
&N 1 3 4 <1
REHRSERER
SIR% 1 2 5 3
23 0 1 3 1
IR E R 1 2 2 2
WEHE
eS| 1 5 4 4
RSEHERESR
BRRE <1 1 0 2
BEEM <1 3 2 2
G =g Ry bt e
BER
BHRE 1 1 1 3
IR <1 2 4 1
WIS RIRER
BFAMAREE 4 4 6 6
TR 0 1 4 2
$ERSIMEAR 8 20 17 12
IERE 5 12 12 8
BHER
HEAR P <1 2 3 0
I ORE - B B2 % it B
5R
%1 1 1 3 1
TR M 72 5 <1 0 2 1

* KRBZEE—paliperidone I BE D 7B RE2% (5 ) U LESRNZRBEIAN A
RERE - ELABAMEBENANESGHEE - HP-—EMEMEANEERT—RZ




paliperidone IEIE R625% ( ARBERBREEIZRE ) H1ER (AUREBERRERIZ
%) c F_EMRRZRAIENREREH —RAEME 2 - 7420114 Fpaliperidone
AENSEE D 2300 55% )4 fE Apaliperidone 73 8 — /AR ZEY) - 55190111( 45% )
BRI 26 Apaliperidone A AL EH R (5% ) MEEERNEHERZE - #EBIMNEREE
NEUfTEE - BEBAE - ROK - REE - MRADEE - MsRIIEM - AAEE - AN
fEi - IRIKGEE) - MERKLE - WERKE - LUAL - URER - [BEESETS
flrsd  SEAFEERE - OPOBRBIE TIMEE | OBGBR - | OBGEE - BUR/OBEN
.

BB EEEABAILEER

EmIEE E B R BB K FAE ( schizoaffective disorder ) &8 A FT#EI TR Z RIEI¥I R t 618
EEARNBFBAAZAEEANERE (FEFRERSCIMEE ) &R () 1B
4EIBEE ( $27 - valproateSklamotrigine ) ° EESLTEMIMHNZHED - A230M1
(55% ) 141 F paliperidone {5 B8 — JA R 2E4) .« 5519011 ( 45% ) = & QI 2ER
paliperidonefi 7 B4 BEE R (N ) NEETHNEHEN P - $HHEEME 7R BETLE
BWERER - RARORFETEEFApaliperidone /5 B—ABEY 2 Rl BPHRE
ERBE (E&23%) -

6.4 ABERREHMFRE

BRKEESR

E=EMRARERRERREH B ecBEEEHSMADR - X paliperidone’A B E 1
RLZHEAREZZHRERBEARREMEFENEEZREEERN - RRERNEE
[REREHRFEER ({EHEZpaliperidone’ AR B R R RAE 2 il E PR EER
DRIR2%E20% ) -
EHHEBARBES P ERAMETHCEEEH SELHEHRBMRD - ENENE
HEENER (T paliperidone’ABE 2 Fi B PR ER<1% ) -

1B BB KBIE ( Schizoaffective Disorder ) 5%

EMIBEIE KRB R ( schizoaffective disorder ) ZH B ¥ B IEe BT - FER
paliperidone’ AR B2 B AZR 7 Zil ER B E LR REMEENELE 251 5H1%
1% -  RABRNFERRARSBERRE ( EiE S paliperidone’8 A S T REA
B2 EPHBERSRIR1%HE0% ) -

6.5 BISHMAARKRE

BBKEAER R
RBE=IBSHBBRBERABAMET ZZREH R EcEEEHEMANESH
B - %S paliperidone’8BE 2 S E P REEREI% (F ) UENARRED - T3
FERRENRERGBEEMAS @ B - RHMEME - FALREE - NRDEE -
HAEIMERR ~ BSRNILE  MRHREE  URERDVBS - REPABOHNFIRK
EMS  BEEASHRSIZHERNRERNEE  SEBHRGAZLIRN=
FHEE -
REHHBERRBESPOFRAMETHNCBEEEH ELREHRBHR  EER
paliperidone’8 B 2 2l E W EEREI% (2 ) MENARKRED - FIIARRERN
BERGMESMAS  OPBRE - FFUAREE - SHIZIMEMN - [BE - DURETR -
ERBEBKRIIE ( Schizoaffective Disorder ) wlif

E—IE EB R BB FAE ( schizoaffective disorder ) Ak AJEAFT#EITHY 2 BT #568
-6 SESRBMHSHRD  FLLE  PRNER - BZEH - B 2R
¥k 83X ERRIRERES AR REEERRSE S paliperidone’a B 2 i & PHY
BEXRZESKR (HBEED 2% ) FAREBHENZHE -

6.6 AORBER

EHE=IE HRBRFEMARAMETZ LB REcBETH SRR - UK
MBS 1B R BB FAAE ( schizoaffective disorder ) AR AJR AFT#EST 2 ZRIEI¥I 88 M6
BRRWAOFETES  WRBRACUEBERZE M S EGR R M RIFIER H
REBARENEZER WARERAONFRBANER( 2 RISHIERH ZER(85)] -
6.7 fFESMEAR (EPS)
EE-EHHEBRBMERABAMET 2 ZREHBYcEEEEHSMANESH
BORHENAERPBLIR ZepsHFENEN - BRER EREARFTMEPs . (1)
Simpson-Angus#@ %) ( IR EMRERNTFIEE ) - BZARFMBESHREE - (2)
BarnesFF A R EEEREBEH KT MO R (MERERLBRVFHE(®L ) - BRFERF
PAEE - (3) ERMERSMEYABEREHEPS (R7) - LR (4) BEIBIKEPS
BIEER (KR8 ) - BiSimpson-AngusE5E + B EIBIMEPS R A HUIEERA M E M RORT At
ERMNS  HoERHENETHWHSABTARESMSMNIRS - EXREIE3ER
K62 e EMpaliperidone Z[E] - ELEEPSFIAMGERERIMER -

R7. REAGERZBRERRERNRMHNEEY AR 2 B ETIENRGEY
B HIRAY AR SMER (EPS ) - EARBKRRERE

& A LG
Paliperidone
3= 65T 9= 12ER

o
]
]

8R— &H— B®SH—- SA-

EPSHERI (N=355) (N=127) (N=235) (N=246) (N=242)
A & 7R ECAE 9 11 3 15 14
BARE 6 6 4 7 9
{55 FR #7224 10 10 9 22 22

* IR AR B AE R G IESimpson-AngusiB 7> 0380 ALL A ( BN ER R BT
BEZHADNBMRMTGIEE 2HENER )

° A TRRER B E Rt IEBarnes i AL REEB KA 92 2B ALLA

¢ ERRERAMEYARERE ZEPSHZ A E LA

*®8. TOUAEHIR HIRAYSERESMERR EPs MERAR REM - fikMedDRABIR KilTRE 2 51

A RBKRBERF

mALEH
Paliperidone
38R 6E5 9ER «1ER
88— 8H— #8H— SA-
LR R R R R
(N=355)  (N=127)

EPS¥ERI (N=235)  (N=246) (N=242)
R EPSARRAAERY

1 13 10 25 26
AR ALLH
EENE 3 5 3 8 9
MEHNEE 1 1 1 5 5
ENETUE 4 4 3 8 10
MHEREE 2 3 3 7 6
iRl 3 3 3 4 3

EEERNSHEE | RENE - #EEIMNER - AME - BRUEHE

RN ERBENEHEE  RNEE - JIEE - IRIKES - THER
EFTUERNSHEE | FFAAEE - BFILE

HERELEBNWSHEE  BIEER BHEERE  ROK - NRNESR - BERD -
BAREHE - IASERERE - MEREE

BEREMNSB4EE B

MBS ¥ 1B BB B R FHE ( schizoaffective disorder ) A AJE A FT#ETT 2 Z2 BT #5846
BMEANESERNER - FMRFIGEER  EANERMEEY 2B - LRBEER
ZEPSHHEAR RBAETHAMSNEPSH B R B - IR REBRRBERRY
ERNAKBAER - EEKBBE KRB ( schizoaffective disorder ) BIfE AP - FI A
Simpson-Angus £ 7% a1 1 1H & Fx ECAE 3L #) FBarnes BF L R EE E R M L RBEMEM
EPSAEAR M BB S MIBMMIR R - BRFHBHRIIETTELNRANREFEPSIEMRUR
FERRERAMEYN B AIBREN S MG NNIRS -

BEBZIBERBBRFE ( schizoaffective disorder ) 7 5RAYEPSHIERI BB MR IFATR »
9. HOAEEAR HIRAVEEBESMERR EPS WERA R R B - fikMedDRARIIX K ilT7E 53 51—
AR BBLIE ( schizoaffective disorder ) 5

& A6l
Paliperidone
3-625% 9-1285% 3-12875%
88— 8H—R [=1= R
Z R BEBEEHE EEBSEHE flexible dose

EPSEERI (N=202) (N=108) (N=98) (N=214)
HEEPSTHRAAE
RIERSB ALL 11 23 22 17
il
EENE 1 3 1 1
MENEE 1 2 3 2
ENETUE 5 5 8 7
MHEREE 3 14 7 7
iRl 3 12 11 5

EENERMNSEMEIE  ZEE - YIS

MRNBEENSEHEE : NIRNER - JIAEE - IRIKGEE
BFTUEBMNEM I AR - BIFTE - AUAR

MHEAR BN FHEIE | BEBE - ROK - JLSRNIZE - JLPAERE - RS -
MASERER - MERELE - MEREE

BRENSHERE  BH

EEVFERBRBEME S epsBEAFREHMBREXN2IRBANM AN T E LT
SHEERN - MHAMBENERBLER - EEFVFEHEED - NRNER - SFLE -
BRRHEREENRERRERS (R10) -

*10. FOARAIR L IRAMAEIMER (Eps ) MBARRE EH - kMedDRARIE K ITZESD




5l- BV ERBRAENRR

mALEH

Paliperidone
1585% 38R 6ER 12ER
88— 8H— #8BH— SA-

TR e e B B
EPSHERI (N=51) (N=54) (N=16) (N=45) (N=35)
BEAEPSAHRAAER
28875 AL ° e % 2 0
BIETE 0 4 6 11 17
ENES 0 2 0 11 14
R 0 2 6 7 11
Uz F s swhd 0 0 6 2 14
FEE 0 2 6 2 6

BETUERNEHEIE | A AREE

R NEREENEHEE  WRNEE - PN - BiRSERS - THEME - AN5E
BERENEHEE | BR

HERCEBNSHEE | EHIEE « H#IENER - NAEE
REEENSHEE  REE - AEENAKME

MRNEE

FEENE  ERBWARNRVDLERIAE  REENBATESRENRNIBREHE
iR MENEIRFERRFBENNAREEWMIRS - RNEENEMREE | B
RS AREE—SHIRBHESES  SWEZ  TRESR (3 ) FEIRORS -
SARBLAERNOAEEERERHERRE  BEFRBRYARSEHENE -5
REYE - BERXBELERS  ERREE - ERUNREENKED - #E2M
MENEENRBREABHIRS -

6.8 EREMBER
RIB=IEHHEBRBERABAMET 2 ZREH B HcBEEEHSME - LURM
TS 1B RU BB A FAE ( schizoaffective disorder ) B AJR A FT#ETT 2 ZRUEI ¥ B8 M 618
MANESHBETHRAB ZLERWERZIR - EERMBEEE - MRBIRRS
TEHLIRTERBREREE 2SN ZHE LGS E - paliperidonefH 8222 R 48 2
WRETEEESEMNER - B ERMRERE  RESMHMBEEEZEE( 8
EEREMAE - BREER - AN - =B EHAS - HOL - LDLRABIEEIREMERERLRMN
8L ) MFZERRAERSE - paliperidone A ZREIA Z B AEAZER - £
i@ - fF Apaliperidone EHBHIRMBE VI MEABSHNIRR (Z2REZEMNEIEEE
(58)1 -

6.9 Epaliperidonefy E AT HIB B RIIMNEEARKE

MUTEMIARRED T L B8 KA R KB BRFIE ( schizoaffective
disorder ) i PR 5 1 # % paliperidone A 8 2 il B PRI B E R 2% AR RIE - UTF
t EIEEE TR P2 paliperidone’&E 2 231 & FTiB I AR MR R 2 FE ( (1]
BEXR) -

ODBER | OERE - OF

IREEZER © IREEENERH

BFEES KRR

EEMESR | KE

RBRAER  BEMRE

BRHESESRER  WRBRPE

RERIR  ARREREAS  REXRBERBAS

BB B A A SRR - BETE - R RE

WRARER  ASRE

IBHER  HE - KR BB

HHEARRAEER  AEAE - BEKHE  BTHHIE

WIRE - MfREftiRE S - S50

KERR NEBES B8 KPP

MEES : SME

6.10 EHERYERZER

BT 27Epaliperidone Z & B W E R MBI AR IR ARKRIE ; HREBELRED 2B
EANWHEETHERME A TREREAEEEEER  MEMKE BHEE -
fREREIE S - FEER - BRMEHE - RAE - REFE -

6.11 {FFARisperidonels MBI TR R &

Paliperidone /3 Zrisperidone 3 Z5E M ) - 1 Frisperidone R B R AV A R S FET]
2 Rrisperidone 2 B3EMIBEIH "FRRE, % -

7 BEYREER (RXREED

7.1 Paliperidone¥1 EL & 224/ 1 X % & AV TT At

ZE R paliperidonefI = ZECNSTER [2RARKME (6.1,6.2) 1 - fFpaliperidone EAHE

B iR E AR EEY BB RS RS FEFEE - Paliperidone O] AE ¥ Hilevodopa RE B ZE
RRYEREIRER -

i paliperidoneTIAE & 5| 8 R M EME - I - B AREETCRFARAEEY
BHAERS - DRERHIRMAER (2REEBMEESE (5.10) ] -

Paliperidone A FR EA & F13ZE B ARMR & RP-4s0E INBE A M EM B EEBRARSEEUM
EMENBRIEERA - UAEIFRMMASFTETIERINARER - paliperidone #3518
#HAR B R P-450[E) INEE ( B2#ECYP1A2 ~ CYP2A6 ~ CYP2C8/9/10 ~ CYP2D6 * CYP2E1 * CYP3A4
Feyp3as ) KH 2 Z=MMRBERL A S EEPBWMSIER - Bt - —RLARR
paliperidone & #1158 1B L R R U3 Z B2 R BB IS 22 e 42 BB PR A B ME RO DRI PE AR - —
M R R Bpaliperidone R BB RFEIER -
PaliperidonefE @ R M E—EBMHIP-BRER (P-gp ) MHIE - BRI REAIEEN
ROEBIHSE I AEMERKRERY -

$87 Edpaliperidone Z B A X I BE B B E BB NERHIER -
E—HEYIGEAMAED - 131118 EFE Avalproate BN H/A S HEF
paliperidone ( E#ESKERINT—R12E5% ) Hdivalproex sodiumIFEMZEREE ( 500
ERE00ZEREBH—R) - BRLAE T Evalproate B EMEZEYEN HERIR
( AUC 00 BiC raxss ) « E—IHERRIAR P - I EEIE Zvalproate’ AW EEH
BE A IvalproateEI2 T + 44 F3-15% 58/ HHpaliperidone 2% - valproate 19 M ik
ENMABARE -

7.2 HEZEY Hpaliperidoneits 5f 5 A T AE

PaliperidoneliJECYP1A2 ~ CYP2A6 ~ CYP2COEACYP2CI9ORIERAIRE - EIE AKX OJBE &
ELERINENINHIE A SR REREERA - BRAESMTFRIRCYP2D6EACYP3AATI AE
BB IEE L% R paliperidonef (G - BREAIR IR ZIREHIRIEA R RIELRE
IhEeMmMEIE - ME  SLENEREESSEAEERAPEE—/NEB0 - BINARER -
paliperidone & P-gpfI =& -

& paliperidone 622728 H—X &carbamazepine( —T& 538X CYP3AFIP-glycoprotein( P-gp )
ZiFEH ) 200278 HMRE #1118 F & FEpaliperidone FIF 19 IB E AR BEC o EEAUCIRE
3II%EH - BREBRENRSBRANEEZERE R paliperidone N B MBS XRIRS 7
35% ° £ Ecarbamazepinefff FAHAMR - paliperidone DIR i4 & 2 LR HE AR RV EEM 25
NERDINIRS - ERTEHCYPRBERSERIARIE T - L2 - ERKEH
carbamazepinef - FEEH 5 ftipaliperidonefVEI 2 - WHNERRESEE S - AR -
£ 1% Fcarbamazepineli - tFEEFEE i paliperidoneIEIE - W N EREEER S -
PaliperidoneE BRI E L EEMCYP206H (2 REFREEES (123) 1 - —IH#
HREESHAESHIRTEBI3ZE Zpaliperidone 815 H202 58 Z paroxetine ( —fE58 /]
B9cYP206NHIE] ) X B {E AR FLRER - paliperidone Y5 58 & 9 ZLETECYP2D6/EIZ
KB EIEASEH16% (90%Cl : 4 - 30) - BAIEKRMITIEL T SE S 7 paroxetinefif F
BIIERZ - BRI AR EL iR PR A -

1% B Hlpaliperidone 12258 #divalproex sodium#ZFEEIERHE ( MEES00E =i HEH—
R ) G’ T E fE paliperidone B Crno BAUCTH B S0% E A - RRERIRFLMH 1R EB
paliperidone&valproate 5 Hf1¢ TR - FEE B % Epaliperidone I TEIE -

$21 Edpaliperidone Z A X I BE B S F BB NER B ER -

8 1FMRIERE Z M (IRSTRECED

8.1 ®Z
ZIBIREEERP I

BRZECRL T —E2EREZHPL - BUERRNE2PRRENIFAT S
fRZEY) ( BlfEpaliperidone ) ZIRUHIBERER -

B2 R IRE A S BB ERE1-866-961-2388T 43

U http://womensmentalhealth.org/clinical-and-research-programs/pregnancyregistry/H
LFADTBRREYERZEZEHPO -

B g
SHEREZNEE-ERAPEEBINBEORENNNERREZEER BEHESN
FERR (30) METRER ( 2 RBKREE ) - BREMS - RENpaliperidone Z 2 F5H
WEBRRRTHREBMAPNREAERN L REEZSEAEANHLERE - RENDIREEM
FARGRAENEYERRER (Z2REE) - £R2H[ - RVAERNBEBRFE
FRRBRTUBEWKZEY ( ©fEpaliperidone ) MEFERNAHEER (ZREKRESE) -
BRI AR nERA R RLEEALEREERENGSERAR - IENEZE
BREHERE  RENHCARERNWERAR - EEEN—RAOD - KERAKE
RZREREERLERBEREN G ERERD B 52-4%8115-20% -
EEMEBARD HEZHWABRRFRBRERLHEARTHEESEARESE
#EIE (MRHD ) Z8f% ( Mmg/m’BEREEBLLEER ) Mpaliperidone 2% - AT HE
HRBEERWRHBASHIRS - B BIORIR T Wrisperidone ( FEZEM
paliperidone ) #1T2RIMNIEES AT (S REMEIE ) -

iRREE

B AR R8RSk R R/ B 5 IR

KMERENBEXHESESRAREAR  BFE%  ERRERNER - B

i
a3
bl



http://womensmentalhealth.org/clinical-and-research-programs/pregnancyregistry/

EEHBAREEERIEN  BERE - BALAENERERIERIECEHE
RWEEGER -

faR/ERTRRIE

EEREIZIRERTIBHREEY) ( B paliperidone ) WITER T - BH LM
IMEAR B /S A BRAEAR IR 2 - EHERIE AL - BlsR A TUE - SR NET - B8R - IERE -
WIREBRERIER - BLEERNEEEEALEMEE - BERTERSEREMEN
FEAR R /ST EREAR - 0T EIAEAR IRECE ENE B BT - BLMER AR F IR EEED
OEHNFHAHANER  ALAFRERBNEREE -

g

N6

EEBRRNBEEMMREN - HETTEN - UIRNIEZ EAR A RIS mRLE
MHEGRED - BERIBHNIBHREYES AL ERIE 2B FERMERE L - —
BB Z 61 Brisperidone ( paliperidone IR A% ) JAEZ R L MATIE GBI T EE
7~ - risperidone & paliperidone & BiBAAHE - —IELUKES9, 258 Z IR P IR R BRI
BB EE YY) 2 17 L FIMedicaid B R E R R IBH B M (O RRER - BEBARLER
fER R MEBENASIRG - fEHE 15661 BN E 122 8 R 5B R risperidone
( paliperidonefI B AL 73 ) ZIBUHFR¥h - BAEBRHAEGRFE (RR=1.26 - 95% CI
1.02-1.56 ) R/OEESTZ ( RR=1.26 - 95% C10.88-1.81 ) WERAB/NMEASHIRS ; K@ -
WREAIEREG T REEER R ERNER -

BYEIE

EBYEERRD  HEZWABRRFRBEZEHBR PEHERSEMRHD (12
255 ) Z8f&hipaliperidone ( Mmg/m BEREEHLERER ) 2% - MEBMMNEER
WARHRASHIRS -

& DO BR#& F Brisperidone ( EEZ# {Epaliperidone ) #EfTREINNAEIESF T -
ERTE EREH3IE4FMRHD ( 16255 ) Zrisperidone ( MUmg/m B8R EERLLRE
) R/ NBETWHFET SHREIHHOEM ; E4EVMRHDNEIE TS R4S
EEM EHABNRFRTIEESRSEAIMRHD 16258/8 )Zrisperidone( Mmg/m’
BREERICRER ) WIR-REREFUMRD  UREOEBREREGREY -
YRR A BT E S48 ER0.6/SMRHDMrisperidone ( Mmg/m* &R EEALLEER )
2% FETHHFRIREREEBENEBHIRS - HIRZABRTFHERSEL2
BEMRHDMIEIE 2% - FRIBZWAMAHEAMITTIBMNIRS ; FERENEEER
BHEARBERNRS -

Plrisperidone FT#E1T R A BB A FE R FLBE TR « 7E BRrisperidone Z MRHDAE 9 O AR = (U
mg/m B RERALLRER ) SREFRIET ; BRI ARIBELEIET 2K RENT
BERENTENY  I2YHBRERTEME (2 Rrisperidone I EIEEHRAFE ) -
8.2 &7,

E AR

ERRZBMBENARERET - paliperidoneZ HIFMR AEHZL T4 - EHERIFE
2 BROFEBIHITERERANTESHE - BAIUEETHEBNERN ; 18 &
K 820 B3 31, 1M 2= B i risperidone ( paliperidonefIf3 8% ) WER5Eh - BHEEEAEE
HERERZ  HERMEBIMER (BERRIAEHES ) RS (ZREXREE) - B
1% 85 1P £ 31, ¥ 88 B BA (2 BR AV W 2 AN B335 ¥ paliperidone M i R 35 SK R ERIB 9 3L 2 22 52
E S i paliperidone S BRI E R /B M O BE R AN A REENE—EERE -
RRES

HERHEI MRER paliperidoneVE 7R - BERESEREBEES £REZ 8
B RMBIMER (BERRINESESE) -

83 HABRNMLHESEH

BN

7t

1R ¥EpaliperidonefZEIRVEF ( D, ZHSIEIER ) - 5 Mpaliperidone’8E OIBEE E M
BRIMRREANS  EUEEREEEBRENNYHHIRIFEHNEE HRERS
(2 REEMEIEEIE(S) -

8.4 REZEMA

2 £t #915011112-17 55 ) BB R AE 5 0 98 A 514l 68 A paliperidone 8 & B & K AR IiE
HNZEMRBYYE  BERADRE—ERPeBENEELRBHRERPERLE
522122 5/H Zpaliperidone 85 -

#<1275% 2 78 A\ Fpaliperidone’8 BB R FAEN LT Z R AN B K i#ELL - BAIE
K IT B ¥ <18 5% Z J& A {5 FH paliperidone j& 15 B B B 5L FfiE ( schizoaffective
disorder ) ZEMRBUM -

MEBYRR

E—IBEHMBER HEEE24REE73R ORI T paliperidone I EIR - BSLLLNE
EERRRERRBRIPHNRRBUSENIERS(ERNEERE ) BEFEHE50.63
252/AT/8 - IEISFERKpaliperidone M2 E ( AUC) ERTF12285%/H2E
WELEFRREABEE - EESHARBET (2525%/2A7/8 ) WRBIREM
LERRNEETRABBRNEEERBEHENTE - IbE S PTESMpaliperidone [ 5P

g I

\

ERERESVEPAMREMN2-36 -

SR BE40BORILT0.31  1.258052 5/ A fT/H ZBIEKrisperidone ( FEE A
AR EEZHH Mpaliperidone ) - HREREERRERERERBER/ M
%  BEFEEH=/03125/2T/8 - WWEISFEZIHrisperidone llpaliperidone
HMPRE (AUC ) T RERAS/DFIRTMRHDEIE Zrisperidone & FTiE R & A X4

(=1
=)

IEoh - AREABREMBNEIE THEMERMEENIRS - £B12BIEIRZERIER
2% P EEGRPESREYNT P UL AR P -

BRI ARIE 2 T Bpaliperidone ¥ REASF M EZERRMEMANRATE -

8.5 EFAZER

BEEHEMEEREBRBERA (655 (&) UL EPhB22M0R75% (F)
PLE ) FrETRI 6B 2 R E #1 B 75 Z 2T {4 i paliperidone A 22 2 MY 52 14 B XY - 1E
BEWMES - ZHEGEREME EHpaliperidone (32REREFEH—R) - It
Ih - FESHE R A BB R TAE S A IR T E B | £ Z paliperidone ( 32FRE152% ) M6
ZRIFHRIAFK PSR T DB6sHE (2 ) UENZHE [2RERTE (14) ] -
EERBBRBENHEP L BEMELR: 65HNZHE -

BEETE - £ 2 Bpaliperidone 2 BB K FERAMENEHZHAED (n=1,79 ) - B
& {5 Fpaliperidone ME AL RN R E - H12517 ( 7.0% ) H655% (=) ML - A
B22MI (1.2%) HB75k (&) ML - aELESHEBERFENZHEZE - WHREIR
FAZEHNEREER  BREFBRELRANABHIRREERBEKNTIA
:ri o

ARPHNFEHSLHBRIELEN  ALEPZEEEBNELAZHNBEAPE HIRE
BXERENESZ [2REREES (123) ]  HHERAEREHE - HREER
ABRBSHEBINERBNEIE Bt RER SREEE  SUBIESEh=E(2
RESERE (25) ] -

8.6 BIMEERE

MEKRENRANBINGEREICAER S (2REISEME (25) ] -

8.7 HInEERZE

HEZPEFINERAZHNBEA - WAERAREE - BalsRETREHBESHINELS
§% A\ & Fipaliperidone fOFf 3% ©

9 Y EFAEIREEM (RSUBKECED

9.1 EFIYE
Paliperidone i FEREFIME -
9.2 &H

B AR S R4t S # 3 3A R I T B paliperidone 33 4 B FRIR S AU TIBEME - LESM
EESAFAMN—EEINSEUENEYE LHESRSA EMHEBREK (H) &
RAWREE - Bt - EEEIARARSEEMEANRSE - HIHERALREIERE
RELIRREYE Fpaliperidone U8 (MNHIRMEEY - BISIEMN - B&TH) -
9.3 kMY

B Al 8 7R S Z 470 14 3 £ 29 B0 4 50 A S 98 B paliperidone B A it 282 14 S 5 60 0 8 14 HY
OIEEM -

10 BE (RXEEHED

10.1 AEERIEER

PaliperidonefE FIB MK RIBRBIR - ELMATHRPARSNVERSERFHE P -
paliperidonef &z 5 il 5t R A 2 /405558 - FT#R Z2 BRI EIIK ERE IR B4 #E A SMAE AR 2
FREATE - HE OB M RIIEEE M F E B paliperidonef AN E2IR/E A BB AR
HER O MEIRBHARBE - OBEERAEME - DURQTEIHER - RIGHEROEM L
JBiBIR ( Torsade de pointes ) /02 # 4 BAE) & 5 4 1Y —1{EIBR Fpaliperidone i £ /Y%
Bil -

Paliperidone 73 Zrisperidone i = Z5E MR HH - RisperidoneEAABEMN KK ISR
risperidoneZ BIFSERAAE W "B=E L BE -

102 BERKHEEAR

Paliperidone Il 45 EH AR HE - FIERIGEENFIENR - UIHEETRENER
SEHER  BIBAKELERL - EABENMEUERIKENBLR - BER
I ERNERBLRY - BERSRSBEYNER -
B-RESMAZASNELE  BRUIARBENRE  RETHNERHER
BRE - WERERRTIEHRIEE -

RZAS 7 B0 ESHIRREES - BRF UREMIENEENIRS - Eol6t
25| RERARTYNERE -

EUBIFRRETOMESER - SEEEOEEESR - UMRELERE - MREET
MOBAEAE - HZMpaliperidone 8 £ 1075 A 3% F disopyramide * procainamide &
quinidine - iR EE B HIRMAMQTEHBERIEBHNER - FEEM - bretyliumia
FELEER 1% FA I BE 'S BpaliperidoneBITEFRANAL - #5188 A2 RIBHEMBERE -
MRBEBMBREBRRIE - ELUEENANES - MFFRBRR () BRI
TEFE ( FolERE LIREREZER - BA6RIBE AT AE & Epaliperidone 5| & afd

A

B




ERERZBEN TR ENENERBEMRLE) - MRBIVRBOMBIMER - BIR
TG EEY) -

11 HAREREA (R STRKECED

RZEEGR P AOE M AL ) paliperidone « 2 —TE{EE 5 8B i benzisoxazole ST E M HIFE ELEY
MIBHEEEY) - Paliperidone2AH (+) - B (- ) -paliperidone FTiE B HEIERES Y -
H{E 8 B B (£ )-3-[2-[4-(6-fluoro-1,2-benzisoxazol-3-yl)-1-piperidinyl]ethyl]-6,7,8,9-

tetrahydro-9-hydroxy-2-methyl-4H-pyrido[1,2-alpyrimidin-4-one H5 7B

CxHyFN,O5 - DT E%5426.49 - HEBAR -
N—0O
Q |
N
0 O
Q" CH4 F

Paliperidoneﬁ%f@ﬁ@O&lN HCOMZ &R ; £ABMK - 0.1N NaOHFIT 1% ; BEHAR
N,N-_ P EPEERE -

111 Bl ZAMAMEYA

Paliperidone 13148 14 2214 8% (4 I FA 78 35 B 1% paliperidone DUEHIRE L - SN BB
ERNBERARGRESEEFENEBZOMEMN - ORI EBBZFEREKE
HOMETR - LEBZONERR—ERBFEYTREBENENE - UR—EB2F 23
SEMROHMER - EENEYRE LB —EBBENEHT - TEKAERED - N53
B BKAMNBACIMNEREZRERR - RAEKOEELHYBHEEAZER ; IH¥3
R O] #2E K 10 HE AR AZ RO IR SR - T 28R 4200 R SR BRI ZE M 12 H A IR EE - 2O TP
MKMEBRENERKNESLIR - A —TEZ7A paliperidone HBARYE - REL
ERZESR A0/ )\ 95 1 LH 22 B - I EESRAOFEEME M AL D 3B 1805 B B AR E AR RFS 5T
B ARBRENIINRERTTINZM AR S EREE—HEEL RN -

12 ERPREEIRER ({kSCRAECED

12.1 {EFIBEHI

Paliperidone J3 Zrisperidone i = Z2 5E 4 #4) - PaliperidonefO1E FI I B BTN SRR
BB - A8 WWEYHBBRBENAETUEDEEEPEHNSERSEE (D, ) #R
RBMIEREE2E (SHT» ) BRBERELENFERNER -

12.2 YR

BESNABREETS - paliperidone B PIBMZ ERRH28! (D, ) BRBRMBERFE 2R
(SHT,, ) ERRESENER  HHD, ESRRSHT A ESRNESHRANN (KE)

2 A%$1.6-2.8 nM/&0.8-1.2 nM ° Paliperidone/F o] #a, £, B LIRRIZEEEAH, A4
IRESREEENNER  SNURBARNWELETIER - Paliperidone i IE i 1 14

FERESEYNG HGBEIREAESBREAERMNN - BHEBER . &
(-)-paliperidonef & 2B ¥ E 4 & E 2 EIEE M H AAEE -

12.3 EYEHE

KPE—HBE % - paliperidone M P REZZH LA - WRIREEZ24/\F L HEE|
REMPRE - EREVESHENR - RPAREEWpaliperidoneZE Y E) HEFHEIS
FRIELL © PaliperidonefV4%IHHERR ¥ REA X B 23/\BF -

ARZHHZHEBEIR Fpaliperidonef&4-5K N iEH| paliperidone I IZEAM R E - FLO
E 7R E E8paliperidoneM = - FHIREMRBRIE | RARENLEERL7 - #ER
1.2-3.1 * & Fpaliperidone Z & - (+)E4(-)-paliperidoneiZ G EEBM E O HER - £IBE
AREERS - AUC(+) (- RIEEE A B 1.6 -

TR U ERL 53 fhh

& Fpaliperidone Z# - paliperidonef#8 ¥ (1 fR 458 O] FH X 528% °
HOTHNRREZAENERRESKH/SHRERBREHRT B REEN
paliperidone 5 B #2242 % - paliperidonefF15C, ., B EIAUCHE 73 BIER K ZE RS AR B8
TIRER S H60%254% - FE T paliperidoneZ ZE M EEM MR RSB I EELEE
S E ZEBRERNER T ETH - 8 paliperidone BB HHAR - RO REEBRY G
BR - 1B1& Fpaliperidone SN RHFEEY) - L OJIR SpaliperidoneIRE=E [2REIE
HR% (23) 1] -

R DML REETR - paliperidonefV B 7 i iR & 5487 F - JHfiEpaliperidonefy M 4%
BEBEGERTA% °

X35 B BEBR

SRR IMA FBERCYP2D6EACYP3AL T H K paliperidone U 7 - (BIERS BRIV RER
7~ -+ #ipaliperidoneMIELREHEBRME M S - BLRNBRNFEMEAIR [2REYR
BEfEM (7)1 -

HshfEFEAEE ORI T EE 12 7RA 178N 1 A C-paliperidone— B 2 # - H59%
(BER51%-67% ) WEIBLURE AT EARR - B32% ( 26%-41% ) WEIEMUR
B RERIREL - BHE6% 12%WH ERKIBL - WABRNNMSEEE80% L AT
REPBLE - BLREEBEPRL - SEERARPESEINABRECANE &
BERCHHNEEEREERTEHENL0% : EIR(CER - BUEER - REIER -
P K benzisoxazole I E A -

GHRENB NBDIIER - P06 FASBENEZRSFZAREBRAIEZBE

paliperidonefV RESBIEEXR AT ETUER -

IR RE

EBIgEARE

HPEXEEBMELZHRA - FEMREEpaliperidone I Fl £ [ £ REIS B X
(25) ] - 2EHEBELFDEE ZBNEEMRENZHE R R T Elpaliperidone 3
ERFENEYREN D MIBN - NEE BB XK - paliperidoneBEREATE
BE 7 PR1E - MREZHBAER - FIUMS - EE ( Cro=50= /9 EE<80Z /5
f8) ~ PE (CrC=302H/DEESOZEFH/HE ) REEBINEALE (CrCl=102F/
DIEEBOZEF/DE ) 225 BN E I paliperidone 55 R 7 Bl ZFE1£32% - 64% 51
71% - HMERRES (AUCy ) FIIABLME - 26584865 - LEE PEREEE
NEEARZMZHE D - paliperidonefI LG HEBRE RHI D Bl R24/1\Fs - 40/ R 51
IR - EBINAEIER (CrCl > 802 /5918 ) MZHE D RIR23/E -

FFDEERE

B P EMINEELRZ ( Child-Pugh class B ) ZRAFTETHR D - #A
paliperidone VA RBEEREL BB RREMA RIS - BB paliperidoney
MPRENMBRZHEABRAE - A - HEEFPEFINELZHREA - LAEH
BES - BAIMKGHBREFINELZHIREAETBpaliperidoneFIFFF -

BVE (12-175% )

EREE> 51T (211288 ) BV ED - paliperidone I EEREBEFHMAARBEES -
TEREE< S1IAT (<1128 ) WEVED -  RESE/L23% ;, —RRIA/BLRSU AR
EARER - FRIAEF Epaliperidone I RE= -

ZFEA

WA E BAKIBFEERRAREE - L8 - MRABEET SR IR FERARBAIRE
R FUREERENE [S2RAANEDFEALRBEIEERE (25) ] -

V23

BRI REAMERRERNEEREES - £ - RHBERALSMRAFETH
ZMBNBINEP - WARBREAEDENESENEE -
5

BRI A AT MR AE RS SRR - £ B H B UMM ETIZEY S
NEMRD - WRBREMEYENESFENESR -

T

BRI O DU AR R R B AV I S 22 3 - AU A\ BT BB =P E1T RO BB IMNER
FEHN - paliperidonel JEFTIEEER 1AM E ; EIIL - M EZ A 5 Epaliperidone
BRI EN FIER -

13 FFERRBME (IRXRECED

13.1 BUEM - BREH - EENHEE

B Bl e R #1748 [ AR paliperidone A B B HE 3T -

2 & #1315 /) 2 B BlWistar K B i T risperidone I BUE R3S -+ risperidonefE K&, ~ /)\
BR AR S EZE(EMpaliperidone - /B (EE18ES ) RAE (&E#E25
BR ) UBH3EFR/AF - 258 R /AT RICER/ATHNEEEREPRT
risperidone * TEA/NEPURZEFFAMZE S - BTN ERIRE - R HERRIEIRE
R IRIREN B EEB MR LIRBENASIRSG - MELERMS - risperidonefI
FENBBERNHENEMRHD (MUmg/m’ BEREEALLEER ) (£ Rrisperidone
HEEMRAE ) - SREHBERIVRARTEENBWREY 2B RIR - IEE
BT ERERRANS M EEREBRAIENNIRS  EERRENEARENSER
D EMEREMPBINREESE - BEESHY PN ELERERMAERR 2B
RIRAEHIE BRI (2 REEBMEREIE (58) ] -

fEAmes Bl EREHER - NEMRCEO T ERBABMZABRPERBIRTOER
paliperidone EEEEFHRIEE -

EBNEE

—BEBNHRBETR  ERSE22R/AA/ENOREET (Mmg/m BEXEES
EEBRERE - AERMRHDE21E ) - R A paliperidone Z B A BRI IR Z2LL B0 R = 252
-8 musE2ER/AFNEET (U2EREMNEREN )  ERAEZRE
IR HBIEMNIRES  FRETEABR/BRIVNIRS - 06327/ ATHWES
T - REIMRHDA—HE 8 ( Mimg/m BEREREABLLERER )  BLLSHERZIY
@ .

AR R G £t ¥ paliperidone TR B RYE LB R T IEWME  BERSEE
MRHD ( 1225/ ) Kpaliperidone DAREIE T ( Mmg/m’BLEEER ) - AKENE
BAURZEZE - B EORAEEIE Frisperidone ( EIR AN EZHE(L
R paliperidone ) W REHMR P - FIANEREE (0312%/AF-5.085%/AF)
HEEMEZEREBERNES NEREEREENIRS (Mmg/m RBELRER - 48
&R 16258/H Zrisperidone MRHDIY0.6 £101% ) - TEERE —REIE 2% ( FILIREEW
BE%)  MEZEEMHEERSYBAIHKE - BIHBFRENRE -



14 BRKTFE

14.1 BBKRBE

BA

Paliperidone ( 3252152 EH—R ) WM ABENREE - IBEHEFEDSM-IVER
BREAEEE Y FEZERARHE (FHFERRI7TE ) FIETHZRES B BES
ZEIER M (olanzapine ) 6 BEEH SR PRSI - MARETIREIFILE
FE - ARMAMN - ECEABAIFNVEIE8EI=%/A - 62%/H - 92%/H -
12EF/ALRISER/H - SHESRERRE  UEAEEERAS -

AL EMN TEREQHELAHEEER (PANSS ) - ER—BHABEREBAM
TEFRBBANWSEEARS  HFAEEFEEQER - BEER RELMEE -
AREFZHB/NE URER/BE - SOMIRBREABELZEES (PSP) 8RR
FEEY - PSPR—ECHEBEANMN ( HEBIMETHGN ) 2% - LEREAMUFTM
WAL FIESBEPNEANERRERA SRR  EARXEHBERES (MNITHE
BIRE ) - A\RBGEMER%G  BREBH  DURRBEAREUETS -
HEIE3BMRD (n=1,665) - FTAH 2 HpaliperidoneTEPANSSFTf PRIRIZE EE R
ZRE - FAEHSMNFIORREEZEM - BREERE - FIAMRTNRSHEAR
HEREMRIR - EELHRDP - paliperidoneTEPSPFA P AFIR BN ZRIE - &
HIRZHEETIENERUARREORENAERERUER - £ ( REVER
AiBiBesrt ) G E 2 ERNFHE - FRERTARMIGABENREGHRER
=R

E—ERRBNEBRT  FEDM-VBBRFBETLEB TEERKREYURIE ( EEH
PANSSZ) Bl<703, FEEEPANSS F 2R AT <4 - W EESEEHEHNREMBESBER

HZpaliperidone ( HISHERIZEREISERZHA—R ) HAE - EIRTAEBER
Z® DESEABBABESE  REBEBERBFAMEINEEHERT
paliperidone - {21 FL A - ERIHIRBEKRBEMREE (relapse ) IR - BE
(relapse ) BUTRERTEFMPANSS ( L TRRPANSSFER ) WD BEAS - £RA% -
HIRGR LI BERIRARE AMBEEECTMA - TR BB ETIHR”
DTSR - L BEIMELEE - 5 Fpaliperidone’aE 2B A L IRFEE ( relapse )
REMSHPRERE - MEDRNEEINFELBSEBEMERAL -

SOE

Paliperidone¥§ BB X BES D EBAWBEYCE —BHEK - €5 - FIToENZ R
HERMBMA P EFREY  SENRERAEEES L KIEESIABRMANRE -
HE8HER1.521285%/H - HEGETHMEOEZE - 0E - £5EL: - #HEHRMN
5rE - TRNE2R12-17F BB S0sM-IVEBRBRERENZHEE - WIRAKiddie
BRMERABEBRMESE - TONBEZEFMIR ( K-SADS-PL ) JRIEEZHER -
HERENZHEBERS R4ERER . ZREMARE - & - SE Spaliperidone’a &
H- REEERTRTHESE - #ELUN/ ) EERENS D FFERSE S paliperidonedd &
bR - R EAN R IEENR29ATEABSIAFT ZENZH B KM S HEE
AHERZRENEH1ER (BEE) 32% (PHEHE ) SeZx (BHE ) 2
paliperidonefJ&%E - I RAMZEAMBRNBEE D RSIATHZHEELER D HE
NEEZZREgEEH1ER (BHE) - 62% (THE ) INER (BHEHE ) Z
paliperidonef;A%E - SR BENEERE  BEAEEERES -

ARG EMH T ERPANSSER - BEMES - SIEMREE [ paliperidone 3ZE12%
m/AZHSHERNHBEBRRBES VERANEY - #ALEZHEANNESSHE
BEY  BRENES (THHBERNSIATHIHAERTFeEXRNEE - LURE
BBESIAT (2 ) UENZEERTRETHWES ) WRAEEEMAAREIEE - A
paliperidonefE3E 1225/ HWH SHEANEBARFNMZH - BLAREHNIHES
migm -

14.2 BREBBRIABIE ( Schizoaffective Disorder )

A

Paliperidone (32 EZ122REH—R ) WIBERK BB KIE ( schizoaffective disorder )
HeMaBEYRECEMEL HIFEFZMA R EMETHNERE R MeBAR D
BISHI - TSR AE TS TG | 1) KoSM-IVEREBBERXEE
FEDSM-IVRY B LB B S FE ( schizoaffective disorder ) s2HI1ZE%E « 2 ) IE @& [E)YE
fEE3 (PANSS ) A E/DB60 - H3) BRBNBREENR - BRZERYoung TR
XK (FH ) HamiltonBBERWFT D EDR16 - MRS OEEHM BRI EBER
BIRYIERE BB R FBE ( schizoaffective disorder ) fEA » o —IE{ A ST ¥ 21111 1ER
S S Zpaliperidone ( 3-122%BH—X ) ABENSHEZTMEEN - Z—IEHFRA
T EI20301 3 2 BC3E A W Elpaliperidone B SAM Zl E LB 2R BH—R -
WOl RIEREEEIZR (n=105) ; IBRREXEH—R - TIRBEREEEIZE
(n=98) - SR IEMIERHZE 6 Apaliperidoneff /3 B —aEZEY) [ RERTAIBEEL
FER (H) MERE (55% ) ] ARBRBEBELHR (H) NEEE 2 #HE A%
(45% ) HZHE - REERNBEEEE Halproate MR - REEHANNESEH
Z3SSRIsEASNRIs < 5% B 1R BB AR Apaliperidone - WEAERERBEE - FRAE

TiEEEIEER - RER - REBHTAITOM -

ARG EMMN TERPANSS - ER— BRI BERFERICHEBENNZEER
BE  EFIERSFEEEER - SEER  RELMRE  AREFZHE/E
URER/BE - REFRFMIEER/BEEER - AL IBEERN TERHamilton
EE 2R (HAM-D-21 ) BlYoungfCIRfEE SR ( YMRS ) °

SEMEE S FE D Mpaliperidone’A A ( BIZENH3EZE1RER/HZE - FHRYBER
8.625%/H ) BME SAM R PR SE EpaliperidoneAE A ( 1225/H - AIRER
IREE9=5e/H ) FEPANSSIHE PRIRIRAMEEN LA - RIFHAM-D-21 EAYMRSHYFT
MER  BEEREHE LT ENENRS - EMESAMENRERS8EAT (6
25/H  IRBEREEEIZR/H) - IRIBPANSSHIFTEAESR - paliperidonefIFRIZ I
RAZHEIAR -

HEMBEMRNERSHRE  FHRESARBREAREYARMABEIBEE R
() MBBEWEHEAE  MLEBARLEE - paliperidonefEEM AL RAFER T 15
BB KFE ( schizoaffective disorder ) FIAEARERINE - S FRSH B ETM
MERLARBRTABTAEREA YA - FERSMIR S E Y ZRNEE - HRER
AR EEUREERERER -

15 REGRGE

BREFER2CUT -

FERREBFARZE -

16 8%

2-10008% ( ALU-PVC/PVDC ) $ESER %% - HDPEXERBIRE -

17 WAEHEM

B&EMBATI paliperidone s - FEZANEA T EDR

B EmE

EEMBEABREETHENENER - SESEREEaER EMREEE 2
ReHENRE2SREENMIEEIE(S.9) -

TERMATENAYEE

Hhpaliperidone TTAE &R S5 # T - BENTEINEES - ALt - BEABABRIRIER
It - BERE - BEIMIFIE B S paliperidone A B A B H IS MAREES
L2 REFEMEEEFIF(5.12)] -

%Y

FEIBMIAE A - aNSR AP IE7E 5 PRk B E AR R /S s A EE - —EE S AR
BE - ARUEEREREIFRIZRENREER@) -

bk

JRE I i 75 A 65 F paliperidone A 2 HA RS P Bk o B fF FRDE B (£ R EMR E1ER(7.1)] -
EE R BRR K

EEMEARRBRRRKNERE2 REFBMEIESEIE(5.18)] -

BREEAEH

&5 #0195 A paliperidone 2 B Z2 K FAZK 2 AR - A OIS ZEER IR - RHIHSHER) - HEYR
NEHEEME—BERTRHIERRNINRZA - IEINRIRET 2R 7T IR R R R 2
W - ERMINRARTANZ AR E—HEELEN  RANRBRARREEPEE
ERG2ERNRR - WABIED - [Z2RIVEAM (23)] -

"2

FEIBMIE A - R A FI7EE Fpaliperidone’a WA IR P S HEHRZ . —EES MMM
HIEEIREAS - BEAEA - paliperidone O] BE & B B 3T AE 52 55 45 S BR AMAEAR B /30
FERREMR - BEHBA - BAIEESR 7T —BRFEEHPL - BUERNEZE[
RE R paliperidone Z IR L NRRER (S RISTKIEEF 2 FEH(8.1)] -

=35

FE IR I 65 Fpaliperidone’ AW IRA B R BERB R 2B R EER - ERER B R
BESMER (BRI RN AZEBEE)  NRFIVBLEIL - BB S RISHRIER2E
F8.2) °

3=

EEMEEBRE DMLY  paliperidone TTAEE REE MBS MBI BRREFABMERE
BARE - SEHEBENNEZER U INEN 2 RSKRIERF ZER(8.3)] -

EZEE EHEERBERNDBRLT
o b EATHREREE R 206 581823
BEM - BMERBEERNDBERLT
b T AT RROM O 40 6 1B BR 1 5%



