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Each F. C. Tablet contains :

Quetiapine (as FUMArate) ... 25mg
Quetiaping (@s FUMArate) ......cccoeerererierirereneiesseesssesesssssesenns 100mg
Quetiapine (@s FUMArate) ... 200mg
Quetiapine (as FUMArate) ... 300mg

Quetiapine (quetiapine fumarate) @ — @B M a B2 Y - 1k

B 58 B R

dibenzothiazepineMI$1E4Y) - H{EEETE S 2-[2-(4-dibenzo [b,f][1,4]thiazepin-11-

yl-1-piperazinyl)ethoxy]-ethanol fumarate (2:1)(E848) - fe M FA &

& & fumarate

- FREMNEIENREZEEMUEENZERE(Mg)FR - MAZfumarated - BRI

_jFZ_CtZE\'\_’IC42H50N60452'C4H4O4 ’ ﬁ?%%88311(fumarate}§§) °
i San (T N

= auid 2

Quetiapine fumarate2—RHBEKEABERMA - HUARK -
FEC A2

P.1

1. Avicel 8. PEG6000

2. Dicalcium Phosphate 9. Titanium Dioxide

3. Lactose 10. Yellow Iron Oxide (£ ¢ 25mg -
100mgfEF)

4. Povidone K-30 (PVP K-30) 11. Red Iron Oxide (21225mgfE )




5. Sodium Starch Glycolate (Primojel)  12. Ethanol (eq to Alcohol)

6. Magnesium Stearate 13. Water Purified
7. HPMC

1.3 HE
[ERCEd

14 ZEmINE
25mgiEH - ke EFEKREE - EENEMEFE "UN447,  REDRMVEFS
F25mg. - W&Quetiapine fumarate - Z#EHE K 25mg Quetiapine -
100mgieH : BZEEIMm - SELOEKRE - FEONHEMWEFZ "UN448, - &
HENEMWVEZFE "100mg s - W& Quetiapine fumarate - & #& 48 & 7, 100mg
Quetiapine -
200mgiEHl : BIEEKE1Tmm - B8 OEKEE - FEHMWEFIE "UN453, - &
HEIHMUWEFF "200mg o - KN & Quetiapine fumarate - & #£ 4 & 52 200mg
Quetiapine -
300mgfeXl : AEMHEEFES - FEEEMEFE "UN484 , pE—FHMR - KE
EN&EMEFE "300mg o - A& Quetiapine fumarate - & #£ 48 & 5% 300mg
Quetiapine -

8 FEAE

BEKFAE - EMRMER 7 BRI -

REKRE

3.1 FZEHE
Quetiapine fumarateB XiRAMR - B AEBYHARIT -
A :

3.3

BERXHAE . BENNXZBHBER%E —XR50mg - £_X100mg - £=X
200mg - %PII?BOOmg

FNRE  HIEEZHFAEEZH300-450mgl—RAMEIE - KB BIHE AR
RERSEMVMNZY  SHEISHEBEET150-750mgmH -
EMMERZIBERF  FRE—RENFRBEREENEHENAE - AaEANXY
FHME=E5%—X100mg - £ _X200mg - 5=X300mg - FIMX400mg -

75 € O] 4 18 511975 A B e PR [ P8 & %9 2 ) RO T 52 14 72 58 H 200-800mg Z B MDA A 28 - —
MABEXME EEE5H400-800mgRrIEEE 2 -

BREERARE

EEN
ARUEEMN AR — R - ZEABBRABEZREND - BRIRERY
PIRFISE - ZERABMLRAERNEE - fASH25mg - HBMmZE R
25-50mg - BEHAWMERLE - BEERANENHETERELHEARIE -
HEREVE :
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KR ZERRAREEREVE - XM ABRRI8EUTHNRERSVE - [FEE
BRIFESIEG)  BHBEETRSEIR(6) - EYEHE/EAN)] -
ERRATHWINGELRR

B ETRINEEAZHEA - Z£OKZQuetiapineMBBBEZEAT R 1 25% -
QuetiapineEZith &L RMATHETHRH - Rt INEAZHNRARBARE - EZ
INVERT -

B W R AT INBE A ZHm AR IR A mAVEIE - BAS8H25mg - BIEREE H I
25-50mg - ZEFAVHEERIE -

I3

5%
>

1</

(MRS BRRCED)
HAREAROEBEHEAZTRAQuetiapine

Ly

EREREIR

(RSLRRRCH)
51 LR/ IIRSE

EMEFXREERAMNTETER

RARMEHREENNZFREERABTRSHNIETER - quetiapine fumaratesk &
ARAEEZFREER A (dementia-related psychosis)

IRIBBEHE R - 75 %908 48 19 B IR 530 B8 (RCT) & [B1 38 14 ti X #]F 3% (retrospective cohort
study) 23R - FIEEFEZEm - BIEEH (conventional) B IE LAY (atypical) Z Fi s 1 fE
EmARNEGBEZFRAEERANTE T REALREALR - HIET Z2HEBRUERS -
Bl PR 254 B4 5 78 [ B

F[EEEEMDD)BEA(BEAANRE)  AEMMZESEERBREL - & oJsER
R EEREAMEN/HIREREZMTH(suicidality) IASENTREL - L&
R EFEIEARPBERS | - BEREEEERAMELENERNEMEAR - 2
LEFEASEEMEBHNTRIEF - 24 RALURBENEB EFEEEER
£ UERBREEREATEEVNIHERERESE - METE(SSRIsFE M) K G AL
HHEBHARNEGSONTER  ELEYEIENEREEEMDD)REMIBESERN
£ BOFERFEMA(18-24%m%) HiIR BEME RN T A (suicidality) @R - HATFFRAR
EFRBEARNRARET  NENEEEMIVEAMEZBEIEM ; MECSEINEL
BANWMAT - RANEHEBERNWEMCIRAZEEZ R -

EREEEEMEMMDD) - ®BAE(OCD)SHMtiEMEN REMS D FETHNL R
ABNARS DN - AHESIIENEEE N H24ER AR - BiR44008FEA) - 7£7&
FEMDDE E i ERN R A ETHNZEEHRABHNAS N - AXEs11ERE
EIR295E e Rt Bn (P AI B R ER2E B) - #82877,0008 KA - TELEY 7 - Bi%
FEBHEEHEEN  BERETMESHEYHEERFENEATEREBRSHIE
@ - BRBHERTEANEREFHEERN  UEBEMDD)WEEEERS ; AM
ERFREREEE D  BRARBNEZREDNHLZRHE)EERAEE - BLEMRE
F(EB10002#FHZAERNEA B RIE A 87 B EEY) -2 RE EZE)IRERT -

=1
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FlceEE 210002 EZAERBABRIBHIE T
EIRVZEY) -2 R =5

Eb 22 R 3E 1

<18 2144
18-24 Z 5%
Eb 2 R 7 48 Rl /D
25-64 D16
>65 064l

EREBHEARSRTELBERHL - ERARAABTIBEERES - BEEALAEUE
EZYHEHBRNEEREERTOUESR -

AHEEMEMEEEHREREENER - TMEIBBLER - Am - REBRREEE
A ETHZREEHBARAERARSIENEEEE  FRANEHENTEERIE
B -

HE— EEEEENERaENRABESREENEN  TEBBREEEAR
KIERBIE - BRFAASENTRNE  THEEEYAENRVLER  SiEHS
BN R DS -

EXNMEL RS REMERESHISEFBHIE)NRARERERA  EEHIR
TIEMRZHRE : £E - RiE - BERE - RR - S8 - 88 - %3 - FLABEMNE
FIEB AT AL) « BKIRE - RIRIE - A AREIIELEEARNREERBERER/
S HIRE MR EE BRI REE - AlZEE LI EEARCSEEEERBIBIRIEMN -
BEEWNEEEAR OEFEEERESLEHREA BEERNUEEEEES
{EEERBIBRERIEAFILREZE  FrlEEELERRERE  RALIR - HEAZ
WA 2IREARN— BB BIRHE -

EHSESNER EER N EMBEREEHI BRI E)NRAREEREE -
NWEERBAZRGLIRERR S8 - AFENTANE - TiEMEAR - UEE®
Wigs LRI EBREERERMSE - HEERECEREHRREHE—HWE
£ - Quetiapineft NEHREEA/FTEERBARENR/NREEE - DUV REBS
BB -

el ERREA ERERFoEEEMMERRYINERIR - —RBEEEAKRE
HEMMRTRELY)  BBFEANEEAESESFURESIEMNBE RS ZE SRR
ABERG/BRERENT Y - AHE LEMEREENREEEE ; AMABN
BEaE R - BERBINEERNREA  REMPEEBEERMERNELR ; 518
EriaEEEFANBEESRE - BEER ENMEREEETENRIESE -

P 5 19 9% B2 55 14 fiF 1% 8% (Neuroleptic malignant syndrome - NMS)

LEMSIEL - —EoE AR IER AR BETIIE@REEY) (B quetiapine) BE - =
TEAEE B U AU B R B M EIEBE(NMS) - R quetiapine8 BZE R ZNMSHEHIER
E - NMSHERKRRIZEERRES « JIRER « IBHRENE BEBELNEENIR
(s MBARR ~ OEBEE - BT ROEAE) - MIINEIEETE B 5 8L 3 BE
(creatine phosphokinase) E# - ALMIKZFER(EAHLA#RE) B2 UBERIE -
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AERERMOBANZE TG RES - (F2WHR - AFRERERRWME - 25
M ECRF) MRS BRI BEAE RIS IME RIS BER (EPS)ROR A - I RIRZENR - B
EZMNZERBEREPENERSY - P2 - Y - REUEDPEGLEZF(CNS)ER -
NMSEYEE G : (1)IZEMERANBEEREY)REMIEDEZNGHIGREY - (2)038E
TEANAREEREN - ) aEEMBRESHIE -

NMSERBE RARBFEENSFEST -

WABNMSERE - IFERB@REYSE - B/NOEBEMEARTEY QENT
et - IR BABNMSERRRE - BB/ OERRBA -

755 I 8 i E72 4 PR 755

A Quetiapine® —TEFFHBNBERFEER  EHIFAMRBEREY (EE
quetiapine)Z LIRS M KIBMNEZBE RN TR RFEER - DVEIEREZE
BlE D] pE IR AN AL MAEFN S M S22 B IFM S R S ESNEKERST -
PIERSIFRBNBERREY 2R A - BREVBESOEENR - SFZ8 B8 2
FREGEET] - FRZEHEE LIRS MEENR - B ZVAEME(E - ARERBIERBEGR
EFn : B - BRRBERERES)ZHWA - BEpERRZEEIE - AHZENETE
EHERAZIEME - BERAFRIFAENBRREYR  SMBEZHR , XA
LR ANDBEBNERFEZEmRGRE -
AKIEEMRBFEUESRINEMERBEREENRTRIE - FILoIsEZE R
RATEER IR - SRS BB RERIERIE -
HABBRFERARER KBNS REARIBEEN - MEREKRBE—MARBRER
ZHES - EEMAERFEERBERENENRES ZENBGRETERM - R
SLERENER  EATERERFAENGHREYESMBERRAIARREZ
BB R - R - RITHREMRER - MAERRIFFRUNB@REYARMBRE
S MEEHEFARREBRERIEN - #XRIFBBABBRESRENBA R ESME
MR A R ERBRERY ARG 5T EEIAR TS -

CHEEZEBRKBEIEA - BRERFRERGEAREYRE  BEHENEMREEZ
HIERRIE - BRKBEEREF(BIMEN - BERBEXREL)RBA - ARG ERIFET
MEREY AR W AoaBE - R E MRS M -
BHERARDRERY - SR ANEE IRANMESAHFREARE-RRE - BE

B R AR i@ B B I H B L LS ER 1L -
B

xR2 EEMBE—ERER (128 ) ZRBHBHBZEMBEAS >126mg/dL BIAA
EEBl*

HERHER
ERE S (L Yo N AN (%)

(EH—R)

M | TEES (<

uetiapine 2907 71 (2.4%)
100 mg/dL Quetiap °
ES
o2 7 0
ZRERS Quetiapine 572 67 (11.7%)
(2100 mg/dL
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H <

126mg/dL2 | grpem) 279 33 (11.8%)
>126 mg/dL )
* G¥EQuetiapinefIQuetiapine XREIE I
FE-IEAE24BN R IR BROCEHZEYHR - 1152% AEAQuetiapine’a ) - MO
REEEm R BIAmARAMBRE  F24BRTFEEHREMERE=2200
mg/dLAIEERE1.7% - WH’EJIME/A—:Fﬂ26mg/dLE’]§§$?7%2 6% - Quetiapine#f
EREMBERERWFIHELER32mmg/dL - FHERE2/NFMBHERNELER-1.8
mg/dL -
= [ ASTE
ﬁﬂiquetlaplneﬂiEﬁf’%ﬁuxﬁ'ﬂ’]ﬂﬂﬁtﬁﬂz E A quetiapinefIm A - EBEETHERIK
EH - SRS mENEREE  TETEHEMSRSE -
CUERAERBEE - LR ANEE  MBNNESAHREALARE-IERL - BT
BRI ESRRIEELESEWEL -
A
<3 MBEIEE 7 BI#E R EQuetiapinel iR Rl Ea S - AANEERE - —BEHMAE - LDL-HE
BEEZAMHDL-IEE fe e B EEEN M ERABNLE -
RIMEREESD - REFRALBIEEE - = HMEs - LDL-IEEEFMHDL-BEEKE
HEEESIGRESZEENT S

II'

BEREDN 8 AE AEAE N wA n (%)
48 e (| i p—— Quetiapine 137 24 (18%)
2240 mg/dL 2RI 92 6 (7%)
=T R Quetiapine 120 26 (22%)
2200 mg/dL 22 R 70 11 (16%)
4. K68
E:Eiﬁhl]

BIERE R B P E 22 ERVIE NN - £ AHquetiapinefyim A FEE HA B RIAS

SHERAREBERE SR ANERE - MBENDESAHREARE-IERL - BT
R PRI S RIS L2 L -

XA

QuetiapineRVER KR E A MR EIEZMAOMRS -

T4 BREIEM=7%RENKABTSLE (BKA)

£amEz il AEA N BA N (%)
FEEEIEN L Quetiapine 391 89 (23%)
o/ B BB LT Ea
27/0%3% ——
% R 206 11 (6%)
EWHMERRZ | Quetiapine 209 44 (21%)
BERE
(B—&X)b Z R 198 13 (7%)
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EMIERERZ | Quetiapine 196 25 (13%)
B
(BBhAE ) c 2R

f'T[l

gl 203 8 (4%)

6
1

%38

iE 22 14 38 8 K Il (Tardive Dyskinesia)

BB HEEY) (B quetiapine) B A DI BESE E — B0l BEA TN A B T EEN KT

FEIRRE - MAUEERFENBRTRUFTFEZEFAEFRZEEZSN - FRIZEFEY - B

EMEREAEZY - BAKBEERTRMAFHERTBEREMLER AT BEE A LIS ER

7 - AEIVUBREY) S| EEBER M ES KAV IS E ABNARA -

BEERMESRANRBEN S ATERNTEY KR AEREEaEREARARE

MUBHREYN REAT S IMIEN - 24m - WEEEE (DDA {-Eﬁ%ﬁ%“ﬂ%/m“

HERNGBEELIR  FA88EAVRE -

HRST B M EES KRS ARENE L ; AM - WREFERNBHREEY) - I

TEERF O BEE BN TR &M - BREM BRI EEARS O 5GBS E 2 BN EEE

IZBFREIREEA - PRLIOIBEEMEEBERAERE - BB ILEEEFHNRIAERE

B ERHA -

fE’EAL‘ﬂ:%F‘E &7 QuetiapineliSEEE R/ E R MES KAWL - REITIIBER
BEBEREZRBAEMREA  BEANSHENBHRREYERE - MEQ)EHHE

7fz<ﬁxﬂ151 EEBNWEBERAEATSHARES - HFRNBEEFTERAAENRA - B

SREEERENBEARARENREH SRR AEN - BEREMMLEZSENS

A% FAquetiapinefyim A& HIRE S MIZEE KBV EIREAEM - BZEBRIFE ; AMA

Loss ABNMEA IEIEAEIERE - alsE iR EZEquetiapinela & -

22014 (€1 ER

QuetiapineT]gES R AU RME - HAESE - L EBE  AERASER  FAlZ2

ERVNWESHZND UM EE LRZUHEENEINLE - ERWEEE  #%

Quetiapine/aBEHIE A Z1%(28/3265) - #XZHE AR AR0.2%(2/954) - =)
M EIRZEY R AK0.4%(2/527) - ZBVMEME - BRENER OSSN ELE -

Elb\ﬂﬂ%ﬁf(/b\ﬁﬂ@%lﬁ%ﬁﬂYE/L\HMTE’JTEE*/B\?H’E'ﬂz BEREER) RMEERNA

MEBAERED(RK SHENREBREOMEBESIREINBEALE)NEA - KA

QuetiapinelF 25 AlI/NOREIER/ AR KRIEB)] - ST EREITE25 mgE XM

R - O fF R MR M ER A B R Y &L B 0Rl 2 &/ [E%%F‘ﬁ)ﬂfi&)ﬂ%@)] EUHSHREE

HAE S AR M ER - o DI O SRR B R ITAINEISE

B AR I OR o | F fiF

LAEMSEREMquetiapinefs HIREERRIFIR S (FAE - £ FEE P IRHR & R A

EIRmA -~ SRR IEESKARERER S IEERERREAM  BE/EHKSE

M) EFE AquetiapinefF2EE -

B ERiEE > - 1o 4 5 I BR R "f—iﬁﬁ‘ﬂil‘:‘mﬂi‘kﬁﬂ_

FEERARBAN EMENLSRT - AR MIKED/EPHER MR/ S4EIEm TS

#EZE (B1HE Quetiapine) A R ERE EHBEN®R S ; BB MAMIKRZ (BFELT

W
=

)
o]

C-=

%11 m
4
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B S -

fEquetiapinef AR B W B IEHINE —a Bl ARLRD - SAERSHERIFR MR E
EEPHEMBKETRE(< 0.5x10%/L) - BXFRER - LERSHER - Bt O MR
ZE (AR BRER P M A MEKME FE) BIRER R AR ER P £ HquetiapinefIm A
PER)ERLEMERSP(EZRENEM)  KZEESEPMAMIKE NEZEAES
FHERBERquetiapineBIMI{E R - BB £ BRI R Z -

B M EkR /I o i B M3kOR /> A sE N B A F 8115 R 5 S BB B MK ET #(WBC) B %
515 8 MEKRE D/ IEPHRMIKEDHRSE - [RESHERMIRGTEEREZEY) 5|
ORI /ME e B MBKR DR LB A - A ERV4E B RSB Z MIKETH
(CBC) ; —EBHIREMIKEMRENER - MELBAEMRER - BlEF EQuetiapine’d
CEEFBRELEREAERBEGESRERNERT - LIRENME MIKRZAE -
SWALRRE  HRlSRZRBENSRARRNLIRBZEENZER - TR
NMBESEHT  EBEREEARETUAMIKE/MENER -

[E o4 B M 3KO0R /D B A BB/ D BRI B SR S8 s Mt BRI FE RSB 2 - B HIRE R
AEARSLEIS: - EXIBIIILUAE - BRERERE SR MR /D ERRA (B IE M B M3k
£+80<1000/mm3)fE = Quetiapine - IEM A MK HEIER(FELBHBREER
TER/ARKREB.1)] -

MR (SEm)ER

Norquetiapine&quetiapine ) — @M R HY) - HERN —ESERVETIEER
PEESENRANL - FIMEERZEZEEE Zquetiapinels « 3B E ith BT RERE
WEMHRR  REZYEER  SEANERFAEBNARRERY: - TRAFER
HittBmiEm(GFEmR)FRZZYE - HEE®ERquetiapine - EquetiapinefE AR
BRIZEBEFIEEAUTNREZRAREIR  RFSR - RRBEZEZASIRIEX - BE
EAEEER - REGMNIEBESHRBESBROERT) - 8IfFR/FAR&RIE®S) -
BE9) - TEFMEE(10.1)] -

BAE

RN P EZI B AR ZEEEquetiapine’ s BEER[FSRERIIZEHE
. ENPSEIEE(10.3)] - ERA - REMS VD FERABAQuetiapine’aEHAR - tER

REm AKRIEREL - BEFEAQuetiapine ARG ARIETE - #AWUE - BAI
B RKEERE(EN BN - RItEFE B2 AER6ER - ZLERAIBNRN
[BEMREE A  AINRRERENEHMBENESAKIRE KR -
QTHEZER

TR T - quetiapinell AR5 IEEQTHABREL R - AM - HQTHRBNF ELARTE
BENQTMRETE LA G - BE LHEBERAKRD  BREAS [F2RES
9)] - BEHIE - MRACHNESIHEERERANQTHELERNEY [FLRRAFA
(MR BEQTHEIE RAEAIIR S -

Quetiapine BB e I EM S RQICHWEYHAH - SRF1ABERLEAEZEBIN
quinidine, procainamide) sk I11#& 51,02 A 2 2% (il @amiodarone, sotalol) - Fik5E1 s
Z ) (%) W ziprasidone, chlorpromazine, thioridazine) - i & & ( %l W
gatifloxacin,moxifloxacin) - St Eth & E & QTcEAE R ZE4) 8 Bl (Bl W pentamidine,
levomethadyl acetate, methadone) -

P.8




Quetiapineth fE## %2 FI 7S O] BE & 18 /1N 38 = SR I ¥ (trosade de pointes) /3L 55 &
fErVIER - BB OEARINESE - WOERE ; Q) EMIPESEMEE ; (3)E
FREMEERQTICHABMNEEY) ; A)AXXMQTEHBIILE -
Quetiapine R QT HAR L & /& B 1E N8V m A B/ (BlEn O M E B w ~ QTHARIE RV
RIGERE ~ ZFEA ~ RMEORIBROBERK) -
EEEEEE
TEERPRERERHAR - B0.5%(20/3490)# = Quetiapine’a BEHIAEA - 0.2%(2/954) % FI
RIEA - 0.7%(4/527) 1255 4 E IREEY R N BEE 2 1F - RIEMAOTIISmEY)—
iy - BB ERE s E D sE R R FRE 2 =R (MR 2B M RE) EA - £
Quetiapine/a & E/N\ D - O BRI B S FREEMNEREOSHEIU LA B PLEERE
7 -
B 5 3

A : QuetiapineRV g /R Ea 7R BA R BR T R = =8 L3R A E EHEEN T - BT4K
HEETAELEBR SR BT ERAIMRIE20% - TRINEZEEEMIBquetiapine/aER &R Y]

BEIFK Eﬁﬁfﬁ?ﬁﬁﬁ%ﬁ*%%ﬁ%ﬁ?ﬁ% T UEMANERD  BRES
quetiapine’a BMNRBIBZ X - FlEquetiapine’aBELIE - BTARGBETAEIBEE = X
EBIEE - EE—FEMED - KE0.7%(26/3489) A% FHQuetiapinem ATEE B TSH
BMOARE  BETSHENNEAZTEZEHAFRIRE - ERESHBEENRE -
Quetiapine # /10 ¥ £2 B 5¢ divalproex - B 12%(24/196) AR FAQuetiapine I im A #17%
(15/203)iRAZEEIRHEATSHA S - TEXZQuetiapine’/aBTSHASHHEA S - B3
ABRBEE#]TS -
TEFrBquetiapinestigd - OJREBBRASEZNFRIREGTERAMTSHECRBEER A
=* L TEEETAPRRIE - 2.0%(357/17513) ; #BTARIE : 4.0%(75/1861) ; HBETIFRK -
0.4%(53/13766) ; #BT3FRIE : 2.0%(26/1312) ; TSHHE : 4.9%(956/19412) - £
ABTBGREMSEEAF - TBGREAE -
FORRRTE AQ BR L2 R M BR B PR sl B P bﬁbﬂ*{tﬂ’]ﬁ’fiﬂf

=5 (M B B R - B A R A S PRI A TSHE iy
g3t s+

- e ETA T3 T3 TSH
QUEt! | o sy | QUETT | oy | QUETT | gy | QUETT | gy | QUET | oy
aplne aplne aplne aplne aplne

34% | 0.6% | 0.7% | 0.1% | 0.5% | 0.0% | 0.2% | 0.0% | 3.2% | 2.7%
(37/1 | (4765 | (52/7 | (4/36 | (2/36 | (O/11 | (11/5 | (1/26 | (240/ | (105/
097) 1) 218) 68) 9) 3) 673) 79) | 7587) | 3912)

*RBEEREBNECRRE - #E %EZ@EE?}%?UE_@E%E%H?E%'@E’J“ﬂ: T4
WEETA - BT3RFRETIME(EREERREFEMFFR— < 0.8 x LLN (pmol/L) - MTSHAY
BRI STEEAREE> 5 mIU/L -

** El1EQuetiapine & Quetiapine XRIIE 1 -

FRPLHESHBRE —EEZAdRT  UEBAHRAERZT3MTSHEEZEM B ERE
quetiapine #H (1/4800) 1 % & & 42 (0/2190) &8 2 0.0% - TAFITSHE{EW B £ R
quetiapine#H20.1%(7/6154) - L& 20.0%(1/3007) -
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—mRME  SEEFRRTAZRENE(LRBHASE -
SRR ENIIb

FEquetiapine ViR Rl B P - WA AR REEBLEEHRARAERRZHENRERE
quetiapine;aEHE3.6%(158/4416) - LR HI#H2.6%(51/1968) -
WMEEMIENZERD2ZEEMEEY) - QuetiapineBE—LERANMBIHAREENS -
RUVHZPBOUESHATES - AERREARM - S ARMECEZHEM NER
GnRH - EXEREURMRD WD - EEMOEZEREBZEBENL R AR
BEREER - EMIGIEEINE - EXERSVIAFRTRENCESYNRABRE R
o B BUXIE - BERWRS - aXMNESRHEE - ERFANSWIHEDLD
LEFAMRIIBEE MER - JEEERNEBERE -
HBEEERRPAN =22 AR BERIIZERBELIHRN - WRITEHT
AR LI ENRARL ELEEY)  EREREEEEUFRAINEZENAR - WEE
AL AEERRCE MR R - /) BB BURE MR FTER 22 2 2L IR R R
SMBERELIRE - ERMBRERE) - BRTRERTREM TR BBRRE AR
REOBRAICAZEYNERRE BB - BREEBAR - BRI EWBEZSEN

et BREM - £EBNEE(103)] -

KARABRERENMEERB(EZZALNFRERTEUEA SRS - EHARSE
KBERER - EEE /3PLRBLREHRERT  BEREASEEIBLEESZE
g E ERAVBALEA - Quetiapine#E#16%(29/483) - ZREIAHAI1%(3/194) - BLEH
MERTSEERENRENSENERY3E - AFMQuetiapine’a A& Z R[] 2
FZRIRIKIF -

PEERE L

EMmAIE —##E X Quetiapine B AR EREEENENERS - MAREEH
QuetiapineWAREHiEAREL - BEEEMBEBoE ERFAEEHEMROEY B
BSIEREEEIENRS - PTLAQuetiapinet]EENBEEEEN - BMENBRERED)
FECBEBZEFMAA -

=

B3
SRR G BRI NRRLEBLRABSREY - BQuetiapineILHE - B
Quetiapine#a STAE S E RO BER A BHOER (GBI ZUES - REXSROBE - B

e eV E N P ST YN I
I (] &
ERRBOREYREHARERDREARA - RAMBAREERARRNBR
REGERE - #BISRERMIZSREENA - Quetiapine S B FH Y 3
AR AR 3 BIREIS AR/ -

B

BEABENEEEESARABCEEBNTLE  REBZEIERABBRFBA -
Quetiapine 875 A5 1% RIFABMBHR/\ B - LUNEREBR0EM -
RREEHENRA

Quetiapine F i FI A 3L & 5 1 45 & 0 B RS BR 75 PR [55 2 B M B) 0 B84
()] -
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5.2

5.3

Quetiapine k & £ & 31 28 4 /O AL B Z 5 A TR E 2L /0B Js SE RO T8 A oF 18038 5 1 51 58 B
2o HERVIEE - ETHRIRER RIS EERR Y BB L2 EmA - B&RQuetiapineB 5|
EERBMEMNEYERE - WEERROEEAGSRERE/TESIEG.T) -

FHER

RAFRENMBBREEY(EEQuetiapine) 2% - AMMENER Z#HE - BHEXREKE -
B0~ RIEILES - £ Quetiapine XRIVFZH 2 REH IR E — B AGKRERTEHPBE—
AP EE AR EEER) - RAFERBTIR—ESNZREFEERNBARSREER
Quetiapine XRAZE12.1%(241/1993) - LR AHZE6.7%(71/1065) - @RI~ REH
(BIRER -~ B0 - 888 - IER ~ IBIE ~ B8 - SR)EEMEFEANBEERELAELBL
53% - MEBBEFEIBREBEKX - BRXHIFE -

BEFEARRE

LEHEERTEquetiapineRE N HIREE K E AR KFE(severe cutaneous adverse
drug reactions, SCARs) - E1#EStevens-Johnson syndromefiE{£2£(SJS) - BHFREA
fiZ fIE (toxic epidermal necrolysis, TEN) - & 4 & 2 % % 2 % IR &8 i (Acute
Generalized Exanthematous Pustulosis, AGEP) - % JZ % 4 B (erythema
multiforme, EM) ~ £ FBEIEF AL 4 B MIKIG N1 2 B iE AR 2 224 2 F& (Drug Reaction
with Eosinophilia and Systemic Symptoms, DRESS)E o] gEE i v M A B K FE - &
EYEARNEBSEHE—SZEDNMER USRI NIRBEEANEZEEES -
FEMRBEX - 8iE - MEEBEAMEFAMEMEKSLEDMHEMEKIEI - DRESSH
ERTEFE —NZEEEMHEED : X - B3X -~ Wk - 0RO ER - IR
REENEARKREFHHquetiapine

XTI

EWRBEEEN—ERMRE T - AW ESERERquetiapine HIREW K IGHEENIS
FlE2EERKRERARB.2)]  HIEBMINEMNZREEEHBEESRRBRNREA - &
BESEREBBRENESMESENRA - &/SOIBER AR R EMEARNEA -

% FA £ 88

EENSERRARERNES - BEESquetiapineRBEUESVEREYELNREA
REEFR -

B R R

ERIME
Quetiapine F2EHIME -
SEE

Quetiapine’ RBEH YN ABREER - MEMSEBRBEEHEBERENME - &
Rl ARBERNEIEZETAOMERD  AMBLERRAZZRAUEN - AUERBERA
PREVABRARIDAEAR PIEAEAMVEY) MRS HHA BRAA/IERNEE -

EIE - BORHE R ABRERERNESE - WHRVBRRI BB AGRRRER
QuetiapinefVEJS(BIMNEEMZEM - IBIIHE - BETR) -
BREEMBE

sl ELiE B IR (B AV O BEE

[EHE 2 Z X Quetiapinea BNEA B RNWARSH - TEHEZERYIEIERFEHH3-5
X - EEBRBELRED - QuetiapinefHIEERZERZ18%(89/510) - EHEHZ
11%(22/206) - £ £ A QuetiapinefF B E —FIAN M EM M E R ZBEBR S -
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6

54

Quetiapine A BRI S AR Z216%(34/209) - ZREI2HZ4% - £ B QuetiapinefE
HEBEEINSUHESMER ZIRERE T - Quetiapine HIEEN B4 EE34%
(66/196) - R HZ9I%(19/203) - A&BQuetiapineTISeFIEE HE - BEEH I
5 BESHEAESEMETE quetiapine’8BEH MR BAENEE A - /O
ETERBRHESURED - AIUNER(BIERB)NIRFEERAIIHEE - EEQSEE M
& -

ER=WH

S EEREHRRE

fFAquetiapineB=M#E - SMAEE - BEIEN - 2EUERMEBEMPRARETRZEE
BENWE - EAquetiapineNRENSVFHAMBASHBRS[FSBER/ IR
EIE(5.1)] -

&t B MEKETE

TZREHRE —BEAERARD  HE823368&FEZquetiapine fumarate & A
FMIS15ZHEISLERBENREA - BOMAMIKGHEEELES  MEE)E—RERE
BEmBENBRAZOER —REPH B MIKET & <1.0 X 109/L A 3 £ = .
quetiapinef8 £0.3%(10/2967) - ZRE A 20.1%(2/1349) - B BHIE M MIKET 2
EY) 513 A MBKED/Eh B MR DREEREA - EaENRYEERRBLE
EDRIZMIKEHEI(CBC) - —BHIRAMIKE R ENE SR - MEEEMRRER - BIEFLE
EAQuetiapine [FLRLFE/TREIR(5.1)] -

MAT Z=PE1EX

ER L RE # R R T - quetiapinefBE8.3%(594/7155)Mm A - ZREI4HE6.2%
(219/3536)RmAZ VD EEX—RMA X FNEESBM<13 g/dL - <12 g/dL - EHER
M REARABOERET - quetiapine’8BEAHBE11%(2277/20729)fm A2 )3
F—RIMAEZTERESM<13 g/dL - ZH<12g/dL -

NEEZE

A BEEZEEE R R AR LR - T Quetiapined B ZRIMAH 2B - &4
OEEENOEBSHEE(BIEQT » QTc * PREFENMBALLAIZERERER
£ 2AMmM  AEREBRERBENIBEZOBAL R HBEAARE TR - Quetiapinefd
FaLEBREENREALLAIR1%(4/399) - ZRHAER0.6%(1/156) - FTEHEEB M
B 7 BRAE A BB (B —E)%) - Quetiapine T & LB RFENHEALLHIR0.5%
(1/192) - ZWE B R0%0/178) - E= &M ER ZREL B (HWEAE)
QuetiapinefB & MEBIERZERHEALEAI0.6%(1/166) - ZREHR0%(0/171) -
A A BRI 38 iR B a1 3 BT B2 QuetiapineBES | EE R B M B LB RA[B 2R E R/ R
EI5(5.1)] -

RIAGRRIE SR

(RS RRECE)
6.1 &2

RERZEDRBCAR
BRI# R QuetiapinefE N2 - BRAEE HIEH REFRIME - £HMRAY L ARSI
b REEABEARZHABRERquetiapine B - EEHM —ERZHEH
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6.2

6.4

6.5

quetiapineEAE - BRSBREIRMERHEEERNER - T8 REESL
Ris-l7 st - RATAENm AN BERRE S o EE2HEFEAquetiapine -
AR EZEEEAquetiapine’/8ERE R BE R EMBEHERPOERERBR - &£
—IERIIEMEEMRD 21 2T RZ2 B REZ N quetiapine R B i iE 185 4 Z Y 17
TEHWEBRRBEENEN - T422HRZ2HAEFEHquetiapineM B X PAEHRER
ot RBAEABERE(—EBEMRAI6REY  6ERANS) - BRNRZ2HBERERAK
EZYAHABR L ELHMENERNITABEUENMGEHERSEBEARER -
ERZPUNABARTERBEREHRENquetiapine - EEEABEREBRBIENALE
ReEEHE24EF0EE N (MRHD - fkmg/m25t& - X800 mq) - FeREKEF
RBEERTRIEN ; AMEEEME/IBEEUNEE - BRERBEEERETES
ANBERSHEN0.6E2AEHENAKE - UEEIAERSEENT12E2ABHENR
F - EAERSEHENABHET - RFBREHIB/HEHEMEASER) R RIE
- EmiEsYIERERERENIER - 3RS EIREBINR /D K/ILT)EE
EESANERSEHEN2ABHENAE  UABSABERSEEMN0.6E24BEEFT
BHESE)MWRT -

TE—IEAREBEAER/ERFEMRTY  EEXAERSHERN 0.01 - 0.12 X0.24 ZH|
SERENRPELIAEIRINAZYBBANTE - 2 £ BYTEER/EREE
MR EABRSEEN3.0ENEET - BREMAFENLTIEN - FHEEREN
Rz -

JEEEER

EEIRE - HREERNBHHEEY (B Quetiapine) - MTER KA BB R A HERIMS
M/ REVERO R - GHEBEMER LRSS - REHERE - JRADBE - B
BB UREENREBERNES BEHRENEREEREEA— EEEER
- EARBEERY ; MEEMERT  MEREEZNERENZIFMIERERRERE -
RBTEARBENEANBE GRE S o f£1RZ2 8E# A Quetiapine -

M g B 3 4%

Quetiapine¥# A& [EREM 72 RIS E AR -

ML

QuetiapineE 0 B ALEZ D - RILEZRFELERAQuetiapineliE A ZEREY) -
EERHEAIERESP - quetiapineE 2 TP HEE R AZINZER170 pg/L - 14
FNERESELEERENTREIEN0.09%E0.43% - RIEBEBRIOEHR/ER R
ZI(N=8) - EHERSHB=%/R0.01 mg/kg(BHEE5EEX400 m)E0.1
mg/kg(B R £ &3&ES3 X400 mg) -

NGB

—BTE  BRABERENS O ERRINFERRE - BERA DEEIIEL -
BT VBB - WRBRSERASREERENSVE - MALE - RARELS
M1 [ BEROSE R (4-T%) B BB IS M (< 1%) BB - AQUFZEBEREENS
E o

2EN

FEQuetiapineRRIFFTAI3700RBA T - B7%(232)m AR EHRESHEL L - —Hm
= EFAAFEAMLE - QuetiapinefVi R ML ER - A1 - AREFEABBR
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TTAEREAE - B Quetiapinef BEa B3 7 M) - 5128 50 i S5 1 2 32 2 2 30 14465 1 AR IR
T QEEEERRENEREE B S EERE  WERAAER O -
2 45 %5 ABIquetiapine 44 1M 48 B175 5 EH 4 80 A 50 30-50% [35 2 R BEI4% 14 (10) R
R%RAEE) -

66 FIEERZR

FIEEARZHE A (n=8) - quetiapinef G ORRERE A LLIEE AME30% - HPMA
AAUCHIC o (EERBEABEIINSE3E - ERquetiapine AT iRz H - AFAHH
BEHINEAZBANMBERESIERS - ARIERAJEFTZRZEE[FSHA
ERAEQR)] -

6.7 BIEAZE

EEBINEEAZMEA(Clcr=10-30 ml/min/1.73m2 - n=8) - quetiapinefyF19 AR
5 RALEB INEE EE & (Clcr>80 ml/min/1.73m2 - n=8)1&25% - B2 B IEELRE
BARMEEquetiapine BENEESESHEZ EBEANRESHEA - FHItELERA

RAREEE -

(IR RRECE)

Quetiapine B E Mt Z ) & (& AR R IR S R & R A MR EZ M - B QuetiapinefFAR
PR A R4 - FILEE M PR K AR EEFRNZEDFHARE/D - QuetiapineTE—I8
HAEEBHERNISHAEBETWE RSB PEMREEHRDNRESNIER - FFURA
Quetiapine #AE FE & 5 B A 2 BB -

Quetiapined]BESIFEKM/E - (X It DI REIE IR L% M BREEAI ISR -
QuetiapinedgEtE#tlevodopafIZ EREERABIAIR -
QuetiapineB# R A M BERQTE N ZEM ;| Equetiapine 22 B ENERE KRB
REZEYHAEBR/NOBESRERZIEFIEG.)]

BXBHERT  #lRAquetiapinelm AREBEZRE 2T AE Himethadone M = IR FEH11D
BHSIABMER  HEBEBLEYNRRERGHEREEER  BEENAAE MO T EIiMHE
MNBEDHTE) -
ERABEZEMNSENEREGEER)FREY BB EEE[FSRERBRIEFIRG)]

HitnZY ¥ quetiapine YR &

Phenytoin : B AR A quetiapine(250 mg& X =R) M phenytoin(100 mgBX=RK) - &
quetiapine I O AR BB IG5 - Quetiapine i phenytoin sl Bt §T B B = F S (W
carbamazepine - barbiturates ~ rifampin ~ BEE BB E)H KT - T FZ1E 0
QuetiapineEIE - DR H BB RMIEMEMRIZES - FZ2/FHphenytoinm i HIFBERFE
H|(Wvalproate) &/ N [FE 2B RAAZKRBZE3)] -

Divalproex : B AR Fquetiapine(150 mg& X Wik) M divalproex(500 mgEB XM R) - it
quetiapineFIBEMREFHIHSMBREIZEM7% - EAFEERWEE  tAGFEFHO
ARERS = -

Thioridazine : Thioridazine(200 mg& X @i R) & £ quetiapine(300mg & X miR) I [ AR &8 /B
RIBNN65% -

Cimetidine : #8112 Rcimetidine B HEIZ (400 mgEBX=RKH4X) - EfFEquetiapine(150
MgBX=R)WFHEOMREBEREE20% - Ecimetidineff R - AR EFEquetiapinefIE
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=

=.
P450 SAHDHIE : B & P450 3AR RNl Bl ketoconazole(200 mgE Kk —RE4X)
Az - EfEquetiapiney O AR ERIE ZEFE1K84% - DIBquetiapine &S M RE EFH335% -
It & Quetiapine &2 ketoconazole 8¢ H fth 4l il & & P450 3A #D &l %I (4l 40 itraconazole -
fluconazole - erythromycin ~ & B EgHNH ) {7 Bz A5 FE/ )\ O (R B Quetiapine B £) -
Fluoxetine ~ Imipramine ~ Haloperidol Al Risperidone : Eifluoxetine(60 mg& X —R) -
imipramine(75 mg& XM R) * haloperidol(7.5mg& XM R) * S risperidone(3 mgE XM
R)EAquetiapine(300 mgBAMR) A - A& & quetiapineMiZEAREZEYEN HE -
Quetiapine ¥} E fit #4149 72 &

Lorazepam : #fEquetiapine 250 mgB XA =RNEZE T - lorazepam(2 mgERE| )
O AR ER B ZPE1E20% -

Divalproex : Divalproex(500 mg& XM RX)E#iquetiapine(150 mgE XM R)H AR - B EAMER
NRIABES AR Bt valproic acid F IR EREMERWIZE 75l N E10% £ 12% - fEquetiapine
150 mgBRIRAMRIBIE T - EfE4valproic acid(#%#idivalproex 500 mg&E X R)#F
HORENSRIEMI1% - BLLEB(EWABE -

$288 : Quetiapine(250 mgEB X =R)ABEHR - HEENRERBEEBLSELATOUF
40

Antipyrine : BEZBEWERNZHAERAZSREET50 mg/X(EBX=R)Wquetiapine - ¥
antipyrine M 5 R s antipyrine U EM RO REIN R S BIRAHBETE - BLERKB
quetiapine A EEBEFEE Santipyrinefil 2 ZPAS0M BB REZR -

BIFFR/ AR IE

(MRS BRRCED)
8.1 WAREZFFH/ARKE

L iAEE i QuetiapineEi R FIME th LB & &

I FE2COSTARTHAREAE - kEAEPRBHIENARKRE  NMEEARKRER
SIEEAPAERN  HHR220028ERERBERAN LHAIERED - REEK
AR — P& R ER{EAQuetiapine275 mg/ X Z ZHIEABEMNBABHNARKIE -
FIBRHMNARKRENEZERN  BEERTERANHEEMIHIE - AXOJEEREE
ISR FREREBRHA—RUBAFEREENANAIRRERN SEEZMNEER
i WAAFTEMA R EEETEFEAQuetiapine’a B - (BEXA—EZ2T5IEH -
BREE—TIZBRAHRIE  TRERERNRFIIL  EEOT . ERENARR
EEEEVE1/100m A BENRFE(R S H AL R E L B H R B RERS L
), FERNARREZESEEE1/100E21/10008 AR E ; PENABRREZE
BEEAZ1/1000f8 AR FE -

Wz FERE . EENE  EHRE  TBHER  ERMEHKLHA  ZE - 18
FiEE) - IFHREL BT B - 48 - EEIMEETTE - MR - RFE BB
K RERE - TEES - JEEZ . =8 BIRE - @BERE - EHLHA - AB
R B EX BERE -RFRE,; 28 KBE OSNRNEBEEE
(buccoglossal syndrome) ~ EIEERE - X ~ BEAE - IR - HERIRY - 18
A9 Oz ~ EIE TS -
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8.2

25 BERE . ORREEE , FER . GHRE - SRREE - CEEM - LFE - ik
B e - BB - HEKE - SH%ER ; 28 EIEK -

HibZRG . EE R, FEE  BINERZRD W - BB - MISEIRIEEZBEE(y-
GNAS « TRk - BWAEE - R - BEX BX - FE -OFEX 08 -®#F - K
BRZ -BSREYR FHRLEM- - OFES - BEFLM - EKE, 28 &% It
m- BBRE - - 2F - BRFEX -

OMEZH : FEZ . MEER - QTHBIER - RiERE - OIBRE - iR - 0ER
B CTRER RZEEMEE - KMBZIN - FHBMBUEFRX  TREE ; 28 : 0
K~ LDEEE - FEEEEERRF MU OM=RIE - STAS  MBRUERK T
KEF - STEE - QRSISERFREEM -

WIRZ4 . F2  ZWIEN - FRAZ , £FZ: fHk - 800 - Bls ; 28 1]
@ BEBRR -

RENEEBRG . FEE  BERK iUHBEBAHS - SIEE BBAMWE - iR
K- SmeE - EEAS - EmME ; 28 BR - BE - FKE - BEMEBE - K
=.

EERMEZS  FERS . NERE - BE  RP  BEMEEX NEPZ  BREE
FEX - REEER , V8 HIEMNEX K  MNEBEE -

WIREBZRG . FERE  BEx - 2k RKRE - [ - BE* - HIREE - RER
KER. - GIBEE* - B - 58K - B - MME - g% RETMm - Mk
R BAKX; LE BULIE ’E 2R 2UBRIE -

BH®RRE . FERE . £BX - §HEF  RBZH  HE KBEEE - BREX - REB
B’ig, VR RBHERE  -BHE - - 5XR -

MABKER . FEE . REMSTT EENESD - HIE - BeEE - Bk - BB
B~ BESERE -

MAERNMEZRS . FEZ : HMIKIEZ - B - B - EFAMEMIKIES - BIE
ZMUEM - MERRE - 84 ; 28 8M - M/NOBIDE -

AR . FEE . PARREEEET - K%, 28 PARIREEETTE -
{1t Bl B

A

BAMRAESEEZERAWBGETNETH  AEE—EFENWERMREZINABRE
EEEAEH S —BENBARABNARRELLEREFEILR -  MEUEASRMERY
EEZ -

PUFERIREQuetiapine R IR BRERE - 682430028 FA - EEERNESR
4057 = Quetiapine/a B M 1B & 8 2 IRENRE A (B—BAMEEAE) - 646
ZEZQuetiapinefFRE —EE B EBERFAFENEHIAENRA - K&2600821#
1R ZRQuetiapineH E8EBRERBENRAN/FEESTHERCISLES
Quetiapine’aBEHMER ZEA -

EEXNA00BZHET - IB4000 AN (BEBRFAAE2300A - S EMR M EE 7 IRAE
AOSAREMBERZBEANZSM Y ZEEENMEE - MK REER24007 A -
F - Quetiapine’ ABEMRGNFTERBEZERAK  HbORFEENTESE)HENFEN
STNHHESEH  FRFAANMPZHEA  BEHENEER/ENAE  CHIRER
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B -FRREZREHUEARSH  EERSE oz BE - BRES2HT - O8
B & IRRHEE AR MDEE L -
AFERNEBEERFTAERBLIRE D —RARSHHEENHALLA) -

A ZREHREBN AR REEEER

iR RPEAET IFBERAN AR KIE:

BEBKLAE . BAEMS  FEENHEBERT  HARNEFILEBENSZEXREZRA
K(Quetiapine#H4% - ZEEI#H3I%) - 2A1M - RIERE(F IE)EE (Quetiapine#H0.8% - &
FI0%) F1 R M /B = 1L A (QuetiapineH0.4% - ZEITE0%) 50 R A BRA[F 2
R RIEREETEEIEG)) -

EIRM RS

BRIE  BEREMES  RARNEEIDAENSEEREE —EEEQuetiapinefi5.7% - &
BE#5.1% ; B A EQuetiapine#l3.6% - ZHIEI45.9% -

AR HRARE RN ARRIE
ERELAAE(RZB)NERUERZEE(RZNB)NSUHAERRT -
QuetiapineE—EEZHB R(BEXRRSYHES) - WHEQuetiapinefAIEERE /D
ELHHAMBNARREREE(18%) « BEE(11%) ~ O (9%) « B #(8%)  ALTH
=(5%) - FEEEM(%) « FHIEARAR(%) -

T Bl R £ BB st BEQuetiapine’ A BEANEA T - BEEXERINNESHARKIE :
ERBMEIR  RERTHEFAEARBIEFEEEFEBRETNARRERE
E . ARBANGHANEMERZREEREER AR - BEN - 5| ANER AR HEM
HRABREE - AREMRENRABESINEFHELER - 8™ - Fis| ANEZF
BEBLREHBMREH—LKE  ROFTEVAFFENRAZENRZHBEREARRERE
ERHEEER -

M BT AEBERAE(FZOE)MEMMER 7 IRIE(RZ128) A - KaE
HEHIENARREZREXR(UEAANRELONB L) - £Quetiapine’a E A (K
£ 1 75-800 mg/R)IEBEERR2% U L - BARLZREAE -

=6 AEBRBRAEMESMER ZIRE (E—EZE ) W3BE12BLR IR KRS
g RAESRERNARRESEER

V3

KB ER Quetiapine (n=719) ZFH (n=404)
P 21% 14%
KSR ED 20% 17%
& fEE 18% 8%
JREE 1% 5%
H& 9% 3%
B 8% 3%
3 7% 5%
INEIBE 6% 4%
& Nt 6% 5%
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= 5% 3%
HIEAR 5% 1%
RS EIEM 5% 1%
MSREEBERALTHS 5% 1%
R 4% 3%
MR 3 4% 3%
|42 4% 2%
e e 4% 1%
HEHR M B 4% 1%
=3 3% 1%
ﬂéi%ﬁﬁ%ﬁ?ﬁ%ﬁ%%ASTﬂ 3% 19
823k 3% 1%
EEYE 2% 1%
(7 =523 2% 0%
EEES 2% 1%

EoMERMERZIREHMNBEA(&RZIB)MESD - FAQuetiapinem® R (BEX
5% ER) - WHEQuetiapine AW BEEEZ D ELZ R AMBHAR R IER IEHE
(34% ) ~ OF(19%) ~ E55(10%) ~ EW(10%) ~ BERE(7T%) - ZEVHRIMER(7%) - H%
(6%) MRS EIEN(6%)

=7 BT AR BE(RZIB) PR  AREHENARREZRER(NEAARR
BIEM B2 tE) - EERQuetiapine(BI£ : 100-800mg/X)1E % #2 B8 Fdivalproex 2
HEAENBATRERR2%FES - BEARTHBEAE -
R7TEBBRSWIMEERB[ZIRIEE (HWENERE ) RI3BEXZRBEIHREAGRSD - RiaEHE
HIRMWAR RESRER

KA E Quetiapine (n=196) ZRE (n=203)
& Rt 34% 9%
A&z 19% 3%
FEpES 17% 13%
=5 10% 1%
B 10% 5%
gRE 9% 6%
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B 8% 7%
=R 7% 3%
EEHRMER 7% 2%
TSR ED 6% 4%
RS EIEN 6% 3%
3523 6% 3%
=5 5% 3%
Rl Ak 4% 3%
2% 4% 2%
&2 K 4% 2%
BAiE 4% 1%
HIEAR 4% 3%
e 3% 2%
EEE) 3% 2%
= P Bt 3% 1%
fEC [0 /22 3% 1%
SRR RE 3% 0%
K=z 2% 1%
EES 2% 1%
B3 2% 1%
= ME 2% 1%
IEB R 2% 1%
BRI 2% 1%
ERR AR A BE R AR 2% 1%
HERH 2% 1%
BEEE 2% 0%
£R 2% 0%
EE)RT 2% 0%
53 2% 1%
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o 2% 1%
PR & R 2 2% 1%

TERELZREERGED FRREMNEISKIE G

FEMHEANARKRE : B1E —IREEE S5 Quetiapine B € EI & (75mg ~ 150mg »
300mg ~ 600mg ~ 750mg/X)MZ R E N BEBRBMEMNTHBINE R U BBRNAIARK
BER R ARKRENDSEMHEY - BEEREI>WER UMM REKRESEQEE
[ F&(p <0.05) : JHIEAR - 8% - BBEIE/M -

fEquetiapineRI i R ER 348 - BEMEEMBORIIENARKIE !
Quetiapinett B NIIARREZHE : FRE - BRI MBS LB i B 2B 7+ & (B2
NMSEERE) - HFAMOERE (OB EEAEZY - LHAHARMEN/HER) - [
IO - SBE(UREMAERSEH) - MISBREERE(Y-GNHS - BRI
PREEEMIE -

# B8 IMEREAR

SR AR ZSE

BRIMIE : HRNBAEARERVERTELIRNRNAZE IAMRREZE WA
RUREAR © AR DA ZRERAEAM E13E : SREBA VRS  BRERIIGEREER - EEE

Bgh A 3
H=,m A=

2 IFORMAZE - AN/SEEER - BABLEERCEEEREERLIR - BECASUEEM
SHENSE—KNBEHRENS  BEENERHRMEERSE - S HMNFENE

IR R SHINRNAZERGBS -
E,W\ ;

it —IEEE 8 57& Quetiapine E E | £ (75mg - 150mg ~ 300mg - 600mg#1750mg/
f)%ﬂ}‘tﬁ Elr0 618 B8 5K FRE Eﬁﬁﬂmh@ﬂ’];”r’JﬁE‘T'ﬁfQuetiapineféf'E—iEPSZ’fE
BMMES - RAFEIARBARIREE IR $EAS IMSIEAR (EPS) - BLERERIVE BEI SR M
Eﬁtﬁﬁﬁ_ﬁﬁ/ﬁngPS : (1)Simpson-Angus #27> (1i ﬁ%iﬂ’ﬁﬁ’]“ﬂs)nﬂﬁmaﬁﬁ
ECREAN 7% A4 (Z)TAIE)%EPSE’J’%EZ’AS(%%JJF CEEARE - HIRANER - #HEE
SMERE1RES - HILB‘Fjj%Jﬁ EENINAERIR ~ SREMEENEER) - M)FER MRS
MEEY) A EAVEPS -

*8 E—EMNEH ZRBHRECHEF=—HREBRAEABP(REI6E) - oJaEH
EPSERMNARRE
R L& | Quetiapin | Quetiapin | Quetiapin | Quetiapin | Quetiapin
ZEE | (N=51) e e e e e
75 mg/X | 150 mg/X | 300 mg/X | 600 mg/X | 750 mg/X
(N=53) (N=48) (N=52) (N=51) (N=54)

n % n % n % n % n % n %
fLsk| 4 | 7.8 2 3.8 2 |42 | O 2 2 39 3 5.6
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ZRBEAMSEBERZ4H (75 - 150 - 300 - 600 - 750 mg/X)LASimpson-Angus#
DEENMEREERERSAE :-06--10--12-16-18-1.8 - ZHEHA

A5 EEEE S4B IERESSREPSRILERR 1 14% - 11% - 10% + 8% + 12%H

11% - TS INNEFEAQuetiapine ol & K & /Y %2 U K ¥ I8 b PR AT B = (31 = 1 BR AE 3%

PR ER AN 38 BB R FRELER) - LISimpson-Angus#8 7 ~ fm Ak ~ FNERTUIEERA

BMEY) AR ERVEPSETRS - Quetiapine’a BHEMEZ K 4HRVEPS S8 = R A=
83 LKL

TIARKEREZEQuetiapine LTHEEERN - RRELENREEBEAKN/NAEE
RIGRRE B IBIRAY - PRLURMBED SETR A E SRR S i 1 A ZE m R ERI R R % -
LIHEBBEBHENARNKE - BEQuetiapine/aBER B LAEFEEEE | BEMKRIE - B3
MOBRECIERELSEZY - WEHFBEIEMN/SNER) -
Hit FHBBHRNAERE - BQuetiapine/a BRI L48/E - EXRVNEERBGRE
B . BNMaMmIkiRZ - OE « ERIE - 0K - BRAUARRE - MARAE
D AEAEEEE(SIADH) ~ Stevens-JohnsonfE&#$(SJS) ~ M/NEORE /D FIHE BB F 4L
1 E MEKIG AN £ SREAR 2 224 7 FE(DRESS) ~ EREBLRENEELES. -
ITHENEREREEREREREAS(EEZZLDLEERR) - EHEECIAEMAREEG)
MigRBENRE -

BE

(RS RRECE)

ASERYEEER

EiRARAERD AT MUBERAquetiapine&ZE30gZ B FENRS - BERAKBAK
ZRABEARSENH  SBUBHNSHZER - BEEHAKGREIBIKAquetiapine
13.60BETLTRIMS - —MMES - FTRENEISERERE ZZZEY SHEEFRRVEX - Bl
ISHE - S5 OBBENMEBBENNERIER - REBREOCMEEBIVBA - REBES
REENRIEROEEES[FLSRER/TRFEIRGT)] - A—RI(EEHE RIBERA600mg)
MEEMSPEN S —EOMEEMET - £ EHROERERTD  2ABVHREBSQTHBILER
MEAHS - WEBEREIFRAQuetiapineBERIL BRI -

IREER S 2 R 3E
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BESUAER  BERUTARTIREES BERBENSSIEFA(oxygenation)EIFIE - &
EZRABMWRBAABAS  BEBERET)  URTEMRKARE - REBSEOAELIR
B BERER RS R NAERE  HIEHEBERANGRE - B IBIRKREER/ O
MEZ%  SEFEEANLCEEDENIEZRENOLEAE - MEATNOEAREE
disopyramide - procainamide X quinidine it Quetiapine2 MR ZEBEWHEA - Hiw LA
MEINQTRERAF R R Bz -

B - FEHbretyliumiVo-& _ERZFEMEET4 E o gEfiquetiapine B IIEIER - ERE
[ -

Quetiapine’2 AR EN#ESH - IERGEENSHEZL - BERIRSBEY TS -
EREERMWRS P - ERFENOEE T UEIRALZphysostigmine (1-225) - O]
EERENPREEEIER B RIEMEE - BNEBENBERRIBELUEENTEAE - AT
A5 IR ER) R B/ 3 SR R R A AR VE FR TR (R Tl i Flepinephrinefldopamine - BElZ&7Equetiapine5 |84
cfHETMERT - PRIAES FEEMERE(L) - HIREENHBIMEERE - BA TGRS S

zy) - WAKBEETNERER  EERAERRIL -
10 ZEIBFH
(M BRECED)

10.1  fEFH%EE

QuetiapinefIE RS AR - IEMNE M8 E B ERREMER M & LB BUNEEY)
—1x - BEBARBQuetiapine i BB R BIEERBEY R E T EMR M ZEE 7 B IRIE
SEBENME  EEBHE ORI ME _MMERZEB(GHT,)WHER
TEFRBE SR - EZERMSHT,LOMOZES - MM D BB /FA O DIgE
Quetiapine—LEHMWFLE -
QuetiapinefE BB H A2 T F R T DURRTE(F FA L Z2 A5 BR 2 2 A 1B RE -
Quetiapinefto MM IFA T IR E AL EGBREEN RS RME -
Quetiapine N EPE LIRREEEHNET) BB N BEERIMBRSHT A ZEEER
AN - AMnorquetiapine¥ iNMEASERAD -
Quetiapine/aFENMEE 2 WRolfe 2 HAnorquetiapinefNHINET R EI 73 /E{ESHT A2 =
AESPTERL - Quetiapine & norquetiapine AR TR EE FIREZIRaBSENMR
MA,; BB ERERBBoRIBRERMA -
Quetiapine i EEMZ R EARIENR SN - HU#E Pnorquetiapinef 2 — L5 E i
MNERASEREAPEIASENRE N - IBREENERGEER)FA -

10.2 ZENEIRRM

QuetiapineZ AP ZEMANTEZIRNB N : MBZRSHT 1AM S5HTL(IC5073 All=
71771148 nM) - ZE D1 FD,(IC50 73 Bl =1268 1329 nM) - #H AL H1(1IC50 =30
nM) - MB ERZHEa - =52 (Cso7 Bl =94%1271 nM) - Quetiapine ¥
benzodiazepineX® 35 RIFEAREARIFR A 71 (IC50> 5000nM) -

10.3 ERARRIZEMER
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BEHMEEECS57BL/NEMWistar KEEETTH - Quetiapinel2l20 ~ 75 ~ 25041750
mg/kgEIEMERBFERE/NE - WIU25 ~ 7551250 mg/kgiHIEM S EEBKE
/itl:ﬁﬁ B8 Rkmg/mPEtE - /) BRERABRSE 8 (800mg/X)H0.1 -
~15KR45E  EREBIMEERAERSE=ZM03 - 0.9~ M3.01F - #/NERA
250 mg/kg #1750 mg/kgHIBI & (kmg/m2:5t & - Bl AR SH811.554.562) Rk
KEIRFA250 mg/kg(fkmg/m2EtE - BIAESSESH3.065)% - PRIZEMSMR
BRREXAEHA LBEZEEN - MAXEBERALAZEUNABE R 25 - 757
250mg/kg - Bfkmg/m2stE - BIAERSESM0.3 - 0.9713.062) - IIREEER
TE4pst EEPEEZIEM -
R AR R e A A AR B I BE R A B I e R BV Y I B iV PR R =RV AN ERiE =G 00 - A
HBPER(TSH) RHARAFPRIRSHKN - EABMN/NENZEBUSEHNE  UERES
H1 WS SR Bt B E —HTSH - BARRE - PRBEREEXRE(LE - 8
BEEMRNERT ARRE - PR EARRBEIEMEAERRIBEERNR  ABELK
FHMR—AE kel -
MEMREYCEETSRARSBEESMVAARRE - EHHMEE’J%&FH%E’JHH
BRSEER quetlaplneﬁfﬁj{EEﬁDﬂt’Ej(EEuE’JJ]]Lg,JA?L/ﬁQ%/%FEMH%Z T AlA S &
32151318 - SERAGEAEMNIBMREYNBEESMIIRA EREHEIES L%E
BRHRAEEVIAENTEN - BEABVIAMENE ZIREBEEIEERIEMEA
HRBNEEARBSRERDIEFIEG.1)]
MR
FENERRIMIEE R RE 47— 18 FH P B2 B P R AR R0 AR SN L B 1) B (R SR
A RlElquetiapine I B R E M - AT - OIBEREFAAERERERREENLSHW
quetiapine - Quetiapine &N HFEL#E - BEE —EEESEPFIEH (Salmonella
typhimurium)RIFNEAR S EE QI BRI REIES - i‘Z%E’J/\*E/’fiFEiHiH@E%@I\:R@Eﬁ%,\
RIEHBE AR ER S R TAZORIEE IE R 1S 2l B B A2 R (clastogenic potential)197&
SBENEE
Quetiapine?E50% 150 mg/kgl (fkmg/m25t & - 2 ABERSE 810.6 K% 1.8/EHE
£) - f#Sprague-DawleylE K BN REAEB RIE - ZYHEBIEREEREE L
REASZHINMEREREIEN - 7£150 mg/kgMEIER - BIEE2BFEILAER %
O ERAELYE - HEABRRBEERRLALEBE HMENEIEE25 mg/kg - K&
mg/m2itE - 2 AERSEE10.31F - Quetiapine?E50 mg/kgfS (fkmg/m25t &
EAERSHEM0.6EMEIE) - #Sprague-Dawley it RENREEEB NBEARE
£ -ZYHERTFReEERREENRZNRMEED - UEREEHER - £10K50
mg/kgiE B (fkmg/m2EtE - EAESSHE8H00.1%0.615) - BT RRABE
BEES - W KENEYUEHE 21 mg/kg - fkmg/m2EtE  EAEESHEN
0.011% -
BN HIRE
HRERBBPABIEANAKBSUMREA—E/NEB2EBRUMIE P - quetiapinefE &
ARG ERAT SHFN B RNE - BIERAE10-250mg/kg - /NET75-750 mg/kg ;

fkmg/m?st 8  BLEEEN I AERSEELEER0.1-3.0/880.1-4.51% - BENE
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EABSRTEY - BRORDIERT - BN BB Equetiapinet BB 7 F i i
BB ARER - AL EROS SO TE SIR 3 A S B IRAOBEIE AR -
948X B F quetiapine 100 mg/kg(fkmg/m25t & - £ A B SR HE B4R
2)6-12[85%  fEASEIEENEEESTRBEH=RANE ; BR2RB1ES
RALBRS - BERS TEERABEREOLES MR quetiapine I FTE - 78
BFHZEBFRED - quetiapines MBIEEEEEE LT BB AEE ; BEET
Rzt - MEENE E RS S S 2 A6 A REIE - MEERAdelta 8HEE2 (cholestanol)
75 75 L B ) R P 451 BE LA A & A0 H— 3% - 72— B queetiapine)a I TR A0 15 7%
HRBRI KSR EORERSBHD25% - REFNEBHYS LB @A
SRS ; AT - BE—ENRTHRER - £225mg/kg WEIBR(Rmg/m23tH - 2
NEBBRIEER5.5) - 2/TE W KRB EEA RN -

B eV R

(RS RRECE)

A

Quetiapine fumaratefE M ERKE [RELZLY) - QuetiapineIZ T EEY) 8 N EEEZRIR
FSsEEANETSpIELE - IDITRIIZ RAESFEYERERNA - Quetiapine = Z2&HNT I
RBBEPR - TRKEZEISEHENR - quetiapineM IR RIBARO/NE - BEREEE
FRETHEARELE _RNIEZ - Quetiapine AKX oJgETE Eth & 4R 2 RPASOR B ZE VAT -
REHASVEF

EREMRE D - REESDE(10-175%) BHIREZEY)(quetiapine) (ZEY) 8 NEEA L A EL - 24
m- UHENEERER  ZELASVFENRBEEYHAUCHIC a2 BILE R A E41%H0
39% - #hoE MR E Pnorquetiapinems - RE BB D EMAUCHIC a7 BIEEALA E45%F0
31% - DEISEMBRERAEE  REASVEFENELELHYnorquetiapine R ZEY) ) HEEL A
B - [FLREFRERTIESEIR6.4)] -

IR U

MAR4522%8 - quetiapine fumarateil3R KU - R1.5/NFREZRSMEBTEE - IEHHEHRE
RAERZTTRHZEZ100% © QuetiapinelIE R TI HRBZ BT E - CohaMAUCE D RIS
25%H15% -

aNil

QuetiapineEZ B EZ 0 - BLIDMHEETER10+4 L/kg - JAEEE FHAA83%Mquetiapine
BMREREHES - L2 als - quetiapineAE T ZwarfaringtdiazepamE A MBEBER
M4 S ; warfarinflldiazepamttl AE i quetiapineNEREH S -

R B R IR

18 81 14C-quetiapine B ROBEEE - NR1%WIBEE S REEY P B2 - RF
quetiapinefEZH - IB73% K20%HIE =75 Bl TERFIEF R EUL -
Quetiapine#Z FT g B2 X3 - FER BRI FE b (sulfoxidation) A% e il (sulfoxide) {3 &
¥ IREIERRENBEERNEHEY  EMERNHENILBEIEEY - BANNREHNZE
TTEESNRFE R - AR EPAS0 3A4RIINEE S A T quetiapine 381 Ak = E 09 (AN A M) SR AL
HEY - REFEHMHEYnorquetiapinefIH1ER -

FHR
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EFRA(2655 - n=9)EFE R A(n=12)MLE - quetiapinefy [ AR B35 R PE1K40% - TIRERH

ERENEFESRRAERAER)] -

ezl
M RI¥ quetiapinelVZEY N NERBFE -
R
iR quetiapineVEY N NERBRE -
UES

RFE ¥ quetiapineIARBER R BT E -

B R B G EA

AR RANGIERIERAR - quetiapine 2 R HITER B EMEHHAME EP450 1A2 ~ 2C9 -
2C19 - 2D6 - AT BRER R EF R R MAIHIER -

@ Al iR 2 = P450 3A4F B phenytoin & & fllquetiapine AR EEE - MAaNARER
PA50 3A4 # #l 7l ketoconazole 8l & & /> quetiapine 89 O AR B8 )& & - % £ phenytoin 5§
ketoconazoleBhR - W /BiFEquetiapineIHIZ[FELERAERH(7)] -

IEFEM B RIS E cimetidine A EHIHIquetiapinel D BREBE =R -
QuetiapineBX750mgiEIE A E & Lantipyrine -~ ##E5lorazepamER B SR EEY B HE
[BERRAERT)] -

B Rl B E
(MRS RAEC H)

AE iE

Quetiapine#f B & KA RENE —IBEWATEDSM III-RBBKRFEZ ENMZENF R EE K
FAERANRHOE)HRARSIZE  $AHPE-EdARBEE—EEREEHEN
haloperidol B fE B EE &8 & - 1B % @ & R haloperidol HIEAH A E U I EH B W EER
Quetiapine#haloperidol -

ELMREFEA—ETERFEBEMREICHER - EP BB iEdA A3 (BPRS)E— M5 1H
RIEBNZIEEEE - BH AR LEYSEBERBIENMUR - BPRSIBEMHEFE(EEX
B 2B1TR - 2R AEREERZ)RR RS ERAIBANFE OB RREERSENE
BRBERA - E_1EEHRTE TEEHARERTERCG!) - REE—ETEHEBERFAE
FIRAIERAR B 22 5 ¥ A B RAR ARV ZR AR EN 2R -

ABRAE R

1. £—IREE5%QuetiapineEEXIE(75mg/X ~ 150mg/X - 300mg/X - 600mg/X
750mg/X - BREA=R)N6E LR E 85 (n=361) - Quetiapine 4@ HEH =4
FIBPRS#24 - BPRSIEMREMENCCIBREETF N BEENLREA  FAVNRLIRE
300mg/X - TMEA150mg/RXZE750mg/REIENNRBELETEER -

2. E—IBERH6EN L HE R (n=286) - #&QuetiapineHEREISHEH(FZ
750mg/X - BRBB=R)MEHEH(5Z250mg/X - BRIRA=X) - RASHE
quetiapinefB (F19% £ % 500mg/X)IBPRS# 7> ~ BPRSIEt#RATE - MCGIREES
DERZREA -

3. E—JEE A MIEQuetiapineBIEM £ (450mg/X - BRRA_XRMBRBRA=X ; UX&
50mg/X - BRBRA_ZR) W6BE E M A A8 (h=618) - R A Quetiapine

P.25
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450mg/ X (225mgEB XM R)EISAHIBPRS4E 5 - BPRSIBtEEE - MICGIREES D
FAFEE X Quetiapine 50mg/XR(25mgBRMR)HIE4 -
DRGERHFERER - Al - FiR) - RERRESTAEGRMRESE - ME40mUFEAR
MRABEARA0U LB A - EEZIRNEAREZ AR -

SRS

HRAESE(E

A

Quetiapine &1t =& 7 R R FRBRMNESE =B BT S DSM-IVE - E R L EF
2R E  HEBRARFORANZENHREBEIEE  SEMABMBAEBEREE

HEA - FRBREBRBHRRESEZIENRA - HOEMERE —BA(128) — 5218
EgfdivalproexiVEEBIAE(3E) - ELEBAABNHERBER  ME—FEEMNS - BF3BHSE
12BMIGEREEER(YMRS) B - BEBIAEMS - F3BMYMRSE S - HENABENER
EHE s divalproexEIFF A HEE % T-Quetiapine

fEEkEET  ARIERTERNEETFETEZYMRS - EAEE111E1E B VR RERNE
X BH EARTHBITER (SR - TEY/NBHETA - EE  BES5 G 582
- HER - EES/BERER  BERS - &F  MEARNREE  BoU00(EIBITR
#E)Z600(wE7D) °

ARERWOT

B —Ek

Quetiapine2 M /aEEMMER VIRENBEVNEMB L B BB P EL - EMIBELLR
Quetiapine I Z HE #9128 8 T (n=300 - n=299) - QuetiapineEFE 3B E12E E >
YMRSEDHMRBBLEE - EELHEARERT - AZERARAMQuetiapineBIENINE
A400ZE800mgHIFEEA -

i B R R
EEEABI3BNZETBREED - 1702 A3 EB S ER Z BN A(YMRS2207)BEH%

# = Quetiapinesk 2 B /F % $2 B 3 divalproex BV R BN /A E - AW S 4AET - JEEES
B oEREERBEE S WIEE S divalproexE 12 - & M 05 #2 B 5K divalproex i -
QuetiapineBi/>)YMRSAR DI REF B RIH| -

wEEHED - KZEHWARARQuetiapineH £ REX400E800mgVEEEIA - £ —1EER
TR0 ER P (n=200) - QuetiapinefEAIYMRSBE N BN E - B2 AREBNRNLZRLA -

O] BEEEN L R BB AP -

BERK#EE

131 8%
25mg : 4~1000HI $aSEE % - BRBHRE -
100mg : 2~1000# $aE&E % ~ 2BRBHRE -
200mg : 3~1000# ZZRBE - s B8 % -
300mg : 2~1000 2RI - t2ER% -

13.2 X
BERINERIZRZBUERIR -

133 REEH
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