IR IR R 2525
Quepine F.C. Tablet 25mg

EEEE T 55 059275 5%
BHEMET EH
hkZxH#8 2025-02-14

T MR
1.1 BUROKREZE

(S573=3

Quetiapine Fumarate........

28.79mg (eq. to Quetiapine 25 mq)
115.15 mg (eq. to Quetiapine 100 mg
230.30 mg (eq. to Quetiapine 200 mq)

1.2 B

25 mg ¢ :

Microcrystalline Cellulose, Lactose Monohydrate, Sodium Starch Glycolate, Dibasic Calcium
Phosphate Dihydrate, Povidone, Magnesium Stearate, Hypromellose, Titanium Dioxide,
Polyethylene Glycol, Ferric Oxide Yellow, Ferric Oxide

Red.

100 mg & :

Microcrystalline Cellulose, Lactose Monohydrate, Sodium Starch Glycolate, Dibasic Calcium
Phosphate Dihydrate, Povidone, Magnesium Stearate, Hypromellose, Titanium Dioxide,
Polyethylene Glycol, Ferric Oxide Yellow.

200 mg #% :

Microcrystalline Cellulose, Lactose Monohydrate, Sodium Starch Glycolate, Dibasic Calcium
Phosphate Dihydrate, Povidone, Magnesium Stearate, Hypromellose, Titanium Dioxide,
Polyethylene Glycol.

1.3 FEIE
FRAXEE -
1.4 ZERINES
25mg it : ABEFRE - —&ZIE0Q03 -

100 mg 8% : BEEMEE - —2ZENQ03 -
200 mg $t : BEEREE - —EZEQO3 -

2 EFEE

FEERTE ~ EMME R 7 ERAESEME -
3 RARAE

3.1 FZHE

P.1



Quetiapine B XRAMRK - HsiAEBYHARID -

A
BELRIE  AERNXZEBHEERE— K50mg - 5 K100 mg + £=X200 mg - X
300 mg '«

FOXPE  BERZFHAZEZEZH300~450 mg W—RBUEE - K8 RE AR KK IE K E
ZYM=ZYE  SHESHE®EE150~750mg & -
R ER VIR  (FAE—BEIEABEEERNEEEE - ABEAUXEHHESR
F—X100mg - 35_XK200 mg - 35=X300 mg - 5/X400 mg °
) = o] & 51 A RO B PR 2 FE R B ZE ) 2 4 FE B H 200~800 mg 2 EIMNLGAEE - — AN
E£1ESHH400~800mg HWEE 2 E -
3.3 BRIEEREZH=E
331 EFEA
Quetiapine NEIEMMBEBREY) —f - EFARBREZERI/ND - FRlEERYVN
ARAAMEE: - EERARBIFRBRAQuetiapine WEIE - BAREH25 mg - BIEREZEHIEN
25~50mg - ZiEFBUEIERLL - BEERANBUEI S0 ERFER/ARE -
332 ZERSVE
A@ARZAEFERREZERSVE - Quetiapine FEARI8 MU THRERSVE - (BELHE
EEREEREIE] [5.1.25.1.13] - [HFHEFHIREIE] [64] - [ HERE] [11])
3.3.3 B ATHEINEAE
B KA RINBEAZ R A - &2 O 2 Quetiapine KBRS ERARV25% -
Quetiapine BEZ it & BN R EFTHE - BHILS I A% ABRAQuetiapine - F&
Z/NNMER -
B AT RINEAZNEARRBRAQuetiapine WEIE - lEREH25 Mg - BIEEEHIE
M25~50 mg - 2EFIBYHERILE -
4 ¥&
#H R BT RS € BE A ABIRA Quetiapine °
5 HEREEFA
5.1 #:E/zEF-A
5.1.1 ¥BheEFrFERANRTE
TR TR B EFATERAABRSURTEAR
Quetiapine Fumarate %% /4 A 706 % % % % % 5 76 A(dementia-related
psychosis) °
RIEREE YR » AHBABEKRXE (RCT) REMAH KR (retrospective
cohort study) #3 » AP HBER » €314 (conventional) $JE A (atypical)
ZHENARELANEGREFETERANR TR 2R ARE AR AHE
e o
5.1.2 E&k 2L | A% AR

P.2



ERAEBEMDD)RA(LERARLE)  FERMRGEARMRER > HTHRE
B2 R EEK TR/ R bR A RE DT A(suicidality) R 1 F F 6947 B 8L > A
BREHFIERABELER AL AXRREFEER LML BT RABG TIAR &
ERBAYZARKEHRAABATF - Af > RARRBERRERNTHRALFEREEL
AR RERAESEM AR EEMEAL -

B & (SSRIs et ) ey R B HHBRBRAGEE ST  SLEHSHEME
BEEPE (MDD) RAMMHEBRILE s FLVFRFERA (1824 R ) ERAMK
FA A4t A (suicidality) 9K o 428051 % kA F85 88 24RO BRABET » B H]
€18 B AR oY AR b R B3 e

W 65 REFLERIBRAT @ EAREHE AR RRILIRA R HRY -
EEEETEHE MDD) > i85 (OCD) kA ethitmey e EhF Y FEBiTe2EEH
BBz d ot G a9 E BRI R 24B B IR - BiB4,400 85 A o
AR E MDD A RAORABITOREFHHRBRBRGEES I Blas
11 R Hley 295 @R ABR( P AR 2EA ) 8B 77,000 ZRA - £
wEHZ P GRAKRHEAER  EREAFHAITKEMRA LR FENBAT
ARARERSMES -  AREHARETRGEAREFEA £%]  XEEE MDD)
HMELERS AMASFRRBAEREZ,  ARARMER (BHHREH ) 8
HELHET  SRAKREZR (A% 1,000 2T ERNRAARBBIR S E@OEY -
ZRBEZR) FIAEL-

*1

EREE z;g;;giggizgaﬁ%w
e 22 B 20 54

<18 %14 1

18-24 %5 #i
%2 B A

25-64 »1

265 56 i

EREFBERBBRTIRITARBY - ERABRIABRTHEAZRE  28ETREAE
EMHAROBESBERETER -

Tooil B AR R TP REERER > TRPRBEMEA - Rm > RABRBTER
HRAEBITORERHBHEIRF R AR AINOREER ARSI ALETEE
B

BT —RAREZRTREREAOBRARBERAETHER  EAFRERTHE
RIEKBAL S BRRTFFTHITARE  AARLEEMEAORNEEA > REHE
L ER T
B2RERNEHREEERARBREHFRIFEFF T E)ORARZERA > GHH

P.3



5.1.3

5.14

RATIERZEE BB R - BREEE AR FR-#E > 5HY >~ LT/
(Ar Eep ML 5 R 2) > BBRE > RBRE - ARG AELESEERGELRSESRL
B |2k B8 A 8y 2 e B R BB - 47 € RA B SLFAE AR T AR T B AR e ATERE K ©
RERBBERFER AR FEEHERLORA S RELARRTRREFEER
LR B EABERDBRABIEAE BT EERBRERE RAER  RETR
Ja A BT 2 BIE K 6 — SRy e B4R o

R EZEZREH LA ETBERLCHARE( KA RIEHF T E) ORARBRBES
' LABRRARTEARE Y HR - FEFTHTARE > LEAER AR AR
c EAF R EERSPARBERBERREY HAEBAROKEEXEARBESIE—BY
MK ° Quetiapine IR FER AT EBRAAREARDEHIRE » ARV REBD
BHRK o

FiEERERERA TR EHFTRAEEERBERMNER - —RABE(HEAXL
EHBHAEPHEL) EHERRBHGHRESEEFTRSE A EEMEE BEKRY
AABEERES | BREBFOTERM - Thoil EHARTREKRZ SR ESHERE S AdH
BIREBREHRZN  REBRAWEEKARA TN TAHEEMER B ORAK

s ERGRROEFLOBNR AR - EBERBBEFEENTARE -

A % 2 B gE 1% B (Neuroleptic malignant syndrome, NMS)

CHRERE  —AETRBGERFIRR TR EM(EF Quetiapine)H B

» BARE AR B A A % B BHE R B (NMS) © 4 A Quetiapine %A FRLZ
NMS & El#E%E - NMSHIBEE R X AR BB D ~ LB - Hibk e ~ aEs
BARETHI LR R R B ~ LBk ~ BFRCHETE) - meiBkads
WUEL 5% 8% % A5 (creatinephosphokinase) L9 ~ Pl F &K (EEPUAAR ) BEMNE
HEAEE RO R AT R ERAME - LB ABRRERAARTHR > 2%
MRS F)Fe kG B REHRT GBS HEREPS) A B o &R LB

R EENE RO PRERLEREE S PR B RERTEACLRASG
(CNS)# 4 ©

NMS#yR B a6 (LBris Minthab % B R L1k L B0y & HEEREY - (23
ARG BRI BRER > B)EHRARESHE - NMSERA ARINTEMERS
& o

ABABNMSERE  mEFiHARENER  RICFREHEARAENERNT
B - B AYRBANMSEERE » SR DCERRA -

Quetiapine & —#& JE S AV Jo a5 B 0% - 1 R SE AV B aiab R (e ds
Quetiapine) @ B A SH o BEREmBEEHHRFTHETRIBRABAR - VEREZE
BIATHRERFAR OERSESLERFFREERFFEALIHEGREERT -
AR IERAAFEARENZRA > REWGESLEREK 2R BB 2
R MEMMERERASEER > RIS oEE o ABRRERERREEKR
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BfGe el ARRBREABEF)ZIRA > HENEREREE 0E  AEHRG
JE AR R B o R AR JER AR Rk SREE SRR R
B TR AN EAE RN R R E R o

BARAAD R TFETRE B ENRARDERIETKRRZIE » BITREERER
BATHABUKBABL - R B RBLA 098 B A FBAL o
AABREERAERABEEBRRBOE FRRTEE M R ABRREE—BRAGELE
B o AR AR R B hiE R T Z R RG SR - &R
BERANE L EXT2AREAELVFIHARENAS LBEEARNTRREZ
BeyR1E - X RATREHREAT  RALREZIERA bR EWe B ELE
% ofn 4% 2 A8 B R RO 69 B 38 e o 3% JE ML A S AT R BB ARG R 6 A B A B iE
JEAR T R R G BAE) AR AT A K TIF o

CHERTTE A RBRA > e RERBRHPRENE  BRERER L biEiE
1A & BAC - AERREKRETF(Bl4e : BB BRRE TR DAORBRA » ERBIEZE
WAV R R G R BERIARE 0 HR T RER E I A o
BABRABRBREIN —LERANRE bEhaBFRABELRA—REL - BRA
BE R Uil A B B 2 By ik o

RA

&2 EME b - 43 E(<12:8) %2 A BB % P

F+%>126 mg/dL Y 5% A o4 *

S 1

‘ 3 T OOE Ik Jid ,

EX 3 zjf‘hjg X2 N #An (%)

—

M
EFES Quetiapine 2,907 71 (2.4%)
(<100 mg/dL % >
126 mg/dL ) £33 1,346 19 (1.4%)

=R

P HREAES Quetiapine 572 67 (11.7%)
(>100 mg/dL H. <
126 mg/dL 2R 279 33 (11.8%)
Z2>126 mg/dL)

*€,3% Quetiapine R4z Quetiapinedd Gt B 2se ey Wt & —-A B 24 AWEE K
W (EWREWMHE - 115 & A% Quetiapine 6% ) > AT IR A H a2 MR
BRI BA R F 24 AR TH LB L 0B RE >200 mg/dL 8954 % A
1.7% ° EHE s EE >126 mg/dLey &+ £ 2 2.6% - Quetiapine A E I it A 44
69398t s 3.2 mg/dL  F¥aik 2 I Rk iEt AR ey84L A-1.8 mg/dL -
5.1.5 % fa 4%

#% M Quetiapine B % B E 2| T R 69 I§ % 4L - 42 A Quetiapine #ym A » R EITER
RER - CHAELEHARE  EATHERIKRE -
VWABRAABRBRRIN -~ LR ANRE bt aBFKARETRA AL - BA
B AROK L & R i 2 ey AL -

P.5



RA

% 3 BRI B EATHE Quetiapine BYEEFRXBR P  4ANEE 5% » =BEHh &S » LDL-
% E|Bffn HDL- REEI B3 R B E M F IR FRABT AL ©
RIIREAREES » RFBALMESL - =8 HihEs

»LDL- M4 B 834 HDL- MEEIBF /R R B (AR S EERBEREN B ©

. X SOV AE 14 .
RRE RAARAIR it N #An %)
(Er—%

ol s ] B> e s Quetiapine 137 24 (18%)
240 mg/dL A 92 6(7%)

S S P Quetiapine 120 26 (22%)
2200 mg/dl. SRR 70 11 (16%)
a:Ak6#

5.1.6 8 £33 e

WAEERAB T REHMENE M - A Quetiapine IRABRTHERRE

¥ EBARRBEIN - ERAGORE it aBFRABDERRA—AEL - BE
BR OR DU & B ] i 2 £ frey S AL -

RA

Quetiapine WIS R KBEH THREH MRS -

A4 REHM 2% BEGRATIL (RA) -

3 . .
& EREMN 2L N A AN (%)
o83
Quetiapine 391 89 (23%)
%% AR
2B 206 11 (6%)
BT gapzex Quetiapine 209 44 (21%)
S
>1% (B k)b % R 198 13 (7%)
mE ) L
BARM i B2 Quetiapine 196 25 (13%)
( $BBhiGR) © 2 RE& 203 8 (4%)

a:&x%6#EDb:&xF$12# c: kS 38

5.1.7:8 %M E & % #(Tardive Dyskinesia)

B2 R B (@1EQuetiapine) B ATREL —RTRLITHEN T A LEH %
FEARAF o BARMMERFOBRITEMFAEFATFRRESY T EFHFL

e B RIERZA 0 RIEREBRATRETHERTAR AR AT RE L AR
BB o TR R EMSIRBENRESG L ANTRER S FEG Kk -
BEABEMES L FAYBRRER ST THEY TN  RALHEMBLHAMERALS
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FHAr R EY e BRAR B emIghe o R o LAEE R BEAS T fE 42 AIKEI 26 %
BEERHEFRBER LT BEAEIR -

B A4 3B B E B &k P bl AR W R E S Kd o e RIF AU R By 0 i
EREHTREFET RTLEMA - ERIHNRER RS TR RBRIP(RIHRBRI)EHE
ERFABOLEEN  FPATREEZFANBAE - ERBRIPH AR EHFORPE
RAATRH B R dw o

EAZEER R HQuetiapinetF BIE Sk VB ERESH R FHEL - KRR
BHRABTRERGARERA » BEA)CrHiAHitmE0A RE > @ HL(2)(2)#H
ERRA R EGERRIOBRERTTERTEE - HRETTEZRAERORA
REFRRAEENETHERR Y RBFEHREEERE  c RTEHTEBE LR
BELR-

R Al Quetiapinetym A S BB B HHESH X FAGBOREENK > REFRIFE; AnA
s gm A BpiE f AR JE AR BF 0 T AR AR E £ Quetiapine’s & ©

5.1.8 & %t & B

Quetiapine T A5 HF EHHK LR - FAEAZF ~ CHBR > AERASHER  HHR
ERAGEEAENRM > TRRBRE 1 FERFHEBRANE - BRLE > B2
Quetiapine/a & e s AR 1% (28/3,265) » &2 2 HHI0) - m AR0.2%(2/954) » &
RERHBENGRBAL > 0.4% (2/527) o ZHMAKLR » 8B TR T ht T 5wk 8]
Aol ERB(OOIEERSLECHEBGRE S CRBIEERT) BB KRB R
A RBEMAO(RAK ~ XA R BIRME G fede 2 0 RELR)GORBA R
Quetiapine B 243 e GEL K [EEREEFEA] [5.4) - AL H TR A25
mgHERMKR > THEZ WK LBf GRERAERIG2E [AEAE][3])-
EAEFBERALHBMEAL KR > TAXDHEALFR L ETHEE -
5.1.98f BR =& P 2k JE

¥ A 4k % B T 1% Al Quetiapine B¥ 3 SRR “FR PabJE o AFRE1E A FARAY & & Sin $
BleY /A~ B A BRIR R P b XA BRER R Pk B 69 m A(de ¢ B E/ R R B
) e 4% A Quetiapine B8 £ & o

5.1.108 3Kk Y ~ S PR RS HEBELG LSS

Y EERRBFREI M EHE M o 4& A Quetiapinety A AR T HHE R E -
CABEKRABBREI - LAANEE ool FRPBDELRA—RAEL - B A
BE K DL & B i3 e 2 ey 8L -

5.1.1 13 (F Eax)1E A

Norquetiapine Quetiapine®) —fEEH K #dy » KA - L FZR TSR TR ALY
T EE S E GRS o BTEERAEREEZ QuetiapineB¥ ~ X 11 AL SR 1E A
BEMHAN > REEMBEH  SABERENBHMOTRRBELE - ERARA
H e h kR (G b)) 1E M 2 B4 eF > /A 18 A Quetiapine ° & Quetiapinef® F#
BEWMZTEB ARG AR TREIRARALIE ! RFY -EBRBEZIWNIIRER - BHHE
EREBEL > REBEE Xk ARFLRGEZ2E [2#ER]) (7] [3HERA/FRR
fel(8.2]- [®€] (91 [#EmiFH] [10.1]) -
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5.1.12¢&1 &

ERkfHeA R P RER G MR E L fQuetiapine’t B A MGES B [ 24511 ]
[10.8]) - ZRA ~ L EHoF bV FRkH4E A Quetiapine’& B IR - WM EF % A KD
69%84L - 12 1245 Fl Quetiapine®y Bl R B 14 o kFEE o R4t > B TR T ARHEIR KR
BRI TR - AXERELHEIMEAEROER > BARMAREGNRH RGBS
ik Pl BEREXLCETHERT ERIRELRDIE -

5.1.13 QTHME kK

EEERRE T » Quetiapine £ k5| QTR FHERE K - K » HQTHM T EL £
ERBEHQTHRETH 2500304 - RAETHRERNERY > AREBICGHESH ([
@BE] [9) AbHE  FRACKGIRLTHAERFARQTHMLERYEMG LA [
REERA] [TDRABEEQTHRZE R EHIRE -

Quetiapine /& # %R A kK QTcoy EMH A » R IAIARFTCHE T EE (Bl
quinidine, procainamide) & III#A 7 o4 T # 2 (fldeamiodarone, sotalol) ~ Fuik4h %
% M (fp]4eziprasidone, chlorpromazine, thioridazine) ~ $t % & (#|4egatifloxacin,
moxifloxacin) > &b € 2& & QT cHA vy 24 #a 5] (fFl4epentamidine, levomethadyl
acetate, methadone) °

Quetiapineds & 8 % A 7> T At & 3 o 5 & K 3532 #&(trosade de pointes)Fe/ 5 e &
BReglER » (DA ETENR E » Lo R § (2) K dvE XKL E 5 (3R
B L@t RQTcHA M Ed ; (A R REQTHME K -

Quetiapine A # QT #A Ml 2& K AR 3E ey m A& DS (Blhe B B Jm ~ QTR E K &
Rk L~ FHFA > Lt RBfSHEK) o

5.1.1458 % #1F

FEE R ARSI R - A 0.5%(20/3,490)# % Quetiapine/& & 69 m A * 0.2%(2/954) % &
Flogm A 0.7%(4/527)0.7% (32 E I B EY oy R AR B o ko Bl eyiithiv
TN — % A RREAER £ RH T AL IR 2 F B2 &k A (e T 25 7 3K I ) 8y
A 0 & F Quetiapined A J& v o T AL FEIKFRR B AVE A0 A A6SR A LA S
P AT o

5.1.15 T sk AR #k Ak ok SR

A ¢ Quetiapinedy BE fk XA EATHRR T B R RE L REFSAMOTHE - BT4R
HAETA L L 36076 B B B B HTE1K20% - T rEe942 8 £ M4  Quetiapine’s B #)
B BEHRR RRALGRPN T CRBE TR L FAMANBEY » 8HKET
Quetiapine’8 B o8 B H £ X » 421k Quetiapine:&a B AtE » ATAR B #HTAFE T2
WEEF - ARE—BEARET > X$0.7%(26/3,489)Mk M Quetiapinedy 5 AFEE H
TSH¥Eheey 88 » HETSHERGRATEHATKBRE - AREHBERART

» Quetiapine#% fw it 42 B K divalproex * H * 12%(24/196)8k M Quetiapine#y % A 3
7% (15/203)8k A 2= R & o9 ATSHH & 322 Quetiapine’s B TSHH S 895 A P
* A 3SAF B A K58 T4TY -

PR Quetiapines B F » THRABEKRE R0 TR AR TSHELOEL 55
A% L T4 © 2.0% (357/17,5613) 5 aTAFE1K © 4.0% (75/1,861) ; %8 T3r%
f& : 0.4% (53/13,766) ; 42 ; T34 : 2.0% (26/1,312) ; TSHA & : 4.9%

P.8



(956/19,412) - £ BIBTBGRE I8 EAAF » TBGRETLE -
A5 TAELREBHBERIR T > Sy EL R

T4 Quetiapine 2 R A

3.4% (37/1,097) 0.6% (4/651)
T4 Quetiapine = R

0.7% (52/7,218) 0.1% (4/3,668)
#T3 Quetiapine 2 B

0.5% (2/369) 0.0% (0/113)
# T3 Quetiapine % HA

0.2% (11/5,673) 0.0% (1/2,679)
TSH Quetiapine =M A

3.2% (240/7,587) 2.7% (105/3,912)

*RIFERBREIEITIR > REFTRBERSITRAB R ERMGEL -

HT4~ #HETA BTIRBEHTIH LK TR B EETIFM < 0.8 XLLN

(pmol/L) » ¥ » TSHeYE 4L 8] & &A= 4T 8RB >5 mIU/L -

*% & 3£ QuetiapinelE R e fvQuetiapinedF 4F M 2 34 B H -
AENEHAHRBE R EXRY > TRABEKEAZITIFTSHAAZ S Ly E LR
#£ Quetiapine#1(1/4,800)#e 22 & #]48(0/2,190)%k % 0.0% * T4 TSHE Loy HE A R A
Quetiapine#;%0.1% (7/6,154 * & & a2 - 0.0% (1/3,007) °

—BmE o BEPRRTARRENSEILIAABKREL -

5.1.16 5Lt F fojE

RA

#£Quetiapine®yEs R XF P » LR EFRESILEABERAETAIBEMELRA
Quetiapine;& & %42 3.6% (158/4,416) » & &4 » 2.6% (51/1,968) °
Rl R ititin$ CiED22 ey %) - Quetiapine €4 — @ AL R EREHS
KA EMBTREHAIS - FERBAT > SR FLETRENFIET £
BGnRH » SR &EMREREFI LR BROHTHRELEHETE > hiliA
MRAEBAR > BRI AADRE BIERIJLALEFREDILSDHRAEH
BILPE S BHXILE  BEORE - Akl FHIRAE gL RE
fEFA MRS TREN  TRESTHFEERIK -
MEBEATRRARN=Z S Z—OARILB LRSS RELLEEY  wRITEHL
MRABLENRAR FEREY  SREAELEEZREHNNFENRAE - R
R & ¥t iU FREANALESHPTF RS EDR PR RXRZEEARBREILR AR
B tmfa ty REE (FLAR R ~ R P IAMEARE) - BRI R MAITREARMAABETEA
BRI EDERELZ RGOS ERAREAR > BRI CHGELH
[ZEm4¥42] [10.3]) -
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5.1.17#pcss I 3

TRARABELEE N FEEE (E2RALD K TERASHRE - ERAR
BRAERE > ABEE TIHMCHAREEHRB AR T » BIzsT SLBIEEFLE
{E46E LR og5% A » Quetiapine#1£96%(29/483) » &M %) » 1%(3/194) - i3
WHREBEEASBFTEENEW LA ZM3E - 845 fQuetiapine’s B4 €ilik g
Fle R Z ATO K F o

5.1.1832 g B Bh38 5509 T Aedd

ok ak % 3% Quetiapine’8 BB AFT RO T REH AR R AR MBI SAEH3-
5%k o AR %XFAEXB TP © Quetiapine A Eehey &4 £ 218%(89/510) @ A
AR11%(22/206) o 1 M Quetiapineff 52 — A&k 2 BB x B2 BRE R P
» Quetiapine/a=&ri ey & & £ %£16%(34/209) » R H| 4% - £ H
Quetiapineff A#Bh R L0 S W E B x B2 BIE KB F ° Quetiapinefa=§ ko) 4
%5234%(66/196) » =R #] 4% 9%(19/203) - B AQuetiapine ™ A% € 38 T H|¥f ~ &
FREHEIS5 0 RELRAL S EIEE Quetiapine’s B H A A T ROBEZ AT
CRDNCSRETEHAAEGTRGES > Pl BB (AIEHAR)RBIELARHKSE - Sk
T At & Bkt o

5.1.19 ¥ R ¥ bk

LT ATH — 32 Quetiapine) R ABE LR E R FHALHRE - KRB
Quetiapinety Bl R A2 5 ERAA LA e B LR EFLETHMAE X ROEHY
Al RRERFHEMMRE - FrkQuetiapine T L BMEMR SN - REVRERFTH
RTREETFHAMN -

5.1.20%2 /B # &

I B OB 0B ) KA 5 A b Ah s 84  12Quetiapine &Lk E c R F
Quetiapine# T # 5 4 % BB H S o9 F (Bl Bl 21E S ~ B ENSM093R5E - Bl
BZAFBR R T ERGEY > XK IHRAR I o

5.1.21 5% #

R RENGCBHEAREEHREFTEHRAN - RABF RZEFRAT LABR
MBRRE  FHREERTEEKKEAA © Quetiapine iz K it % E4h A
AR BRANMER KRR 6 9m A R ]S o

5.1.22 g #

Bk R A RN B AR OB A ROTE  BAREEERSARAA o
Quetiapine /& & % At 2| RIFEHAA RN KRN T ARIKIREB S YRR °

5.1.23 AR & HHIERI A A

Quetiapine IA B BA X E2 FHE R FHERERARGEIZLH [ HE]
[11]) -

Quetiapine & § & R £ £ IR E R FAE R Qg B L 09R A T BB 345 Rk A
BT ENARE c LT WOIEBERARIR T AZSEDEMR/A - B AQuetiapineH 5]
A B AKf R e BRR - SURE A CHAAGES K [EE222&$FH] [6.1.8) -
5.1.24 & Bf

ABT R K A% B (3 Quetiapine) 2 4 * HARKREERZ®RE » 63X
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5.2

54

R~ B0y REekF o £ Quetiapine XReGEBHREHHBE — B X R XB PR P
A EFEERIF RN RAGEZER—E B EEEEROBAESEL
% » Quetiapine XR#&%12.1% (241/1,993) > =& &/ 4a% > 6.7 % (71/1,065) - 18
P RFHBPRER B0~ 3R> BB Beb > B~ HROAEMERANELSE
A AB®B5.3% * MELBFEFE  1BLAHR - FREBIFE -
5125 R EX BT RRSE

¥ A L BT £ Quetiapine R E T BRARE XK T R R (severe cutaneous adverse
drug reactions(reactions * SCARs) * &.3£Stevens-Johnson syndromeJg 1% &
(SJS) ~ #M % & 5 MR JE (toxic epidermal necrolysis(necrolysis * TEN) » &M &2
M MR R JE (Acute Generalized Exanthematous Pustulosis, AGEP) » % # 4
pi(erythema multiforme, EM) ~ #EE =g 4t & 3G il 2 F E K Z B Y RE
(drug reaction with eosinophilia and systemic symptoms * DRESS)%¥ T st 28 & Z
BYTARRE - REEETFRRBFFHE—RZEATEMR : TRERXBREA
Mo REZWEREA ~ FIEREE R~ B s hEBEX ot FatahRkRgFHia
£33 - DRESSHIER L — XS S WM EE X > BX > L fo

aX o RBEAREERE T BRIEIF A Quetiapine °

5.1.264% 7k i ra E

12 Hk 2 B FLE 0 — B ELRR B F - 8 A 3k 2 Ba 718 Al Quetiapine 1t BB AL R B AR 09 15

HGELM [BER/FRRIE] [8.2]) c AP S ABRNEHELEABEE S AR

HRA 0 IR ERRGES RS EWERARA » B/R TR &% S HRAEHE

Koy A o
B 4B R RARAEE

5.2.1EH %M

Quetiapine F R EHHH °

5.2.2% Al

CHRLBETRARBEAYES - §K 5 Quetiapiner 4B RE A B E & o955 ABF/A
E

Quetiapine & § A S AR B ~ o B R A BRI YMBAE R KO R © BERK
B R BT AET AT O HR 0 AR ERETR AR R TRREEAES RO SR
RIS ARA I £ 560 Bl £ T @R AR/ KEA AL - Bk o i
HRERARSRLEAGE R > 3t LEWRELARAR 2R A RE A Quetiapinedd Bk
(Bldm B A AFEEME ~ BB ~ ARITH) -

TR ERA

1% Ml Quetiapine i & #t ~ B fEE ~ BT » B MK R B I PR ST A R RE S
893k % o £ M Quetiapine VR ERF VP FELA LB SHHREGELHE [EE2REEE
&) [5.1.4, 5.1.5, 5.1.6, 5.1.8, 5.1.15]) °

=& MG fn IR 3T $

ARBEHBHBE B EERIABT 0 £6 43,368 84 % Quetiapine Fumarate®y iz Afn
1,515 2Bl mA > STk BRAREAET  MHAEVA—RERETRER
BAMBRAZ Y HBR—KRE PG KT E<1.0X109/L<Leg# £ £ > Quetiapinefa#
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0.3%(10/2,967) » RE&H M2 » 0.1%(2/1,349) - RACHIKEG Ikt H R EW5]|E G ik
R V[E PG R YRR R AR A  EEBRURDAEARETBER 2 hIRIHR

(CBO) » — BB G kB E KB % - » MZH LR E > BF &S IE{# A Quetiapine
(F2mM[EEREEFH] [5.1.10)

- AT B AR,

Al HEHH BB P » QuetiapinetaF 8.83% (594/7,155)89m A » RE&H 44K 6.2%
(219/3,5636) 4R AE VEA — Rz FTHE B <13 g/dL » % 4<12 g/dL - £ # B f= 3
BB R B AH B+ 0 QuetiapineQuetiapine’a B aF 11%(2,277/20,729) &3 A
EVEA-RbEFTHEFHSI3g/dL > &t > <12 g/dL -

- EE It

RA B RZHAIH BB AR LKA T 0 £QuetiapinefA B ZH A A B - A TH
T2 CEE 2 BE(EHQT » QT PREIRD#IBALH ZRZAHITLELR - Ad

s AMMBE B RERFAENSAZCHA R R HBES R RAREE T © QuetiapinefaiF & wiF Bk
T 0 m A 51%(4/399) » REH 40 50.6%(1/156) ° £ A HERMER B2 REXB(E
— %) » Quetiapinefa /5 & CiF BRI R o5 AL 50.5%(1/192) » RE#H - a4 B
0%(0/178) - L& EiEMx B2 RE XBR(FHBIER) * Quetiapinefa i & O IFBR AT £ 0Y
A 50.6%(1/166) > HEE AL > 0%(0/171) o RAIEMEYSIF Bk PG K FH
Quetiapinest 5l £ HHEILA M(GF2 M [EBREEFA] [6.1.8) -

6 WrkxHEEEA
6.1 BR

BERESBCHR

B AT ## Quetiapineft 7 355 > B2 A @ F LIEF RIFOIAR o A Re) HiR B

v RA E K LR B B R B B 5 Quetiapine A B o B3 — A B M 4E Fl Quetiapine®)
A AHREBTEANE ARG ERFOEL - AR ELBRE-BLHFR - R
B ARG BB TN E R R T £ 5 41 B 4% A Quetiapine °

A 1R 3 80 B 4% Quetiapine’s B B X FE R e By R EH AR - £—A
WELREART » 21 5 RSP R FAQuetiapine R s E L E ey iF oA B ey
BRRRERSGH o £428 GIEF B & A Quetiapined) F4 A Heh B e » RAEX
W RE(—EARAICLEF L (ARBRE) HAERMMREAREOARAR &
B FFAROAHE TR TENETRERRIATIBRER -
THMBHRBBELTFERETEA MR ENQuetiapine " ESELABELAEVAERS
HH A $2.442 %€ FT(MRHD(MRHD - 4% * mg/m23tE » #%800 mg) * B L€ A% H
C B R kI | RTET A IRIG/E RFHEEE c B ERAFICEEEEERTA
BRSHEH0.6E24BFEHRR  URABZABRSFENL2E24BFBHRT - £
ABRSBIEH2ABEET » R TGOS h(EMERABET)ELRE N EhiE
SRR ERENR L - FRFECPREE AR/ AR CO)BELEEXTARRSE
BH2ABFBHRA  ARBEZARRSEE090.6 2242 F (M AR Z)HRT °
E—AXKRAANARLEERAET  ERZAHFEZSHE0.01 ~ 0.12R0.244H B 6%
R FLERRRINAEYARNOBE - RAd > E— A0S RANABRLEEARTY £
ABRGHEIEN30EHEETT ABIRFRRTHE N FHFEREHRE -
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FEZ ek 1E Al

RS R EATUEA R 2 (635 Quetiapine) » #74& 2k & 1B R B S5 SN ME o/ R A&
Bk e AR o WA S8 H A RE AN S > MEKHBTE > MK HBK > EE > 5ok~
g Fia SRR RBRGRE BEHEEWRERESF— AXEHAT > EKA AR

s MARERT HARLT R ERF O it RAERR o

RO G R KA R B 5 T 218 5 81 B 4% Quetiapine ©

Quetiapine# AR fu 5 e B E 18 o
6.2 *Hil

Quetiapine € 2L B AT+ » BIFEREF 4 £ R A Quetiapined M R B RE 4
A B e R B3k & Quetiapine £ Lt P oy IR B RARBI T 20942 E 21170 u g/L - £E3Hey
BRBERERETERESNERE€690.09%20.43% - RIFARSGFR/ R 2 RHEK
(N=8) » 82 #H B H SR > 0.01 mg/kg (FRAHEHiEH X400 mg)£0.1 mg/kg
(FHREEHEHR400 mg) °

6.4 %2

— BT BRRRAELTREVERRINTIRRARE  HARATREIGEM BT
SEBIS o MERMGRBRASELERERFVE  RARE - RABEZSHMELR
HEEAL-TRRLERF VP FCIRNES - ARELABEEAARERFIF o

6.5 EFA

£ QuetiapineEE k¥t % £33, 700 8 mAF » HT% (232)7m Aoy F# A65RAE - —fadm T
» BFASLF AL 0 Quetiapinedywt 2 E R ER] o Kd o B AEFARFETHRE
&~ #Quetiapine® B E R BRI ~ REHRAFZHEEZREIRKLBRGE T - RS
BAE A REEE > RRBSAERE  BARLLERICER - EFRAY
Quetiapine- 35 & 3 Bk £ F AR S 30-50%GEL M [E24] (1014 [RERAE
103D~

6.6 FHET2

BT 25 8 1~ 2 099% A(n=8) » Quetiapine®y 35 0 ik Brid £ AL iEF AKS0% » L dAY
» AUCHeCmax i it B AR 569534 o B AQuetiapinew & 2K 38 > Al A
FHR T ERANLERE SRS AARBERATHREZAEHEGE2E [AXRA
=][3)D-

6.7 HH T2

TR BT 2855 A(Cler=10-830 mL/min/1.73 m2 » n=8) * Quetiapine#) 35 v IR B &
R EhELEF #(Cler>80 mL/min/1.73 m?2 » n=8)1&25% * 2R Bhit * F2HAW
2 Quetiapine/ R BV AT MFREZEFTANBELE RN - B HiEERmASARAER
g -
7T REBAEA
Quetiapine$ i fts 2 4y & Hf 48 A 69 B % K & & Sl ot BB 2 31E - i Quetiapinefk At
EAPE A% AREEHPIENCLRGEEFERGEMGHARFR S -
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Quetiapine & — A A FZHEHA KB 0 T A F BITHEE R FBR T € w36 BH 325 2 E ey iF
A P vARR A Quetiapine A P /& # %6k A & B AH o

Quetiapine T A 5| Ak /B » E R THEIG B X EE L BB R -
Quetiapine T it dilevodopafe % ChetE M #6935 R °

Quetiapine/8 ## &L C4n €2 R QT RIS M4 M 5 & Quetiapinef B4 € R THR'E £ AW
Zhs R R eGE2ME [E2rEEFA] [5.1.14) -

A XEEIR 3 0 #IRA Quetiapinedy i A M B & % » ¥ /£ Bmethadonefe =38 i
BIFRAGHER  HIRSLEMYRRERGHERBEE - BFRBA A Lo ireER
G &R 5 %) °

TRAREZTREESFIRER(GERIFREMZ e AFRERGEL2H [EEREEFA] [G) -
7.1 402 Quetiapine sy F &

-Phenytoin : E]BARA : Quetiapine (250 mg# X = k)fephenytoin (100 mg&H kX =k) * &
1% » Quetiapine®yF35 0 IR Br & £ 3 54% o Quetiapinefiphenytoin &k 2 # ATk BE £ 35 4 1
(dmcarbamazepine ~ barbiturates » rifampin ~ ¥ & ’H 22 Bl B2 )BEIRBF » THLE 23 la
Quetiapine®y | & > A IFH TR R FAERE K oIS - ¥ 245 Aphenytoindm 2 A JEBE £33 %
#l(kevalproate) B oGELH [MERAE] [3) -

-Divalproex : E]B AR A : Quetiapine (150 mg# X W k)fedivalproex (500 mg# X Hk

) &4 > Quetiapine?) @R EF R B LR REHEMITY 2L @B ERUBRELTERE
TR ERFEER o

- Thioridazine : (200 mg& X %’k)€ 1% Quetiapine (300 mg& X W X)&) O Ak Bk & £ 3 o
65% °

-Cimetidine : & F %’k : cimetidine#y & B #|2(400 mg& R =k #£4K) » €1% * Quetiapine
(150 mg#H KR ZR)0g-F3 0 IR B A £ 1&20% © Scimetidineff A » R E R/
Quetiapine#y & & o

-P450 3A-3AP#IFH] : ¥ iafa & £ P450 3Awh & FlFlketoconazole (200 mg&H K —k &
A R)HBEIR © €4 Quetiapine sy 2 IR BriF R FEIK84% * vAZK » Quetiapine®y &R S B E L
335% ° B 3t Quetiapineiiketoconazole & i fm g & E£P450 3A3p$] & (5] 4w

itraconazole ~ fluconazole ~ erythromycin ~ & ¥ 8537 %] 2] )5 Ik B & /] 2 (R /& Quetiapine#|
®)°

-Fluoxetine ~ Imipramine ~ Haloperidolf=Risperidone : ¥ : fluoxetine (60 mg#& X — k) »
imipramine (75 mg# X #’k) » haloperidol (7.5 mg# X #%’k) » &risperidone (8 mg#& X %
R)#LQuetiapine (300 mg & R WR)HAREF © T € %% Quetiapineth i R B BE M H £ -
7.2 Quetiapine# e & ey 3 &

-Lorazepam : & : Quetiapine 250 mg& X R A = X84 %€ F * lorazepam (2 mg B R #|€)h
Fi o RERE REK 20% -

-Divalproex : : Divalproex (500 mg#& X k) Quetiapine (150 mg& X HR)H R * &%
KRR T ey ke idfe iz g valproic acid FH R B RE R REEZE S THR10%E12% © &
Quetiapine 150 mg& X R AWk eh#H| T » €4 %valproic acid (% Fdivalproex 500

mg & R R)M T3 O IR ERFE FIEMm11% - BEFILETREAFE -

--$2 8 : Quetiapine (250 mgHF R ZR)MEZEHFAR - HEBORTREEHEL BRI AIETH
ég o
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-Antipyrine : A EFEHA RGO T AFRAS R | HiE750 mg/R(FRZR)8Y
Quetiapine* ¥ » antipyrine#) B £ antipyrine X #H A o) R E X AERBHBE o
i3 &4k R % AQuetiapine 7~ € BA ¥ 3 F & Fantipyrinefm i & £P450/ T K B ey AFREEE £ o

B A/ R RR
81 ERAEREEA/TRRIE

8.1 EERETZIVEA/TRRIE

L AT EQuetiapine LR F ey L R R R &

AT ZCOSTARTCOSTARTH A &8 FE » RELBREHRMPMERITRRRE » wRATR
RIEOIZI TR PR E A » £84822008 4% 28 L ARERADLETHEHEF - N
FRX B 094 — BB w7 4%l Quetiapine 275 mg/ k= $ BB LB RABRG T RRIE © Bf
AARATRRBHROLESLEN  REARBANRGFERL LTI FIE - FRTRTEDE R
s FRRIEABER—BABRTRRETAOTRRARS, c TEHLE%E > AP
0y R EE & 18 A Quetiapine:s B AR - 2R — R E3|&8) o
WRBE—FHFBALT»E > EHRARBRORFIE TR T FTAATRRER
HBEVALI00RABLGRB(RFIEALERERBRHHBRBRGFIRERIIEE) ) 7F
RAOTRREBRZFHEALE S 1/10021/1,0005 A RE ; VAATRREZIEHEALETE
1/1,0005% A 89 R J& °

HERG LT RFTHS EHHENR BHET BENEHLAA T THEE
B WA EAL BE MR S > EBRAETE s BEEN s REE - XELXA K
BREFEREF MY s 28 BRERRE - AHERE - EH LA ARBRE  Hik
BIF~BARE B VR RFBE > @EIIRN E FEEBE N £ (buccoglossal
syndrome)(syndrome) > #3508 5% > FX > WHETAE ~ AR ~ WMERB* &R~ 0
P > BRI T £ fiE o

2 FRARERHE AFTR I BRAR FABRER* PEAK s 78 - ABBR
J&~ KPR mARKME - D%kAR/ PR BEPEKR -

HALARG R RR S RFR I eyt s REM M B RRGRBSE (v -GT)H
S TR -BFRAF -FRA-BAR-BRX -FAE - -aF &F > KEEXE
BREA#A s TREL - OERS - AFEL s FKE:; PR FX ek~ AR B
&~ BER& X o

ShELRSE TR ERE > QTHMZER ~ RER ~ CHRE  Bhkd ~ SHERE
TERREF R ZBEMF > BaEES  RFRRBEHFRE STEMAE PR &K/
BHEEH s F—EHEREME > A ORI > STHS » 2Bk X~ THREF
STE% ~ QRSHH 4 B R 3E /w -

HRAL DT R FREABFAFR R SR PR TR B
BIA -

R#th2 260 A7 BERE RUSBKETS - SREE - BHAAE > RA
S ~ DLERET & ~ 1Kot 0 PR BER S AR > FKRIE ~ KsPE ~ KFHE o
EREERMERAR AT RERAER - EE BS  BAREE R BES BB EE
K-BRBRS VR HBREEX S F kR REEE -
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8.2

MREEAR TR RE* - RERY Y REAE S i HE* FIRAE REAKRHA
FES SAE BT B R ~ AR > BEE s oIl FF - BB Bh* o SRR E K>
FAR: PR FHRLAE* - BRE B R BHLERB o

BHRBEE  FAFL EBREX -AHNRT RFELE > TR % EREF  BREX ~ RERSR

YR AR ET S FR - FAR -

MUABERASK  AFRL REREHI > TEIRKN ~ 335 > Heam > M X > i~ &

B °

BRFKRELESK  FFR R ESL s Bh R~ EFanRES s KbhEFHER

S ARERRE S B VR E s s MRERVIE ©

Ak {& A FR PRBBREAT - BRRE D PR PHRBRBAETE -

AR ] R R

BR PR AR 42 AR
RA

BERMIREREZBRROEHTHETY BRAE—BEMNERATREIOTRRBIE
THRER - HENBERRABROTRRBILEAZLE  HEAETHRTIERBEREGE -
AT B # R B QuetiapinetBE R AR EH E » 24,3005 &R A - BEHHE 44058
#2Quetiapine’ 5 B A EEM R BEZXBREVMRARE —FLfhBha®k) 64688 %
Quetiapineff & % — R Bk B B FHEROMBIERIBA + R#2,6008#E211RR%
X Quetiapine®| & & & B X A 0958 Afe/ R IEF LKA X698 8 3% Quetiapineis &
e gk Z 9m A o

EE#44,3008 2 KHE P 0 HH4,000A(BRAXFAE2,300A * 2HEEBEE B BRE
405 AR E ek B2 A) 2 e T % B8 A SR - fer]0h 8548 § 342,400 A-5F ©
Quetiapine’& B oy i FERMEAZR R AP aFANTER A RHRBUE TR E
B ERBARPIZREA S BXEERFESALAR - BHPREHREE - TRRARH
WEREFREH -BLERE - AGHERE - BT FRESH - VTERRARENLE RN
VATHAE o

TREABRHAEXRZEGEHMBERE S —RFREHBAYDYRB AR -
RAEINZREHBABROTRREBEL SR

M EHBHB BT R ERFLAMOT R

BREAFE EEDT AEENHBARY AR RREFLEEOELFENTKR
(Quetiapinefa4% > & & @ » 3%) - K > E-§8ki% k5 % (Quetiapine#10.8% * 2 & &l
» 0%)Fn B f& iz R A% 1k 74 B (Quetiapine £80.4% » REH] > 0%) 2 5 EM A MGELH [
#EREx&E¥FA)[5.1.8,5.1.18] -

BARME R E

BRIE OR®HT  BRRRBFILERGELEFERE — KX R Quetiapinefd5.7% » & H|
4 5.1% ; L3 5 Bh& A R Quetiapine#3.6% * A &4 > 5.9% o

IR REHBARTAITRRE ¢

ERRXAEZSCA)ERERBEIRERS 12E)0EHEHR AR T * Quetiapine #
—BERFTABEAEERASKRES) £HA  Quetiapinea®yEA R E PR 2B ARE
T RRE A°5E(18%) ~ AF(11%) » @3£(9%) ~ & H:(8%) » ALTH & (5%) > B £ w
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(5%) > B IL R B(5%)

e BEH B E5%Quetiapine’s B AN BAT * BEARAI%RXESHTIRRE ¢
RABFREE A TORFIARARBALELFEREFBRTOTRARELE

» B AmANEEf LB FHEE R AR TE - Bl SIARAERRERLETR T
Fleg:55% ~ RMMEENERAESRINOEFMHILE - Kb > i3l AR FETAEF
B PR — R IE 0 RAEIH A R B B R AR KA T RR R L R 604 A T -
R66FIRAE SN B X FE(R S 68 F BB B2 HE(R 2 128)MR » A5 RN
RERNTRRBELER(WHEAFIRBEAGEAHIL) * £ Quetiapine’s R A(F| = : 75-
800 mg/R)s# & & 2%k » AXAREA AL -

£6 1 RBRARE RN BZHE (B —R2)038 5128 & BAIH RS KSR
b AERIN B R R RRRELE -

* R & & Quetiapine (n=719) 2R & (n=404)
5 21% 14%
e 20% 17%
33 18% 8%
EE 11% 5%
=353 9% 3%
& 8% 3%
E ] 7% 5%
23 B IR 6% 4%
Bt 6% 5%
R 5 5% 3%
HILT R 5% 1%
A R 5% 1%
i FREESBREFALTHS 5% 1%
ER 4% 3%
"B X 4% 3%
2,5 4% 2%
P8 4% 1%
B AR R 4% 1%
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LR 3% 1%
i FREBBREFASTHS 3% 1%
£ % 3% 1%
19’ 2% 1%
7B X 2% 0%
A 2% 1%

EEWNEBER BZBREMBRE(RSSEA)ARF » £ AQuetiapine R F L(HE L E B
5%% £&) > it > HAQuetiapineawyHE A £ F SR ZHEBH AHIZ T RRIE A5k
(84%) ~» v 3£(19%) ~ & 55(10%) ~ B H:(10%) > MBR(T%) ~ B MK LR(TY%) ~ "B %
(6%)F 58 £ 38 m(6%) °

RTFPBREERABNRERSSENM  GREEAVFTRRABELAR(WR EANFRENA
89| » ) » &4 H Quetiapine (F|€ : 100-800 mg/ X)) A42 Bfedivalproex= $# 8h & 7
RAFTEERB2%RES » BARARERH Ak -

RT: EEREBEREZRE | (HBER)N3BARHEHBEE KRBT » AAGRHR &3
HTRRRBELER

WA G R Quetiapine (n=196) # /™A (n=203)
13 34% 9%
=83 19% 3%
5874 17% 13%
REH 10% 4%
% Ak 10% 5%
SAE 9% 6%
i3 8% 7%
PE I 7% 3%
2 e NS 7% 2%
AP 6% 4%
R E e 6% 3%
"B X 6% 3%
H A 5% 3%
LT 77 18 5% 4% 3%
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E 3 4% 2%
JBl 1% K i 4% 2%
L EE 4% 1%
HIETR R 4% 3%
e 3% 2%
A 3% 2%
3T st 3% 1%
Atk R 3% 1%
TR R B 3% 0%
& 2% 1%
R& % 2% 1%
B 2% 1%
2 o R 2% 1%
NELRE 2% 1%
BRI e 2% 1%
ok AR A A kR 2% 1%
R KA 2% 1%
BHRE 2% 0%
EE 2% 0%
EH %A 2% 0%
F X 2% 1%
*F 2% 1%
B 2 B8 F 2% 1%

EEPREEHBRARY 0 FRAREHEZIRHEN

HERBEO T RRE | #H#E —AE5EQuetiapine Bl € #| & (75 mg ~ 150 mg ~ 300
mg ~ 600 mgg ~ 750 mg/R))F R HA Y BEXAEARFEOOBFHLARYTRRIEE
HoRATRREHEIZAAMMN - BEESFESHEAT ATFARABH ERHERED
<0.05) : HALT R~ B ¢ ~REWMm -

£ Quetiapine®EE R AR E LB EEAGELBIFE > AFIESOTRRE
Quetiapine . H FHI R RRBZ#E  EE S  BEe b 5 DUBL 5% BR % 85 7 55 (BLINMS & B
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) B AR CTREALSGRZ M i AHA KB /X ERK) > oIk > KD

r B HREAR LA ES) B REERS  B(r-GTAS  BEBBRARBERF
PhAT o
SR8 SME K
LR R 2
BRI HROBALEGRENERTREILMNENIT LS > MAFREEFTIREHE
Ko MEAFZENDERECIE  BAHRIAESE  ARERIBERET - BREE - FRA
¥ Ao/ RAPER c AR LERTRAREEHER  EAEASHRASEEHE —K
AP REDI > BEEREFTHEAMLERE - AF M FRGFERARIZRIES
FRERBRAS o
A R —sA 54 Quetiapine Bl £ #]=( 75 mg, 150 mg, 300 mg, 600 mg#F=750
mg/ R )Fe 52 R & 6 6 8 B 5% K P BE R A R AT 2] 69 B #HBA T 3 Quetiapine s & $1EPS X 48 B
W E o AR R RO BE b LR SMEER(EPS) » Bk FAA RIS AMME o Ebid
=48 7% % » #EEPS @ (1) Simpson-Angus#2 2 (#¢ 5k 42 64 -F 35 8403045 b & A K fe i
AT (Q)RAEFEPSHBE A ZFFLTMR - EEHTAE > HREE ~ SN ERE
PLIk 1856 ~ EEhALIRIR ~ BARBRFER)  fo 0 Q)FRAFIER G THEN LK
EPS -
(8 A8l ZHEBHHBEECHELE=HERLA  2XRP(LHH6H) 0 Trelm

* EPSHM& T RRIE

A & & MLIE A a2 KJE A | REE | HaspngsEmik
F2EH T | E4

2R n |4 4 4 0 4
N=
(N=51) % |7.8 7.8 78 |0.0 7.8
Quetiapine n |2 2 1 2 2
Bmg/R o | 3.8 1.9 |38 3.8
(N=53)
Quetiapine n |2 0 1 0 0
150

mg /R o |40 0.0 21 0.0 0.0
(N=48)
Quetiapine n |0 1 0 0 3
800 mg /R 1,140 1.9 0.0 |0.0 5.8
(N=52)
Quetiapine n |2 1 0 1 3
600 mg /R 1, |39 2.0 00 |20 5.9
(N=51)
Quetiapine n |3 1 1 0 1
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750-mg /R % |5.6 1.9 1.9 0.0 1.9

(N=54)

22 K& a0 518 B & &2 4a(75, 150, 300, 600, 750 mg /%))¥ASimpson-Angus4a » #i 5
et HERESFEREY A -0.6,-1.0,-1.2,-1.6, -1.8, -1.8 - R F|AMm5EE LH Ea
1B R ek 5 BEPSHtL £ A © 14%, 11%, 10%, 8%, 12%#11% -
% 55518148 A Quetiapine T 84 %] € o9 22 KL B # BB ES R 352 P (318 & ML 3R E B1E X5 f= 318
R % FAERER) © vASimpson-Angusf 5 ~ SR A E3H > fufk A GRS FHEMEREL
#HEPSiE473F 4% + Quetiapine’t R afe ZH A MYEPSHE A R RBaE £ R -

8.3 LWikiEE

T3 BRI R &A% K Quetiapine b 7 4% F £ #E3269 o Bl B E R B Z o K] FAEE 03k
HEHBRY > TAKRLARTRENTAANLAERELMERRZHERMGE -
i@k T RRIE > #Quetiapine’s & AR LAk #6035 @ BBEMBERE ~ Bilfw
PBHBECTREEEGERZ M LA KRR/ XRERK) -
Hpb b7k @ 4R T RRE  #Quetiapine’s H AR EAA R - 12 k2% B R H 635
RBEM G RRRS SR RERE SR S BEIUERE S RAREETLTE
JE 1% ##(SIADH) ~ Stevens-JohnsonE i #£(SJS) ~ s MR b Fu 4k [ =& 47 4 PE & ofn 3K 38 e
JL2 %7 K 2 B4 R R (DRESS) & SR ALK Ak Bt B % o
LB EE R BN Y A AIER B2 5 (2R RLDLAEE &) » i m QA R L e a B F 1) fead
BiBKIRE o
9 BF
9.1 AZEwHEER
REERRB P 0 A SMHBERMAQuetiapines $ %30 g2 B HFEHHRE - BEMRAIBAKR
BRAEAETREN  XIFRABHFHTLER o § A LK AR EHIRNA Quetiapine
13.6gBERTHIRE - —RMT > HRIOBAEEKRRRZEHCIERERANHEKX > BreF
B~ SEAF S OHBR R RBEAGNERIER c RAARECLERBUBA  IREBEHE K
BEORARTREES(GE2H [HHNEBREEZFA] [13]) - A—BIUHEHFFT RBERA
9,600 mg) ¥ rE ik b fu Ff — B CHEIG AR c AL THROEAERT » THESHIRES
® QT HMERYEHRE - WAEFELEERAQuetiapineiB EH R X G IR E -
9.2 MEBEBETZ)RE
BEAZMBSN  AE I EHBFRENA - RS TR A M (oxygenation)fi=Fg - BH
RABCRAATEAF  REFBERENR)  ERTFTERRRBGE -MEBSTHTRERESL
BB ERBABRFMNENTLERE > BRE €A RAGER - BREZLPRHLERCRLE
2% ORFEEACTEARRATRELGCETE - XA TROETELR
» disopyramide » procainamide & quinidine A #Quetiapine & LIk EiB o) m A » EHLH
M mQTAE FAF A o Rk © Blikey - Fafabretylium®d a - 5 LAg &8 S HE B ML F T A s
Quetiapine & e fAE M » L HKAK LK o
Quetiapine’Z A4 €Y HH c BRRAL BT ZHFHRE BRERBRERSMEEYHTHRME
EEEFOBRSFPHRE  AHFOCTEEE TREIKN LA Ephysostigmine (1-228 %)) » Ti#
BEREHFEAECHE A OHBERRHNEL - KB BRRBBRABEH T EER B
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Yo R IR R B | R4 RS AP 484 A H1((R T 4 M epinephrinefedopamine * B A &
» Quetiapine3| # a FAETOH FTF ° BRI B Ko /BR EAL) - IR EHERE BRI B
BTHRERETHEY  CAFETHBERER  AERABE AL -

10 ZEE M

10.1

10.2

10.3

TER%E

Quetiapinef1FAHHIARR - [FMNEMTE/a B BB K AN ED M EEREBEMWEY) —1x - B
EAARRQuetiapineft BB K FAENBEY K ETER Y ER 2 EEMBREREEEANVTE

- BN E_ASERZIRDAME_BMBERZBOHT)NENFREESHE - £%8
RRASHTL LIS 288 - SZESRR A N BB ER T LI EQuetiapine— L HAMK T E -
QuetiapinefE A& H1 2 A2 AT IE A Ol DURR T2 152 AR b 22 A5 B B2 B RO B REE -

QuetiapinefEa 1 Z SRS T IF RO DUBR IR FH L 22 IS B2 R0 R S MR 2R -
Quetiapine¥INEF B LIRXBEEQ(NENERM O BB RMBERSHT1AZEEERMNA

- ZAMMnorquetiapine IR MEBASERMA - Quetiapine’aBEINEE Z W ROJGEZEH
norquetiapinefIHINET & EB 73 E(ESHTAZ ZESFRTE L ©

Quetiapine knorquetiapine B AAHERZ R AE FIRERBEBBSENMAN ; BB FIREX
AR RIBRERMA -

Quetiapinei BB IREBRNER S - E#YInorquetiapine — L FE gAY oo B
REAPEISENHESN  uEEBEETERGEm) R -

BENER R

Quetiapine Fumarate@— &5 8B Z:Y) - {2 RN dibenzothiazepineMITTEY) - Hib
BEiEH2-[2-(4-dibenzo[b,f] [1,4]thiazepin-11-yl-1-piperazinyl)ethoxy]-ethanol fumarate
(2:1) (88%8) - fREIFF2&E BFumarate® - FIANEEMNREZEEUBENEZERE(Mg)RR

- I AZFumarate® - B9 F % CaoHsoNgO4S2>-C4H40, - 3 FE7%5883.11(Fumaratets
) BT

— g

0

(o

C

Quetiapine Fumarate @ —@HBEXKBBERMAK - MBARK -
Quetiapine 2 AP ZEMENTERIRABNE : MBRSHT1AFISHT, (ICs50s73 BI=71771148
nM) - ZEZD1#1D;, (IC5073 5=1,268F1329 nM) - ABA&EKEH1 (IC50=30 nM) - ME ERZFE
Bty - apRE2(1C5092 BlI=94F271 nM) - Quetiapine¥fbenzodiazepines iz B f& AR AR
F17(IC50>5,000 NM)
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MM MR EECS7BL/NEMWistar KEEETTH - Quetiapinell20 - 75 ~ 2508750 mg/kgiy
ElENERBETERR/NE - W25 - 75 ~ 250 mg/kgWEIEMI B EER AR IEME - SLEH
£kmg/m25tE - E/NEARERABRSEE(800 mg/X)R0.1 ~ 0.5+ 1.5&4.56F - FEREAI
HERAZEESHE/0.3 - 0.9 - 3.0 - #/NEARAE250 mg/kg#750 mg/kgRIE & (i
mg/m25t8 - BIAEERSEIE/1.5M4.56) R IERERA250 mg/kg (fkmg/m2st& - BIALR
e E03.08)% - FARRERRMRENSEERERET CBZIEM - WARIRA LR ER
A EIE#(25 ~ 7581250 mg/kg - Fikmg/m25tE - BIABRSHE/0.3 ~ 0.9 73.018) - %L
BRIERY B A RIE RSt CENEAZIE -

iR AR RE R R EEEE YT RN P RRZRNAHMESRIENM - URNPRERE
(TSH)RHARIAFMRIERD - EAEA/NENEEESHNE - WEAXES/BIFNSEMNE
BRER R B A — BRUTSH ~ BFIRIRER - FIRIRERAEREE - (BELEMRNERIT A ARRE
- ERIRRR R R AR R AR 1B NN B A SR PR R R ARR - A B — 1St -
MEMREYERESRMESBEEHLIAAEREE - ERMTFENSFUMENMBEERE
7~ - QuetiapinefE i REMMARBW B VIR EEPNE S BIASHSI2EMN13E -
REASAEMNIBHREYNIESES YR EEEIES  SEBENHARESEBIAEN
B - BREABVAIRINEZAREBEEEEIEMNAANGRBHOBFENRGESE (EZRF
=EIE] [5.1.17]) -

MEE M
TENERIMIEERRE DA —E AP S BN E A2 INEFL BN ) B E SR E 5 AT oAl
alQuetiapineMIERE M - AT - CIREAREPFIAAHERFERREESSHQuetiapine -
Quetiapinef&H#ENE(EE - BEE—EEESE/PFIEE(Salmonella typhimurium)RIEEE K5 |

O HEIRNEREIES - IBENAFND ARSI R E RS R K E 2N MR I KRG E
ZFRBI2ETE (clastogenic potential)19zEE -

TBEHEE

QuetiapinefE50150 mg/kgF(flkmg/m2&t & - EAEERSHEM0.6 X1 .8BFHNEE) - &
Sprague-DawleyZ# K BRI LS B R - ZYHEREFEREERIRBHEREIZ NN

BRBCREBEN - £150 mg/kgEIER - BIEE2BEIDAERAZBINUEHRINELENE - H
BRERLBEERMAEE NVENEIZEE25 mg/kg - fkmg/m25tE - EABERSEH=EN
0.3 - QuetiapinetE50 mg/kgfF(fkmg/m2st8& - EABRSHEIEMN0.6EFHEIE) -
Sprague-Dawleylf KEHRECHEEBENBEAREE - ZYHBEREERRESRIERZHIR
BoR D> - URREEEBER - £10K50 mg/kgWEIER(kmg/m2EtE - EABRSEIEN
0.1%0.618) - B2 LRABIFERAIES - HEXENEVNEREZZ1 mg/kg - fkmg/m25t&E

- EAEESEEM0.014 -

10.3.210.3. 2853122
HEERIABAEANKESENFTE—E/NE2FRE MR P - QuetiapineTEFARIRSIHE

PR SEMBHERNE - BIERAKE10-250 mg/kg - /NE75-750 mg/kg ; lkmg/m25t&E
BEHEDRZEANERSEENEM0.1-3.01580.1-45F - BRNELEABRZEATEW - &
EHNH D AT - B EIFEQuetiapine REIBEFMRIRIEAFZ L ABA - NEE LM E A
IPE 78 3835 9 A\ £ R P O BA 22 AHR -

BWEXAQuetiapine 100 mg/kg (kmg/m25t8 - EABRSEZELEN4EHEE)6-12(E
B#  tmXKEBINEENBEEMBIRETE=BaRRE ; BERMAIERRZALERS - 51&
RO 2RAREREMNES B QuetiapineIFIFIE - HHERBEFHNZHSHIESD

- QuetiapinefE MR EERRE ELEISHAMEE ; BEERNNAZD - MREREEEER
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f& 2 BIS ARAE - MERAAdelta 8iEES (cholestanol)EATE iE LB A2 A HIREEIRZ £ & A AY
BeHA— 2 - £—IEQuetiapine’a MR RIIAM B =B K BRI ERERERE S R /D
25% 2 REREH S EEREYMBEBAR ; AW - BE—Fr0RFIFHIE - 7£225
mg/kgRIEIER (Ikmg/m25t 8 - EABRESERELE/I5.5M) - 2/7EIEBRKREFRE AR
ABIINER -

11 ZY N2

1118 A

Quetiapine FumaratefSE M EE R FREZEY) - QuetiapineI ZEI SZEY) &) NE L ERGATE =
SENEBE LD - OIIFRHS RAES FEEYETETERRNA - Quetiapine =T 2B F A H HEER
- TERRPREEETE 28 E N - Quetiapinel IR X RIBARO/NT - BEMRERETRETEAZEE —
KAAEZR] - Quetiapine A KOl gETEE M A A & ZPASORH ZEY R REH -

M2REHSDEF

EREMRET - RERASVF(10-175%)BEIREZY)(Quetiapine) WEEY) En HEEAR A LL - 28T
UEIEMEREREE  REESVFNRBZEYIAUCHICmaxs AIEE A E41%F039% - mioEtt
K@ MnorquetiapineM = - BEHAS VD EMAUCHICmax3 BIEEAA E45%H131% - MEIEFN5E
% REESVFEREME Y norquetiapine N E B NBBEF AL - B2 [ FHKRIER T
2EIE] [64)]) -

11.30R UL

MAR4 %% - Quetiapine FumarateiRIEUW - M1.5/NFRERRSMITEE - RBEAARRARHN
ARRIAEZET100% - QuetiapineA R AXBZEYFZE - CmaxFAUCE D BB 125%F]
15% -

1.4

QuetiapinefE 2B EZ 7 - BLIDHIETER10+4 L/kg - ABEREE FHFE83%MQuetiapinefi M
REQBHES - w95 - QuetiapinefEx EwarfaringtdiazepamEB AR IMIEEEANES

; warfarinfldiazepamt A& & QuetiapineWEHBHES -

11.51CH 2 BEBR

1T 14C-QuetiapineIEBRORBERE - /NR1%HIR T E URBVZEY BE LS - FRH
QuetiapinetEZ# - IB73% K 20%HIEIE 53 BITE R FIZEFE P [EUR -
Quetiapine# AT B2 L - FERH R Z B E(sulfoxidation) A% Bl (sulfoxide) N EYD - U
KREERRENERMAHEY  EMENSEYELAEIEEY - BANITRAUN S ETIZIMITR
BN - iR RPA50 3AAETHEE2 817 Quetiapine R # B EZR(ANEE M) R HEY - REF
MR H EYInorquetiapine IS EHITER -

11.65F#

ZEMAE6SHE - n=9)BFERE A (n=12)48LE - Quetiapinerd O AR ERSXERIE40% - CISEHERE
HEGGEZE (REHE]) -

1.7 5]
MR QuetiapineNZEN B NELBEE -
11.8%&1%

g QuetiapineNZEEN NERLBFE -

11.90% 5%

K5 ¥ Quetiapine O RBERLIBFE -

1 N0EYREY X E 1EH

REONE R ERIZRAT - QuetiapineZ R HOBUH EV ¥ RAIREZRPA450 1A2 ~ 2C9 ~ 2C19 -
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2D6 ~3AAT EBRERRHEEREEIDHEIER -

SR ARRE 22 P450 3A4EEEEIphenytoinE 18 1Quetiapinel O ARBERE X - MM A ZEPA450
3A4HDHIE ketoconazole BIE B QuetiapinelI AR ERE X - & Elphenytoingiketoconazole A
- AEFAZEQuetiapineNEIEFEEZHE (REEA] [7]) -

FEFFE MR RIHIE cimetidine A& #IHIQuetiapinel O AREBE Z -

QuetiapineE X750 mgE =L & 5 Zantipyrine - #2885 lorazepamERE| S EY E NE(FES
B [REfEM] [7]) -

B Rl BR E R

12.1 BB KMIE

A

Quetiapine#t BB L FAFEMEYE ZIBURMFTSDSM III-RBEBRBIEZ ENRENFREBE R FER
ARFEER(6B) IR ESIEE - #REPE-—RuRE= —(EEREEE E/haloperidol A
EEBOEE - BiE{EEE Rhaloperidol B £ A 2 0] 5 H A AILLE QuetiapineAlhaloperidol -
B ER—E T EAGHEERREYSAER - EPERE AR T4 %R (BPRS)E — M 15 6w IE
BRZIEEBE - B LAKGHLEYARRBRFENIR - BPRSIBHRAE(REXAS - 48
158 25 - ASBEERE)VEI LSS BEIEENFE - FHEBERENETENEERBERA -

F_EEST A TERRAREREIMRCG)  RRE—ETERAERBRFERRODREAZREY
AR RIS EEEZEN S -
ABRAARI T

-E—IEEI=5%QuetiapineBEHIE (75 mg/X ~ 150 mg/X ~ 300 mg/X ~ 600 mg/X ~ 750
mg/X - BRIRA=R)16EZ R 85 #(n=361) - Quetiapine 4R S HEHAIBPRSAE S
BPRSIEHEEEMCGIREEN N BEEBNRNLREIAE  FAMREHIRE3I00 mg/X - ME1T50
mg/RZE750 mg/REIENMRBERBHTERA -

-E—IEAHACEN 2 B # R 58 (n=286) - #FQuetiapineH| E AR ST E4H (&Z750 mg/X

- BRIRA=R)MEREH(EZ250 mg/X - BRIRA=X) - SASEIEQuetiapine/i(FIIEIE
#3500 mg/X)HIBPRS# 7 - BPRSIE#RERE - MCGIBREERHENRLTHEIA -
-E—IEEIZ2mMEQuetiapineEEHIE(450 mg/X - SRR _RXRMBXRA=K ; LIK50 mg/X
- BRERAZR)6ER E/MAALRE K (n=618) - RBEQuetiapine 450 mg/X (225 mgBRKM=R
VB HAIBPRSA 7 « BPRSIEMREIE - MICGIBEE S 2B ERQuetiapine 50 mg/X(25
mgBXMR)EE4H -

DRIGRFEGERE - Mhl - FiR) - RETRREATAREGIERESE - ME40mNE AR
BAR40mMU LB A - EEZIBNERE R AR -

12 28 B M &R

BRESE 1

A

Quetiapine¥t &l 14 7 & 7 M E R FRV RN S E = B YRS DSM-IVE — BV E i 4 i B2 ENE
#  HAERARMFORANZEEHRHESIRE  SEMREMAER®REENRA - 5

RARRBERBHALRSHZEENRA - HhEMEBERE—ZA(12B) - —1E2# 8l divalproexsy
HEPEEGE) BERKHBNBERER  ME—FAMNS  EF3BREF12ENGREESR
(YMRS)# 7 - mEEBVAEMS - 2F3BHNYMRSAEZ S - @WENaENER LR B divalproexE
FYaskFE#E % T Quetiapine -

rELEHED  ARAERTERNEZIFIETEZYMRS - ESE211EIE B RSBEMFER

B EARFHEEBEEERGR - TEYW/HEBUTS ER - BES5 - ek S8S1EM - 41
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LR A=/ BB ER -
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AlERAERUE
_%/i

Quetiapines=1

Quetiapinef1 & FEI#91258

/u\%mﬁ'

g~ MmN RITEE

ABEEDMER Y IBENBENEMIBEL EES R RO E - EMIELER
B P (n=300 - n=299) - QuetiapinefEFE3BFE12EE P YMRSLER
THIREX400£800

WURBBZEE - £ELEHEAGERT - AZEHEARAQuetiapine £
mgMEERA

EBNaE

EEEBIIBY L BT IREERD -

Quetiapinest Z B HI1F & R B85 divalproexRVEH BN &

AATERER 2 #HRT -
divalproexfs

DR - tholpER A XL@EE’Jﬁ%levalproexrk i
- Quetiapine’l/PYMRS#E DRI MR B L R -
rEEHRED - KZEmARANQuetiapineHETIRE

LIAEER P (n=200) - QuetiapinefAMYMRSAENBNE - BISHERE

22 R R BB AP 2K -
13 BIRK#F

13.1 8%
25 mgiE :
4-10008EPEZEBHR % -
100 mg#e :
4-10008E PEZE B Hh 3=
200 mgie :
4-1000%EPEZE B IR 5

13.2 %8R
YNSNEIEPAVR

13.3 REFIRGE

EFR25°CLLT -

B
REETE
B

1y

]
InZ REMR M BIRATE]

BEERBRMHBIRASE)E

ALU-PVDCiaSE R

* ALU-PVDCEaE &%

- ALU-PVDCisSE &%

TR AR P BiAT T 52— 5 6 5%

SlEmRBERNE—R3925R 111821
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MO0 D (EBRIIBE)ZE60 (&S

170%E%'IQET@'IEEI?T%ZE?T%EE’\J%A(YM RS >2077) & #

X400%800 mgHIEEER - TE—

BRZEEA o



