IR IR EE 1002 5%
Quepine F.C. Tablet 100mg

BEERF 55 057850 5%
BHEMET EH
heZ<H A 2022-08-09

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 '«

FMRPE  HEREEXEHBEESH300~450 mg W—RBUEIE - M@ B AR R RS FERE
ZYM=ZYE  SHESHE®EE150~750mg & -
S ES ZIRERE  FRE—BASEFRBEETEENEENAE - AEUAZESHEIER
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£%EEH400~800mg MEE 2 -
3.3 WRKIERERAEZAE
331 BFA
Quetiapine MEIEMMMBERREYN) —MK - EFEARBREZERI/ND - FRl2ERVIN
ARAAMEE: - EERARBIFRBRAQuetiapine WEIE - BAREH25 mg - BIEREZEHIEN
25~50mg - ZiEFBUEIERLL - BEERANBUEI S0 ERFER/ARE -
332 BERBVE
A@ARZAEFERREZERSVE - Quetiapine FEARI8 MU THRERSVE - (BELHE
EEMFRESEIE] [5.1.25.1.13] « [HFHREEIESIE] [64] - [EYFAHERME] [11])
333 BRETREINEEAE
B KA RINBEAZ R A - &2 O 2 Quetiapine KBRS ERARV25% -
Quetiapine BEZ it & BN R EFTHE - BHILS I A% ABRAQuetiapine - F&
Z/NMER -
B AT RINEAZNEARRBRAQuetiapine WEIE - lEREH25 Mg - BIEEEHIE
M25~50 mg - 2EFIBYHERILE -
4 B
H AR BT RS € B8 6% ABIRA Quetiapine o
5 BEREEFA
51 #:E/xZ ¥R
511 ¥eEFrFRERANRTE
IRAA R BEDAEF AT ERAAKSYR TR
Quetiapine Fumarate %k % /& F 74 /& % & F % % £ 7 A (dementia-related psychosis) o
RIFBBR R - A HBAEE R AR (RCT) X & H ¢ X5 % (retrospective cohort
study) # 3 - it B B &% - 235184 (conventional) fJE A (atypical) Z g ib 7
BRAALGBREFATERANRCRAZEAakE AR CZAHEAREERS -
5.1.2 E& 5k BALEL A AR

EAETBEMDD)EA(BIERAMLE) FERMZGEERAARER - AR TRER
B BBk e E e/ R B A & & ST A(suicidality) % 7 F % 0947 &8 L - AR

P.2



CHEIERABRERELE c BRAFBERL AL ERPRBGEIAR » BEERB
AEXRAB/RBHFARBF - A RAXRBRREBBETRATESEZL  ARE
XERALEGHMARN EEEAE -

HEH (SSRIs fe i ) tha I R HHHBRROGEE I AT > SLEHECEMES
T8 E (MDD) R EEHFRBROLE S FOFRFERA (1824 R ) HRAKER
Aot % (suicidality) 9B - S8R % kA F 8818 2ARWRABRT B E Gk A
7% 0 R\ e 22 R 3 e

Ml 65 RXFLERGRAT  ERAREHIK B R AR IR ZEHZ KD
AEBREEEE (MDD) ~ 32384 (OCD) ALt me) L ERF VFETHZEBHHR
R RS SH - BRI F BRI R 24EBMAR - BiBL400E /A -
£ E MDD R E iR BORABITHOREHBRRBOGEES I B S 11
B Hey 295 B RR( P A 2 @A ) 88 77,000 ERHA o LiBkE
Hz o ARBBRHEILAER > EREFHAIKEDIRA EEFENRAT A RA
RS MEG c BRBHARETRGBEREPELA L% > XEHE (MDD) 0y E £ %
S AMAELFHBERAREZF  ARARHER (EHHRER) ARKLET
cBEBABRER (A% 1,000 2HZEHRNBRAARBHRFEGHEY - REFHER)
k1 o

%1

EREE &1‘,000 fa‘%%:«‘é%éﬁﬁ/\ﬁ #% 7% 15
BFEmey Y- THEEZR
Yo 22 R A 38 e

<18 %14 #l

18-24 %5 ]
o2 R 4k >

25-64 »1 4

> 65 »6 P

ERFERARFTIHRZIA ARABY - ERABKRARTHARRP > 28 TR AEE
BB EFTGEIRETER -

ool AR R ERMP B RFRGER - TRRRBBAMEA - K> REBEFGEY
RABITH R A HBHEFERABRFROEFER ARG RALEFTEERHE
BT — S RERZRBEEHROBRARETETHER  FAFBRETSHER
KRB ARITFFOTAHEE > LAREEYERIRNABEA @ REREIE M
RV B

BRINGRERETER L CEREHF RIEHA T E@IRARLERA  §AER
THERZRE  BR - RE > RERF - AR 5B - #E > HHE - FLTRGE

WEGE A SRR EBRE - RBJE - AN RE L ZRERGBEERDE BILR/X

P.3



5.1.3

5.14

BB AR Moy B R - sp e BB IHAEKTRE A RO ATRER
RERBEBZERFE A EFEEHEELYRA S RELARRTRREFEEEL
RO MARERGBAIFILAE  HHREELERBRRE  RAER  IETRABA
P 2 BLIE K 69 — 3R 6 BFAR o

R ERZREB R ESERILCARE(HAXIEHRFFTE) RARBRBES
' LABRRARTEARE S HR - T EFTHTARE » LR AbER AR AR

c BAF R EEKRSPARBERBERREY HAAEBAROKEEXBARBRESFIE— R
£ o Quetiapine st IR T ER AT S B RAAR IR D RBIEET » ARV REBEY
A ©

FRERERERAA TEEEFTRIEERRERDOLI - —RAE(HRELL
HBHMRETHEL)  BHEARSEERSHEETREE A EEMERERR YR
ABEAERS | BEBFOTRME - T bREMEKXRESREAEIERE ALK
BRLBRZA BRERAEWSERNBA » RTRMRSH SRR EHRR  SEH
WROIEHmFNR > AR  BEEEERFEEMTRE

FiAE b % 8 B 1L JE 1% B (Neuroleptic malignant syndrome, NMS)

CARER L - —ETRBGYERFRR T AR EH(EIE Quetiapine)H B » &
A JE AR BF o LA A % B2 B & 8F (NMS) © { Al Quetiapine & % F A2 NMS 7 7]
#ME c NMSHIEE R R A OLIERBH S ~ LAEE ~ ik Be s s AP ETRTY
RERIF R 2R LR~ Bk ~ BFRSHETE) o Miweh B8k L35 DUES B4 8L 4 B
(creatinephosphokinase) 7+ ~ Plifnik & &k (B &PUEARR ) A5 M

HRB o

B EHEE RO RANTE AR - EDHN > ARREERRQH X~ 2%
BMREF)FREBRERTEAHHEMBEIIER FZHREREPS)& KB o AEFZ B - 1L
e g R F B O PARAMERENL - FF - Bk~ RENLFEFERKBCNS)RMA °
NMS#y R B &35 : (DB Akt m E R LIk s 2oy 6B EY 0 ()i
REHMBEER > (3)ERAERESHE - NMSERZAATABTEMERF X -
AABNMSER% » Bt mEdmeRHh BRI CFREHEARAENEHRNGT
Betk o A AYEANMSEENRE » R CERARBA ©

2 ofn ¥8 JE S48 R A

Quetiapine & — 4 JE e R bk Ab 7m 2 3% - 48 A JE A S M A 9% B 4 (8.35 Quetiapine) €
HRAZhEREREEHIESTHET RRBERBAR o YRR EZL6H T & 3EA
B i S e S 2 S RIFARNERHFLEERGHEEZRT -
FrARTIERAAFEAREMZRAA  REWGESLBEEK LR BB 2R
xah o MEMEEZEAShEER > R SLBE o H8ERRBRRBEREF
(o : BB~ AERBERBEF)ZRA » AR RRER ZIE 0 0 23R LR T
BRI ER fdE o A A AGAERAHHREDE > SRBESHE  AMmALRA
75 B Ak R Abe FRom B R e % o
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BACSMKBFETRE P AEMERABBEKRAZIE » BILTREERERR
AMHBUKBAR - RABREA 6 RA B EL -

A SE & FERAFEEBRABGE FTRR TGN @ LBRRBE—BAOBEELRZR
YT AR RN R R AR TZIRSRG SR Bl
RAGEE BT 2R AR A S AR B A 3 e bR A8 B R RR R Z R 0h B
1% o R RATHREAREAT > RALBRTIEBRAGUR R EW SRR E L S hiBE
AT RRBO ARG o ZIERA AR EDERORAELSBEBAHTR
R JEAREE AR & A KT/ -

BRET L ETA B IRAm R A 0 B4 1E R e R St A s BB ik 0 R ST B0 BRI o b dE 4
B A BAC o AR AEKREF(Mlhe @ BB B RA TR L)ORA - AR IERY
FM AP R BAE BZ A REHRIAR - 3R AR E IR d b o
CABRRBRBREIN - ERANRE b LBERABELRA —AEL - RAE
AR L E A B G E 2 Byt o

RA

K2 EM B 5 (S12:8) 52 MR # BB KB I 4B

F+%>126 mg/dL 5 5% At 45 *

5
R .
. RIEG ARSI . .

TN RRERAUE & 9 4 N 7 AN (%)
(E¥%—%

#r
EFEH Quetiapine 2,907 71 (2.4%)
(<100 mg/dL % > .
126 mg/dL ) 2 R 1,346 19 (1.4%)

T ‘

o4 EREED Quetiapine 572 67 (11.7%)
(=100 mg/dL E <
126 mg/dL 52 R 279 33 (11.8%)
Z>126 mg/dL)

*#,3 Quetiapine fE & 422 QuetiapineF 1L B4z TR A —A A M 24 AEE R X
B (FWEWMHB - 115 &% A% M Quetiapine ;5% ) » AR A B #EA 2K
EHA RALRERE - F 24 AR T HEHBERLERE 2200 mg/dL ehHE L F 5

1.7% » ZEMB s tERE 2126 mg/dLey 2 & F A 2.6% ° Quetiapine 48 7% i fn 45 18 K &2 04
P38 A 3.2 mg/dL - F¥Hdrik 2 1w B R G %L A-1.8 mg/dL -
5.1.5 B A8 JE

1 M Quetiapine B % 52 2| 1 R 695 8 1L - 1 A Quetiapine #J%5 A - ZREBITEER
Bal > aiRBhRe AR EHTHERKE
BABREBARI —LERANRE oo FXKABERRAT AL - RAR
kR BAOBEEB R LB o

RA

% 3 @ EsE » % BT & Quetiapine 09BE R X » RSB 5% - =85 H b5 » LDL-

P.5



FEEl B3 f= HDL- NEBI BE R R R AR S IRFRABT AL ©
X3 RAREE D ° RFBALNEEEE » =88 HbEs
» LDL- Bl 53f= HDL- GBI B3¢ R R A G FIEE R BAEARE B NIk ©

, wAL AR G .

F%E 2 " o N ®An(%)
(E2r—%

' o uetiapine 137 24 (18%

4o e ] BE> e & Quetiap (18%)

240 mg/dL 22 R 92 6 (7%)

= B o B o Quetiapine 120 26 (22%)
28K AE?

2200 mg/dL 2 R 70 11 (16%)

a: i1 68

5.1.6 B¢ £33 o

CABRBBRFPREINEENYE M o 45 Quetiapine by AR TIE R F -
CAEBRARBREIN —ERANEE bt hBF KSR ERRA AR - REEE
Bk A SR EE 2RI o

RA

Quetiapine 69EE R X5 G A T F i T3 ok & -

KA BEHEMMT%BENRATH (KA )

X , . :
BREMM G N 7 An (%)
Bt
Quetiapine 391 89 (23%)
R RAED
A 206 11 (6%)
BE Bl R B2 Quetiapine 209 44 (21%)
B g
>7% (B—sk) P 2R A 198 13 (7%)
BARb R B2 Quetiapine 196 25 (13%)
BRIE
(¥BhiL#E) © A 203 8 (4%)

a:%x%68Ab: 52128 c: % 3#

5.1.7:% %} 3 #) % F(Tardive Dyskinesia)

B2 T AR % B (8.3 Quetiapine) iy i AT RE A —RTHRATHEN T A L EH LA
JEAREE - EAKMERFABRITEMNTFEEFATTRESY  HARESHF L 24
AR ERZI D 0 RERBETREHEARFAR AT LR ATRE LA EREF - T
Bliiibm 5l B EHEeH kAN TRER ST EG Kk o
BARBEHEHKAGNRRERETTHEO TR RSB LRHMEAARTI
WA R BN BERAF MM o R > WAEERFSTREEAKFESEHRMAE
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SRR RRER  FTBEAVR -

BTt HEEMESH L FARPIIAETAHRE | R wRIEATFENREY > R
BHTRENTRER2EMA - ERRHNRERAY TSRS RBRIN)EHE
BRI BOLEER » FIATR G Z B AHEBE - ERBIWH AR RFORNERA
1% 845k fn o

EAZEF R R % Quetiapineif BRIZ 2R VY EEREH X FAGEL - R RE
HAFTRIZRGLABHRBRA  BRAN)CHHRHTREDARE HEQ)(HALER
BAZEGTRRIOBRERTTHARTES -  HAETFTERRNERURA BRF
RAEZESETVERRBHRRFI SR REGHEE - BReEHEBBLANEL -
R A Quetiapinesy s A% R B HHE S K ANBULEER >  REFRBISE  AmA Lk
7 ABP iR S AR JE AR B 0 T AE 45 X F & Quetiapine’s # o

5.1.8 % F Mk R

Quetiapine T A 5| H £ H- MM B - A FAE ~ OHBR > HERACHR  HAHZE
EAHERAERE > TRRBREGBFLERFHEZRBINLET - BROLE %
Quetiapine;s & 8958 AR 1% (28/3,265) * xR RH0 > mAR0.2%(2/954) * &%
ERRBEMGBAL > 0.4% (2/527)  RHMHK LR - 38T Fo BB T 46 F ks o
Aol ERB(CIIEERREECHE B AR E > CRBIBERT) B2ERARA
BB » A B BERMAGFEZEaRELR)ARA  RA
Quetiapinetld 2455 o (F 2 M [EEBREEFH] [5.4) - M LFH BRI E25
mgHRHR » THESR KR ERGBRAEZRIGL2E [AEZAE](3]) %
AR SAEMMEEKLR  TRARDH ERAEFR R ATHRE -
5.1.98f BR *F 2R ¥ 1EE

% A R4 BT 1 A Quetiapine i i BUBR IR =k R P ok JE o HERE 1R A P ARAY 42 A G B
R A > F R BRIR R Pk XA BRER PR P ALE AR R AGe | BEMEERF M)A
1% Fl QuetiapineBF 8 & o

51.108 3k k) ~ F PGk V@i d hifsh S

QEE KRB P REIEEMIE I o 4 A Quetiapinedy Z AR THAE AR F -
VEBKARREI —LRANREE - o oBFKHABETRA —ARL - BRAE
Bk T8 A B Sl S i 2 Fey gL o

51114 Rgde (5 28) 1 A

Norquetiapine 2 Quetiapinesy — & E XG4 - AR - FEROBATRAATE
B3R MA A o B oAk A 23 E] € X Quetiapine by ~ 3 i 4t ALy AR iR A 6 B2 4y
WA REEHBEN  HAEREABBOTRREEL - ARAEALEH IR
Pk (3 3 hR)VE M 2 Bt - JA3E 4% M Quetiapine - & Quetiapineft Fl# B A{ & Ei
XEARTREZIRARALIZ ! RFY - BRBEZIWNIIRER  BHRE S8 HE
CIREB¥ XK AMFARGESLH [RZERA] (7] [8ERA/FRRE] [8.2] [#@
=] [94= [Esm4514] [10.1]) -

51.12a 1

ERPHGA R FREE G N E £ L Quetiapine’s B A MGH 2B [ 45k ]
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[10.3]) ° £RA > ZEFF b FRHE A Quetiapine;& B AR » W BRI RBAKDIEY
246 > 12 54% A Quetiapinesy B R B {5 i K FEE o #KR4wik » BATETREIER KD AE S
Loy T hedt - Bl BRESHRZI WA ER6EA - ZRMAR G NRE RVEE F ik

e RERERERXARETHER T ERBELRLE -

5113 QT M E

FEEER AR F 0 Quetiapine i £ 512 QTHMFE &k - K » HQTHMWMBELE kA
BURBIQTH REITH 2B E - A ETiRERAERY - AREBECGHESM [BE
109) > AEHHE  PIRA LI RERET XAXQTHME RN BEMGELHE [R&
R ] [TDey R A EQTHRE R FEHIHRE -

Quetiapine J& # % 1 Lt € 2 KQTcwy E Wt Al » eI 1AIARATL OB T EE (B4
quinidine, procainamide) & I 37 48 1< 2 2 (] heamiodarone, sotalol) ~ 35 7¥ % & 40
(4% 4mziprasidone, chlorpromazine, thioridazine) ~ % % % (%] k=gatifloxacin,
moxifloxacin) ~ 2 2 o € 2& & QT R &Y 28 4 #a %] (45| kmpentamidine, levomethadyl
acetate, methadone) °

Quetiapineds J& & % 7 7T At € 38 o 8 & K 543838 (trosade de pointes)Fn/ % 5 3t LK b4
TR DA CETENR L » i h s 5 (2) K 0E RIKREEE 5 (3)F BF1E A
A€t kQTciARM ey Ed | (A ARMQTHMER -

Quetiapine A 7 QT f] 2& & UK 38 Ao 6y 98 A& Jr o2 (Bl dm s £ B R % ~ QTHIRI 2E Koy K
RmE > EFA S Radntho RBSRRREX) o

S5.1.148 5 5= 1E

FEE R KB F 0 £ 0.5%(20/3,490)3: % Quetiapine’s B v % A 0.2%(2/954)% K &
Bym A 0 0.7%(4/527)0.7%(3% % 7& 1L ¥ B B M oy 5 AR EAE  do B E b ey dnithib %
By — A% 0 AR EAE R SR E T A KR 1 A 2 % (o 7 25 B 3K IRJE) 89 78 A
» 4% Fl Quetiapine:& & J& v o 9T At PSR B 1E B 09 % £ 65 R A LI AE F b
BAT ©

5115 sk A Ak A ek iR

A Quetiapinesy BE R SXERE A TORR T AR R E BRAR ARG T - 2T4R %%
BETAA L E &0 4 BB R AMEK20% @ T 9428 & F4%  Quetiapine’s 5 09 & #7155
BEIRK > RPERAMTERBETE - RFLANERY - £23H#ER
Quetiapine;& & 0905 B H $ X » 451k Quetiapine’s B vk 1% - AT4 R TR R 2 RHE
EF e ERB—HREARET > X80.7%(26/3,489)8k A Quetiapine#y 5 A5 & A TSH3E hn
By4EER - A ETSHE )R AT EMAFTHKRE - AREMBIERFART

» Quetiapine’k fu i 42 B % divalproex » & ° 12%(24/196)Ak H Quetiapinedy j5 A ¥L7%
(15/203)fk M % R &6 98 ATSHH & o 3% Quetiapine’a A TSHA S oy m AT > A
33 AR B A 18735 8 T4T4 o

FEP7 A QuetiapineiX B F » TR AEER E X0 TR AL TSHELOELE SR 5
* 1 5 EETAMEK ¢ 2.0% (357/17,513) ;5 48T4M&1K : 4.0% (75/1,861) ; 75 B TIFE 1K
:0.4% (53/13,766) ; 4 ; T3M4K : 2.0% (26/1,312) ;s TSHA S : 4.9%
(956/19,412) - £ARABTBGREM8EH/AYT » TBGRETH
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XORBAT AR REAHBERART » SEPLEL R

4%.T4 Quetiapine REE]

3.4% (37/1,097) 0.6% (4/651)
W EET4 Quetiapine 22 R )

0.7% (52/7,218) 0.1% (4/3,668)
4T3 Quetiapine A

0.5% (2/369) 0.0% (0/113)
#EET3 Quetiapine a2 R3]

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

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

RIFLERGQBOIEATHN  REFREARLITRABREREGEL

HT4 ~ #58T4 ~ BTI3R T3S LM T & A AT R < 0.8 XLLN (pmol/L) » %

» TSHuY 4L B & £ AE4TEF B > 5 mIU/L ©

** g1,3% Quetiapine® R 4z feQuetiapined 4f ML B 3 se ey H A o
EENEREAHBE-REIXBRY  TRABREAZITIRTSHEZS LY ELEE
Quetiapine£n(1/4,800)F= 22 B %] 48.(0/2,190)#%7 % 0.0% * T4F=TSHE Loy & 4+ £ &
Quetiapine# % 0.1% (7/6,154 » & & @A =2 > 0.0% (1/3,007) °

— BT BETKRRAARBEHFLEIAERER

5.1.16% 3L & o fE

RA

#EQuetiapinety EE R FABR P » LB FRESEABRTAZIBMANELRE
Quetiapine;s & % 3.6% (158/4,416) » =& &4 > 2.6% (51/1,968) -

wE Rkt % B RED22 88 e 2 ) - Quetiapine @& — B E AL LR EREHS &
IRAERRTREFAAS - TERB LT Sl ELETREIMHPINGT 252
GnRH > S8 &M EFILRY BROTHRELEHHETT > Mok m AR
FEBAR S EMIFAEEDR - BXERSGLARFTRBENLEHIRATHEIL
PG s BHLIE BARAOKRE - AR FRIEY §HANSLA R T oEFA
MR DRI TIER > TRESHFEERIK -
MEBRETREAARY= 0 — AR AR RIRBLALEFTY > wRiITEH LN
WRAIRILBEORAR FREEY  SREAZBLEEZNTHAINELEOEF - wREAE
¥ L R AN LD F Ry B DR RRBREM RREEIRRIES e
e IEJE (FLARE ~ R REARE) - BB R RMATREA R I AR TEARARNAR
R EDfEREEZIROMB > 2RAREAR  BAFHLTHGEEHE (225
] [10.8]) -
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5.1.178iz85 &

CERARABEEEE O LFEES (ZRIALD&ERTERASOHRSE - ERAERE
KAERE AR T3 EMOE R HRB R P » Bk SLBIMEEFTL2LER
B EFR ey Al > Quetiapinea #96%(29/483) » A &4 %) » 1%(3/194) - & L ATFHR
B SBFEANEYERYRMIA > #5% A Quetiapine’s 14 € RR B AR
ey RF o

5.1.1832 S 2 3E ) 48 15 0 7T AEHL

% uk % 3% Quetiapine’s YR AT RO T RES  AXRERDEIZAENH35R
o £ BE kAL KB »© Quetiapine fa-Fek oy B 4+ £ R 18%(89/510) © REH a2
11%(22/206) ° #4& A Quetiapinetf 58 — B Aoy S E Bl R BIREXR T

» Quetiapine#n =¥k vy 2 4 £ % 16%(34/209) » R & A2 4% ° 1 A Quetiapinetk &
HBh Rk AW E M R & 2 By KB T 0 Quetiapinefa-Fak oy 4 £ %
34%(66/196) » & AR 9%(19/203) - B AQuetiapine T ft €48 F H| B ~ B4 R&
#3575 0 R B L5 AL A2 HAEZ Quetiapine’ 5 B H M Z AT RABEZ I Bl
REFRHNLEENOEEY  OloBi(GERME)RBELRGKRSE - Sk Tk T8k
] -

5119 E R FHhe

L AT A — 13 % Quetiapinesy 5 A B A TR & B F e eh iR E o gAML
Quetiapinety B RAEH A Z 5 > AL LAoE LR EF RSB ROENEH
FlRRERFHRE  FikQuetiapine T ZHER N - REVRERFTHET
RRERFHAN -

5.1.208¢ /8 A &p

SRR EAZ B  RARY S AR EY  2Quetiapine fbik % - K5
Quetiapine®A T £ A B CHBH BRI R 2L E S - REASHRGERR - FINE
ZHER G FERGEY » RRAK)IBAR S -

5.1.21 5% H #

R RENG A REEHREFTEHRAN  c RAMF RZEFRAT LY BmE
BB R R IREIAT A BKREMA © Quetiapineit Kb i 4h % B4 A A K
B NER KRR 698 AR S o

51228 #%

BREAAEEEEREARAALB ARNTR  BRREEFWERASIERAA
Quetiapine 8 & 7% AL £ 2] RAFE BB ROR D E » ARKIRE B S 69K ©
50.23M#» K & HIENRBA

Quetiapine Al A R B £ 2 F HEBRENVERERARGESZH [EhEH HE]

[11) -

Quetiapine % & % & {1 # £ S HUR E R T 48 2 BCHEA B 209 m A F Bl is ik A 2
TREAOAZE o LT AAEERARIR T AHSEDE B A o B AQuetiapinef 5] 42 &
HrE ik R e AR BUREAACHEBAGES M [¥222&FA] [5.1.8) -
5.1.24 3% B
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5.2

5.4

ARET R KA R Stk Ab % B (2345 Quetiapine) 2 1% - A S ARBEKRIRE S XK
s PR~ REwkF o EQuetiapine XRey B 2 HFHHBE —BRIAERABRFT(HFH —
FEIFRERGIFE)  RAGERER—E > S EGEERIRAESELSE
»Quetiapine XR#a5%12.1% (241/1,993) » REH| 452 » 6.7 % (71/1,065) - BRI & R
FHBP LR - B0~ FER > B > Bek s SR HR)AETERANBELE RSB
5.3% ' mBBEEBE  1BABRB K - ERBIFE
SI25REERE T RS
Y H 45T £ Quetiapine R F T BB ERF R B T B R J&(severe cutaneous adverse drug
reactions(reactions * SCARs) * & 3&Stevens-Johnson syndromeJg 1% #£(SJS) ~ F M %k &
7% 3z (toxic epidermal necrolysis(necrolysis * TEN) ~ 2t & 5 b 2575 M B B g% (A cute
Generalized Exanthematous Pustulosis, AGEP) -~ % # 4+ 4z 52 (erythema multiforme,
EM) ~ {f 58 of 47 2 b & fn 3K 38 Ao ¥ 2 5 JE 1k 2 B 4 R J& (drug reaction with eosinophilia
and systemic symptoms * DRESS) ¥ T B4 Z EMFRRE - REEZELFRREFF
HE—RSRATEMNR : TRERRBEAMORZIEERES > RIZHERE X~ 84
VAR EERE K FerE AR A G IR R E PG kg Aw - DRESS#gE Mk 036 — X 3 4E
SEHRHEEL R - FRX U Ca R - wREARETEEFTRRAESER
Quetiapine °
5.1.26/8 AR
1R Ak 2 Ji5 FLE 04 — BRI B F o 8§ H #k & 827 4 Al Quetiapine i 348 £ & 5 FLE 04 15
GE28 [8ER/FRRE] [8.2]) R S ABRANEHELEAKBAE S ARYRA
A IR ERRES RS EMERMRBA 0 B/RT R &L B4R HE KR
FAA o

BB R RAREN

521F %184

Quetiapine R 2 4 H -

5.2.2:8 Ml

CAREBRTRARBERGES o F K F Quetiapineit & 2B X B M EWE £ 6958 ARFAE

Quetiapine k ¥ £ S IARKALER ~ o B XA RFBHYUBH R HHAR - BERAR

ABTHEATARITANES > ANBERELRAGKMY  TTRBREESHRARYERRTE
BIERAPIBRFERGHBEMETHR SRR S BAR/RERANRE - Bk BDSFHER
ARSEREBERNEE £ HAEWRZ AR AR &R RE A Quetiapinet) L k. (Fl4e & &
wPEEE S B E >~ LETA) -

TRERA

1% A Quetiapine 1 & fo 4% ~ S fEE ~ B EEM > EPRKLBRP TRBRTARBERE LY
3% o £ Quetiapine 8) L E A& VP F LA L BAZHRE(GE2H [ER2REEZFA]
[5.1.4, 5.1.5, 5.1.6, 5.1.8, 5.1.15]) °

o ¥ bE & do 3R

AREBHBE—BEERABRT > £ 43,368.4% 42 Quetiapine Fumaratesl jz A fe
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1,515 8 82 R REMBA » S PR LRI RALEEY  MAEPA—RERTRER
BEMBAZ Y ERA— RS PG RKTH<1.0X109/L<LegH & % > Quetiapinesa 2
0.3%(10/2,967) - EH AR - 0.1%(2/1,349) - R CHKEG ikt B X EWIH G ik
RV E TG R D 6 m R R A G FRMAME ARG T BER 2Rk #

(CBC) » — B R GaIk #FROB L » » WAH LR B - B E451E 4 H Quetiapine (G&
28 [E@ErEE$FA] [5.1.10) -

- 41 F A

L REHRBRBR T © Quetiapinetn# 8.3% (594/7,155)89 % A » R H & 44 6.2%
(219/3,5636)0 4R AE P EA —Rainéz FTHE B H<13 g/dL » <12 g/dL - £ ¥ Bk #H
BB EE R X5k 09 B4R F » QuetiapineQuetiapine;s & af 11%(2,277/20,729) W AE Y
BA— Kbt HETHEBKRI3gdL » 4k <12 g/dL -

- E B it

RACEEZEBHRB AR AR T 0 £Quetiapineta i 2R HlaZ M 0 FATRE
20 TE 2 EEL(EHQT » QTc ~ PRARMIB ARG ZR A AH#FEELR - KA > 418
EREREKRFAENIEECHAREAHBEE K AT © Quetiapinefa fF & B R 657
ARt 21%(4/399) » REH 40 50.6%(1/156) - AL EiEMR B2 BE X (B - %%

) » Quetiapinefn f§ & 4§18 k42 o9 55 Atk £0.5%(1/192) - R & - 4 50%(0/178) °
L2 R & BRIEAB(MBYER) © Quetiapinen fF & O3 BRAT R 097 AL B
0.6%(1/166) * & H a2 » 0%(0/171) o MR A6 F 8% 48 %) K3 Quetiapineft 5]
EHHFAMGELHE [EEREEFA] [5.1.8D

6 AN EEFA
6.1 g5

BERES BCH

B 77 #52Quetiapinef Al A 45 > RIZ A #E HIERI RIFHHARE - AHRGEIR BT » &
A E R SR 3 40 B & B Quetiapine F B o 7 8 ¥ — 35 2 44 A Quetiapinedy 5 Atk

A RERT RN ERLREERFOER o SRR L BRER--ERLEN RAELE
T B KA B R R B F T &1 3 89 R 4& A Quetiapine o

A 22 1R 32 40 Rl 4% A Quetiapine’s % B X AR XA LA R m ey BIREH AR o £—AW
BHBREARF » 218 AR F 4R £ KA Quetiapine & R 1o 4iid E M E eyt e A oy B 2
BAAEERGH o £42% §1EZR B K% A Quetiapinedy dFL P £ ey B 2 » RAE T Red MR
(AR A 36 LT > 6ERBIHRE)  AIERIRREAREHOARAR » S®EF
B AMETRTREAETAERZIATIRER o
THRBARXBAATFLEBZSEEHEAMEEN Quetiapine * £ 55 R BRLIAENARRSE
#A B 2.442 49 %8 F(MRHD(MRHD > & » mg/m?3t 3 - & X800 mg) > 5 L& ke, » ¥
BARERE M AOERTARIE/ERAEFROEE - BRFRAFICEEFLEBRIARRS
Bl E090.6 224 FBHRR * ARBZABARSBEEWI2E24BFBIRT - EARXK
2B EN2AEET » RTFELOKREHS@EMERABREF)ELEFEN  EhEdHiH
ARRBEEREARL BREMPIFEEE MR IR/ARC)ELEBETARZSEEN
2ARFI BN KRR URBZARRSHI290.6 2242 F=(FA MBI B RT -
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6.2

6.4

6.5

6.6

6.7

E-—AXKRAANARLEERAET  EBRZAHFEZSHEM0.01 ~ 0.12R0.244H1 8 6%
HIREELEABREINHEMAROBE - K E— AT RAAR/ABRLBAARF » EA
BARSHENSOEHHEET > ARIFIFRRCTHE M FHFEEREHRE -

I B E

FAEIR F Z IR BN A R B (€35 Quetiapine) » 374 52 b A R B A SRR SME A/ XK
Bk e R o B A B AR LS - LIRS B% IR BIK > EBR >~ Eek > o
BEFARBARRORE BRHEEMRELELS— AXEHRT EXAFARME
EREERT HAELEENEREN EHhERERKER -

R GBS KA LRI T & 1% 381 B¢ A Quetiapine o

Quetiapine ¥} A 8 M Ja Fu - e 0y %5 F 104 o
R

Quetiapine €@ 5L B AFAILT P B IREF 4 £ IR F Quetiapinedd K R 2@ B4 o
IR A PIIRE T 0 Quetiapine £ Ui+ P YR B RAR B LR 6942 Z 21170pg/L o 1&3+eh 22
RHERERERENFHRAHE190.09%%0.43% - RIFH RGBT R/ R L RHH(N=8) » &
BB & A ER AL 0 0.01 mgkg (BREESHEER400 mg)£0.1 mgkg (FREESH
EH X400 mg) -

R

i o BARRIRAE R g d P EMBHGR RAR  BARATREHOIN BT P
O o R ERABREERERE S E  AARR - AR EESRIKG R
FUTORRERFT P FCI%)BE - AR EAHEEAARERF D E

EEA

£ QuetiapineEs R #1 £ 93,700 8 R AF » AT% (232)m A0 FE LGSR L - — W E

v BFAMESE AR 0 Quetiapined)wd-2 MLt & £ R o K 0 B BAEFABRKETHIEK
» #HQuetiapinesy B E R EH o ~ REBATHEEZRELFBRKLBROB T WRFEME
AR EHE  REREAERE  LERLLERICER - BFmHAN
Quetiapine-F 35 fo 3 Br A R L F38 A KV 30-50%GE2 M [E@imn] (104~ [AErAE
103D~

RFh e 1~ 2

RFh 6t = 2 8995 A(n=8) » QuetiapinedyF3 2 IR ErF F HILEFAMK30% » P H Ay

» AUCHeCmaxtb &t R AR E 3 #9534 - B AQuetiapinedy A& &R 2 K3 - AR CEMN
HRASRANRERECUERS > AARBERATHRTZALHEGE2M [AERAAE
103D~

BT

% B BT 285 A(Cler=10-30 mL/min/1.73 m? » n=8) > Quetiapine#) 3 o i} B & %
# 1k B o £ JE % #(Cler>80 mL/min/1.73 m2 » n=8)1&25% * 2R Bh#t * T2 B AL
Quetiapine/R B £ FHEIEFTAGRERE AN » BB LR ARBRAERE -
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T REAFR

Quetiapine i 3 1t 22 4y & HF 1% A 09 RURR o R 48 & St ot B R 2304 o i3 QuetiapinetE Al # P i
MR R EEHFIENERREEERGEDH AR -
Quetiapine £ — A H A BIFEH PR BT KA BITHERARF B BH R ESHGER
B VA IR Fl Quetiapine 23 R J& 8 & 8% M & B A BH -
Quetiapine T A& 5] A2 Ko & » Bl JbTAEIE 36 L B R BERYRL R ©
Quetiapine T it 32 dilevodopafe $ EAx/E A Hl &5 R
Quetiapine f& # % 1 40 € 2 K QTR A6 E 4t A 5 & Quetiapinefil 4 € FHTRE £ AW
Ehps R eGE2ME [E2rEEFA] [5.1.14) -
A XRK$RE4R T 0 #IR A Quetiapineny 5 A M B & %% 447 & ik Almethadonefe = 38 Fadiin & &
FEBGHRER > FRBEEYARRERGHERBEE > BERA A Lo B e84
eR X -
TRABZT RS ARG ERERNEHZEHRFREERGES2HE [EER2EEFA][5) -
7.1 1 4t 2 3 # Quetiapinedy 25 4
-Phenytoin : E] 8 R A : Quetiapine (250 mg#: X =k )#nphenytoin (100 mg& X =’k) » €1
» Quetiapine®y F 35 0 R Bi & % 3 542 - Quetiapinesiiphenytoin & /b AR EE 3% E 3| (4o
carbamazepine ~ barbiturates » rifampin ~ #& & 'H #8 Bl 83) 5t IR BF » T A2 5 £ 3% lmQuetiapined)
Bl & ABEHH IR RAEERGIES o %243 A phenytoin 2 A JEBE F 35 EH] (ke
valproate) & o GGE 48 [MExME] [3]) -
-Divalproex : EE¥fR Al : Quetiapine (150 mg#& X W’k )Fedivalproex (500 mg& X #%) » €%
» Quetiapined) fE TR B FH R SRR EHEMITY%  ELE€BERUBELTEETEFY IR
Bk
- Thioridazine : (200 mg#& X % X)& # Quetiapine (300 mg& X % %)84) v IR B /& £ 3 M65% -
-Cimetidine : 3% F %’k : cimetidine#y & B %] (400 mg&H X =k #£4X) » €4% » Quetiapine
(150 mg# % =k)0y-F 35 v IR Br & £ R 1820% o fcimetidinefif A B » R & &3 % Quetiapines)
H= o
-P450 3A-3AIp#I#] : Lt & F P450 3A 8 383504 $ Flketoconazole (200 mg & X —k 4 X)Hf
IR » € 4% Quetiapinedy o R Br i & 2 1584% » VA% » Quetiapine®y & & B E E#335% - B
& Quetiapinefiiketoconazole & £ 1 fm fits & F P450 3A 3y ] #| (5] k=itraconazole ~ fluconazole >
erythromycin ~ & & 853 #] &1) 5 IR 85 J& ) & (R /& Quetiapine#] ) -
-Fluoxetine » Imipramine > Haloperidolf=Risperidone : f : fluoxetine (60 mg& X — k) »
imipramine (75 mg# X % k) ~ haloperidol (7.5 mg#& X W X) » Krisperidone (3 mg& X ¥y R)H
Quetiapine (300 mg & X # R)HFIRBF + € Be % Quetiapineny #8 T K B 4hd) /& -
7.2 Quetiapine#} it B 4 0y 35 4
-Lorazepam : f& : Quetiapine 250 mg& X Ik Al =’k 89%| & F ° lorazepam (2 mg &k #| &) T35
O R B A R IEK 20% o
-Divalproex : : Divalproex (500 mg# X k) Quetiapine (150 mg& X & R )HF IR * 18 Tk &
T & 4858 e 55 B valproic acid- F3¥H R SR B A RIEAZE 2 5 FE10%£12% ° £ Quetiapine 150
mg& Rk ARk egH T » €4 valproic acid (32 Fdivalproex 500 mg#& X k) a4 F 3§ o Ik Br
AEEMI1% - BRI ETEAE -
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—-52 8 Quetiapine (250 mg& R ZR)MESZB IR - H2 B TR BB HE L BRI AETBE
-Antipyrine : B EZEHAERGZRXEZRMA SR ¢ HiE750 mg/ X (F X =k)#)Quetiapine » ¥}
> antipyrined) Er & £ Rantipyrine X # A e RO R X AR E - SRER LA
Quetiapine < € 85 ¥ 3 £ & Fantipyrinesa i & £ P450/ H ML X oo FFIREE & o

AT RRR
8.1 ER AR ERIERA/T RRR

SI1EERERIMERA/TRRIE

L 7 AR5 Quetiapine R K 2| oy Kb T R R &

AT RCOSTARTCOSTARTH# A E&F 8 - RELBGHAMBMEROLTRRE > WwRATR
RIEWIFIEHR Y PH T &) 0 £84822008 4520 L ARERAHLETHEHEF - HEE
PR R 644 — FE B W 48 F Quetiapine > 75 mg/ X Z $ H| B 6B R ABBRO T RRIE - BT H
BRATRREBHROSEN > REAREAXGRELRIFSFIE s T RXTRZEDERY
FRREAFR —MABRTRRBEARIFTRRERS c TR BHA > A BRHR
J& & & L4k A Quetiapine;s B HA R - =R — R €548y o

WRBE—FEB LI BRAEBRRORFIE  TRT I FALOTRRERE
EPARII100RAELGRB(RFIEAL R AEZEEHBARGFIRERIER) ) FTFR
MEARRBRAIGELE  1/10021/1,000mA0RE 5 P AMTRRBRIGEL AT T
1/1,0005% A& R J& ©

HERG T FRRFTHY EHRE BHRT BERERHLA BE - THLEY
SHEAPEAL S RS S AR > o0 > EEAETIE ~ MR e* s RAFY - BB KA R
R~ FREF RS s 28 - BRERE - AHERF - EHRA AKEE - B BT
“BEREBERE VR REBE S OEPLR S B FEIES N E(buccoglossal
syndrome)(syndrome) ~ 35352 7% ~ £ R > W AR ~ AR ~ HARB* ~ F8H ~ oL
S ERIR T S fE o

2FIFRARERE  FAFTR BIRAR  FABERR* AEAM > 78 ABHER
e~ RBE >~ @mIRE > B%KABR VR BIFEKXR -

HALARG : FR R RFR  Wedig it s REEN - BARBRBSE -CDH S
CFREBFERABE-CRACBER -BR-FR-uBEX -0 BT RBAENFR
BFRTREL - -OEFS - AHEL s FKE; VR EFX ek~ JFAE S 28R
ik K e

ShRELAHE AT hERE > QTHMER ~ BER ~ SIFHE > ISk ~ SHETE
TERF > RE2EEMEF ot &S s RFRaREHKR - TEBEE ; PR Q&K <
BBR® - F—BHEREMF > A ORREB  STHS ~ a2 #Fk R ~ T)RE-F ~ STR
F > QRSFHF B3 e o

HREAL TR EZHE e FRAB LT R B g PR AR BE
B’A -

Rt 2R 245 A7 BERE BB S > SBE > BHTITE - RK S
Ao b~ DUBREF I & ~ Kot 5 SR BR >~ R > FKRE - K8~ KPP E o
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8.2

EREAMHEZAAR A FREERBR -BE -BF - BEREER ~#ES > BREERE X
CERBERE VR REREERFEBE REEE -

BERAETEAG D AFR REF S RREB R REYE S ol BAEY BREMR REAKHE
RS SRR EE S BB R AR > BAE* s Ml s gk s [RE il SRR K
ELR PR FHLAE* SRR B R BHLERB o

BHHRBET  AFR B -AHNEFT RELT > FB kB EFT > BRERX ~ REAR

YR CAREE TR FAR

M FRAG  FAFR  RERFH > TEMESD B - HHH > RH X > B - 78
I o

hRFREERHK AT GhRES > B s R FPELRES ~ KbEFHA R
KB~ Ba PR Sk VRERVIE ©

Rk Re  TFRL . PRMBARIKT ~ #BERB - VR - PHRMRMERAETE -

R R A B

B Pk SRR 5
AA

BE R R R ZBRROEHTEFY  ARE—HEHEAARRRINOTRRBILET
eyl ) —MHEMNERABROTRREBERELE LTRSS RBEERGIE o

VAT A #H & & Quetiapine ) EE R B A4 R » £84,300% &R A - SEFTHE 440584
% Quetiapine;s B 2N E B R B BREORA(R— R EMEBhaR) 646833
Quetiapinetf & % — R E ik BHEFEHROMBIEHMRA » B#2,6008821115%%
R Quetiapine#| € 4 % B % X FE 09 % Afe/ R IEF %K H %698 % 3% Quetiapine’s & H 1k
FRZIA ©

£E 44,3008 2EETF  HH4,000A(BE%AE2,300A » HEHEHBMEREBEZHRIEA05A
RERERZHA)SMT % HIEH LR - e &5 E542,4005% A-F o
Quetiapine;s B o)/ EHMEZER KX AP aRENTER)A R RAIUE THEE
T ERAARPIDRA  BRHERHEALAE - SN ENESE - FRRAZEY
BERRFN S BERE  ASBE RE S FREVN - CEERRIRENGE RwAF
& o

TFTRRBAEXRKEEAMBEAEZ Y —RTFREHBARGHALLY o
BRABHZHBHBABROTIRREEL SR

iR HHRBR AR PREEPLABMOTRRE :

BRKXAE EARDT AERENHBHABY  BFARREBFILESBRABEZEZNTKR
(Quetiapine#14% > & Hl 4 > 3%) - K » BE-§ i3 1L4 % (Quetiapine£n0.8% » 2 & #l

» 0%)Fe B & o B A% 1k 74 7% (Quetiapine£00.4% @ REH] - 0%)ikZ AR EMHMGELH [ &
BRIEEFEA] [5.1.8,5.1.18] -

FilE R B

BRE ARG T BLRARRBELEEGELSRESE — B LR Quetiapinetn5.7% » ®HEHla
» 5.1% ; 38 5 Bhi& % % Quetiapine£13.6% » & #H M > 5.9% o

B REHHBRBRFTAOTRRAE ¢
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ERRAARERSCE)EREERBIBREGRS 12H)ZMHEH XA T » Quetiapine E —
BERFTRABARANYREDS) £ B % Quetiapine/at) HE A £ 5 P X REH ARz R
REJE A 50(18%) ~ AE(11%) > @ 3(9%) ~ #®4:(8%) » ALTH &%(5%) ~ 22 £ Mm(5%) »
Fe AL R R(5%) ©

42 0 2 B 4 BB i B Quetiapine’s B Aty B AF  BAEAIUYRESHLARRRE ¢
BRAZBGREIE  ABFOHBRFIHEARANEAFFERAEEBETHOLIRREELE B
BR AR E Ao LB R B R AR T E o Bk > SIAAERREKR AT R TEGSE
B AREAREHEERALTFIOBEFHALE - K@ IS ANRFETARE 7 BMRe
— R REFEYFEREDBEFHA AR IRREE L RO AHE TR -
R66FIRAZMEREBRRXAERS 6B B iattx EXREGRS 128K » 5%
FMEBERGTFRREEEF(WHR AN RBEANGE 5 1L) ° £ Quetiapine’s B 4 (H & © 75-
800 mg/R)ey# A £ 52%A L » A RARKEE A% -

k6 ARERAAEFEREERBZIRE  (B—RH)W3BE12A KA H BEE R BT
ARG BR BRI RRBELEE o

H M G & Quetiapine (n=719) 2R & (n=404)
SRR 21% 14%
A8 % 20% 17%
o¥ B 18% 8%
G 11% 5%
1=§-13 9% 3%
1% Ak 8% 3%
IR 7% 5%
23 B R 6% 4%
vEnl 6% 5%
R 5% 3%
HILT R 5% 1%
BERm 5% 1%
oo 7 i R AL B FALTH & 5% 1%
BB 4% 3%
L3y 4% 3%
BE 4% 2%
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K 4% 1%
2.3 Tk NS 4% 1%
# 3% 1%
e F R EBEFASTH S 3% 1%
8% 3% 1%
B 2% 1%
B8k 2% 0%
5541 2% 1%

EAREEER B2 5RE W R AR S 3E)A R T » 1 A Quetiapinek % LU £ F B5% X
¥%) it > HEQuetiapinetawy A £ 2 PR 2R ARZY T RRIE 5°50E(34%) ~ 0
(19%) ~ &£ 85(10%) ~ 1 A:(10%) ~ BR(T%) » EHMHKLR(TR) > B X (6%)F0 58 £ 38 i
(6%) °

RTFBAELEBENBRE(RS3EA) M > R EEANTRREBELEZ(WHR AN RIZEAWH
B %) » 4% F Quetiapine (F] ¥ : 100-800 mg/ X))k %42 B fadivalproex= # Bh ;4 7 69 7%
AP EEFEB2%RES » ARAREH Ak -

KT EaHEBERBZIBRE | (HBER)H3A BB HBEE R AR T » AE R &R
HRARRBELER

#* A 2 &% Quetiapine (n=196) 2R & (n=203)
o¥ B 34% 9%
o8 19% 3%
ELPE 17% 13%
RH 10% 4%
1% Ak 10% 5%
A 9% 6%
Ee 8% 7%
i A 7% 3%
S N RS 7% 2%
AP 5 ) 6% 4%
A 6% 3%
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"B 3 6% 3%
H A 5% 3%
B3R 7 8 5% 4% 3%
X 4% 2%
B R 4% 2%
i E 4% 1%
HILTR R 4% 3%
ik s 3% 2%
EER ) 3% 2%
By 3% 1%
Ak ot R 3% 1%
G EY Y EE 3% 0%
%2 2% 1%
R& % 2% 1%
IR 2% 1%
2 o R 2% 1%
23 1B R 2% 1%
BRI e 2% 1%
7 SR AR A e 1R 2% 1%
2 % A 2% 1%
SR X3 2% 0%
B 2% 0%
8k A 2% 0%
F X 2% 1%
& T 2% 1%
B 2 RS F 2% 1%

EEeRAHHBRARY 0 FRREGEZIREBN
MO T RRE ¢ ##% —sA k54 Quetiapine B 2 #|& (75 mg » 150 mg » 300 mg »
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600 mgg » 750 mg/R)A R HA Y ER LA AEARFI G AEHLBRITRREATH » &
HARRBOHH MMM - BHEFH>WHET A TR RREAESHIERE( <0.05) : A
R R SR ~BERp -

# QuetiapinedyEE R KB E £ B 2 EF B RARIE > AP LR RAIE ¢
Quetiapinedb F FTH T RRBZ & P FEF ~ B4 d 7 PUBL 5585 % 85+ =5 (JENMS & B

) B ARG (TREAESGEZD AR KR/ XEGRK) > iR KD %
BIE AR LA EH) - BB IREEES > BY-GDA S  BEBBBEARRERFTHiE -
SR8 SME K

I I N

BRAR  HRABAEEHEZMERTHRERIES T2~ LA RIFRE T mik
cMIEATRENEK O AFNAES  AFERIRRET ~ BREHR - FREHKE
Fo//SAb£58 c HARABEFERTRAMKBESHER 22 A SHESEH 2N E — Kt
AREYN  BEERETFTEAMAEIRE - AFHPFEIFRRARINEZBIENITE
BB o

RA L — A 548 Quetiapine Bl & #| € ( 75 mg, 150 mg, 300 mg, 600 mgF=750 mg/ X )F=
% KA 69 638 B F & FIE BE R A AT 109 I #HBA T st Quetiapine/& R BEPSZ AA Btk 5 - A
& A P A BA BA ok BLEERE SMEESR(EPS) 0 B RERTFRA RIS o Ak R =M 5%
» #EEPS : (1) Simpson-Angus#8 (4 & 2 69 F 35 84L) 3R 5 18 & A& IKJE o A Ak
*()RAZRFEPSOYE A FGRRATR  EH T > HIWKREBE - HMIMEER > ILKS
B3k~ EHHHRRIER  FHREBRNER) > o ()T ARG T ENL B BHEPS -
k8 A—1al REHHBECHEL=HNTELA  EXRP(LHH6A) - Tl

» EPSH BT RRE

R & & AL5k h b 2k KJE #Ha | BEr | HeaaisEEak
2EH TR | F4
2 R n |4 4 4 0 4
=51
(N=51) % [7.8 7.8 78 0.0 7.8
Quetiapine n (2 2 1 2 2
75 mg /
mg /X % [3.8 3.8 1.9 |3.8 38
(N=53)
Quetiapine n (2 0 1 0 0
150 mg /
mg/R o, 42 0.0 21 |00 0.0
(N=48)
Quetiapine n (0 1 0 0 3
300 mg /
mg/X o, 0.0 1.9 0.0 0.0 5.8
(N=52)
Quetiapine n (2 1 0 1 3
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600mg /% |% [3.9 2.0 0.0 |20 5.9
(N=51)
Quetiapine n |3 1 1 0 1
750 me /

mg/R o, |56 1.9 1.9 |00 1.9
(N=54)

REZ @A 5B E € HEA(75, 150, 300, 600, 750 mg /% ))¥ASimpson-Angus4a 55 & &
WMmAARKESLEEMMNSE -0.6,-1.0,-1.2,-1.6, -1.8, -1.8 - ZHE#H|afe5EE T & Ealk
R hEkR 26 BEPSEYIL £ A 1 14%, 11%, 10%, 8%, 12%F211% -
& % 5h 551848 A Quetiapine 5T 4 %] 8 64 22 KL # B EE R 352 P (318 2 Wi E B 1E R 3E 2
% % A K5 0 ASimpson-Angusé A ~ Jm A £ 3F > Aok Rl IAEER g S 2 Ie B E L e
EPSi#473F4% » Quetiapine/s & fafe R H A A EPSE A F RAAEX Z R -

83 LikEs

T3 T R RE = 44 £ Quetiapine b 77 4% F & #3269 o B A 3E 8 RE R by K> T AE R 69 3k BF
EEHARYY C FTARLRTREGFAR L AR ETHEREZ B RME -
L& @R T R R » L Quetiapine’s B A B LAA M H .46 | BBBRE ~ Eflfof
BBCTREEE LKA > 3 LR KL BRI/ RER) -
Hib b Fig @R RRIE > fQuetiapine;s B A0 E LABH - 2 X LA B RBMGE R R
DRGSR >~ RSN RIE ~ SR S BREIUERRE A RBEE> LR EE
1% 2£(SIADH) ~ Stevens-JohnsonyE & 2£(SJS) ~ fo N AR &k b Fodf K o8 47 221k & o 3R 3 he yit 2
F 5Kk 2 M R E(DRESS) B R ALK B X B F X -
E IS EE R A RIEE B S (E 2 R LDLASE 5F) ~ % 952 OA & R b da b E44 ) fo gl
miBEIRE -

9 BE

9.1 AFAWY BB

AEERIABRT 0 A LSMBERAQuetiapinex % iF30 g2 B G FWRE - BERANRBARS
BAABETREN  AFRBBHFHT2ER o B LB K A EI5 IR A Quetiapine 13.6gi%
BRTHRE - — DT TRTHBEERRIZEMCIERERGIER - Brefek - 4
o CHBIR R e BRBEARNERIER c RAARECLERBROBA > IREBSERT Ty
BBRTREESHGELM [HHEEREEFA] [13) - A —H(HEHH REERAI,600

mg) K SpE A f — BRI SRR c AETHROERNERY  TABRIBRESBE QT H
Pzt k) EHME - WHEFE L EHRAQuetiapinei® € H L R ke & -

92 REBE AT

FEASNB SN A I EHFREYA - ERE T R A1 A (oxygenation) fi=F g o BE R
RBCGeRBATEAF  REFETREN)  ERTERRREGE - REBSHTRERELS
BRMERBEFNEANTLRE > BRELSHARANLER - BZLPRALERCHELE £
%o ORBEEACTEAARTRELANCETE - HELTIROETELE

» disopyramide » procainamide % quinidine ] #Quetiapine &2 MR E &€ 0y A/ A ° H LA M
MQTaE &k AVE A ey AR o Flikey > FafAbretyliuméyo- 5 LA F 08 S8 M PR BT ML H T Ak 2
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Quetiapine £y e RAE A » EBAK LR o

Quetiapine/Z A 4 T YR HH] - BIRHALEETHXIHRE RERBRTREEEHYTHRIE - &
BERuBEPRE > AHHHCTE BT KR4 Ephysostigmine (1-2Z %)) » Ti## R
A PARMNEE 0 B AR BERHENEL o KRB RRBRAAE O FEEE > BliodFik
R B A X RS AP 4848 A &1((R 7T 4% A epinephrinefedopamine » B A % > Quetiapine3] % afLEf
BFFT  PREESERLRENR) BRREHEMMEERF > R TIRIERE T LEY -
LARBEMHBRER  HERAERBAL -

10 ZEIBHSM
10.1 fEREE

QuetiapineRI1F AHHIARR - [FEMNEMTEa & BB K AN ED MY EEREBEYWEY) —1% - B
EAARRBQuetiapineft BB K AENBEY R ETER Y ER 2 EEMBREREEEN TS
BB EAZERZIEDDME_MMBERZIEBCHT)NENERBESHE - €28
RRASHTL LIS 288 - SZESRR A N BB FR T LI EQuetiapine— L HAM T E -
Quetiapine A MzH1 A2V A O] DURRTE(F A b 22 S ER 22 B RO 1B R -
QuetiapinefEa1 Z SRS T F R O] DIBR IR L 22 IS B R R0 R S B MR -
Quetiapine¥INEF B LIRZXBEEH(NENERM O BB RMBERSHT1AZEEERNA
- ZAMnorquetiapine ¥ MEA S ERA S - Quetiapine’8aBENEE 2R OEEEH
norquetiapinefIHINET & EB 73 E(ESHTAZ ZESFTE /L
Quetiapine knorquetiapine B AAHE R R AE FIRERBEBoBSENMAN T ; BB FIRER
R RIBRERMA -
QuetiapineiSEBMZIREBRNER S - ENEYInorquetiapine — L FE gAY oo i
REAPEISENHESN  uEEBEEERGEm)FA -

10.2 ZENEIRRMY

Quetiapine Fumarate2 — 1&g EZY) - (L2 RERdibenzothiazepinefI$144) - HAE
BEiEH2-[2-(4-dibenzo[b,f] [1,4]thiazepin-11-yl-1-piperazinyl)ethoxy]-ethanol fumarate
(2:1) (B8%8) - fREIFf2 & BFumarated - FIANBEMNREZEEUBENEZERE(Mg)TRR

- A ZFumaratef® - BRI F % CaoH5oNg04Sx-C4H40, - A FE7%883.11(Fumarate&
) BT

— g

0

0"
OM a

C

Quetiapine Fumarate @ —EHBEKBBERMAN - WMARK
QuetiapineZ2 AP XM ERIRAB N : MBRSHT1AFISHT, (ICs50s72 BI=71771148
nM) - ZEZD1AID, (IC5073 Bl1=1,268%1329 nM) - B#&IZH1 (IC50=30 nM) - ME _LIRZ=E
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10.3

By - o RE2(1IC502 R1=94F1271 nM) - Quetiapine¥fbenzodiazepine= 2 Al f AR AVTR
F(C50>5,000 nM) -
BRARRI L MER

BEM

HEEMREECS7BL/NEMWistar KEEETTH - Quetiapinell20 ~ 75 ~ 2508750 mg/kgHy
ElEMERBTERER/NE - W25 - 75 ~ 250 mg/kgWEIEMI B EER AR ILME - SLEH
Ekmg/m25tE - E/NEARERABRSEE(800 mg/X)R0.1 ~ 0.5+ 1.5&4.56F - FEREAI
HERAZEESHE/0.3 - 0.9 - 3.0 - #/EARAE250 mg/kgF750 mg/kgRIEI & (i
mg/m2st8 - BIAEERSEIE/01.584.56) R IERERA250 mg/kg (fkmg/m2st& - BIALR
e E03.08)% - FARRERRMRENSEERERET CBZIEM - WARRA AR ER
AEIE#(25 ~ 7581250 mg/kg - Fikmg/m25tE - BIABRSHEM0.3 ~ 0.9 73.018) - %L
BRIEERY B A RIE RSt CENEAZIE -

iR AR RE R R EEEE RN FRRZRNAHMESRIENM - URPRERE
(TSH)RHARIAFMRIERD - EAEFN/NENEEESHNE - WEARESBIFEFNSEMNE
BRER R B A — BRUTSH ~ BFRIRER - FRIRERAEREE - (BELEMRNERIT A ARRE
- ERIRRR R R AR R AR 1B NN B A SR PR R R ARR - A B — 1St -
nEMREYERESRMESBEEHLIAAREE - ERMTFENEFUMENMBEERE
7~ - QuetiapinefE i REMMARBW MFVIAREEPNE S BIASHSI2EN13E -
REASAAEMNBHREYNIESES YR EEEIES  SEBENHARESEBIAMEN
B - BREABVAIRINEZAREBEEEEIEMNAANGREBHBFENRGESE (BB T
=EIE] [5.1.17]) -

MEE M

TENERIMIEERRE DA —E AP S BN E A a2 INEFL BN ) B K SR E 5 AT oAl
alQuetiapineRIERE M - AT - QIREAREPFAIAAIHERFERRESSHQuetiapine -
Quetiapinef&H#ENE(EE - BEE—EEESE/PFIEE(Salmonella typhimurium)RIEEE R 5|

O HEIRNEREIES - BN AFND AR IN R ER8E R S K E 2N MR I KRG E
ZFRBI2ETE (clastogenic potential)19zEE -

TBEHEE

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

BRBCREBEN - £150 mg/kgEIER - BIEE2BEIDAaERZBINUEHRINELENE - H
BRERLBEERMEAEE NVENEIZEE25 mg/kg - fkmg/m25tE - EABERSEH=EN
0.3 - QuetiapinetE50 mg/kgfF(fkmg/m2st8& - EABRSHEIEMN0.6EFHEIE) -
Sprague-Dawleylf KEHRECHEEBE NBEAREE - ZYHBEREERRESRERZHIR
BoR D - URREEEER - £10K50 mg/kgWEIER(fkmg/m25tE - EABRSEIEN
0.1%0.618) - B2 LRAEIFERAES - HEXKENEVNEEEZZ1 mg/kg - fkmg/m25t&E

- EAEESEEM0.014 -

10.3.210.3. 2853122
HEEERIABAEANKESENFTE—E/NE2F BB MM P - QuetiapineTEFARERSIHE

PR SEMBHERNE - BIERAKE10-250 mg/kg - /NE75-750 mg/kg ; lkmg/m2Et&E
BLHENRRAERSEENEM0.1-3.0580.1-4.5F - BRNETARBEAUEN - &
R REETE - BHEIREQuetiapine R B EFRIREESREZAMA - ThAE LR EH
IEE R IR A\ A P B s AR -
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BB RARAQuetiapine 100 mg/kg (fkmg/m25tE - EARESEZEHEN4EHEE)6-121E
B . TKSEBINRENBERMTIRBEH=—AaKRE ; BERAERRBLERS - 51&
IR2 st REERERENES BT QuetiapinefIFIFFE - FEHER FHZHSM TS

- Quetiapine® MEREERREELHSMAMERE ; BEENNAZS - MTREEEEAR
fE B8 A RE - MEERAdelta 8fEE2(cholestanol) EiTE S L BN M) B2 AN HIAE B B2 £ & ALY
iREA— 2 - E—IEQuetiapine’aE MMM HA M B =EK BRI EWIEERE 2 =/ /)
25% - RERIEEMS FEREYARUERARRE ; AT - RPE—FNRFIREIR - 71225
mg/kgM B ER(fkmg/m25tE - EABERSEFEISEH5.56F) - 2/7TEWBKREBRIEREARF
AHIINER -

11 EMENBEHE

1118 A

Quetiapine Fumaratef)/E M F Z2RBIREZEY) - Quetiapine ST S LY B HEEEZRIKEIS

SEINEATERLIELD - oIS RAZESBEYEIEEIEA ° Quetiapine = 24 H M FAUH HEER

» FEERREZTIE 8 E N - Quetiapinel IR ¥ REBNR6/\T - BERERERETEARER

KAZEE - Quetiapine AR OJEE T8 Eth &L 4 i & =ZPAS0H ZEM I -

M2REHSDEF

EREMRET - REESDF(10-175) HREZY)(Quetiapine) FZEY) BN HE B AL AMBLL - 28T

UEIEMEEREE  REESVFNRBEYHIAUCHICmaxsy BIEE A E41%F39% - miE

K #YInorquetiapinem= - REAS DFHIAUCHICmaxD BILEAAE45%F31% - IBISEFMIEE

A% REESOFREMREYInorquetiapineWZE) B B ALl - B2 [ RHIkGEET

=EIE] [64)]) -

11.30R UL

MAR%52%%% - Quetiapine FumarateZRIEUT - 11.5/\FRERIRS MTEE - SEEIEE AR
FEOTFAEZ100% - QuetiapineMIERE O] AR EMFE - CmaxFIAUCE 7 RIS I125%0

15% -

11.451

QuetiapineEZBEZ DM - B2 HEER10+4 L/kg - /AEREE FAB83%MQuetiapine 1M

REQBEHASD - el - Quetiapine A BT EwarfaringldiazepamE AFRMBEREAMNES

; warfarinfldiazepamtl A & i & Quetiapine N ELELHES -

11.51C B2 HrBR

17 14C-QuetiapineIBROMRBERE - /NR1%HIRTH S DURZVZE BE LS - =H

QuetiapineXEZH# - K1873% K20%HEIE 73 BITE RAZEFE P [OUY -

Quetiapine#k it Bz & - FEAH R l{E(sulfoxidation) s aefll(sulfoxide) N EH) - LU

KREbRFENBMERHEY - EMmEHEYELSAZEEY - AARR RN AR ETIRIMIE

B~ - AR EEP450 3A4EITHEEZ AT Quetiapine NI A = Z2 R (ANEUE M) DR HEY - REE

M E EYInorquetiapine IS EIER -

11.65#:

ZERAE65HE - n=9)BFERE A (n=12)48LE - QuetiapineRy AR ERS ZXEFR1E40% - OIAEHETAE

FEGESH (REARE]) -

11. 7145l
HRI¥QuetiapineNENH NELBFE -
11.8%& %

IR QuetiapineNZEN B NELBRE -
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12

T1.90RH#E

R# ¥ QuetiapineI AR EBERIBEFE -

111022 ER 2 X B {F

A2 IME RINEIZERIZRA - Quetiapine B R HIE R H E Y ¥ A & 2&P450 1A2 ~ 2C9 -~ 2C19 -
2D6 ~ BAANTERERR N EEFR B EMINEIER -

R AR B2 = P450 3A4:E E Bl phenytoinE & MQuetiapine M O ARERE =R - &M A& ZEP450
3A41EI B ketoconazoleRIE > QuetiapineRI A AR BB R - = E2phenytoinaiketoconazoleff Ak
- WZEFEQuetiapineNBIE(FESE (RAFA] [7]) -

R EMERIEIE cimetidine A& I Quetiapinef M ARER S = -

Quetiapinem= X750 mgiy B =L~ E ¥ Zantipyrine - $2885¢|orazepam B R E| £ RIZEH) ) S ES(
B [REER] (7)) -

B Rl BR S R

121 BB RAIE

A

Quetiapine#t BB L FAEMBEYE ZIBUMTSDSM II-RBEBRBIEZ ENEENFEREBERFER
ARFHA(GR)HRHRGIARE - #REPE—HHR e 2 —EERE EH £/ haloperidol B1E %R
tbE A% - {BiE{EE K haloperidol B €4 A 2 AT 58 H A AILEE Quetiapineflhaloperidol -
BLEMEFER—E T HAGHEBERREYSAER - EP B HREA 114 % (BPRS) & — i 5 w18
BRZIEEBE - B AL EYAERBRAENIR - BPRSIFHHEHE(REXAS - 48
15 25 AEERE)EI S ERAIBANFE  FEBEHREREENRERFAERA -
F_EEAmTMN TERRAREETMGRCG) R —EASERAERERAERIRNARGERZEH
s A\ B RARRE RV ZZASEN 2 -

AEmARAOT

-fE—IE B2 5% QuetiapineEEHIZ(75 mg/X - 150 mg/X -~ 300 mg/X ~ 600 mg/X ~ 750
mg/X - BRIRA=R)MN6EBEZREIEIRER(n=361) - Quetiapine 41&&SHIEHBPRS#E S -
BPRSIBE#MHREFEMCGIREEN D BREBNLREA - HAMREIRE300 mg/X - TMHE150
mg/XZE750 mg/XBENMRBEE LB ERA -

-E—IERHA6EM 2 R #1085 5k (n=286) - i QuetiapineH EREEIS B EH (HZ750 mg/X
CBRIRA=R)MEBHZE8H&ZZE250 mg/X - BRIRA=X) - RASHEZQuetiapinefi(FIITEIE
500 mg/X)HIBPRS#R 7> ~ BPRSIE#MEEIE ~ MCGIREER/HERLHEIA -
-E—IEBEmMEQuetiapineEEEI£(450 mg/X - BRBRA_RMBRERA=K ; MUK50 mg/X
- BRIRAZR)6EE SR A/ALRGE K (n=618) - RBEQuetiapine 450 mg/X (225 mgBRKMK
VEIE4AIBPRS#A2 7> - BPRSIEMHmELE - MCGIREEF D IREEE Quetiapine 50 mg/X (25
mMgBXMR)EE4H -

DRIGERFEGERE - Al - FiR) - RETRREBTEEGIMRESE - ME40ENE AR
BARA0EMU LRRA - EEZIRWERASZ AR -

=+ 42
52

ok

12 28 MR =R

BRAESETE

B

QuetiapineH &l 4 & & 7 =M BE R FRBEU S E =@t FF S5 DSM-IVE — B MM = B2 EF
#  BABRIRFORANZREEHRERGIRE  SEEMRRMAIEBEREEIBA - 5
RAREERBHLOESHZEFNRA - HhEMBZE—FA(128) - —IRZ2#Esdivalproexty
WEARGHE) - ELEMABNERER  ME—FAMS  ER3BEF12BNERBESER
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(YMRSYE5 - mEEEVAEMS @ 2F3BHNYMRSAE S - @WENaENER AR B divalproexE
Fask a8 % T Quetiapine -

fEiELHiET  FAAIERITERNEEZFETHEZYMRS - ES 821 1EIE B AREBEMFER

B FAREBRIER(GR - TEY/HEBUTS ER - BES5 - e 588N - 41
Wl ES/RERE - BERE - &% MRERNEE @210 (ERIFE)Z600(RE7D
) o

AERARNT

B—FX

Quetiapine AR E MM = B 7 BAER B E M IR L BHITI B RGE R P Y - M IRLEER
QuetiapinefZE A 125835 (n=300 - n=299) - QuetiapineTEFE3BAE 128> YMRSHE 7
MYRBBLZRE - £EEEARERD - KZEUE ARBRQuetiapineBIE TR EX400£800
mgREEMA -

AR

FEEBAIBNZREEERARD - 1702 A3 EHRMER ZBAERNB A (YMRS > 2070 Bl ES
Quetiapinest & B EI1F & R B85 divalproexAV BN A -

RATEREH D #HRT - CIEEERA - oA AR BEENEEdivalproexEig « SN IEEY
divalproexfF - Quetiapineldl /P’ YMRS#B DRI R BB /H -

EEEERES - AZEmARANQuetiapineBIENT I EXR400E800 mglIFEERN - £ —ERRETEE
a9 SRS (n=200) - QuetiapineHAMYMRSB DA NKE - BISBREBNLZREIA - tJaEZ2HERN
pee VI NG

13 BEIHEE
13.1 8%
25 mgiE :
4-10008EPEZ i %< - ALU-PVDCiRSER %
100 mg#z :
4-10008e PEZEBHREE ~ ALU-PVDCEnE R %
200 mgg :
4-1000fePEER % - ALU-PVDCiaa 2 %<
13.2 A
WINEIEFA7R -
13.3 REFRMAF
EFR25°CLLR -

BEBETEBEERRNHBRATRE

TR O AP p BiAY T 32— 1S 6 5%

=y
Iz KEEBR I BIRAT) SlEmRBERNE—ER3925R 111821
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