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BAEERmNEES

HURE i 7 1] 871179
WIS L AP HASES T o s 1A Aty 25mghiE 100mgdE
S U = [=]
e ar o g T FTREYTR )L BRI & RIS | 21200 ANV O0239 | 21200 AMY 00240
R 5 t ® BRZEREMA 20014 2 H
O X)b25mes:
®, EFBES | 22100AMX02083 | 21600AMZ00431
tua I 'b100mgﬁ FRESBASA | 200041101 | 20044 6 J1
®
EOIII200mes
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ENWIE A 3 ° ~ R EERAl
o s g 7 ¥ v 7 < VRV R
7 EO2Xbe50
O I Iba#50%
® 25mg Tablets * 100mg Tablets *
B LR Seroquel 200mg Tablets, Fine Granules 50%
BHENEARE - 34F
| mE RIS A
11ZLVIREO LR L S, MBRFEMET h 7Y K- L e A LKA,
S - B V) UERKFE VT BRI
As *):ﬁ({:ﬁgﬁﬁ#@éf BIfFANSER L. %Et U/ IV | 7 TFTEY TVEE | FE Ry, Fry Ty 7y a—u
E354 7356/0_)?( AEREGH T, MAEEDRE 200mg# | 23026mg B MUY AL AT T VBT
DEER*#+HICTH5>2 &, [1.2. 2.5, 8.1, 8.3. 9.1.5\ (rTFTELELT FARUY N, ETOAT—Z,
11.1.1 28] 200mg) ~suT—L, BLFy
1.2&%‘4:@7‘—0?@ HoH Lo LEERERVERY 1gh FUBARI . #fhero— 2,
PHEN BB EE, BERVZORIKEICH5ICFHER s | F‘Dﬁ‘”f—"wtw*
L. 0&. Z8&. ZR. BREOEEICEEL. 2D JEE;O;’” ;7516?7k/77wm TZE\:)I/7A7 <L1t77/7;7
S HERN 5 bh ABA I, B ICHS5 % chiff e M PAT s (LT
&2 GIE bhicizEicid, BEick (FIFTEYLLT | 7= AL, 79 ik
L. ERIDER2S 2L, BET R &, [1.10 500mg) F U A, BRCEILS AR
8.1, 8.3, 9.1.5. 11.1.1 =M 3.2 BUE| DMK
AR S Il
2 HE (RDBHICHBELENI L) = T % | an
2.1 SERE0EE EEREZEBELSELBZNNDH - :
55 VEBIZNIEE Q
S . ) us Il N C— | SEROQUEL
2.2 73)V ¥ — VER AR S 0 KR IR o R 5 St |77 |10 2§
WD EE DRI H5 S 12 ] T A e =T
237 FLF) ¥ 25 hOB% (7 FLFY v 4757 prY— e —rr—
4T F T —OFBEREIHERT A2 HE %K) [10.1. = = po
13.2 &) o0,
N .y s 20Q2
2.4 KADHS K LBRIEOBHIED D 5 B wapan 7T | R Q —
2.5 IR EE, WIRFOBREREOH 5 EE (1.1, 100mg$i j;;—{ Hefes 100 100
77 M F
11.1.1 8] " wE | ms | @R
3 1A - Mk #85mm | #4.5mm | #256mg
AR # 5 [T
3.1 %8Rk 5Q
A 7h R A 3 3G
A Rl ey 2072 o | € e Q =— | SEROQUEL
] irh bV T — AL LRI 200mgst |- 200
Hg S EAKEA VY LA, 7 HE | Ex 5t
CUsIL | ST FTE Y T ;:?;H]Z“Z;;giﬁzg #11mm | $95.4mm | #514mg
Zomgiit 28.78mg ;Z\“/'?A 1:7"1:!}\:!—;
(7xFT7EXELT <ruT— miLF 5~ e FE Lt
Zome) GRS, SRk 8 7 T MAI50% i e
LT — A, SRR, . )
é%ﬂj U VERARFE S VT A ORANY. 4-§fi§§¥
wOrIN | T T T VE ;&:L;ﬁz/?«;;zi;ﬁi e RERE
100mg l(lffig?t“yatf FRYTA ETTAT =R, 6.HERVHEE
100mg) M AR WL BAICIZZ TF 7Y L LT H25mg, 1H 2
B TREs X 3L Y He G B L. BE OREIZIE L T4

o @




IR 5 HE. 1 H#ESmi3150~600mgs L. 2
A 3 N TROK ST 5,

B PHEIZAER - ERIC K ) BERT 5. 2720
1 HEE L TH0mga B nwI b,

JHERVHEICEHET 238

A FEREEEERE 1T AR (B2 1 25mg 1 H 1)
Mo EFB L. 1 HEEEZ25~50mgl2 3 % 7% &
BEOREZBE L 2O BEEICHGT5Z L, [9.3,
16.6.1 1]

2 EmEICIE, s (B 2R 1 E22mgl H1E) 25
w5 2B L. 1 HEEMREZ25~50mgll 35 & B EE
DIRFREZFRR L AL EEICES T 52 &, [9.8,
16.6.2 4]

EELERNEE
ARFOBGIZE D, FHLWIMHEME D EF2 5 FERE
o N7 R =3 A, MR IESE O Ear iy 7 KR
BIEDLTENHDLOT, AFFG R, MAEEOBE
ERE. £k, ZIR. HIRGEOBIZ Y 1012479 2 &,
BRI, EIMAE, RS OREIREOGRK T2 45 58
HCIE, MAEMAT LA L. RERE 2 B/ s
LBEFENDH S, [1.1. 1.2, 8.3, 9.1.5, 11.1.1 ]
2 AEFNORGICE Y ARIMBEDS D S DNDL LD LD
Ty REFG A, B, BRI, @i, IRk, R,
HAk A ORI I EE T 5 & & DI, Al
OMESZOBE L 1512479 2 ko [8.3. 11.1.2 ]
BARFOBGIH L, H5H» Lo ERLS. 1R U8 20 EI1E
HADPRBB T A560H5 2 L%, BERDTZFOREIZ
T L mIER (038, £k IR, HRE) .
g mER (DK, R, @i, Rk, @R, =
MEEL) FEEL. SOXD BRERED S b
BlE, BB E2H L. BRIOZR >S5 X9,
ey sk, (1.1, 1.2, 8.1, 8.2, 9.1.5, 11.1.1.
11.1.2 =]
AFFNIOPEGIC X DARERNEZRT I ENHLDOT, B
WEE L, B oBELrD S bz iaid, 3B,
EEREEEOMY) R ALEEZITH T &,

BOARANG, FRCIEEB GO R HMRILE 2R 29 2
EWBHBHDT, LH L BA, O FVEOEILERERAS
HobNIHEIIEHES. HYRWNEZIT) &,
[9.1.1. 9.8 &H]

BARFNTEE L THARREERIER T 2720, IRA. E
B REHEBIREI SO T AR L Z &
H DT, RFEFEG o BH L EHBE ORGSR
FRE OISR IR VE ) ITEET LI L,
T HHEREED S O ) Bz OB, FSMERDE(L S A 0]
REMEDSH 5 O THE % T T W R DY H AiGEIEDO &
EO LDoD, RIEEFEAIHMETLIEDIET L,
T 72, SEROEALAZD S N A2, o iGEEE
B0 B2 A B R LEEZITH 2 k.

B REOEMGEA W LESORIEIC L), AR,
EL, BESE. TR RIS oOBERER S 5 b s 2
EWD DB, BHEPILTAGAICE, BEAICHET S
n EMEEIAT) S L,

O ERERERE . BHIERRAD DB b b 2 LB L DT,
MEMRAEZAT) 2 &, BT 517w, RESRD
SNHAEIEHG 2R IET A 4 &) R LE % 1T 9
k. [11.1.6 ]

IBENEE*ETIEEICHAT IR

9.1 AfHE - BIEREDH 2 EE

9.1.1: - MEKEE, MOEEE., EOEXIEZN 5 D5EE
WhHDEE
BESORIZ—BEOMERT 2RSS b,Z DD b,
[8.5. 9.8 &M]

912 TAPAEDEEERE, XI5 DEREFERED &
EE
FAERME KT 25 BEZN0H 5,

91 3AEBRNIEZDHRERDH 3 EH. ERMEQTER
ERBEOESE
QTHEIIEE T 2 R DH 5, [10.2 BHE]

9.1.4 BREROBMARVERSEXETIEE
EIRZE B S L BENDD 5,

9.1.5 FERROKIERE, SMFEDH 3 IS DFERKFD
BRAFEETIEE
[1.1. 1.2, 8.1, 8.3, 11.1.1 M)

9.1.6 FEPIREE, REAEAPR. BEME. BRAKREZDOREBRET
FETIEE
T SEARAE . BHIR MASE S O MARZERIE DS ST\ b,
[11.1.10 Z:H4]

9.3 FFiaEEEEE
RENTFNHFIRIC E DR SN LD, 2V T TV R
IR, MEEFEENLEATLZ 2D 5, (7.1,
16.6.1 =]

9.5 {T1%

T SO ITIR L CW B AT REE D & A oMk id, i L
DOEFWED ML LE D &SR 8E10 A%
H4pz b, BiWFER (5 PR F) CTRIEA
OBITFHRE SN TWD, Tz, HIREIICPUR IR
EP G- SN TV BIGE, B RICHALREEE, Gk, if
Wl s dRER, A EIRAR T . B ISE SR oo D IR R
HERIVREIRD D S b7 & DHED D B

9.6 =317
BELOGERER OCHIREOF Y ZE L., BT
OB TR IEZRES T4 2 &0 & D TRHIALHF AT
THLIEDRMESNT WD,

9.7/\R&E
INREERRE LA Ratr IBiE s L2
PREABRIZFE M L T\ e\,

9.8 SHE
FEEWMEIHRTCIZZTF TR )T 5 v AN
30~50%1K < . AUCIZRILSETH V. B\ bRz
DT AEE RO 5N T Wb, Tz, EIMERR
BRlzBW IR E & i L, i RILT o 58 34
AN AMEINSED SN TW5b, [7.20 8.5, 9.1.1.
16.6.2 =]

10. 18 B 1FH
RHN ORI G$ B E 4 P450RE#E 1ZCYP3A4ATH %o
[16.4.1%H]

101 HEZS (HALEVWZ L)

RN FERAE - FEE T B - i T
Va2 TEVF) YO E#SE | 7 RLF) VIET FL

(TF749%y—| &%, RERMTERTE |+ AAe8ilta, -7

OHRBRBIMER | 2T 20d b, BROFIHFTHY
ERY id XQ) RF D a-5 5K E K
(K23v) ERICLY, B-2%
(2.3, 13.2 /] RORIEAER A B AL &
B0 MERETERD
i E b,




10.2HtAZE (HAICERETE2 L)

11
11

11

A BRPRAEIR - fH5iE )7 i GERROLIER

FAR AR
1 2=50%

FOA A St 5
LIENHHDT, 4D
BEDIER L OXHFMEE
BLETICRSTA L,

ENFMLIER 2k
ITILBHB,

CYP3A4FFENEH %
RN
AT OV
VDA E A
INANEIT &3
Hk
V77 €YY

A

AHNOERAWIGS 5 2 &
Ddbo

RO FERHBEE T
H ACYP3AADFHE (2
Yy, RKH0s )75
YABEMT A Z L
bHbo

A4

[16.7.1 ZH]

i CYPSAALESE | K OIEH 2 iR 5 B %
HxhT 555 NWrEHo0T, fr0EE
ANFaFI = | OIERROBEMEEEL,
S RAERETARELTHE
BIRG5THIL,
BRI &) ARA o b
ENREEE LY, QTHE
PIEETHBZNDH 5,

KA O LERHFELT
& HCYP3A4% i < fil
ETH0, MR
FEms B DA

[16.7.2 2] Hho

CYP3AMENER 2 | AR OIER & T 2 B¢
B HEFH NHHLOT, fxDEH
L) AR Y | OIERROREMEICEREL,

| WEIRETA 2L,

FHNOEERHELT
& HCYP3AL% HET
e, MAEHRES
LR MRENSS %,

QTERFEITIL |QTERYFHLDNLBE
PHSN TV EEA | WdbH b, FiAARmeZsmy %
[9.1.3 ZH] BENDH 5,

BERC &Y QTR

1) SIS DA 2GRS D HEITE, RHOREEZ ST 5 2
DB

BIfEA

ROBERRH LoD T LH DD T, BlgEx T4
ATV, BEDPRED NG AICE S 2 hIET 5 7%
EWE) BT 2 &,

A EXRGEIER
A1 SMKE. HERBMET b7 Y F— Y X BERREEE

(W3 b HHEEAH)

RCICEDL R EOBGMNLHEREEDLIENHLD
T, MAEEORER, e, L8 LR, HIREFEOH
S tolATve. REFRO SN, k5%
Pkl A 2 A0 Y RAAORG 2T 2 &L WY ML
BxiTH) 2 &, [1.1. 1.2, 2.5, 8.1, 8.3, 9.1.5 ]

A2 {KMmEE BHEEAW)

B R, @iF, R, IR, ERkEEEOK
MAEREAR YRR B N7 3121, G- 2 ik LaEd) 2
WiEz4TH) 2 & [8.2, 8.3 %]

1.3 EBMEIREE (Syndrome malin) (0.2%)
METHILER, SREEORRAL, e TR, FIR. ME DL,

FEFEDVEBRL, TNV EODEHEBDALNLY;
alid, &G eIk L. REEL RS mEEO &g E R
EEBITHEYRNEEIT) T Lo RREFRIERICIZ, H
MERDIEMLPLCKD EANASNDL Z 0L L, £z,
IATUEVIREME) BEREETAAONDL 2 EWDH
50

B WADF L. SRR, RN, FEBRER.
BEREIR, SRR EANERIT L, JEE L 2 BI2 s
ENTWabo

N4 TEAUERRAARAE (B A
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AR, B, CKES., Kk Rh I+ 7oy
FREPED S NBE RS 2k L, )
BEITH T Lo BEBUHRFIE S X 2 2B E 0 S E
ICEFEETAH I L,

1.5 58 (HEAH)

1.6 |FENEKAE, AMEBGRD (W31 SHEEAT)

[8.9 &)

A7 AR E. BE (WL HHEARY])

AST. ALT. y-GTP. AI'P® 75 % 1) FHkaekEE,
WD H EONDE Z DD b,

A8 RREMEA Ly X (HEEEARD)

o R (RLAORIR, ol - MErk, 25 LW AERL, JEH
DI & 2 XA K B AEY O 9 o iSO JER)
AR, RREMEA LY RAICBITT 52 EHH 5 DT,
BERE D o 5 bN 72 E 12, &G ehkd a2 e
WY MEZIT) 2 Lo

A 9ERMESIXZIT (09%)

HEHEOANEEE 2 H 5 b, 5wk b Ffe
TEIEDNDH S,

10 FREEARTE. REPAFARMASIE (310 b HHEEAN])

i ZERAE R IR E 55 O IR ZE AR E A3 R S LT
50T, B, k. B OKE, FEEDRRO 5
N72gaicid, &5 2 Pikd 5 % EEY) 2 0LE 21T )
Zt, [9.1.6 2]

1.1 chE MR IRFERARAE (Toxic Epidermal Necrolysis:

TEN). KEHIEREEAE (Stevens-JohnsonfE1&EE) .
ZWATEE (W9 S SHEEAEH)

1.2 Z DOEIER
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REM, MEEE, B E#RL ok
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IR REL B A%, BN | I A
W& 18 BTRE, I
YAFRVT,
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ML TR ERR A FIILERERE N,
SRYEIIE, A, I
NGRS
TigRenR | BIR RN 0 11701 2 2 1 1 N 0 N
VORI, (IR, AVEIR, K |BRQTIER
LERE
fFlE |ASTESR. [AFPESE. - |EVVEVIE | IFRRERERS
ALT LS. |GTPLES
LDHEH
IR 2% FRWEE, BE (B B
HALER | AL, AR L BRTE, TR, B8 | SRR, EEE
R Wy TR AR (&, i, EhkEE,
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i BALRARE |6 R
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) FISE, SR
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HHE
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s
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TR

e
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IR, S
B, R, BER
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Bk, BIEE 1F
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BRI, Fok
& REEE
B REE. FH
BELEE P RE (IR,
B0 BE, T
ME), 118, [
D F 0 BE,
B, B
T AR,
e

BERS

1R

ERRERISMEIR, $HE, HIR, RIEETS 2,
FIUERE, FECICELEBIHE SN TV S,

2 WLiE

RIMEDOREZAT) HE. 7 FLF Uy B33
L RFN D a-ZEARERTERIC L) KILE 2
BALSELWRUENHLDOTHRG L2V L,

(2.3, 10.1 2]

B EDEE
1 HHZFREDERE

PTPEAEDIHFNIPTPY — M2 50D L TR
T5EH9RET LI L, PTPY— FORBEKIZL D,
NS AE AR REA~RIA L, HIZI38{Le B
Z L CHEmARFOEE 2 IHEZ T 52 &
V%o

Z DD EE

1 BRIR(ERICED < 1E#H

1.1 RHN X BEHEH. RO Z2RIE D
SNTwi,

1.2 EIWNERRAERIC BT, AH & WRBRSA

Wo.LEgE, BB EEFHE SN TW»h

Tz, WISV 72 ER S 55 B W T,
SUEEEPRE SN TV,

1.3 FHETHHE S 72 FRANAE |2 B L 7245 i

W ORESVAIEE - 203 2 A5 5 Sl EH 2 R

& L1TDRRRERIZ BT, AFl 2 ST IRER

PUORSAR SR G- 1L 77 RI G & i L COE
UL~ 1TMEm o Tz L OWERH 5. F72,
HVE T OREFFAN BT BB AR SE  IF
SERIBURG A EE & [AARIZIEC RO ERIZB 5§ 5
EDHEDD %o

15.2 FERRARFER (C D < 1B
15.2.1 4 X TEMAKE (100mg/kg/H % 6 K U127

A &O#%512X), gL 270 — VERHE
I2& % EEZ 5N ZARBEAMNENGED Sz,
L2L. =27 4% (k225mg/kg/H %5618
M) RF-omEIcES LT HNEIZRED 5
Lotz il BRREBRICBWTY., KK &
L 72RO SN A h o T,

15.2.2 7 v b 2247 B R#EEG L 72h A SRR RAER

2B W T, 20mg/kg/H UL L oMo 58 TILI
JEREOFBUEE O LA PHE SN TnE, 2hb
OIEEOF RIE, [TolEIcBWwWTTuI 7 F»
PR E LTHRE SR TWEYY, b
TIETO T 7 F VD FA LRSI O B8k
MBI SN TV R,

16. EH)EhRE
16.1 M ERE
16.1.1 R1E#ES (Srl%5E)
() FEEFERZ Iy 2F 7 ¥ Y % 1A #E25~100mgD

HPHCHIE L C 1 H 2 MRS L7z, 100mgd F &
T 7 MRS S L - ol 7 =F 7 © U REHER K O
YT T A =TI R OELDEBY TH B,
IS Tl B R260F 2 IS R m A R (K
397ng/mL) ZE L7z MIEFR2SD 7 TF 7 ¥ DRk
TR TH Y, I35 TH o 72 [16.6.2 B
M1 HEEFEEZEICy ZF7 ¥ 100me% 1 H 2 [\ KEES

Bl 7 ©F 7 ¥ R EHER

(CFIfl + (R, JEElTE - n=12. BliE ‘n=11)

(ng/mL)
500 ~

—O— Wil
—o— JEmilinE

400 -

300

200

MREEC NN B N BEE

100

TR

#1 HELMEREIC ZF 7Y 100mg% 1 H 2 [ L AEH&S-
BRI ENE/ ST A — 5

B N Cmax Tmax AUCo-120 ti2 CL/F
(ng/mL) (h) (ug-h/mL) (h) (L/h)
JEmiEE | 12 | 39757 | 2607 | 169019 | 3502 | 67171
e | 11| 483%96 | 29+03 | 259054 | 36+03 | 509+6.7
CrIgfl + BEHEia)

(2) HEINFEEFERE I 257 ¥ % 1 N #25~

250mgD FEFH T L C 1 H 3 M EROHRSG Lz 11
& %75mg. 150mgk U250mg e 72 & E DEFIREIZ S
VT BIRYBIRE ST A =5 1ZFE20DLBY) TH L, M4Ed 2
IF 7 EEIEHEICIEF L CHEML., BLETZRDS
Nzmro7z,



16.
SAEEBRARFICy 2T 7 ¥ 2 20me % MRS L7z

16

16.
16.

16.
16.

£2 HENEERESEAIC 25T E Y % 1 H 3HEEES
L7 SOERIRBICB T 2 MBI/ ST X —%

e T Cmax Tmax AUCo-sn tiz CL/F
" (ng/mL)| (¥ |(ug-h/ml)| () | (L/h)
75ma tid B 277+ 54| 1.0(05-30) | 1.07+0.19 |27+01” | 89=12
g 7 |294+ 41| 1.0(05-30) | 1.20+0.17 |34+03" | 86=16
1B 1625=121] 1.0(05-40) | 230+0.33 [3.0%03” [ 78=10
150mg tid| b)
1572+ 63| 15(05-4.0) | 241+034 |44+08" |73+ 8
| 5 {778 +108| 15(05-4.0) | 338+046 |58+03° | 87+10
250mg tid 9
7 |879% 72| 15(1.0-30) | 408+053 |66+08" |72+ 9
(CPgflE = BLERRFE, n=11~13)

a) WO (FERH) . b) G5k 3 ~ 8. o) #AA DI

A2 BERE (MRR SRS

EFERANE T2y T F7 ¥ v 205meh B O%KS Lz &

XOHYEEE T A — S IEE3IDEBYTH LY,

#3 BERAICY T T Y 205mgk HHG L7z X 03y
B ST A =%

Cmax Tmax AUCo-2um tiz
(ng/mL) (h) (ng+h/mL) (h)
65.29 +31.43 072019 1720+771 2.88+0.59
(Pgfili + iR, n=38)
.2 BRI

7 TF T ORORMNEITRBIFTCHY, 7 2FTELD
Cmax X AUCIZ KT T EFOZEIBOLN o7,
AP G O T— %)

3R

v MIEFIZBIT L 2 TF 7 ¥y OB AHIE830% T
B 7Y (n vitro) o

A
A7 IFTEVZBEROBETIREMICA# S, 7

F 7YY OB G T 5 T P450REFE IZCYP3A4TH -
727 (in vitro) s [10. 28]

4.2 v NSO EEAAHEYIS A B R EAE TR S 2 h

-7:%,

4.3 In vitroRBRIZ B VT RZALE R OREIZCYPLAZ,

CYP2C9. CYP2C19. CYP2D6J% U"CYP3A4IK 4124 L C
VB AR L7225 & b COIMSE P O #1085 DL
FOEETHESNAENTSH Y . EWHEEHOER %R
B3 2b0TIEEVWEEZ LR,

5 Bttt

E2h, RO RZLEOPE RIS 2O 1 %Ki T
Hot" GERI GO T~ )

52 AHE KRS STIE B IO y —F 7 Y R RO

B LA, REOERAOS AR E 2N

LAn728% R U202% Tdh o720 F 7o, RIEFHFERIC &

D5 REEOEEGIE 1 %KM TH - 712" GEHIIZRS O

F=%)

bREENEREAETIES

6.1 FrigsEE=EE

i peEEmE (7L a— VML) Ic7 2 F 78 »

25mg% B %5 L2 A, 7577 ¥ Y OCmax i

OAUCInfIERER A & 0 b < BIL5HE) . tu A3 fEREs A

I b ENP-7 GYL8HE)Y WHEIANT— %) (SekilHk 51

DF—%) [7.1. 9.35K]

F4  HHEAFFARREREE RS IC 2 5 7 ¥ v 25mgk B S L
Fk E OB ST A — 5

it | e | 6 | L
FtkfepEE s 785+ 144 1.0(05-15) [0.386+0.077|55+1.0(794+107
AR 530+ 35(1.25(06-3.0) |0248+0020(3.1+02| 105%8
a) ol (HF) (FHf+ BRE. n=8)
6.2 EifE
EEEICBI S MAE R I s E L) b CHERR L

B DAUCkH CF39259ug-h/mL) (ZIEEiEE (P
169ug-h/mL) DKL TH 720 [7.2.9.8.16.1.1% K]
7 EMEE R

7.1 7x= 1> (CYP3AEESH)

TEINICBIT S 7 2= M UHREGBIZ BT, KF O

16.

R 70T T 2 A0 5512 L. Cmax M FAUCIE Z
NZN66% f U80% T L 727, [10.2 B1R]

7.24 haFVJ—IL (CYP3ADEWAEH)
AAENIZEEWCYP3A4ERICTH 27 b —v (&I
A ENETETE) 2HHES L& 22 FTECD
Cmax % NAUCIE & I -Z N HAP 5 03 3565 . U6.22(5 T H
572%, [10.2 Z:H]

17 ERPRAHE

17.
17.

17.

17.

1 ERMERUREMEICET 3RE8

1.1 ERENE-EE5MEERER (HOxy K—)b)
MAERIERZLIB 2R LCrF T Erofasht
R ORENEIZOWT TR F— )L 2w iIC S ik EEH
MRIBGABR A 1T - 720 $ G-I 8 & L7z Z DfFR.
TN G T A RIE L L - eI 7 = 7 ¥ U HE381%
(37/9781) . /Na~) F— LHE258% (24/93%1) THY . [
EME GESM) PWGEE Nz BMER OB ERIZ, = F 7
¥ U BE67.0% (67/100%1) /N F— )L E:825% (80/971)
ThHY ., FHFEGHTHZID» o772 (p=0014). AFHIH#
SR BT 5 EREIERIE. ARIRAE21H (21.0%) . EIR19
Bl (190%). HBEKISHE (150%). MESEBECGELAE (140
%), IREKI261 (120%). 221061 (100%). HEF4E106]
(100%) TH-7",

12EANFME_EEMREERER (E4YT773Y)
MAERIEREIBIFIZ R LCrF T ot
BOLEEEIZOWTEY T T I 2 BICE ik ~EEMR
W% T o770 HSHMIZ8EE Lie ZOfR, &
MR R e LctER I 2 F 7 ¥ U HE372%
(32/8601). B 7T 3 »#288% (23/8061) TH Y. I
SV GRS PREES N, EER OB 277
YU BE6L1% (55/90%1) . EH 7T 3~ EESLL% (73/90%1)
THY ., KHFZGHCTHEZIE 2 o7 (p=0.004) . ARFHHxE
HBICBI 5 ERBWEE. fEaBEE22r (244%) .
IRAEIF] (211%). AZE17H (189%). & T\ 1161 (122
%), HRIRI0B (11.1%). BEKIOB (11.1%). MIIHEL0
Bl (111%). 7H¥ 2796 (100%) Tho72,

1.3 EANE B —AR iR R ER
MOPAEMHIRIC BV TERZ IR S L h o7z QEEEIUE)
A RIE B3RO 2R & L, AR OV % Bt
THI e HMNE LSkt — 7 v B e e L7z, &%
SIAMNIE 8 & Lz, ZOMR. mikeikiiE g v gL
L 722035103409 % (9/2261) T - 720 BITEM O 58H =
13469% (15/3261) T o720 EZREWERIZ. ARG 8 ]
(250%) FNFBERE 7B (219%). A= 56] (156%).
ik 361 (94%) THho77,

18. ERpFIE

18.

18.

18.

18.
18.

_5_

1 1ERKERE

RIEDHEIPL IR P83 VDB L Cha =
U5-HTan S HARICR 3 2 BRI L. RO A 0%
RIS LTS H B2 ETHY, ZNSDERICH
FAERICES L TwabDEEL LN TWEY,

2 ZRFHRFE

F v MR E BV ZREBT, 83 VDR D B,
+t o b= U5-HT K UB-HTo2 %k, & 2% 3 Y His %R,
7 RLFY Y a i D arBEERICR LT 2 R L7228,
AAHY) VERER IR T T LY V2RI LT
FEAEBMMEE RS ahole T2, K83 YDAk
LT, &8 b= U5-HToZ BRI 2 BRE L& 2
5729 (in vitro) o

3 RNICRUEO M SREHENER
RS VEBIED T REE L R L DS L2TE (U A
FNOWEE RS, ~7 AD & DB EE) f OkEE) I
N2t b= AEFEEOF Y VTHER LR (50 b
IR HER) &, FHEREICEE L2,

4 SEARNIRRIC T B 1EA

4.1k FTOERA
MAETERZE 2R E LB 752 R E R
B ER IS BV L SRR E O SSBUHEE I2IE, 7Tk
ARG L OBICHBREEZ RO L1 -7,



18.4. 2 CDIEH
FVIZBI LV AN TEEREHALYZ Yy MZBIT2 A2 LTV
—EREHE, NOR) F=VIZlkXRTEEr o720 v P TORE
GBI SABR CIE B R ISR LR 2 e 27~ L, $EIRA iR
FEIR & OBENRV & SN L BEMEMRISH L CIEH 2R S
Loz,

18.5M¥FEFRTOS 7 F T 51EH

18.5.1 & N COIEH
A RRERZ 2R E L2 o 7T 1 R 8 2 E i
BRiZBWT, 7097 F ViEEIIE, 7o RESHEEOMICE
BhRETROLPo 12,

18.5.2 B CDIEH
Ty MIBWTC, MFER 70T 75 VBEEHfERIE TR F—)1
LR RN ERARE &ﬁ‘oﬁ_ljo

19. B3R 2 EBIEZRAR
—fs T 7 T F T ¥ Y 7V (Quetiapine Fumarate)
1b5:4 © 2-[2-(4-Dibenzold, f1[1, 4]thiazepin-11-ylpiperazin-1-
yl) ethoxy Jethanol hemifumarate

M
(\N/\/O\/\OH

\é 2
730 0 (CaHasN3028) 2 + CaHyO4
7=t 883.09
b LTAT ()
SEAREL: (1-F 2 & 7 —IV/KR)
pH30 035
pH50 30.85
pH7.0 389.70
oK 7 ZFTE Y IRV AROR R TH L, XY S —
WZRREITIZ L, KFZ g 7 — v (995) 12
1I2< v,

HO.c™ X~ OO

22 .33
(87 TIL25mgsE)
1008 (108 x 10). 5008E (10%E x50). 1,0008E (/NF)
(0O TIL100mesE)
1008 (10$Ex10). 5005 (10%E x50). 10008 (/¥7)
(8% T IL200mgsE)
100%E (10%Ex10). 50088 (/NF)
(£ 07 TIVIAKI50%)
100g (RZHFHIAY)

23. EEXHk

1) Vonderhaar, BK. : Pharmacol. Ther. 1998; 79 (2) : 169-178
[R-03226]

2) TALNTERABEER  RARTHERE - B IS MRk

HF A+ — 7 3Bk (DIR000065)

3) 7‘1[*]5?&%:% SRR - SEPENRE (DIR040001)

4) 7 A NI AEAPER - e b EERA (DIR000050)

5) 7AMZEAAWENER - e MFI 70y —2a - A
(DIR000054)

6) FHIEGFER b FEEREFM 1999: 27 (1) : 101-144 [SEQ-00080]

7) T AT YA AEAEER Wb A LT E R - BRI
(DIR000051)

8) T AT XA HMALIVEEL | MRS - Y E)RE
(DIR000049)

9) TALMTEAHEAER  EYMHESER (DIR000055)

10) AFIREHEE A o BRI 20015 4 (1) : 127-155
[SEQ-00200]

11) TREgeE M o FRIREESE 2000; 16 (12) : 1807-1842
[SEQ-00210]

96

12) HiEHAME fil : BEARSAISEEE 19995 2 (6) © 653-668
[SEQ-00044]

13) Goldstein, J.M. : Schizophrenia, Breaking Down Barriers
(Wiley) 1996; 177-208 [SEQ-00079]

14) 7 A bZERHEAENER - Z > b - FEBER (DIR000047)

24 . NEREERKERUEWEhEE
T AT T ABEMKEI ATFA AL T A= a sy —
T103-8411 WG RX HABGAI 2 THSF 15
7)) —=%4X) 0120-189-371

26. BLERRTEEEE
26.1 ;ﬁ;ﬁ,ﬂﬁ,b

PATSAHERASH
RRARAXEAEAN2T H5% 15
26.2 1715

CE AstraZeneca UK Ltd

®: PANSERAII—TDBBREETT,

44697SgS
SEQ31101Z31



