* 2024474 H 8ET (552h0)

2023412 H T B EEBRSEES
B A SRR Tl S ] 871179
B g UG e
=73 on
BAERA JIF7EVTVIVELEE
B Q=
e 2IF 7 Jﬁﬁ25mg B394 |
O mm
DIFrE#50mg IIA1)
O mm
DIFrE#100mg ¥4
O mm
DIF7PED#200mg B9 I41)
= o ke
BAREFA JIIF7EYI)VESEH
Q= " o
DIFPED#wi50% 9941
QUETIAPINE Tablets, Fine Granules [SAWAI]
$£25mg $E50mg $£100mg
& B &E S| 22400AMX01083000 | 22400AMX01084000 | 22400 AMX01085000
BR 55 B 1A 20124E121 20124£12 1 20124£12 1
52200mg HII50%
& R B S| 22400AMX01086000 | 22400AMX01087000
S - ERSOMFEIC L YV EHT L AR 55 A 1R 20124121 20124121
— 3.2 WEIDMIR
s . I e . JIFTEY |V IFTECY |4 1FTEY | J2FTEY
11 abL\MI*EHEGJJ:Eb‘P\ #Eﬁ'iﬁri7 7Y I:—“J7<~ &% §#25mg $#50mg $#100mg $#200mg
BERRESBSOEXNTEERADRERL. RTICEDIES [ 4 | (994 (491 | 474 |
HH2DT. FEIZSHIE. MEEOHEEDHEERE T
[C{F5T&.01.2, 2.5, 8.1, 8.3, 9.1.5, 11.1.188] o
1.2 B5LHEOTE. B50 U LRAFRNRRT S &S
BEhHdT L. BEERUZORKRICTSICHBAL. W =
(158, 2. ZR. EREORFEICSIEL. TOKSHE g @ = 2001
REBSONEBEIICIEK. BICRSEDRIL. EMMD2 =
BEZFDLS. BETBTEL.1. 8.1, 8.3, 9.1.5, — =
1N.1.188] —
LA TANLET—T 4 v ThE
T (ha — 4 - o g )T NEALD N
2. FROROBEICFRSLENI L) N e H s et | EE
2.1 IR BH ISIEREE BAL S ¢ 5 BENDD 5. ] 5.6 7 56 0T
2.2 7NV B — VR EAKR S o KA F] O SR R JE = (mm) 30 33 ) 51
12 % B [P IR 258 5h S 5,6 ) H i (mg) K75 #7130 #1257 #1510
23 7FNLFY v EBSTOBRE(TFLFY V2 TF 745 plla—F | SW QT25 SW QT50 SW QT100 | SW QT200
F - OFEHE, IR EHHITIC B 2R ERMEED L < E o TF T Y U HRB0%] T A
SRR 5 256 % B <) [10.1. 13.2&0K] A il
2.4 KF OB LBEEDOMARED S 2 BE LN B
2.5 *ff’ﬂ_{ﬁ@%jﬁ\ HERRIEOMEROH 5 BE[1.1, 11.1.1 4. WEELEI R
2 HEKBE
3. #RL - IR 6. ENUHE
3.1 {85 JHEL. Ay 7 ¥k LClE25mg. 1H2X 13300 &
s IFTVY | sxFF Y | s FT L | s F TS DG EBIGL. BEOREBIIL U T4 ICHEET 5, lH.
i % $£25mg $£50mg ££100mg $£200mg 1H#5-212150~600mg & L. 23XE3mNZ 53 CRO%S5-3 %,
ks oz WW;% 4] B G EIEER - ERICE DV EEMKT 5, 72720, 1H
HEZ =F7 ¥ 7~ )ViiklE =l > N b,
A (s xFT7ULLLT) BELTTS0mgE A K= L
(15Er] 28.78mg 57.57mg 115.13mg 230.26mg 7. FENRUHBEICEET ZFE
- g@gim gaogof; e o (200mg) 7.0 FFRREREE B 1213, AR (B 2 X 1E25mel B 1) 2> 5 55
) A N Yy ATTY VMg, T T 2 o L N - 72 Lo Herg 52
73— VENa, ZRILT A %, JUE, ¢ Foxs sav %ﬁ?ﬁﬁgyjﬁlﬁfaf i%25~50mgl= 3 % % a;?mm:ggﬁ%
WA (VL E—A, TR AT— A, w2 O T— L6000, V> EE Lf:?ﬁ‘b‘lﬁﬁkﬁﬁ-ﬁ‘é\_tow.& 16.6. 1]
Kk#*Ca 7.2 SiEE 12, AW 21 X1 025mel H1M) 20 5 ¥ 5 % B A
BT — | =gk | — L. 1HBEIE 2 25~50mgll§ % 7 EHF OIRREZ Bl L 2278
E 7 TF 7 €V HRE0% T A LIHTE | H G545 2 £,[9.8, 16.6.25:H]
RIS Hg7 2F7 ¥y 7<VEE 575.65mg .
(1g] (777> L LT500mg) 8. EEHE?:E@&E n . . .
FANNT =L (L-7 2= VT T = ALEGW) . —Ritr A 8.1 KHOFHIZ LY, FHLWIFEMED 56 BERBEET b7
WA [T v rFERYTavba— A, BETVT 7 —{LF T F—=T A, BRI EIESE OGN R E 72 8D 2 LB S
Ty Dwr=b— DT, REFEG- L, MBEEORIE R 8. £k, £IR. Bk

FOBISET T0I2AT) T Lo RIS, mlpE, AL OB IR D



fEbRAF 2 A3 5 BETid, MmuEE? EA L, AR 2 20
IZHEALS 2 BENDH B.[1.1. 1.2, 8.3 9.1.5. 11.1.1=H]

8.2 FHIOHGIZL Y RIEA D SDONEZ ENHLDOT, K
G- HId, B, Ok, wif, Rk, IR, ERkRE A
ORIMABHERIERE T 2 & & b1, MEHEOEEOBZE - T
AT T E.[8.3, 11.1.25H]

8.3 AHOFEGIZEE L, &5 Lo LFL8. 1R U8. 20 EIfE A3
HUT DL aNrH LI L. BERTLORBE 525
L. &bk (078, 28k, ZIR BUIRSE) . R AER (B
TR R W R, IR, ERREEES) IEE L, 2
D& BEERDH 5 bONHEIZIE, B IZRG 2L, B
OB EZTLE9, IRETLHI E[1.1. 1.2, 8.1, 8.2,
9.1.5, 11.1.1, 11.1.2&H]

8.4 FAIOFLGAZ X Y FEIINZ K 2 EHHHOT, MiFIHE
B L. EBmoBBENzS S b aid, S, EoEiEs
DB LIEEITH T Lo

8.5 AHNL. FHHHABWEISE VI MERINE SRS T2 25
20T, UHL b, OEFVEQRIMTIERDS S &b /86
A, B R MLEEAT) 2 E.[9.1.1, 9.88 /]

8.6 AFNIE & L THMMIERIMER S 2700, IRG, EETT -
Ly - BOFERIRE I SFORTANE S 5 2 WD 5 DT, AKH
FeG o BF213 A B OBIRAR G T B O RO EIE I ieH
SHBZVE)ITHEERT S 2 Lo

8.7 HIGHREH DL DY) B R OB, FEHEIRATEAL T 5 T REED S
bOTRIGZ T TR SHITGREO IR Z S LoD, AR
AR T HIEDET L, 70, FEIROEALS TSN
7 id, MOTEREEIZYI ) R D 7% EMY R LiEE 1T 2 &

8.8 HEmDOAWREA 2V LEGOHIRIZ L) AR, El,
SR, PO, WEIESEQEEBUER DY S bbb 2 EWH b 5
ZHILT AU, WA ICHET 5 7% DEEINT) 2 &

8.9 MMHAVERAE, FMEKHA DS 5 bbb T L3d 5O T, MK
BAEZAT) 2 & BEZ 1TV, BEDPRO b N2 E12
133Gk 5 7% B 2B E1T) £ [11.1.65 ]

9. HEDERZERIHIEEICHITHER

1 GIHE - BIEEEDSHHEE

9.1.1 i - MERE. WOEEE. RIEXITZNS5DRENDG
5EE
B G5 — @O MERE T2 H S5bh s 2 25 5,[8.5.
9.85M]

9.1.2 TAHAZEDEEMKRE., XEFTNSOBEEDSHIESE
KRB R T SE5BFNHDDH 5,

9.1.3 TERXIFZOEIEEDH 2 EE. LRXEQTEREIREE
DEH
QTHREAILERE T 2 TR S 5, [10.25H]

9.1.4 BREHOBENUBHRIEZEITEE
EIRE BAL S D BENDD Do

9.1.5 HERFDKIZE. SIMHESD D LK IEBEFDYERRDREIRE
FEETREE
[1.1. 1.2, 8.1, 8.3, 11.1.1=H]

9.1.6 TENAEE. RHEIEARKR. BEE. BKIRESESOBREFEZET
5EE
Jili ZEARIE . BRI AR E 58 O AR ZEARE 28T s S LT W B,
[11.1.10&H4]

9.3 FHEEEEEEE
RANIFIFEIC L Y RBEN D720, 20T 52 AP WA
L. MEFEEN AT 22 e 255,71, 16.6.15M]

9.5 T3
TR SR L C W AT & 5 otkizid, 5B LG
Mkt d L2 LRI SN ASEICOAESTHZ L, B
FE(S v P RO E)THRBAOBITHHRE SN TWE,
7o RN PO IR G- S N T 2 5 A . HiE IS
FLBE R, IR, PR, R, AR, B S o k
RREIR R HEAYMBIE IR D & b7z &L O DH 5o

o

9.6 1=3im
HELOFEER O FLREOA M2 R L. ZILOMK L
AR5 2L, B NTRIPABITT 5 2 LHE S
ncwi,

9.7 INR
INBER IR & LA R e R L L BRI
FEhE L TV,

9.8 EEE
FEEHE IR TrF 70RO 2 ) 75 ¥ AHB30~50%
<. AUCITHIL.BRETH D o w\ IMEE i 25 REe 9 4 )
WROHENT WD, Tz, WIMERHEIZ B W TS & 1
Ly SR O FEBUEE 25883 A [ 25580 S CTw
5.[7.2. 8.5, 9.1.1, 16.6.2&H4]

10. HHEEH
AFH o ARH B G- 9 % E 4 P4508% 3 IZCYP3A4T & %,
[16.4. 18]

10.1 HARRUWHALBEWI L)

R 45 BRAAEIR - 58 i B - faliR T
T RLFY v 7 RLFIOER% |7 KL+ vk 7 KL F

(TF74 7% —of|#ims ., EERIMLE) Y EEtta, f-ZHHE
BB, IEFHEIR BT 2RI T E0D | OMEHITH Y . KH D
2B B EEMREED L5, a=5% B PRSE I VE F S &

AT RRE 5 0. B-ZZAR O RIEAE
LG Ek<) JHAMEAL & 72 ) L IR
(K2A3IY) TIERAEH SN,

[2.3. 13.2ZH4]
10.2 HAFERWHAICERTSIL)

R BRAAEIR - 58 H W - faliR T
FRAR A A R 1) 1) AR AR 258 | 3D M EAE R 2 2 &
2=y WYL EDNHLDTIEND L,

T, fHA DBEZORER
ROBEMECERL
BEICEGTAHI L,

CYP3A4FE E/E M % A | ARH ORI T 5 | A H 0 F AL T

ERAE 51 ZENH DS & HCYP3A4DFHE |2 &
TJr= MY D, BHIOZ )T T2 A
NN EE » WHINT 52 DD D,
IV B — VR EFEAR
V77 ¥ s
%

[16.7.1=01]

58 CYP3A4R 5 1 H | AFI OEH 2 H58 3 % | AH 0 TRAHEETH
T H T HHHA BEZNDH DO T, |HCYP3A4% 3 < BHE T
A rSarvy—  |[HxOBEDEIRN | 2720, MAEdiEE -
& PEMEE L, AH| B2 REDPD 5.
[16.7.22H] iET A% ELTH
BT THI L,
PEAILC X0 AFH O 1M
TR EEATEE & 7 Y |
QTHEIIER Y 4 B
LNDDH5b,

CYP3A4BHH A H & A | AHIOVEH 2 H58$ % | AH O TRAHEETH

ERE S BENDH D DT, |HCYP3A4%HET 572
IYAUYA Y 1l % D BEFZH ORI Y| o, 1P A4
& DAEMIER L, HE 2 WREEND 5.

o R

QTERZREI T I ENQTERNDH L b L |HFHIC L ) QTERIEH
BT 5 H5H] BENDD 5 DA NS 5 5%
[9.1.32H] N5,

TRLVFU yEAEEFHEELMTERTEREZ |7 FLF) Y iE7 FLd
R TIEeDHb, U AEB e, poR ARk

VEHAL YT R ORPFHITH D . KHO

FabINg (R eX N (5 NN
D p-ZAE R ORI
AL L Y I R
TERD RSN D BZ
N,

1) TNS DERN Z ARG H T D113, ARIOWEEET LN H 5,



1. BWER
ROBWER DD LoD ENHLDT, BlEz 451247,
FERO LN E 3G 2R IET 5 7 ) 2 L& & 4T
Tk,

1.1 EXZEIER

11.1.1 SIMAE. BREET 87V R—Y X, FERKRIESHE (5

b SHEAH)
WCIZRL R EORMN R Bm%E 852 e nH LD T, IAE
HoORER, L. L8 LR, BIRFOBIZE % 1412470,
BEPRBOONTGEIIE, 52 RIEL, 4 2R 2 8HF
OFG&AT) R, WYRMEEIT) T E.[1.1, 1.2, 2.5,
8.1, 8.3, 9.1.5=M]

11.1.2 {KIAE )

Bk, Rk, @it R, BIR, Rk EE O EIR
RO LN a1, G E PR LEY 2 UEERTTH 2 &,
(8.2, 8.3&=M]

11.1.3 E4iERE$ (Syndrome malin) (0.2%)

MEFHHRER, SREE O SR, W R, IR, ML OZH)., 5T
ENEBL, TNV E DD ERBIEDSAOLNLYEIL, 5%
HIE L. EH, KROHESEoSGEI L L O I#EY) 2 L %
119 2 &o BIEFSRERFIZIE, HIMEROIE IR CKD FHH3H &
NDHZENSLL, T/, IF 7TV VIR E) BHEBEIRT 25
ENDLZEND DL

B EEDEGE L. EakbRE, WA, PEBRENL. BKIE
Ry BEBFEENERBITL, LT LA HRE SN TV 5,

11.1.4 1ERUBRRIARIE (S A )

A B, CK RS, MR ORI 4+ 7oy FA%
RO LN E I35 2 IR L. BY 2 UEERTTH 2 &,
TERUHRMIE IC X 2 BB EOREICHEE T A &,

11.1.5 E=& (AR

11.1.6 SEFEMERAE. BMBRREIA (V3710 SHEEA)
(8.9 ]

11.1.7 FFEEEREE. JE (3 N HERE)

AST., ALT. y-GTP. Al-P® 7% %0k FFHhERE %
WHLEbINLZ ENDH D,

11.1.8 FREEMEA LD R GHEAH)

B R (AR R, s - MR, 35 L WAL, BER O H
B WIEEE K OB RED O 9 > WS OREIR) & F L, FREYEA
LYy AZBATT A2 L 03H 5 DT, BEMENRD S b izE
WZiE, TG ERFRIET AR EEY R EEZITH) 2,

11.1.9 EREIAFRI7(0.9%)
CORESEONEEEH N D 5 b, HSHIEBROFERT L2 L
Wb

11.1.70 BHEEARIE. FREPEARIIAREE (V> 3741  JHEEANH)

B ZEARE . BHIR IR AE S5 O M BAE DS HRIE SN TV D DT,
B, M. R oER. FEESRO s NE12E. %
B a b4 5% ERME) 2 ALE EZ 1T 2 L. [9.1.65 ]

11.1.11 hEEREIEFERIEFAE(Toxic Epidermal Necrolysis :
TEN). REiSIRERIEIREE (Stevens-JohnsonfElREE). 2
FIHE (970 D BHEEAR)

. HUH

11.2 ZDHthDEIER

5% Lt

1~5% A

1% il

A

R (AN iR
(19.3%) .
VR
M IR
(14.2%) «
NN |
. OF v

KJE o BEFEAL.,
TS, BURM I
VSN = S SN
FAE. B O
AL, JE F—
Juik, EIEAZE
SEL WL, g
il EE
EESENPINN -3
[C= N R
ISy B, P
HREET 7 b —
¥ AL B
EEL D O,
MR, 1l @) AT
A, HBME

A T UG
FAAEE, LA b
LA Ly 7 AERE
BB EED
B, mIAE. H
BerE. HEAT
[/ OO
i, EilkL Lo
BT, AR, Mt

=1

SEARILIRE | 7
N T

az;
p=y
&
=
Sit

&
=
W
| SE S

JAM=7., B
BRINHR SR

LT N L
BEEEE, S— % v
v VIR

iR

HIRER D

FHILERESE N, &F
Bk B mE. &
i, /MR A

LA I
. T
e, LB
¥

o =, @ I
LRIk, AEE
RS

MR, BiE.
LREMQTIER

AST F 5
ALT LSt
LDH I 5

Al-P . H-,
y-GTP.L5H

E) IV E

I e A R

W% i

FRRMEE, St

ALY INRAE

R o U /N

ECN

o

AT, IR
. B8 . T
. HAEA R

el HILE
B, i,
B, g, JEHS
i, H B
TR gk, B

7 BAVHE

il

AL S S B

S98L. AEIRE T

R - N |@m e s s
W F ¥ ME.
Tajg/b

EmaL AT
O — )V IE

HiEE . IR
MW B, R
FE. A T A
IE P AE

TaiD, i, B
F b Y A,
e, S0,
TSHiE, 4. TSH
EFmMU Y
) FIUE, #R
BRI R
PE, FTal 2, 2L
it e

%'&

i

i % 29
L L5

%

PR e, HEIR
JREA. BUN L5

FEEEh RS, GRS
{4 v KRT v
A, MR, B
9%, REAE

Ea e

Zof |BE

(WP L74 7N
PREHEN

ZiF. ssE 1k
EA. K.
WA . T RR
L L OSIURK,
T (P,
ERQUINE::1"]

T O T, S
W, . B
B B, o
JF B B,
R N 3
TR, AR AL
PO #5855,
HoRE, WiLH
O SE. BB
HiE S E B
TEORIR, s, B
{ZNI TN SN
Hie, BEtks &
WV, EIE BIR
EECNI - NN S
T PECRIE ., BAETE




13. BERS

13.1 fER
ELERIGEEIR, 85, IR, RIMESETH 50 FIUEHRE,
FECICEBEBIDHE SN TV 5,

13.2 W&
RIMEDWE 2T HE. T LT o B8 23, AHD
o SEASERTE RIS & D ARIMT &2 B AL S & LR ® 5
TG LT £.[2.3, 10,12

14. BRAELDFR

14.1 ERIZZHFDER
PTPAHDOIEHIPTPY — S5 MY L CTIRA$ 4 £ 9 4R
BY L L, PTPY— PORRAIZ L D, TS AL Al L
AHIA L, B2 B L CHERIH A SEOEE R EGIHEL
BERT B EDD D,

15. ZDMhDFE

15.1 BEERERICE S 1EHR

15.1.1 FHNZ & B EFEF . FERAHO RIS HE ST b,

15.1.2 EHNEGRRAERIZB T, RH & R EBEARDPAH OOl
ge. W EEI RS SN TWD, 720 HEERICHW 244
E RS HBEICB VT, BEEEESRE SN TS,

15.1.3 HLECHHE & 172 ZRAVE 2 B L 7 A5 AR e IR OREEAED
HE - AR 26 T2 EBEE NG L L1TOMKRRABIZB W
T BH %2 & OIEE AP MRS G 7 7 L RS L 1t
L CHEENL.6~1.7MEEro Iz OMEDRH 5, T2, 4b
ETOEFHRAEIT BT, ERPUFHIRIE b Im RIS thm e
EFRRIZETHEO LRG3 5 L OEDRH 5,

15.2 FEERAREHERICE D < 15k

15.2.1 1 X TEM AR (100mg/kg/H #6% 51274 A M) #% 19%
Gizky, av 27— VaRHEICLZ EEZ SN D =
RBEAFENBD SNz L L, 7 =27 4 90 (k225mg/
kg/H %568 1) & OV - IS LT b ANELIXE0 S
Lol Fo. BRREBICBWTH . KK & B L 7R
EHIIFRDO SN o7z,

15.2.2 7 v MiZ24h AMFEO# G L7228 AR RERIC B VW T
20mg/kg/ H P L OOz 51 CFURIER O SEBUHE O LA D%
HINTWD, INHLOFEOFTRIL. TomHIZBWTTa T
7FEBE LIRS LTSN TV LAY, e h TS0
T 0 F VIRED LA EIEIZRO BE TR ST,

16. ZEH)ENRE

16.1 MAEE

16.1.1 &E4FMNEE MR

(UIFFEVERSEMEYTA])

7 TF T Y rEE25mel VT 4 J & b0 s TV25medE & R AR T2 F
NN (7 =57 € & L T25me) 2R L AAE L1485 (7 0 A F —
N L ey T 7 R R E L, S NS EE <
7 A =% (AUC. Cmax) 22\ CTHEFHFIT 247 o 7oiE K. WA DAY
(W E SRR S Y

F1 EEHGHE SR OEMEE ST A — ¥

Cmax Tmax Tz AUCo-120r
(ng/mL) (hr) (hr) (ng-hr/mL)
7 TF T ¥ U §i25mg
(494 71.1+43.9 1.2%£0.9 3.0£0.7 167.7+86.1
t 7 T)V25mghi 68.7+35.7 1.2£0.9 3.1+0.5 162.2+65.6
(Mean=S. D.)
1201 —e— JIFTE L2l A |

Ifil ---0-- 07 T)l26ngfE

gg 100 - Mean+S. D. (n=20)

7

kA 80

F

7 60

I

w40

HE
(ng/mL) 20

L1l
S
MR 5 O (hr)

(O IFT7EVHRB0%IT T 1)
7 ITF T CHRS0% YT A 1k v a s TOVHIEIS0% % fEHE R 5 T
IZZNZENE0mg (7 =F 7 ¥ ¥ & L T25mg) Z2ER AR 4% 5 (7 1
AF—N—E) L, Mfh 7 ZF 7 © Ul L. 155 /-3y
BAE/ ST A — % (AUC, Cmax) [ DWW CREEHRIT 2 1T o 7285 5. WH o
W RIS SRR S 7z
K2 A BAHIS0meH 5 OEWEIE 5 A — ¥

Cmax Tmax Tz AUCo-120r
(ng/mL) (hr) (hr) (ng-hr/mL)
7 TF T E U HIA50%
(%74 64.7+37.8 0.9%0.5 3.1%£0.7 147.2+70.5
+t o 7 TOVHIKIS0% 63.2+23.1 0.7%0.2 3.1%£0.7 145.3+51 .4
(Mean=S. D.)
120 —e— JIF T AIRIS0% A )
I --o == 20 T)VAIRIS0%
%g 100 - Mean=S. D. (n=20)
7 L
T 80
F
7 60
|5
w40t
B |
(ng/mL) 20 F | T~
Liiig o I I 1
0 R 6 8 12
9510.75 Y
R 5 ORE (hr)

TMAEHEREE 2 & ONZAUC, Cmax®0 /35 4 — %1%, g oIk, &
WO - B EORBREMIC L > TRLZ B TREELS D 5,
16.4 {38
16.4.1 7 =F 7 UV 3EROKRE CHEMIcR# SN, 72F7 8D
REBHZBES-3 2 T 72 PA50R# £ 1ZCYP3A4TH - 72% (in vitro) . [10. 2]
16.6 HEDERZEREITDEE
16.6.1 FFgEEEEEE
bR S B (7 )V a3 — VIERFRIZS) 127 = F 7 ¥~ 25mg% HIAFR
BH L2 h, 2 2F 7 ¥ Y OCmax i FAUCInfIZ A X 0 b
<G50 . b3 ERERA L 0 b Eo o 72 (1.8 (FHEIA 7 —
57)0[7.1. 9.35MH]
3 JLEANFHREREEE 122 5 7 ¥ ¥ 5ma# HIAHE S L 72 & & OB
ENT A—F
wok | o | ey | el | G0 | ow
JFERERE E B | 78.5£14.4 (1.0 (0.5-1.5)]0.386=0.077 |5.5%£1.0(79.4+10.7

HERER N 53.0% 3.5]1.25(0.6-3.0)] 0.248+0.020 |3.1+0.2| 1058
a) P fi (FEFH) CPgfl + B, n=38)
16.6.2 S

EHE BT A MR REIERERE LD OECHER L, BT o
AUCo120 ((F352.59ug - h/mL) I3 IEm#EE CF41.69ug - h/mL) ©#1.5
RBTH-7:9.[7.2, 9.85H]

16.7 ZYHEE{ER

16.7.1 7= b+~ (CYP3AFEEHI)
NEANCBITS 7 2= A VPERESGHICBWT, 72577 YO
027079 2 AAISREZEM L. Cmax &k CPAUCIZZ N2 166% K& OY
80% LT L 729, [10.22]

16.7.2 & O+ Y —)L(CYP3ADIEL\BEEHI)
HHE AR WCYP3AARER TH B 4 b 2 F 7 — )b GELIH] © EI RS
FE) RS L &, 72T 7 ¥ L OCmax i FAUCIZFNZH
M5 033545 1 V6. 2215 T d - 729, [10. 28]

16.8 ZDfth

(OIFT7EVEOMg[PD1])
7 TFTE g 0mgl A IERBENcE O, sy F T U
25mgl 7 A JE EWFAIZREE & A ST,

(OIF7EVEERImMgY T 1)
7 T F T EI0mel T A NEEHBEIC KO R, s F TV
25mgl 7 A JE EWFAIZREE & A S 7Y,

(OIFT7EVEE00mMg[Y DA 1)
7 TF T K E200mel T A NEEHBEIC KO R, s FT VR
25mgl 7 A JE EWFAIZREE & A S 7Y,

18. ZERHEEIE
18.1 {EFERF
7 TF 7YY OBEIMENIFMIL R8I VD AR L TR b= v
S-HToaZ BRI T 2 BAMEDS RV 2 & RO 4 OZFHARITH LT
BREDRH L L THY, INHDEHRICBIFLIERHICES L TWw5
LDLEZENTWAY,




19. B ICRAT HIB{EEHNAER

—f%Z 7 =T 7 ¥ 7 < Vi (Quetiapine Fumarate)

{£%4% : 2-[2-(4-Dibenzolb, £][1, 4]thiazepin-11-ylpiperazin-1-yl)ethoxy]
ethanol hemifumarate

BFIX © (CaHzN3028)2 - CaHaO4

SFE © 883.09

e -

hN/\/O\/\OH

& )N Q
N
N\ COH
. HOzC/\/ ?
S EE

2
MR HROBETH L, 2F 7 —VICRREITIZ L, KiFy
7 =)V (99.5) 12T v,

*p2, ‘G

(OIFF7EVESDMg[TUTA 1)
WiFE ik

(OIF7EVEIMgYTIA])
WFEH Ik

(OIF7EVEI0mev D11
Wz 5E Ik

(OIF7EVE200me[T D1 1)
WiFE ik

(O IF7EVHRL0%[T DA 1)
NT [HEREFILD ] 100g

23. EEik
1) Vonderhaar, B. K. : Pharmacol. Ther., 1998 ; 79(2) : 169-178

2) /IRTEAT ¢ HEE & EERR, 2012 5 61(10) © 2076-2089

3) B rFI Yy —4 - RF (ko s )V - 20004E12H 12 H A&GE,
HEEEREZEAN .3.(5) . 1))

4) JEVIFREE B - 3B (L o 2 TV 20004E12 ) 12 H KGR,
R RN .3.(3) .4))

5) Ml (Lo s ToVEE © 20004E12H 12H KR, H AR 2
~.3.(2)

6) FEWMEMEM (Lo 2 TV : 20004E12H 12H KGR, SRR
~.3.(6).2))

7) FEPVEERL AW AR R SR R ($E50mg)

8) FEAERL ¢ AW I SRR ($E100mg)

9) FLEEL © AW S RER ($£200mg)

10) Goldstein, J. M. : Schizophrenia Breaking Down the Barriers,
1996 ; 177-208

24. MEsERERUEVGDEL
PO AL ESE i > 4 —
T532-0003 KMl X E 5T H2-30
TEL : 0120-381-999 FAX : 06-7708-8966

26. BUEAREFREE
26.1 SGERRSETT

IRARZERISHT

ABRENRERSTH2-30

DA2 A231209



