yastellas

*% 2024 F10H T (BB 4 hR)

* 2023F 10 A 24RT AREEmRNBES
PR A 871179
HARSE R G 00t
BT S s Bl ° ~ 2 N mEse mgye
B MRS 7 T F T ¥ 7 XIVERIEGE  [Rews oo zizoayor
s t a ® BRZSRAA 20014F 2 F
n I’ b25 mgﬁ 200mghE HEI50%
® AREE [22100AMX02083] 21600AMZ00431
tna I 'b100mgﬁ BR7SEasA | 2009FF11H | 2004%F 6 1
®
TOIIIV200mesz
H ARSI/ )7
BISE, WL BRI 5 ° R ERAIIE s
e~ PR DAL £ JIFTREYTX )bﬁkiﬂlﬂﬁﬂﬁﬂl‘
7 O2X)baEn50
W50
® 25mg Tablets - 100mg Tablets *
B ¢ EIRRAT Seroquel 200mg Tablets, Fine Granules 50%
HRHEARE - 34
1.8 AR A
1T1ELVWOKEEDO LR, 5. FEREMES T R=2 1§ ﬁ'ﬂ’i’”i_xi FURERAN

A BIRREEESOERCEIFANERL, FTIC tus v E?%?E‘/77ﬂ/ﬁ§fn‘ i;ﬁ:TﬂAig;f?ﬁ(iﬁ@w

Eéi%éb\ % 6 0_)—‘(\ 2&%”?&543 Li\ M*E1E®7E“E% Zoomgﬁ:}z 23026mg %_}. ]\ 1) T7L\‘ 7\7—_7 1} f/ﬁ§7

DERE+HICTO>Z &, [1.2. 2.5, 8.1, 8.3, 9.1.5, (VZFTFELELT | FAYWA, bFOATO—%,

11.1.1 =] 200mg) ~sud—)u, BLFy
1.2%5(2H72>TI3. $5» LD LEEERAI RET 1gh FLBEARIP . #SE LT — R,

2IBEN BB k. BERVZ ORI ICHEA vy E’%% . e c j{‘{*“ﬁ“ f{}tj@“ﬁ’*

N % & % s e B ::\:,—_ - 7 T) IFT7YETIVEREE | AT VT 7 —AbT 7,

b E'g: {EX\ yﬁ“_f’f’f’iﬁ_@“_@‘ ’%? ) "7,) #H50% | 575.65mg TASNF =5 (LT 2= VT

$OBIERD S D bNIHE IS, BEICHT & (FIFTEYELT | FZ2bam). 790 Vi

L. ERMDEZEEZTH2L5. BET D2 &, 1.1, 500mg) F U YA GARIEL A 3%

8.1, 8.3, 9.1.5, 11.1.1 &H] 3.2 BUE|DMEIR
) BE (ROEERRE Lhnes) HE | ;ﬁé-ﬁ;é -ﬁi[ﬂ FTEEY
2.1 BlEREOBE [FEREZELSELBZNID ~ :

55] PO INEE S

. e e , s oy I - C— |SEROQUEL
2.2 75V €Y — VRIS O AR IIRIA 0 B gt | 27 B ”

B HEE AR AR S N5 o] T KL ey pe e
237 KLY '\/7&?&5":‘:@‘%% (7 }\l/b}_]) “/7‘%\7?}_7 #6.0mm | #35mm | #J103mg

1T & v — O EEHE, IR EHEEIC BT 52k " & o

fed LI ERBICHER T 256 %Kk <) [10.1, -

13.2 2] ‘ warn| 70 g @R Q — | SEROQUEL
2.4 BHEI OB x UBBUE OB O H 5 B 100mgi j;;{ g 100 100
2.5 IR O BE, WIREOMAEROH 5 E% (1.1, T wE | Es | @k

11.1.1 ] #85mm | $94.5mm | ¥9256mg

. . # = i
3. fER - MR —
31485k R L T Q C— |sEROQUEL
A A 200mgsc |7 BE | oo 200
] st Fh LT — 2, LKA ' HEE | Es | &R
Elé'j l)oiﬁ%%(?;ij\‘{byo?éﬂ(ﬂ%‘ #11mm | #54mm | #7514mg
rusIn | s IFTE Y 7 VE %:}:;ﬁ:/;;;jfﬁéi - 3
25mgéi 28.78mg PGS ‘117012 P #IE i
(FxF7EyELT | e sy & 17 T ARRES0% ML HE
2omg) 7u - AL .
=Rk, =Rk e .
e B 4. SHRER I3 H R
1 g #uun“ ) v FLAEACHTH A%gﬂﬁ
e DINY 7S AN Sl 7/N L= 7K Bl
) .. e | RENY Fy Sy a— . .
JCU7?D ETT ey OV Br oA, ATT) VY 6. HEARUHE
B P e Tt EH. BAICIE 7 ZF T ¥ E LC L H25mg, 1 H 2
100mg) ;75511; BALT 8 v NI 3mE ) FEG2Mm L. BEOKREIZE L TEA
= fk#

© @




IR 4. . 1 H#5E13150~600mgs L. 2
A 3 BN TR OG- 5,

B, FHEIER - ERICE D EEEBT 5, 2720,
1 H&E & LT7h0mgsBriznwz b,

AAERVCHEBICEAET 2158

AP RERE E R I AR (B2 1 [M25mg 1 H 1 [H)
oG ERB L. 1 H¥EEIE%225~50mgll§ 5 7% &
BEORBEZBIZEL 2o EE IS T2 &, [9.3.
16.6.1 =]

2EEE I, e Bz 1 M25megl H1E) 225
w5 EmMB L. 1 HEEREY25~50mgll§ 5 & & EH
OREBEZHE L 2P EEICHES T4 &, [9.8.
16.6.2 M ]

BELRERNEE
ARFOHEGIZEY . FLOIMBEED LF3H 5 PR
P b7 K= A, HERESIES O a2 808
HEDTENHDHOT, ARG P, MAEE ORI
ERINE. . LR, HIREOBIZ L 15712479 2
FEIC, mIAE. ARG EOMERF O ERN T %A 3 5 8
FHCE, mAEMSS LR L, ARBRREZ 20 E s &
LBENDH DL, [1.1, 1.2, 8.3, 9.1.5, 11.1.1 ]
2 AFIOPEGIZ L) AKIERD SN I EDH LD
Ty RFEPEG- L, D& BRI BT, Rk, @I,
Ak ESEORIMMBERERIEE TS & & b1, M HE
OMESEOBIE Y 15712479 2 Lo [8.3, 11.1.2 ]
SBAEBOFGIZE L, 5 Lo ERE8. 1K U8 .20 FEIE
RADREBTABENH D%, BERFZFDOREEC
TACHEE L SR (8. £k, IR, BIRSE) .
iR (B, BEk. BT, Rk, @R, &=
R \EEL, S0 X)) RERYED S b Y
A2k, EBIcEG e R L, EMiozgrxir b L.
RES L L, [1.1. 1.2, 8.1, 8.2, 9.1.5, 11.1.1,
11.1.2 8]

ARKNOY I X W EREENARTZEPHLDT, B
WCEE L, I oOBEDS D 5 b N72GA 1L, EHRE,
EEESEOBY 2 MEEZIT) 2 &,

S ARFNE, BRIIEBEBG N SRS R AR 232
EDHLEDT, B L BA, O FWEDOMIMAEREIRA
HEbLNHEIITEES., SR NELZIT) 2 L,
[9.1.1. 9.8 =]

B AFNTE L L THRRMRERIIERT 2700, IR F
B - E£T) - RETEEIREN SO TR 5 2 &
H5HOT, RKFEFG o BEIE H B OEiE S fE R
PR OBEICHEE SRV E I IEET LI L,
T RTEEEEDP SO0 B2 OB, FEIRANE LS 5 1]
BEEAH 5 O TEIE % T 34TV R S S RNEERE O H &
O LoD, REEZIFAICHET LI ENLEE L,
F 7o, SEIROEALDEZD S N A 21k, o i
WY DR B EHEY R MEZIT) 2k
BHEGEOEMBE L W LEGORIIZE ) AR,
L R, TR RSO BERERY D S b b 2
ENH D B EPILT LA, BAICEET S
 SHEEIITY) L,

O EERERE ., BB DD S b 2B L DT,
MEREEAT) 2 &, B2 1514w, BE 25500
SN7HAII3 G 2 k9 5 % S R ALE E 1T
Z &, [11.1.6 48]

&

9.1.6 REPIKRE.

IBENERERTHIEEICHT IR
9.1 A - IEEEDH 2 8E
9.1.1.0 - MERE. HOERE, EMEXIEZH 505

WO HBEE
RGN —BEOMERTE DS bNE I ENH 5,
[8.5. 9.8 K]

9.1.2 TAPAZEDEEMKRE. XIEZh5DBREEDH

3EE
REMELERTSIELBLNDDH 5,

91 3FRERNIZZDEEEED H 5 EE, ERMEQTLER

IERRFDEE
QTHEHIER Y 2 W REED H 5o [10.2 ZH]

1A BREHORERUVBHZERERT 2EE

FERZEALSE L BENDDH 5,

A S HERROREE. SMHESH 5 I3 BEEDIERRKD

EREFERTIEE

(1.1, 1.2, 8.1, 8.3, 11.1.1 ]

REBARR, BB, BIKREBZFDRERETF
EHTHEE

FiiZERE . FRARIMARAE RS O MR FERRIE D S STV b,
[11.1.10 =]

SRS EE

AFIFFREIC LV RBE N L0, 2) T TV A
P L, MBETREN EAT L5205 5, [7.1.
16.6.1 2]

9.5 ithw

g ST HEAR L T 2 RO & 5 PEicid, EH b
DFE DML B2 &I SN D56 120 A
55528, BWER (7 PRETHF) THhREA
DBATHHE SN TV D, F 72, HARBHNIPUR
G- EN TV L E, FERICHILRES ., EiR, ¥
Wb, IR BRI, Bk O BEBUE R R
HEAINEIEIRD D S b7z L OWEDD %o

.6 =3

TR LEOFRUEROCILREOFRIEEZZE L. &Il
DR INEH L ZBET§ 5 2 &0 & P TRIAHRARAT
TAHIEPHE SN T A,

TNRE

INBEEER R E LA a2 iR e L2
IREABRIL TN L T v,

8 EnE

FEEWE I ERTIZZFTE VORI Y T T ¥ AH
30~50% Mk < . AUCIZFILSMETH 0. E\vo ME g g
DT A EM DO SN T WD, F 72, MR R
BRIZB W CIEE RS & el L, R MK E o FE B
DN AE AR SN TW5b, [7.2. 8.5, 9.1.1,
16.6.2 =]

10. 8 EEH

KA ORI BG9 5 £ 2 PAS0REF 1ZCYP3A4T H %0
[16.4.1Z:H]

10.1 FAEZS (FHELEVC L)
EHNE BEARAETR - 3515 R - KT
TRLFY Y 7 EVFY YO %@ | 7 L) VIikT FL
(TH74 5%y —| &%, BERMERTEE | F) o 1i8tta, -3

DR,
RIS
RERRD L (W

CFIENH L, HEORHHTHY |
KHN D a2 B

ERIZE Y, p-%H

RERREHC R koM ER A ER: &
A k() 0 MERET IR
(F23Y) HiEEhs,

(2.3, 13.2 ]




10.

*

11
11

2HAEE (BRICEETEZ L)

A HERAE - 57 B - bl T
AR pRE AR 1 AR e 2N T | DR 2
Tha—)l LIENHLDT, LD | 2T eWHbH,
BEOIERL BRI
BELERIRGTAIL,
CYPSA4THEIEM % | AAOIERAWIGT 5 2 L | AAOEERAHEERT
BT BEHT Wb, % 5CYP3A4D |
RN ISV VDN
HIWNTEY Y YANEINT A LA
INADESY = Hb,
LN
VA A
67158
SV CYPSAAMESE | RFIOTER 2 30T 5 B | RF O FEAHEEER T
HaHT 53R NiHH0T, HrnEE | HAHCYPIALE 3 C I

EFH700, mEEHR
BEA* L A5 5 AT
Hhbo

ANTaFT =) | OIERROBAEIEE L,
S\ AHEBET AR ELTHE
BEBRS5THIL,

BRI & ) ARH D e i
EAREEE ), QTHE
PIEETHBEINDH 5,

(16.7.2 ZH]

CYP3A4MESEH %
BT HEA
T)Aaa~vAf sy

A

AAOERZHERTL28%
NBH50T, HrnEL
OFERROBAMEIEE L.
BEIEGTHT L,

KEOFERHBEET
HAHCYP3A4R HET
Lz, MR
FRTAMEEYH L,

QTEE#RZTI L
ST A EH
[9.1.3 3]

QTEEFHHbNLBEL
nHH5,

BRI LY QTIERAE
FiAHmE 5T 5
BEWhH 5,

TRUVF) v ERE | BEERMER T 2RSS | T FLFY VT FL
FHREA ENb D, FU U EEE . -
VALY T ZEEOTHATH
LFy Yy D, KHO ¢-2HHE

ERERICE Y, 8-
ZEROMB R E
ezl mERTE
JinHmI s BT

Phb,

) IS OFERZ G HIET 23561213, AAOEE LT L 2
ENB Do

-EIfEH

ROBEWEH RS S bND I ENHDHDT, BHEL 57
ATV, BREDPRD NG EI3KG 2 hIET 5 %
EHEYRMEZIT) T Lo

A EXRLEIFA
A1 SIKE. WERRMET T Y R =2 X BERREEE

(W3 SHEEARHT)

RCICEL R EOBMN LR EZEDLIEDNHHD
T, MEEHEOWNER, e, Lk, ZIR, HIRFOH
K ToliAre, BEFRoonailil, k5%
kL, A 220 YA OG- 247) = &, @Y 2L
BExITH) T &, [1.1, 1.2, 2.5, 8.1, 8.3, 9.1.5 &}i]

A2fKIMAE CHEEAD)

B &, R, wir IR, MR, EREESOK

MHESEIRAYER D b 72 a11d, &G 2Pk L@y 2
WiE =479 Z &, [8.2, 8.3 %]

1.3 EMSEIERE (Syndrome malin) (02%)

11
11

MEEARER, SREEDF IR, WET AEE, SR, 1M OZH),

EHEPREB L, TR0 EDODEEHANBALNLY;

Hid, BEEHIEL, REHL, KOoMRSEoSgEM
EEBDICHY R E LT Lo RIEREREIZIZ, H
MERDEEINRLCKD AR ASNDL Z ENL L, T2,
I TR VIREE) BRERTAALNS Z L2
o

B, WEDEER L. ik, MR EE, J55RE.
BERHER, BB EEANEBIT L, BT L 2623
ENTW5,

LA KRR RAAREE  (HEEAH)

e, B, CKEH., M KRB I+ 7oe s
EREPFOSNIGE GRS 2Rl L, @Y
BEITH T Lo MAUHRIRAE S & 2 2B EE O RIE
ICHEET LI &,

.5 % (A
1.6 ERERIRE. BMERD (W3S HEAN)

(8.9 2]

.7 FFRERR S, BE (WIS HEAY])

AST. ALT. y-GTP. AI-P® 575 % 1) R aER &,
HHEBHEDONDE ZEDVDH 5B,

A8 RREMEA Ly X (BHEEAH)

PR (AR, B - EH, 2 LW, JEE
DI D\ LR N B NE O 9 - #EOGER)
L. REMEA LY ACBITT A EDHLHDT,
W E RN S b b 7oA E, AT 5% L

W) R MEEAT) S Lo

A.9BRMECZIXx2TT (09%)

HEEFEOAREEES D 5 b, G-k b Fife
TLILENH D,

110 BREZRARTE. AREBBEARMASE (V974 & BEAT])

Pl SEARE . BRIV E 45 0 MR ZERE 2SR S LT
0T, BYII. . MU OER. FEENRO S
NHEE, #5235 % EEY) R LE %479
Z &, [9.1.6 2]

.11 hEMREIEFERIERAE (Toxic Epidermal Necrolysis:

TEN). KEFEREIREE (Stevens-JohnsonfE&ES) .
ZRHATBE (W30 SEEANE)

2 ZDOEIEA
5%PE | 1~5 %kl 1 % Fii N
i | AR (193 KR0S, | HAFRERS, B
Ed %)\ 5l BRME, Sk, AR, VAL A
Bk, R M, FROBE| Ly 7 AR, &
(14.2%) b, VEF=Tok, |8 EEDEE, 8
NN BAEARRE, W, |E, BREE, B
BHIv L BERE, H|BTE, ERE B
B, MEES, [, SR Vofk
BIRRIG, 3EE, | T, TAR, BE
BUTRET T b
A, KR, B8
) O¥, MEE, HE)
18, BB
BRI | 7 Y YT WAL FHE| VA b =7 WRERE | BB, SR
R (RS, | RS, RN | R B, N—F Yy
e 18 RfTHE, JERRE
VAFAVT,
W FEE
ki3 Tk Bk D FmERESE . S8
BRbghE, A, o
IR
%R | IR 7 I IR B | AR, BE O
VOO, | IR, AEAR, 2o |ERQTIR
LERRE




5%ME | 1~5%Kik 1 %A AN
il |ASTLEARPLR - [ CUVE VI | R
ALTE5.|GTP LS
LDH 5
WP 23 TN, Bk W, S
AL R | L AT | T AHOTE, TR, 18 | S, HERE
iR T T EARR |, i, EEE,
W, B, 5
BT, B
% B, AP
fit BEALROSHEE  (§56. #Ek
Rifb- W E7o7 | @3V AT | BREER, FRE| TR, W, K
MW |7 F VI o - VIE |RE, BIRIE, | N AE,
JE. Tok EA) A, | K, S,
b A TSH# 4, TSH
XN A
1) FIE, BR
BRI | JRAE B
FTa8%, itk
HYE
Wi %5 T 7 ) #E
it
WIREA PERREE, HRRIN | e, SR
B REEE KRR, | B A Y RTVA,
BUNEH IR, BB, R
EEl i
oM [ERE (DM, ST B8, KE |FIEE, S50
BIE. |RERN | WA, MR, A, e, Ak
CK L5 W TR, LU 5, B, BT
W, B, | HE, BIE,
TE. 13TY . o | W B EE,
i, EALRIS,
W\EIME, Bok
£ REHE
B, WEE. ¥4
BEBIE I (VR
L B T,
W), 08, [\
T T B,
BATEHE, BAK
T\ KR,
I Hisi

13.:88k5

13.

13.

1 IR

FEAERIIMEIR, IR, BRLEFTH 5,
FAUCERE, SECICELERAIRE SN TV,

20E

RIME DILE Z AT

Ba. TRLF >,

[NZAR

YA RHN D a2 B AERER IS &) RifLE %
BALSELWRMENSH LD THREG LW &,
[2.3. 10.1 /]

14 ERLEDEE
1 R DR

14.

PTPOEEDHEAIIPTPY — F 600 L TIRH
T5HEHIREST L L, PTPY— bOEKICL Y,
RS ER A L, Il e B
LRI REOEE LR AIHEZ T A2 &
Wb

15.
15.
15.

15.

k%15

15.
15.

15.

16

16.
16.

ZDMMDEE

1 BER(ERICED 1B

1 KAFN & B EER . REAHOZERIE D s
SNTn5b,

1.2 ENEERRERIZ B W T, KH & HEABESAR
o LmEE, WIS EE P HmE SN T 5,
F70, HERICHW A ER G312 B VT,
SEEFEESRE SN TS,

AL HLETEN S N AERE 2R E L

1TORERRERIZ BT, AR % &I
MR G 77 B RS IR L TR TR
MBL6~1L7fEE P o2 L OWMERH B, T2, 4
E TOEFHEIZB VT, ERPUERSE D JEE
BIFURE A EE & AR ICE TR0 RIS 5 &
DOMEDND 5o

2 JEREERRER I D < 1H2R

2.1 4 X CTEMHAKE (100mg/kg/H % 6 L U124
AR #5112 Xh, gL 2A57a— VaiHE
12X 5 EEZ 5N ZARBANEDTED 5z,
L2L. A=2 A%N (Fek225mg/kg/ H % 563
M) BT ->wmICHES LT HARIZRED 5L
Lholze iz BRHRBRICBWTL., KA L
L7 AFIREIXRRO SN o T,

2.2 7 v 2240 ARG U 7258 AR B
2BV, 20mg/kg/ H Ll LD DF 55 TFLER
JEHOFEHBE O L HAPHRE SN TV L, Ih
OEHOFRIE, FomEIcBwTTus 75
PR L R E LCHE SR Tw AT, b
TIETa T 7 F VIBED LA & EE RO B
IFHHRE I STV Ry,

EMEE

1 MARE
1.1 RiE#®RE (SRR S R

(1) #HAELMELEIC, ZF 7YY % 1 EHRE25~100mg?

HIPHCHINE L C1H 2 BKERHEYS L7z, 100mgd =
T 7RSS L -t olideh 7 =7 7 E VR L O
BRI ST X — S ML ROFEL1IDEBY TH LY,
Il Cld. &GH268F M A IS R mAE g g (1
397ng/mL) ZE L7z, MEEF2LL0 7 TF 7 ¥ 2 Ok
R CTH D ERENE35K CH o 720 [16.6.2 BR]
M1 SadMEEEIcs TF7 ¥ 2 100me% 1 H 2 B
B 7 TF 7 U v iR

(Pl + BREERGE, FEEinE  n=12. &iH#E n=11)

(ng/mL)

500
it
*;'E* 400 —o— wlkk
i —o— JEmiind
F 300
7
<
200
i

100 /

|
12(h)



(2

16.
SRR ABFIZ 7 257 € 2 20me% R 1HS L7z

16

16.
16.

#1 WMEIHESRE I ZF 7 Er100meg#% 1 H 2 [AIKEHKRS
FFOBEYENRE/ ST A — ¥

7 N Cmax Tmax AUCo-12n tiz CL/F
(ng/mL) (h) (ug-h/mL) (h) (L/h)
et | 12 | 397+57 | 26+07 | 169+0.19 | 3502 | 67.1+7.1
ke | 11| 483+96 | 29+03 | 259+054 | 36+0.3 | 50.9%6.7
CPIfH = BiERE)

) HEIAMAERTIERE s 2 F 7 ¥ 0% 1 &5~
250mg D FEFH T L-C 1 H 3 AR %S L7z 11
JH&E %75mg. 150mgM 0°250mg& L7z & & DERIREICB
FAEYENRENRT A —FIZEK20EB) TH D, MEEF S
IFT7 Y VREETHEICRALTHEINL., BLEERo s
Nanrolzs

#2 MENHEGERESRE I 7T E % 1 H 3 HKERS

L7:& EOEFIRBIZBIT 23 BIHE/ S A — %

e " Cmax Tmax AUCo-sn tiz CL/F
(ng/mL) (h)” (ug-h/mL)| () (L/h)

75mg tid % | 277+ 54| 10(05-30) | 107019 [27+01" | 8912
7 |294% 41] 10(05-30) | 120017 |34+03" | 86=16

150mg tid 55 1625+ 121 | 10(05-40) | 230+033 {30%03"| 7810
I |572% 63| 15(05-40) | 241034 [44+08” | 73= 8

250mg tid 51778108 15(05-4.0) | 338%046 5.810.3‘: 87+10
4 |879= 72| 15(1.0-30) | 408=053 |66+08" | 72= 9

CPagfi + BERZE, n=11~13)
a) ML (). b) 5k 3 ~ SO, o) #AAH Ol

A2 BERE (MRRSREE)

R AB T2y TF 7 ¥ v 25me#k HHE %S L7 &

XOIYFRENT A —F 1ZEIDEBYTH DY,

£3 WERACY ZF T Y Bmegk HEHT Lz E X0y
BJHE/INT A — ¥

Cmax Tmax AUCo-2un tiz
(ng/mL) (h) (ng*h/mL) (h)
65.29 +31.43 072+019 1720+771 2.88+059
(CF¥gfHE = R, n=38)
2 RIR

I XFTECORAREERFTH), 7 ZFTECD
Cmax e WAUCIZ ST 5 BHOPE XD b Nz o T,
(eI G0 T — %)

3R

v MIBERIZBIT 5 7 TF 7 ¥V ORABARII’0% T
& -7 (in vitro) o

At
40T T GEMOBKCEERIC /B R,  x

F7 ¥ ORI S $ 5 £ 7 P450REF1ZCYP3A4TH -
7% (in vitro) o [10. Z:H]

4.2 & IS o EEAAH I3 B BEEE 2R &

.5)
>727,

4.3 In vitroidBRIZ BT REAUR L O IZCYPLA2,

CYP2C9. CYP2C19. CYP2D6 K (*CYP3A4{H 2% L T
FIGHEMEH 2R L7225, & b TSR 01055 1L
FORETALNDLENTH Y . EWHILIEMOER 2R
B35 5DTIEEWEE 2 5NV,

5 HEit

L2 A REANORZAEROPEIFIIH G ED 1 %FKi T
b7 GEAGHOT—5)

5.2 SNEL RS R IE B IR y T T L R R

L& Zah, REOFERAORGREREIR L 2 2k
Ha0728% K U202% Tl o720 72, REFHUFHARC 5
D5 KEAEDEEIT 1 %Kil TH > 72" GRS
F—%)

EENEREATIEE

6.1 FFHEEEREE B E

R EHEE (7L o — VHEFRZE) o F T
25mgk B %G L2 A, 7 ZFT7 ¥ Y OCmax i
AUCInfIZ R A & 0 b8 < (F1565) . tuald R A
0L E,o7 (WL8HY WHEAT— %) (GEHlfk 5
nF—%) [7.1. 9.3 &)

4 HHEATHERER SR E I T 7 ¥ v 25mek HIAERS L
Tob DY TRE/ST X — 5
B Cmax Tmax

AUCinf ti2 CL/F
(ng/mL) (h)” (ug-h/mL) | (h) (L/h)

FFHRERE £ B % | 785+ 144| 1.0(05-15) [0.386=0.077|55+1.0(79.4=10.7
fERERC AN 530+ 35| 1.25(06-30) |0.248+0.020|3.1+02| 105+8
a) ol (R (P35fl = E#E%E, n=8)
16.6.2 =&
ERE I BT A SRR IS L ) b CHER L.
B E DAUC 1 (F39259ug-h/mL) (3IEEEE (P
169ug-h/mL) DHL5HBTH -7, [7.2.9.8.16.1.1% F7]
16.7 LYHEEER
16.7.1 7z = b1 > (CYP3AZEEH)
WENIZBT S 7 == M VBERESHICB VT, KHlO
B2 0752 A 58N L. Cmax & (FAUCIZ Z
NZN66% K U80%IET L7, [10.2 2]
16.7.2 4 h3F Y —JL (CYP3ADIR\EEHI)
FEE I FEWCYP3A4LEHRICTH A7 b aF v —)v (B
HloEINRIETE) 2 ERELGLZEE 2ZFTEYD
Cmax } (NAUCIE 2 N2 N 5 03,3545 1 U6.22(5 T d
5727, [10.2 2]

17 . BRERRRHE

171 8DEROZREMEICET 258

1711 ERENHE-_EG/4IEERE (»Hax) K—Jb)
MAITIERELIB 2R E LTy FT7 ¥ OEME
B EHEIZOWTAERY) F= )V EBICSHiR _EE
WA 2 1T > 720 R GIMIE 8 AL Lz, T OHEE,
GRS T 2 fRIE & L ogE R s —F 7 ¥ U BE381%
(37/971) . /" ~) F—)LEE258% (24/9361) TH Y. [
Sk (JESME) DSHEE S o, BIERORHEIZ s 2577
Y U H67.0% (67/10061) /1) F— L #E82.5% (80/9741)
THY) ., KHEFGHTHEIE 272 (p=0014), AHIH
BB 5 ERBEIE, AHRGE218 (21.0%) . MEHIR19
Bl (190%). HBEKI5F (15.0%). M EEUE14F] (14.0
%) 1261 (120%). A21061 (100%) . HFIHE10H]
(100%) T -7

171 2EBRENE_SEREERR (EH773)
WAEITEBREIBIFI 20 RE LTy ZF 7 ¥ DR
KOLEWIZOWTET 7T 3 v 2RISRk EEM
21T - 70 HGWEIE 8B E Lz Z0ME., i
MERUEEEFREL LSRRI 2 F 7 € U #372%
(32/86f8) . EH 77 3 »H288% (23/80f5]) TH Y. [l
Sk (JESME) DHGE S Nz BIEMOHERIE s =577
YU #61.1% (55/9061). B 75 3 L #E-8L1% (73/90f1)
THY ., KELGHECTERIE 2 o7z (p=0004), AFHFx
GHECBT 2 F2EIERE. EBBeE226 (244%) . AN
IEAELI9B (21.1%). AZe1761 (189%). © F w116 (122
%) R0 (11.1%). fEEEE1060 (11.1%). #EJIHEL0
B (111%). 7H¥ I 7961 (100%) ThorzVs

17.1.3 ENE 48— AR R PR B%
OB B W CER R & hd o7z GREHHUE)
WA JRIERE320 2 R R & L, ARhE K OV & e
THIERAME LA — 7 B E L 7o, %
GWIEIZ 8L Lo ZOME, miteittEEx IgE L
L 72203513409 % (9/2261) T o 720 BIEH OB
13469% (15/3281) Td o720 ELRFIERIZ. AHIE 8 1
(2509%) . FSEEGE 781 (21.9%). A% 56 (156%)
Rk 3B (94%) THo7:%,

18. FEhEETE

18.1 fEF#R
RAEDIEHLAYEEL R8I YDy BRI LTk b =
U5-HTo St BRI T A mw 2 &, RO~ D%
BRI L CHIMMEASH 2L THD ., TNOHERICE
FAEHICESLTWwL0LEEZLNTWVEY,

18.2 S EAEFRFME
F v MNHEE 23T, RS YDk UDo AR,
o b= U5-HT R US-HTZ AR, A5 3 VHS AR,
7 KL+ Y a B e BRI L CHAME 2 R L7225,



KANY VEEERPRY VI TEE SEEICR L TRIZE A
EHHMEZRE L ole T2 PN VDZHEEICHL T, &
O b = U 5-HTyS BRI 3 2 BRI E A o 72 (i vitro) o

18.3 RK/XI > RU+tO b= L SRMAHEHIER
FSI U EBIEO T RENV LRIV FERLATE) () 2 Lo
FHRIS, ¥ A X LA #EE) K Ok E) ook n b=
EENEEO XNV U CHER LATE (T FEIRD EH) 2. M
E,H(T‘E/ TLU%I f\13)14)

18. 4 SRS BB RIS T 2 1EH

18.4.1 & N TOERA
A RTHERE 2 R E LW O 75 R B S EGK
BRIZBWT, HARIREEORBBEE IIE, 7RG HEED
MICHEBERETROLP-o 72,

wAzﬁ%fwﬁm
FNWVICBTLEVAN=TEREARTI v MZBIFA2H S LT
— R, NaR) F=ViZlXTEE»r o720 v P TOE
LA RER Tl RS LI 2 EH 2 7R L. #ERYL S
JER & OBEDSSR W E SN D BEMEARIIT L UMERH 2R S
Loz,

18.56MEEFTOT 7 F T 21EH

18.5.1 &£ h COERA
A RIERE 2 R E LD 75 2RI EE BB
BRlZBWT, 707 F EEIE,. 7R ESHEOMICAE
ELRERBDL NS,

18.5.2 & COIEMA
Ty MIBWT, [MiEh 75 7 F VEE#ERIE N TR F—)1
R BHEN R LR RRE R h o2,

19. B ICET 22N R
—fg4 7 TF T Y 7= VYR (Quetiapine Fumarate)
b4 2-[2-(4-Dibenzolb, f1[1, 4] thiazepin—11-ylpiperazin-1-
yl) ethoxylethanol hemifumarate

L S
(\N/\/O\/\OH
( 2 % . HOQC/\/COZH
2
53 F3 0 (CaHasN30,9) 2 + CiHLO4
5F

1 883.09
BT I174C ()
SEURE: 1-F 2 % 7 —v/KR)

pH30 0.35

pH5.0 30.85

pH7.0 389.70
M R 7 F T TRIVEBEROEOREKETH L, A ) —
VIZRREITIZ L, AiET g 7 — )b (995) 12T
124w,

22 .34
(0% T IL25mgsE)
10088 (104 x10). 5004 (104 x50). 100088 (/NF)
(3@ % TIL100mgsE)
10088 (108 x10). 5008 (108 x50). 100088 (»NF)
(0O T IL200mgsE)
10088 (108 x10). 50088 (/NF)
(0O T ILH¥I50%)
100g (H2EEHIAD )

23. FE Xk
1) Vonderhaar, BK. : Pharmacol. Ther. 1998; 79 (2)
[R-032261]
2) T AT YR HEREER A
HE 4 — 7 2B (DIR000065)
3) fhEREE RO - S EyEE

1 169-178
SHAERE - H RS

(DIR040001)

4) TANZELHEAANEER e g &P S (DIR000050)
5) TAMZEAHEAENEE v MFI 70y — 2 - (U

(DIR000054)

6) FEEHE b  BRREEM 1999 27 (1) 1 101-144 [SEQ-00080]

7) T ANTERAEAEPVER A S R - PRl
(DIR000051)

8) 7 A NI EAAMMIVER | HMTE S B - SREhRE
(DIR000049)

9) TANTEAAEEER  EYHESER (DIR000055)

10) AFIREHE A« B RS HSER 20015 4 (1) © 127-155
[SEQ-00200]

11) TEselE At - BRPRIESE 20005 16 (12) : 1807-1842
[SEQ-00210]

12) wAiEHAME B © BRR
[SEQ-00044]

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

14) 7A€ AEEER T v b - SEEER (DIR000047)

24 . XEFEKER UBWE L EE
T AT T ABIMASH ATA ANV T A=V arkr s —
T103-8411 HEHH X HAMEAR 2 THSHF 15
7)) =% 47V 0120-189-371

26 BUEIREEE S

26.1 ﬂ%ﬂﬁz _ ‘
PATIARENRASH
SRR OABAN2 T B %12

26.2 2%
®: PANSER NI —TOEFEETT,
© AstraZeneca 2018

AstraZeneca

FEHHSEEL 1999; 2 (6) : 653-668

AsV
SEQ31104231



