* % 20264F9 A ET (EE5H) AAEEEL I EES
* 20252 AET (4R 871179
BEE | RIREE ERES R
HEAR : 3 $ 25mg | 22400AMX01223000| 2012 £ 12 A
$ 100mg| 22400AMX01224000| 2012 % 12 B
$ 200mg| 22400AMX01225000| 2012 %€ 12 B
pikEtmEl
BAERS JIF7EY IIVERIESE
7 o‘
DIFIrE>$25mg UG
[+
ﬁ ‘
DI F7E 2 3100mg [JG)
- O~
DIFVE 2 3:200mg UG
\ Quetiapine Tablets
B, A EE Y
) - BRSNS EIC L O ERT S &
. 3.2 BEIOMER
=0 é‘ 1
1.1 BLLMBED LR S, WREMS N7y K- R, 8 s | @Al | AEokEs-mE | PO
RRENLSESOEAGIERNREL. RECEZBEHS =% »E WG
30T, ARUFSHE, MBEONESORRETHICTS S
Té&o[1.20 2.5, 8.1, 8.3, 9.1.5, 11.1.1 8] srrreviloraos| @ (@) = |
1.2 BEIEBE ST, 550 U LEBHERNRIRT 3188 25mg 1G] |4 hha—| __Jeed
N$H3T %, BERVZORKICTHICHAL, 08, % Favos| BE B =
B, ZR. EREOREISIEL. TOLSBERNHSD 6.lmm  29mm  93mg
NEBESICE. BSICESZDERL. EMDZRZZ(T5 & ESE] L] Al
5. EETBTE (1.1, 8.1, 8.3, 9.1.5, 11.1.1 BE] 59
TIFTEUEE @71»5 = 1G C42
100mg [JGI I=F 4
2. 22 (ROBEIICIEFRS LBV L) 7SE X3 & ik
2.1 BEREORE [BEREZELSIELBENIHS,] 8.6mm  4.0mm  254mg
2.2 ALY — LEREGZ O PIRSRINE R OBV EET xE 2 BE A&
IChHEE [FHIRMEIIFIERSERENS.]
2.3 7 ELF YL RREFORE (FFLF IV ETF T4 T prgy s g BEOT 1 =
F 3 — OREAR. SRS 3 BERES L <1E 200mg 1161|027 JG 43
(EERFBLCERT 23582k <) [10.1, 13.2 BH#] ’ HE B =8
2.4 KAIORS I UBEEEOBEEED H 5 B Ilimm 55mm  507mg
2.5 BREOEE . BREOBEEOH 2B (1.1, 11.1.1
RHE] 4. FHEENX (IR
MEKARE
3. HERE - MR 6. FiERURHE
3.1 Rk : EE. RAIEZTF 7YY E LT 1 25mg. 1 H2 Y& 3
Wi ﬁ%ﬁg R &GS 2MG L. BEOREBICSUTHY ICHET 2, @
- — - - . 1 HRS®IE 150~600mg & L. 2 XU& 3 |51 THED
;&ﬁg*ﬂﬁggﬁmfﬁggﬁ BET 5, aH. RERIZER ERICEVEEMET 5.
~ FHEH — AN N = > -
HE 7257 |7)a LB oa. b rae L. 1 HEELT750mg #BAL N &,
JIFTEVEEY 7 v ILEBIE |[YFuEltla—2Z, TEANY s = —EEs syme
25mg []Gl 28.78mg (VTF T |V ATTYUVEEYTRITAL, b 7. Fﬁ’ﬁxigﬁﬁf%“ﬁa’?jéj\if 1309 .
S22 ahe Zsmg) 7°U)(U*‘7\\ <71 3—)L6000. 7.1 H%ﬁbl‘%mu_n%c\—ti\ /% (&JZ.LI 1 IE]ZSmgl E 1 E) 7’3
BiLF 5>, "Bk, Bo=— SEEXMEAL. 1 HHEIES 25~50mg 103 574 L BHEOR
Btk HLFvsEY REABBE LAY SEBIRET ST L. (9.3, 16.6.1 BHE]
SEAR, ) BAEAL S L 7.2 Bk, SR (Flx12 1 E25mgl H1E) »5#5%
AR yxyye M BEELECR T B L. | HHERIEZ 25~50mg 109 5 % CEE DR % Bl
sxzreoml” 77 Ve | oo el g T Lo EEICHRET 52 &, [9.8, 16.6.2 BH]
13mg (75| - . N
100mg [JGJ > v e Lol 2577V /@772\\/T7L\\ 1 8. EEREANTE
100mg) AR o000 8.1 AAIOREIC LY, FELLIMBED LR2 S, BREES |
FrNay 7Y R=Y A, BREESESOMGHN BB E2/-EH2 LN
FUEAAI. ) VEKEN LD YL H5HDT, Kﬁ”?ﬁ’%‘—-cp/@l: Eﬂﬂ%ﬂﬁ@@ﬂﬁj’ﬂ@\ %ﬁk\ Z IR\
HE ZIF7YEKiM. EEtra—2, Fr7 FREOBELZ+DITTO T &, B, S, EmESOER
prgpeog s 7 Y VEE (\JUI-LEF UYL, EROR ROEBRT2ET 2BETIE. MEHELS EE L. RENRER
200mg NG |230:26mg (77| ¥TuELLLA—A, FEALY AMICELSEEBENSH 5. [1.1. 1.2, 8.3, 9.1.5,
& TV Y EL TV AFFUVBYTIYTA, b 11 2
200mg) FaAu—2A, 7v7a3—L 6000, S o . o
B(LF2 2. ALFaay 8.2 AFNDBEICLD ., BRIENHSDONEZIENHHDT, K

ARG HIE, AR, BRE. Wi, R, @R, SREEE



DORMBEERICERT AL LB, MBEOREEDEHE 2+
FITATH T &6 [8.30 11.1.2 2]

8.3 XAIDHEICE L, H5» U L 8.1 KU 8.2 DEWERD
HRETHHEP DB L%, BERTZOFRBKEICHIICHAL,
SIEER (OB, 28 2R, SHRSE). EmEER (KD
B BER. BT, IR, ER. EEES) CEEL. o
EOBIERDS DS bNBEITZ, BEbICHRS2H L. ELf

BEEZIAHED, BHEHI AL (1.1, 1.2, 8.1, 8.2,
9.1.5. 11.1.1, 11.1.2 ]

8.4 RAIDEESICK D AEHMERKT ZENHHDT, BmICHE
BEL. ERO#ESD S bNIBEIE. BFEE. EHEES
OFEY) 2 MEEITH T &

5 OARFNE, BIOAERBICESIEERLEEREC T 2 &P
HDT, MEL 5H, OEFVWEDORIMEERY S 6 bN-5E
IIZHES, BUALEZITY 2 &, [9.1.1. 9.8 &E]

6 RENEFEE U CHBHRERICERT 2720, IR EES -
Ehf - REWEBENEOR TP A ENHEHD T KA
BEHOBEICITEESEOEREEEZ LS B ORIEICES
SHLWEDIIFETHI L,

7 BHAEE > S O 0B A O, BHERS BT A RS
HHOTEHEZTHTVW AN SEHABEOMAEZES LoD,
KERIRRIHEET S ENEE L, /2. EROBE(LHE
OO NIZFEITIE, MMOBEE IV B R 572 EET) 2 0LE %
THT &,

8.8 MEEBDAMAZBL LW LESOHIEICKD ., REE, B,
. T, BMZEOBBERSH 5 bbb 5. &S
EHIET AIFEHICIE, BRAICEET 2R EEEITHZ &,

8.9 EEKIEKIE. AMIRKEDAHSEbNAB ENHHD T, MK
BWEZTI 5L, BEZ 7TV BEEIPROLSNIHEIC
385 % dIET 5 7k ST 0E & [11.1.6 ]

9. BEDESEFITZEEICAT IR

9.1 SHE - BIEEZEDH I EE

9.1.1 i - MEHRE. RiMMEBEEE. EKOEXIFZNSDELDH
BEE
BENHIC—BEOMERTAHS5bNEI EFH 5, (8.5,
9.8 8]

9.1.2 TAhHAZEDEEMKRE. NEINSOBREEDHDES
EEREEZRRSELBENTH 5,

9.1.3 TERRITZDEHEFEDSH 3 BHE. KX QT EREIRE
NEE
QT MEHNIERET AN D 5, [10.2 SHE]

9.1.4 BRTRDOBEFNUERIEZEIHES
ERZENSELBEINDH 5.

9.1.5 HERFEDRIEE. SIHEH 3L IEILEHEDIERRKRDOERRE
FrHEITDIEE
[1.1. 1.2, 8.1, 8.3, 11.1.1 =]

9.1.6 TENKEE. REABARR. . BRKIKEEOGRRFZEY
BEE
REERE., $#IROBESZEOMBREREISIRESN TV S,
[11.1.10 =]

9.3 FFigEEEEEE
AENZFEICHBICEDRBSI NS 2D, 20T 5V ANED L,
MEEFEEN ERTHZEDH 5, (7.1, 16.6.1 ]

9.5 1TF
R AIIEGR L C W A A[REE D b 2 ik Icid . 1B E oA
Dt EE 2 EHEF SN B HHICOARETHT &, B
EEB (Fv NRUYYF) TREANOBITFIRESN TV,
T WIRBHICTBHREI RS SN TWRIBE., HFERIC
HPLEE, (HE. FPREE. B8, HFEET. B8ESED
BERUE R P HEAABIER B D S bz E OMEDH 5,

9.6 FAT
WELOESRERUBARBEOARE2ZZE L. ZAOMKREY
k2 BET A&, B NTRIAFARITT A2 EpHES
ncTtwb,

9.7 VR
INRE AR E LB RUOR2ME ZBIE & U BRI
EML TR,

s -

152 &,

9.8 Sl

FEHEICHRT7ZFTEORAOZ YT T AN 30~
S0% < AUCIZK 1.5 THD . BOLIMEFIRE R
BEAEPRDSNT WD, Fio, WBIERRRAERICE W CESR
BB L, YR EO RIS E S EIMN T A EHA SR 5
NTWas, [7.2, 8.5, 9.1.1, 16.6.2 ]

10. HHE{ER

AHIORHBICBEE T 5 FE e PAS0 BEFR L CYP3A4 TH 5.

[16.4.1 k]

10.1 HAZER HALBWLI L)

HAIBE

BRAREIR - SEETT %

W - falEE T

7RLFY Y
(TF745Fv—0D
Baiam. IIERE
K12 BT % 13 i R
b U< ISEERREEIC
HRT 25 %2kR)
(R23Y)

[2.3, 13.2 ]

7RLFYUCOERZE
WEL S, EE L IR
TEEZTZIEND S,

TRLFUZETRL
FU U MEBE a. B-F
BRORFHITH O AR
Al D o5 B E W
AIc&D. B-ZBMED
FIERPSBALE 20
FERE TR RS
N5,

10.2 HAES (AL

CERTBRIL)

AL % HRAEIR - B AR W - fERET
AR A 1 A FRAR SRR R A A1 | BT 2 EER % 2
V= MBI BHIENDHDT | ZTIEND 5o
&% o BEDEREV
BEMEIERL, HEIC
535z L,
CYP3A4 FENEH % | KA OERAPEB T 5 | AAlO FERH#BER T
BY % EHE ZENDH B &5 CYP3A4 OFEIC
TJr=hAY BUINVN-[E A vl
ANNTEE Y AT 5 LD H
NV — VS %o
ELZEN
V77 oYy
%

[16.7.1 ]

i\ CYP3A4 FHEE
Mzad 2%H

A 5aFy—)
&

[16.7.2 %E]

AHIOER %R 5
BENDHAHDT. %
DEZFOERRURE
HICER L AR 2 HE
THRELTCHEEICE
5952,

BERIC & 0 AF o M
FRENSEBEELD,
QT BEIPIEET 55
FNDNH B,

KEOEERWERT
&5 CYP3A4 i@ < [H
ET 5720, MEEFEE
WERTHERED D
Do

CYP3A4 IHE(ER %
EEERSE 5
TYRATA TV

%

KREIOER% 8T 5
BENDHZHOT. A%
DEEHEDOERKVCBE
HICEEL, HEHICKRS
5L,

KA OEERWERT
»% CYP3A4 2HE Y
%7z, MEEFRED L
A BRSNS D 5o

QTEEZE T

QTEENH DN B

BRICED QT RS

ERHOENTWVD | BENIFH S, BT 2
FEH BENN DB,
(9.1.3 ]
TRLFY CEAEREMEBLMERTZEC |7 FLFY ET7 FL
JRERE TIEND D FUMEHE a. -7

JRAL YT RLF
yy

BEORHAITH Y K
Al D a-% B4R ERE
RIc&D. B-ZAEMEKD
RIBIERAPEAE 2D
MmEETER ERS
NeEBETINDH 5.

H) o OFEAEBREHRIET 2HEICE. FFOBEEL2ET S LN

HBo
11. Bl

ROBMERDPHSDOND I ENFHHD T, BEZT7ITITV,
REPROONTHEIIIREG2HIEY 5% EEY 2 LE 21T

oRupan
1.1 EXBEIER

11.1.1 R, WBRFES b7V R—V R, BRFESE (7

AR = Z N

HCWKEL EORGNZREREZ-EDIENHLHDT, IMKE
BEOHESL. M. 2. ZR, HREFOBEZT7ITTVL,



BEEPROoNGEICIE. #EEHILEL. 1R VBFO 5%l 1~ 5% 1 %Kit 4E EERBA
BEZ2TOHE B ZMEZITH T &, [1.1. 1.2, 2.5, 8.1, AST E R JJAI-P E R (U LE VIFHRERSE
8.3, 9.1.5 =Hg] FHig ALT E & .|y-GTP L& |I%E e
11.1.2 {EM¥E (5ERERER) LDH £57
BiARE, BEE. BT, R, EE. EREES0EnEER R = % B i B
BEDSNHBEITIL, BEEHIEUEYZABETFS 2 &, BR
[8.2. 8.3 BHE] 8. & AR ED BRRTUE. R | SERUE. H
11.1.3 BMERE (Syndrome malin) (0.2%) iR o B BRSO
EHEL. WEOHHA, WREE, 8K, NEOZH, %F e ‘ B,
ERRE L, ZNICVEODERMNHSNLEBEE, BES Gy V. H R
HIE L. SH, KARBREOLEEEE & &I E) 42 LB % S N
752 &0 AEERERICIZ. QMIROBAP CK OLANHS §&§ﬁ~%
NBZERZL . £, IATTE VRS BREET A =
BNDHCENB D, AR LIRS RE |55, AR
BB, BRAOEREL, EREE, ITREE. BEER. B B7077F|HaAL AT ARRE. H\Ts ®D. 7
K. SHBREEALBTL. L LEAARES LTS, 2 MR, Ta —ME  PRIBRE R, &Y
- A SIMGE. &7 |7 AIMMRE, 7K
11.1.4 EEERIRE (5= R0 U L | S A,
FHPE. B CK BR. MAFRURF I 4708y RS I TSH W % .
ROSNIBEIIREETIEL, WY LLBETS L. & R - TSH LS. &
SABRIEIC & 2 A BREOREICERT 5 &, I AAt
11.1.5 m8 (5 RH) B
11.1.6 MEERIRE, BIIRRD (1S SR B, FT
(8.9 &HE] Lo AR
11.1.7 FFSBEREE, &E (LN EEER) HHiE
AST, ALT. y-GTP, Al-P © b RS %5 FFHARE, B8 s maoe 5% i 1 7 1
BHEDNS T END B, TOR. B2
11.1.8 FREMALDR (R Ui ]
BERE (RACRIR. B0 - B, %L OER. EHEOKES — R
BVAHIER CIBAE D > > BEOMER) 2% L. FREH 1 BUN FR . mREss.
LY RICBTT A ERBBDT. BWERENS 5 b8 REEBE
123, |5 E2HIET A0 EHEYGABZITH & BRI, BA\ONEE. £ 2Z2F. XA HEFE. 8
11.1.9 BREIZFRIT (0.9%) f£. CK LR |Eh ﬁiﬁﬁgﬂﬁﬁiﬁﬂi
] ] N s . # o e B, AR, | BERES. B
;gi%@rﬁmﬁﬁﬁ@abn\&5¢¢@$%ﬁﬁa r EE%@?¢§E‘@iE
11.1.10 FRERIRRE. RERESIRITISAE (>3 HL s SERERHE) kil M
R, BIRMRESOMRERENSBHE SN TVLSDT, 5 WA B4
BYIn. K. WEORRE. BESSED S N-EEIcE. & BALRIG, &
SaBILT 5% SEOTABETS T L. 19.1.6 2] s
11.1.11 chEMRRIBSERIARE (Toxic Epidermal Necrolysis : ot aliigy
TEN). RSHLFEIRAEIREE (Stevens-Johnson fE(REY) . &2 ERE. EH|EE
B (VW9 s SERERE) BREGRE (R
#%11.2 ZOHOEIER B, BD. H
5% E | 1~5%EKME | 1%k R B @E@ u@l":“
D i3 $IH O B ERERFAER [T o RSN
(19.3%) 5 by B, IS, HFEAEE W, IR
B EER BORG. BILANLVAL B, BAET.
(14.2%) . R K. HERRE.| Y 7 R EE & K IZE.
. BEE. © =18 o §EF| B, B, BE AR
F W it VER—\BAEE, B
TUE. BUEAN|BRE. BRS 13. BEES
%ﬁ\ Wk B E{%ﬁiﬂ‘ 13.1 FEIR
RHER B o T, B ECERGER, S5, ER ENESTHE, FNICHE,
IN- TN {E&EF\ HAE, FTICEBERIPHRESIN TN,
BRI, %%\ 13.2 WE
. W BEOEOMEET>HBE. 7RLFU Y. R8IV, FHO
[ Q- FE R R I & D EME S B S & 5 THEHA S 50
B 5o TRELEVI &, (2.3, 10.1 BHE]
JHEE. EEHTT s sy
?%\ EEE 14 JEFEJ:O)/EE

14.1 ERIZMEOER
PTP B DAL PTP > — M6V LTIRAT 5 & 51

THYYT|\FREL R YA b7 | EREREE.
. W ERES. EHE| RIREEIE (IR E .

HEMRIMSRER |RE 18, HITRE., N—F I HIBHI L, PTP — FORREUC KD . BEOLEAI A B
Sa kY - AL, FIZZEALEBC LCRIBRASOER & hhE L
7. WFEE BT 2 EDB B,
BRI ]
: R 15. ZOMOER
i . . 15.1 ERFRIERICELD < 1546
D 15.1.1 AHAIC & 265, FEROERTAHE SN T 5,
SRR N AR MR ImE, S| E LR, B
TERER B DETUE, | Rk, A|EL D E

DERER (BIR &M QT ER




15.1.2 ENERRBEICB VLT, KAl & KEBZRSREODHE
#Z, HMEBEBESRESNT WD, £7-, HFERICHVLSL
EEHBREREICBVLT, AEBRESRESN TV S,

15.1.3 AAEITER S N - SRRAEREZE 2 R E Lz 17 OEFK
HEICBWT, A2 ECIEERTBHRESR SIS IR
BEREHB LU TR 1.6~ 1.7EE5» > OHEDDH
Bo Fiz. AETOEZFAEICB VT, EREMRE S JEE
BB ERE LRI RO LRICES T 5 E0REDSH
Bo

15.2 FEERARERERICE D < BHR

15.2.1 4 X CEHIAE (100mg/kg/H%Z 6 KU 12 H AME) &0
BEIZED, VAT O LEBEEICLSEEZOGNL=A
REAANBEIBOONZ. LIPAL. =T A14F ) (BRKR
225mg/kg/H% 56 ) KO- wiEICHES LTHHNEE
BOONLED oz, Fioy BRABRICEWTH . KA EBEE L
T AEIREIIZED SN, ol,

15.2.2 v M2 24 W ERRROKE LI ARERBEICBWT,
20mg/kg/HYL EOMO 58 CHIREB O FKBSHE O LAY
WESNTWD, INHOBBOFRRIE. FomEIcsnTS
S oF v EMELLFRE LTHRESNTVWAYY, b F Tl
TusyFUBEO LR S EEEAOMEE IZEEICSATYL
/AR

16. ZEYIEHRE

16.1 MR

16.1.1 RiERS

(1) MAEKREBRZIC/TF 7YY Z 1 BAR 25~ 100mg O i ¢ i
LT 1 H2ERERZOHS Lz, 100mg D& T 7 BIRERS L%
DENERE/SS A —FI1IE 1 DEBD TH B,

JEEmE Tld. BE54 2.6 BEZICRSMEREE (719 397ng/mL)
ICE LT, MEFPSOZIFTEYOMEEZESLHPTH D FEHIE
3.5 KR TH 57, [16.6.2 HHE]

£1 MARMERZIC/TF 7YY 100mg % 1 H 2 BIREZS RO
MEEIN T X —%

R - ol e I R
&/m h/mL)
Ela=n =1 12 397457 | 2.6+0.7 [1.69+0.19| 3.5+0.2 [67.1£7.1
EihE 11 483496 | 2.940.3 [2.59+0.54| 3.6+0.3 [50.9%6.7
(Figfl + 1)

(2) SEAFEERAEREIC TF 7Y % | BAR 25~250mg O #iF
TWHE LT 1 H3ERERORS L. 1 BAE% 75mg. 150mg K
250mg & L7 & EDERREICBIT 2EMELISTA—FIEE2 DL
BOTHDH, MEEF7 TF7 CBEITARICHA L THEML., B4z
BOONLEH 7Y,

£2 NEANKERREREIC/LF 7 %2 1 H3ARERG L&
DEFREBICE T 2 EYHL/ ST X —%

me e Cmax Tmax iLiCO:Sh ti2 CL/F
(ng/mL) | () ¥ | /IEL) (h) (L/h)
+
s |2r7esa| 09 o hLoroao) 270N gox
7omg tid 1.0 3.4+0.3
fo 294 41| o o0 [1.2020.07| TR | 86416
+
% |625+121 (o,éig‘o) 2.300.33| 30£0-3 | 75410
150mg tid s Y a108
Lo | 57263 | () o o) (2412034 TR 738
1.5 5.8+0.3
5 778+108 (0.5.4.0) 3.38+0.46 9 87+10
250mg tid s 6 6108
%879+ 72| '3 ) 14.0820.53 O 72+ 9

(CPELIEERRZE, n=11~13)
a) HRfE (#iE). b) 5% 3~8 KMIOFEM. o) HFRMDFEH

16.1.2 EYF RIS HHER

(JIF7EVEE 25mg [JG])
JIFTEUHE25mg [JG] &tus Tl 25mg k. 7O A4 —/N—
FckoEnzen 18 (V7 TF 72 & LT 25mg) BEMRASTICER
HEREOHS U CmiERELARBE 2 HIE L. 55 N /- M EHE/ ST 2
—% (AUC. Cmax) 12D\ THRH#IT£1T o /R WAl O4EMZER
ESE SRR S NI,

(ng/mL)

80 -
o 70 -o— I F 7Y EE25mg [JG]
% 60 | —e— 17T )L25mght
Z 50t Mean+S.D., n=20
F 40}
71; 30 |
@ 20|
#
E 10t

0 Orp—— - o

0123 6 12 24

85 %OEE (hr)
EMBE/IT A -5
HEIST A — 5 BEIGA—F
AUCo-24 Cmax Tmax Tz
(ng + hr/mL) (ng/mL) (hr) (hr)

SIFFEURE .
25mg 11G) 192.6+78.6 | 54.12+35.58 | 1.5+0.8 2.740.4%
eazTn 204.9478.1 | 54.05424.84| 1.240.6 2.7£0.5
25mg i

(Mean+S.D., n=20 3 :n=19)

MEEHEEL I AUC, Cmax H0/85 A —4 13, #EaE ORIR, (iR
OREEIE - BRESORBEMFIC L > TR D WHEMESH 5,
(JIF7E VS 100mg [JG])

5 IF 725 100mg [JG) &0 2T 100mg §%. 20 A+—8
—FickvEnEn 18 (FZF 7L LT 100mg) BFERAETFIC
MR BRI S U C AR PR LA A BIE U 15 5 7= S Ehie)
F A =% (AUC. Cmax) 122\ T 90%EMEXEEIC THREHEIT 21T >
7fE%. log (0.80) ~log (1.25) O#HEANTH V. MWAIDEYFEIFE
HHEpHER SN,

(ng/mL)

400
I 350 -o— ZIFT7E$E100mg (]G]
5 300 | —e— 1”7 T )L100mght

7 250 Mean=®S§.D., n=20

F 200
kA
54 150
>
~ 100
B
E 50
0B ‘ o
0123 6 12 24
5% OB (hr)
W EREIST A —
UFEIST A — 5 BENTA—Y
AUCo-24 Cmax Tmax T2
(ng * hr/mL) (ng/mL) (hr) (hr)
JIFTEVEE
1o0mg 1G] |920-8+713.5 272.76+137.73|  1.3%0.7 2.7+0.7
o 842.9+427.7 |266.58+133.06] 0.9+0.4 2.7+0.7
100mg %

(Mean+S.D., n=20)

MEEFEEY O AUC, Cmax ZE0/85 XA — 413, g OBEIR., ik
DOREREE - BRESORBEHFICE > TELIAREESH 5,

16.2 ORUR
JIFTECOROMNEIIRFTCHY., 72F 72D Cmax KO
AUC KRIZTREOHEIRD 5N P 5725,

16.3 910
b MIEFRICBY 27T F TEYOBEAEARIL83.0%TH 72" (in
Vitro) »

16.4 X35

16.4.1 7 TF 7V IZEROBER CILHBICRB SN, 7ZTF7ECOR
HNCB5 9 5 E % P450 B 1E CYP3A4 TH - 729 (in vitro). [10. &
)

16.4.2 ¢ RO FERBYIIEEER 2 RS L h -7,

16.4.3 In vitro REEICHB W T RE(AEROCRE DI CYPIA2,
CYP2C9. CYP2C19. CYP2D6 KU CYP3A4 i&HEICH L CH W HEE
RZERLEZD. & N TOMmBEFEEDKN 105 EOBEETHSNAIEM
ThO. EYHEEAOBRZZRET 2O TIERVWEZEZ N0,

16.5 HEitth

16.5.1 BERABFIC/IF 7Y 20mg ZHEREOHRE L5, R
FADORE(EOFRIIZHEED 1 %KETH > 7210,



16.5.2 AEAMARFERFICUCE#/ 2F 7V E2ROBLG Lz LT
A, RECERAOHSTEFMRIZNZNBRERD 72.8% KV
20.2%TH 712,

16.6 HEDERZHIDEE

16.6.1 FTHREIEEERE
FRERERE (7L a—VEFEE) 1271578 25mg % B
A5 L&A, 7TF7E YO Cmax KO AUCInf 2R & O
HE< (W 1.568), i ZBERALDLE,Po7 (91.8£5) P (4h
EHAT—%), [7.1. 9.3 B8]

SHE AR AEREBEIC 7 TF 7 LY 25mg £ BERS Ui & & O%WH

BT X—%
P Cmax Tmax AUCinf ti2 CL/F
' (ng/mL) (h) @ (pg-h/mL) (h) (L/h)
iR e e 1.0
e 78.5t14.4 (0.5-1.5) 0.386+0.077| 5.5£1.0 |79.4%+10.7
1.25
LA | 53.0+ 3.5 (0.6-3.0) 0.248+0.020| 3.1+0.2 105+8

(PofE LS, n=8)
a) fRfE (HEE)

16.6.2 Sind
BHREICBUAMEFHBEIIEEREIVLEIIHER L, BRED
AUCo12n (F#92.59ug - h/mL) 3EERE (F91.69ug - h/mL)
DK 1.5 TH-o7219, [7.2, 9.8, 16.1.1 BE]

16.7 EYWEEER

16.7.1 7=k« (CYP3A FEHI)
AEANCBI 27 2= b YHRBEHICBVLC. 7 ZF 7Y OEOY
)75 AN 5 EICHEI L. Cmax U AUC 32N 2N 66% K0
80%BET L7-15), [10.2 ]

16.7.2 & N3FY—)L (CYP3A DIEVEEEHI)
SEAICERL CYP3A4 FHERITH S haFV —)L (FOA : ERRFE
78) ZOHRA®KS Lz &, 7ZF 7O Cmax KU AUC IEZNENh
B 50 3.35 %00 6.22 5 TH 7219, [10.2 2]

16.8 ZDfth
JIFT7EVEE200mg [JG] &, [EEPSEL 2 FOEEMA 0L
MRISHRBRT A FI42 (FRISE LI A24 H HAFEERSE
1124004 5 FIfE 2) | IcED &, 7 TF 74 100mg [JG] #fEHesl
Al L-BHRBOBER, IMHEEEIIES S HE SN, EWENICF%E &
HIZEN

17. BRERARSE

17.1 BMUERUREMICET 2558

17.1.1 BRENHESERLEEHER (/\OXU R=)L)
MERFERE 197 fIz2NRE LTI IF 7L OBEDER OLLMIC
DNTNERY R— )L iBIc S —EERHERELITo 72, &5
MR 8L Lize TR RKEMUBE2IFZE LWERII/ T
FTEUEE38.1% (37/97 ). Nu~RY F—)LEE 25.8% (24/93 )
THO. A% GESt) PREES Nz, BWFFORBERIZZIZF 7Y
B 67.0% (67/100 f1). Na~RY K—)LEE82.5% (80/97 ffil) TH .
JIFTECRERTERBIEDP > (p=0.014). 7ITF TS
BHCBIT 2 EBIERIE. ERE 21 41 (21.0%) . &R 19 6 (19.0%).
BRE 15 Bl (15.0%). MiEEBUE 14 6l (14.0%). HRE 12 fl
(12.0%) A% 1041 (10.0%). #I%E 1041 (10.0%) TH-717,

17.1.2 BENENHE_SERLEHER (E9T353ZY)
MERFEERS 181 fIz2NRE LTI IF 7L OEDER OREMIC
DNWTEYS TSI IvEAMBICEZHHR _EGTMEERBEZ T o7z, %58
M 8L L7z TOMBE BKARMEBELBREL LI UERErIF
TYUEE37.2% (32/8641). £Y S5 I U EE28.8% (23/80 %) TH
0. FE%E GERH) PHEEE N, BEFRORRRII 7 TF 7V
61.1% (55/90 %), €975 I8 81.1% (73/90 %) THH. /T
FTEVBREHTHERIE, 272 (p=0.004), 757 HEEIC
BULELBMEMAIE. MRBEBOE 22§ (24.4%). AEELE 19 #
(21.1%) RZ 1761 (18.9%). HEW 1161 (12.2%). & 10 4l
(11.1%)+ BEE 106 (11.1%). EHEE 1061 (11.1%). 7H¥ Y
7 9%l (10.0%) TH-719,

17.1.3 BN I E—ARERARIER
MOFREMFREICB VT ERE RS 2h > 72 CAEEGE) HasTER
HI2HENRE L, EWERURL2EZEET AL E2BNE LI- 2
BA—T B EEM L, RSB 8EE Lz, TOME. Bk
W IR & Lz tERIE 40.9% (9/2241) Th-7z. BHFRHDF
BRIZ 46.9% (15/32 1) THo7ze ERBIERIE. REEE 8 fl
(25.0%) MZ@BEOE 7 B (21.9%). AL 54 (15.6%). R¥E 3
(9.4%) TH-71=19,

18. EEXNZIE

18.1 {ERER
JIFTEYOEBEAFHMEI R NI Y Do ZAKICHLTREO M
5-HT2a RBEKICHT 2HAMEIB N & ROEX OZEIRICH LTH
MNP HZZETHD CNSDERICBIIAERICHFEL TS bHDE
EIZ6NTWVARY,

18.2 SHAHRAME
F v MK R W2 REBR T, N8I DI RO D2 S8R kr b=
5-HT1 RO S5-HT2 ZBE, e A7 I HI A&, 7RLFY Y a1 Kk
O o2 AR U CTEAMEZ R UZA AZAH Y VRBEROR VY

TEEUZBRBIIR L TIEEAEHMEEZ RS B o7z, Fiz RS2
Y D2 ZARICH LT, o b= 5-HT2 &K 28 E»
=722 (jn vitro)

18.3 RS URUED M UBBINEHIER
BRI VEHEOTRELE XL OFEHLLTH () ATILOREK
Jo ¥ AD & U D EE K OHEKESE) icto b= U EEEOF Y
DUTHRELILATE (T FEIRVES) 2. ARKRENICHIH L0

21)

o

18.4 #FESNIBRITH T B1ER

18.4.1 £ FTOER
MERFERE 2 MR E LN O TSt A SR SRBRICB
W, HEASRIEEDRIFEEICIE, TR REHEORMICERRER
RBOBRH 12,

18.4.2 M TODIER
PICBI B VAN T7ERIERARVT Y MBI 2hy LTV —Ei
PERIE N RY R—=JLICHARTHE» > 720 T v N TOBREEZNHER
TIETBRITH LBIRI 2 ER 278 U $EES R & OB FE N & &
N5 BEMGEERIN L TRIERAZRE 25720,

18.5 MEFh’OS I F V(T3 D1EH

18.5.1 £ FTOER
MERFERE 2 MR E LEBNO TSt A EEHR LSRRI B
WC, a5 7 F VBEICE. T ARBREREOBICERLREZRO
#V)tzz) 24)o

18.5.2 M TODIER
Fv MIBWT, IR0 7 F VBEERIEINTR) F—-)LEREZ
0. B ERERES ko720,

19. B2 ICEET 2EBLZHAR
—f% : 7 TF 7Y 7 I)VEE (Quetiapine Fumarate)
{b%:4 : 2-[2-(4-Dibenzo[h,A[1,4]thiazepin-11-ylpiperazin-1-
yl)ethoxy]ethanol hemifumarate
(C21H25N302S)2 + C4H4O4
883.09
HEOHRTH 2.
AZ ) =)UZRRBEIFIT L KIETY ) =)L (99.5) 128
Fiz< W,
=

FFR
DFE:
"R

NSO oH

S

. HOZC/\/COZH

%22, G

(OIF7EVEE 25mg [JG])
100 8% [10%E (PTP) x10]
5004t [FFAF v 7 BHE, NT]

(OIF7EVE 100mg [JG])
100§ [10%E (PTP) x10]
500 & [10 %8 (PTP) x50]

(JIF7EVE 200mg [JG])
100 8% [10%E (PTP) x10]
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