20234F12 H 2T (%6180 D3

A T i o
871179
Bk SRR
HEHEAR : 34 $E25mg $£100mg $£200mg
BIE, AAZEERER(EE - EBMHFOUFEICLIVEHTLZIL) K R T 5 | 30400AMX00283 | 30400AMX00281 | 30400AMX00282
W 5¢ BA 46 20124F12H 20124F12H 20124E12H
r—) L=
s R
AARERA JIFT7ETYIVERIESE
°~ —_
JIF7PEV#H25me " =70,
O~ r_
JIF7EVE100me "=70,
O~ r_
JIF7PEV#H#200me =70,
QUETIAPINE Tablets
| B LY, VA
11 BLOOBEO LR A 5. WRFEES L7 185 TII ok
F—2 2, BRACEEZSOEALEEAPRER H S e A
L. REKEZBENH 30T, FEARESIE, 00 7;%,3;;/ EROFs7ueneno—x,
mBEOHNEZORBELETHITI 2 & [1.2, Mg | R | FERARY Y AF T VB
2.5, 8.1, 8.3, 9.1.5, 11.1.180] ) rEess hyvh, LTIADX, <7
1.2 #EILHE-TER, 55 UH EREERANR Y LT 200mg) | &7 V6000, BRALF S > A
RTZBEFBEILE. BERVZOREIT : LAl
SCHEAL, OB, 3K, SR, ERZFORF 3.2 WFH DR
EBL. O EERPHS5bALIBAICIL. o - #T S - il RIEFT
EbREEHKL, EMOBRESTSL5. .
JEETBZ L, [1.1,8.1. 8.3, 9.1.5, 11.1.128] FEaR @ YIFTEY
$E25mg |, S| W& | ES | EE) 25
2. BR(ROBZIBERELEVIE) 7 mn) | (o)) (mg) | =7
2.1 FIEREDSBE SIEREL B I BL0N0 : ‘

Bbol ) e | ) ) ()]s
2.2 /NVE Y — VBRSO d IR O . DI - | \$78/ \s7e yrFTEY
BT\ 5 B LA F AShY 3R S 4% 5E100mg e me [ Es [mE| )

23 7FLVF) v EHESGHOBE(T FLF) v &2 77 om) | (om) | (mg) | T
F7 4 7% —OfRRE. SRR BT 86 40 | 254
%R BRREE S L S ZERE S 2 A K IO /0
<) [10.1. 13.2H] e oo |\ 200 ) (7200 R
2.4 RHIDHA K UBHIEOBAERED b 2 % §200mg | 11— 7 12 | o N7 200
2.5 BERIRO B ERROMAED S 5 B# 1.1, o EEE | B |&R| -on
11.1.1=48] (mm) (mm) | (mg)
11.1 55 507
3. ae%sszﬁﬁ- K 4. BEEIIHR
3.1 4 HAaREE
BRI A N
FUBEARY . ) > ERRFE A VS i =
1 3277]];;[1;;?\ %ﬁ‘é‘;‘éjcﬁfvﬂnizi > W, Ay TF7 ¥y k LClE25mg. 1H2Y
s YT T—VERF R A, I3 & DG &AL, BEOREILG U TR I
JILF T e e FEXYTuEblu—A, WET 5, W@, 1HHES2(3150~600mgs L. 23
$e2dmg | 7XVEME | TRAMY Y ATTY R F3ENZ T TREO#E ST 5.
28.78mg AV LA, ETUAO—A, X7 =) WA g - T o -
(FZF 72| aT—16000. BefLF 5>, == f”{j ﬁfﬁt‘iﬁfﬁo ﬁg‘gi’tﬁff‘fﬁ?& &
L LT 25mg) |ERfLgk, MEZTEALE A S HHE MEEMA LV = o
T;’J:ﬂ;@ B2 T 7. RERUARICHET 3358
14 ARAII, ) CRRRR IV~ 7.1 FRRERLE B TIE, A ()2 1 X110125mg] H 1)
i B O 0BG WA L, 1 H D % 25 ~50mel= 5 7
- IS Ay S CEEOREABE L 20O MBI T 52k,
FEL00mg | TV Sk v 0L 2577y oRe s [9.3. 16.6.1%:#]
P0e | Ay, eTmAn=a <y 7.2 FlpHIIE, AU (B LIX1E25mel H 1D 7 654
Y LT 100mg) | & 76000 BRALT ¥ >\ 5% Bt L. 1H B RIS % 25~50melo ¥ 5 7 LB
BRI VT Ny DREZBE L 2 HEEIEG T 52 &, [9.8,

16.6.2Z:Hd]



8. EXLEFRIER
8.1 AHIDFKGIZL Y, FHL WD LA, HE

JRIFMES N7 2 =3 A, BRI PR ESE o Boar iy
GRRBEIELZEDNHDHDT, AHFRSG-HIL, 1M
PEOAERE., S8k, ZR. HREOBSE >+
TIAT) b BRI, EIE, RS O RIE O G
AT %A 5EETIE, MBS LA L, AHER
B2 2WIEAZE L BEZNDH 5, [1.1.1.2, 8.3,
9.1.5. 11.1.1=H]

2 RFOFGIZL), RIMEXD S LD DD
DT, REBG-iE, BLITRE. BER. BT, IRk,
EIR, E#EESOMRMBEERIEET LD
2. MAEE DM EFE ORI %2 14312479 2 Lo [8.3.
11.1.2&H1]

B ARFOHEGICHEL, HO5H» L RS 1KRUS8.20
BERD BT 2560552 %, BERTZD
FHEIZ 123 L, BUAEIR (C198 ., £k, 2R,
BHPREE) . RIMUEERER (BN, R Wi, IRk,
IR, HEEEES) IEEL, 20L9) ZER?H S
bIga1E, BB hRi L. EHiOZ%
Py A Lo, gEST LT L, [1.1. 1.2, 8.1, 8.2,
9.1.5, 11.1.1, 11.1.2&H4]

A BHFNOBG 2L DV AREMINZ RS EBHLDT,
R L. EmosESD Sbhzgaid,. &
Hygyk, EERES OB R MEEZIT) 2k,

5 ORFNZ, B ISIEE B A I ISR S BRI A e 2
FTIENHLDT, B HA OFVWEORKIME
FERD D & b N2 E LS, WY 0 % 1T
9T Es [9.1.1, 9.8&81E]

6 AFNEEE L CHIRMERIMER T 4720, IREL
WES - B KEHEBRE ISR TR L2k
WHHDT, KEFEGHOEEIITHEHEOERSE G
i B B ORI T Z W I IEET A2k,
T HIHREIED S O ) B2 ok, FEMEIRDSEAL$
LAREME DS S B O TEIE % + 04T\ 2 18 B Al G
OHEZHS LoD, REEZFELIIHET LI LD
LF Ly, 20 JEROEALDTRD Sz A 12,
MDERPAN VIR B 7% WM R ME AT 2 k.
B EEEOEHBEY R LESoMmIEIcL), R
MR, o, FEJ. L IR OBEREIR2 S 5 b
NLZERDH L, G EFIETAEAEIZIE. HAI
WY A7 SEEIITH 2 &,

L9 MERERIERAE, HIMERIEA DS S5 bNDL T END D
DT, MEMEZIT) % &, BgE2H012 7w, #®
RO NG A3 S 2 kT 5 % L) %
MEZ4TS 2 ko [11.1.62H04]

. BENDEREZFIIRFICHATIER

A BHE - BBIEEEOH 3 8E

A1 MERE, BOERE, EOEXEZLS
DEVDHBZEE
BHAOI—@BEOIMERET D bbb 2 Lhd
%o [8.5. 9.8%/H]

1.2 TAPAZFOESHKRE., XIIZTh S5 OBEE
NH3>HBE

REMELZ T S8BT DH %,

1.3 TEBRXIZZOBMEENH 5EBE. RXMEQTE
RIERBEDOEE
QTHFBAER Y 2 RN S %0 [10.22]

.4 BREROBERVERSEEZE TS EE
IERZ B S D BENDDH 5,

A5 WERBORKEE, SMEDH 30 I3EHFOHER
mORKREFEHTSEE

(1.1, 1.2, 8.1, 8.3, 11.1.1%H#]

1.6 FEKE. REABARK. Bi#E. RAKKEBFOBR
BEFeR7I38E

i SERRE . B IR IR AE 55 0 AR ZEARAE 2SS S T
W5, [11.1.1028H]

9.

10

3 FFiiEfEEEE
KENEIFEICFRIC LI DR NE 20, 7)) T 5>
AR L. MR EENERT LD 5,
[7.1. 16.6.1=H]

.5 1w

Il SU3IEAR L T BT REME D & 5 Iz i, G L
DHE D ekt Z B2 &R SN BE 8120 A
BG4 Lo BWFEER(T v P RO HF) TRIEA
DORATHHE ST Do T 72, HEARBIIC HURE RN
PG SN T D58, FrAaRICHILES, Bk,
Wpml e, AR, BRI SRS o BEBOAE
KR HEAIMBIEIRD B 5 b7z L OWED D %o

.6 BRI

TR EOARER ORI REOAREZZE L, &
FLOMBINIPILZ WA $ 5 2 £o b FTRILPA
BATY 5 2 & SN Tw b,

7 MNR

INBEERRE LA Ot g e L
EEPRFABRIX T2 L TV,

.8 EERE

FEEWMEZICERTIZZFTECOROZ)T 5V A
2330~50% Mk < . AUCIEHL.BETH Y. st
R AENEO SN TS, 72, Wit
FERAER IC B W CIEmE S L el L, & E
OSBRI A2 EAH RO 5N T W5, [7.2,

8.5, 9.1.1, 16.6.2&M1]

. JHEfEA

KRFN DA BG4 2 F P40 £ IECYP3A4 T H

%o [16.4.1%/]

10.1 H#AZSHRALEVLWZ L)
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HH 4455 BRIRAEIR - 58 5| By - el T
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b L ITIEER
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MERFENZREI 32
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D a—ZFARIE W E
Mic&v, g-%
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BALE 20, I
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N5,

2 BERER (HA
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1. BIfEA

WORWER R H S bNDH I ERH DT, BlEEr T
ATV, BE SO SN A3k G- kg
b7 EEYIRALEZIT) 2 &,

1.1 EXLEEHER
111 Sl #ERBEET b7 F—2 X, BRKRE

BB (V91O AR
FCIZEDL 2 EORGIRFERE 28D DI
T, MEEDRER, CiE. 28, ZIR, HREOB

22 tHolATv REFREO LN EICE, #15 %
kL. A2 A0 YEHIORG 247 % & YRR

Ex{7) 2 Lo [1.1, 1.2, 2.5, 8.1, 8.3, 9.1.5Z#]
11.1.2 {EM#E GHEEAD])
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(RMUHEREIR S80S 23 E121E, &G &2 dik LE
Y iE» 179 2 & [8.2. 8.35:0R]

11.1.3 EHEREE (Syndrome malin) (0.2%)
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£ 5 SRR E
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5% LI b [ 1~5% K| 1% A A

Z DM\ BRI, | INECE,
IeJyhE, | RS
CK L5

ST, SERh BT, S
RERA |, EE,
. WA, [ERS. Bk
TRRE, L O, AR
AU TR BYETE, i
L ML 38, BIETDE,
TH. i |EEME,  EAL X
IS EFEYME
HoRE, Wi
EgE, <9E. B
SEUTNEE Sk i)
i 7 BE (S IR
Al B, T
AL MEH)
. TR %
v EIE, B
e, EAUK
T R
JE . B

13. BEHRE

13.1 fEiK
FERIZEER, #E. Hk, KESchbd, F
TUZEE, SECICEZERIE SN TV D,

13.2 A&
RIMEDOMEZITH A, 7 R v, K283 Uid,
KHFN D a— 75 AERER 12 L 0 RIT 2 B S5
TREED S H DTG L a2 &, [2.3, 10.1=H]

14, EBALEOEE

14.1 EHIRFEHOZEE
PTPUEDOHFIIPTPY — M50 ) H L TIRA
LrHfRiET AL L, PTPY — FOBMIZ LY, Fl
WA EERIEARI A L, BEIZIEEILE BT L
THEBIRFOEE L EIEZ T LI 0B 5,

15. ZNMOEE

15.1 BRRR{ERICE D < 1HER

15.1.1 KRHFNZ X BHEEH . HRERAHOZERIL D HhE &
ﬂ(b\éo

15.1.2 EINERSERIZ BT, A L KRR A
DLHZE, I EEP RS SN TWwb, F/2,
HEBRICH W EENR G R BEICB W, 23S
EEIHRE SN T D,

15.1.3 JVEICTIHERE S 72 ZRAE I B E L 7R i Ik
ORFEANENEE - 2R # F 35 2 EimBEE s e L7
17O EIRABRIZ BT, KH % & & I 2 B PR
LG T T AR SR L LB LTI D6~
1.7RE D572 OWMEND D, T2 FETOES
AN BT, ERIPUR R SE b IR 2 B PURE tie 38
EFEBRICIECTRD ERICE S35 L OHEDRD S,

15.2 JEERERABRICE D < 154k

15.2.1 1 X TEM K& (100mg/kg/ H #6 K% F1271 H
MRS LY, IV ATO— VAREEIZL S
LEZONDL ZAMIRBEANED RO Sz, L L,
B =7 A4 Y (g k225mg/kg/ H % 5638 1) K 51T -
HHEICHES LT AN b h oz, T2
BEIRARERIC B VT, ARH| & B L 7 AR E 1L F2
DN H o720

15.2.2 T v b224% B BRROHE S L7208 AR B L2
BWT, 20mg/kg/ H UL EORED 55 CHLIREE O
FEHED FAPEREEIN TS, 2S OEE O
Rz, FolEicBwTras I v L L2
ELTHEENTWEAY, e FTIETES 7 F Vi
JE D F5 & RS O B LRI S TWw v,

16. EMHEE

16.1 meEE

16.1.1 RIE®RE (FHIRE50F)

W EarEHERZ I/ F Ty 2 1A A2~
100mg o #i JH Tiid U< 1 H 20 K EFE OS5 L 72,

100mg? M= T7I RAEH G- L 72t olidEh 7 =577
YRR L NSRBI RE N T A — 5 I R VR ]
DEBYTHLY,
IEEH T, 3502 60 2 I12 fsEiE hig BE (GF
¥397ng/mL) I2E L 72 MR »S5n 7257
DOFERIFZHERL L TH Y . L35 TH - 72
[16.6.2504]
K1l HERFEEREICy F 7 ¥ »100meg% 1 H 20 K 15#%
HErolfsEd y T F 7 ¥ B EER
@(Zi’:JTI_I;)i BERRE, IEEEE T n=12. k& S n=11)
ng’m
500

—O— milE
—o— JLmiE

400

300

200

FEEV MR HN B

RS fi]

#1 WMAERFESEE I =57 ¥ 2 100mg% 1 H 200 fUEH -
BEDHEWTIRE T X — 5

e n Cmax | Tmax | AUCoz tu2 CL/F
(ng/mL) | (h) | (ug'h/mL)| (h) (L/h)
JEFEhRE | 12 | 39757 [ 26+07 | 169+019 | 35+02 | 67171
e | 11 | 48396 | 29+03 | 259+054 | 36=0.3 | 50.9+6.7
CPIgfE + frikgase)
Q)MBEANRELRERE I, =F 7 € ¥ & 1HE25

~250mg? FPHCWitg L C1H3m SRR %G L7z,
18 & % 75mg. 150mg Mk U8250mg & L7z & & DEH
RIEIC B Y BHE NS A —F 13F20 LB ) TH
bo IM#EH 7 57 ¥ Vi ILHE I e L -CiEn
L. BB N ho72Y,
2 HEIAMEITERZ Iy 2F 7 ¥ U & 1 H M K ER S
L72& EOERIREIZBIT 2 3EEEE/ T A — 5

mE | Cmax Tmax AUCo-sn tiz CL/F
- (ng/mL) | (W? | (ug'h/ml) | () | (L/b)
T5me tid B | 277+ 54 [ 10(05-30) | 1.07£019 | 27+ 041b" 89+12
| 294+ 41 110(05-30) | 120£0.17 | 34+03" | 8616

150mg tid B 1 625+121 | 10(05-40) | 230£033 | 30+ 043""\ 78+10
7| 572+ 63 | 15(05-40) | 241+034 | 4408 |73« 8

250mg tid B 778+108 | 15(05-40) | 338046 | 58=0.37 | 8710
e | 879+ 72 |15(1.0-30) | 408+053 | 66+08" |72+ 9

(P9l = iR n=11~13)
?gywmﬁm\w&%%&%%%®$ﬁ%‘dﬁkmw$
P
16.1.2 =Y F IR F KR
(7IF7EV&ESmMg[=70O])

7 TF 7 ¥ EEbmgl =7 uliku s vy sn0
AF ==Ly FENEFNIE (T FTE L
T25mg) MR RS 1A A L AR 4% 5 L C I gE
oI F7EVBEREEL, oMY ERE <
J A —% (AUC, Cmax)Z2WTI0W%EHEIX M T
WERTRAT 24T o 7248, WA o A= W 22 1Y [R) S5 14 A3 e
a2,

HEINT A —F BEING A —F
AUCo-24nr Cmax Tmax te
(ng-hr/mL) | (ng/mL) (hr) (hr)
JIFTEY
$£25mg 1926+786 | 5412035575 | 146083 | 2.68+042*
[=70]
?;D 7 x N 2049781 | 54.050+24.839 | 1.18+0.61 | 2.69+045
($2#1, 5mg)

(Mean=S.D., n=20 *n=19)



(ng/mL)
80 =
04 —e— JIFFEL§25megl =7 0]

60 o <-Q--- O Y TIV(5EEI, 25mg)
Mean=+S.D., n=20

FRIE " (UN W H BB

T 1 T d
12 3 6 12 24 (hr)

15 %R

AR EENE N AUC, CmaxZED/85 A —#1%, #
B o FE, AR OBRIUAE - WS O R EBR SR 12
Lo TEL DML D 5.

(7ITF7EVEIOOMg[=70O])

7 TF 7Y U me =7 oléka s v, s u
AF ==Ly ENEFNIE (T FTE L
T100mg) feE e e A5 T 1 HE A HL R 5 5 L CIiE
FoTF7EVBEERAEL, SNy HRE S
J A —% (AUC, Cmax)!Z2WTI0%EHEIX M T
FERTRAT 24T - 724558, 1og(0.80) ~log(1.25) ™ #fiFH
NTH Y, WHI 0L SRR S Y.

HEINT A — % BEINT X —
AUCo-24nr Cmax Tmax te
(ng-hr/mL) | (ng/mL) (hr) (hr)
JIFTEY
$£100mg 92087135 | 272759137729 | 1.33=0.71 | 2.72+0.66
[=7nu]
JCA,U 7 Tl 8429+4277 | 266579133057 | 089+0.35 | 2.74%0.65
($#), 100mg)

(Mean =S.D., n=20)
(ng/mL)
400 =

350 —e— JIFTEVEEI00mg[=70O]

<-O-+ 20 TIV(3EH], 100mg)
Mean=+S.D., n=20
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250 4

200 1 1P

150 -{

FREE " (CN W H SRR
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>

T 1
1.2 3 6 12 24 (hr)

5 %R

MAEFFEEIE OIZAUC, Cmax®0/3X5 X — 413, #
B o AR, AR ORI - B S o RER SR
Lo TR B WREMN D 5.
(7IF7EVE200mMg[=70O])

7 TF TV U5E200mel = 70 A & ASE 2 B
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