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* % 20264F8 H UzaT (55400 AAELE RS EES
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B % SR PABHEIRE - MURMFEE/aEE - HllLH|
AR - 54 TSP VR 2omeg ome
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IV EY sio5mg e Lo
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- - ’ EBEE | 21200AMY00251
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./7'/* % 1 Omg
Zyprexa® tablets
BISE. L . CHEPLA
)% - BSOS EI L VT2 L PHARM
. 3.2 WADHK
(RHEEE) Wine 4 &“7;1;#47“%? 97“;#%% ?7”118#4%%%
1.1 ZLLMEEO LR LS. BREMS N7 K- 2, BER ome me me
FHEESOEXLEMEAPREL. REICESBE5550 PEIK - AR HED 7 4 V43— M
T, AFH%E5HE. MBEEROATEDHEZ+HIITI &,
[2.5, 11.1.1 @] =
1.2 BEICHE->TE. 55 UHLEEREHERIPRIRT 25680
Hd_tE. BERVZOREKEICHSICEHRAL, 8. ZER.
%R, EREDEREIEEL. COLSBERPHS DI G bASI = Q O
HICiE. BEBICRE5EHRML. EMOZEREZT5L5., BE
TBHZE, [8.1. 8.3, 9.1.1, 11.1.1 BE]
<¢;;L§-irf§§4:%§u (YRT5F2%) BEIHMBLBER (B, P = _—
1.3 BERIEXIEZDOBREDH 2 BEANKF 2RET 554, % 7 lmm 81mm 10.2mm
B EOBERES RS EE S SHE S h BBALIS RS ReE o3 ”

N I — ~ = A4mm 4.0mm 5.0mm
LWl &, ¥, FEBRSRIRCHRGHBGE. BREEIC - - - -
MEBEDET= 5> JOBRETL, FHIE5 % NBENR LE # 014 #021g # 042¢
EIDETRE=2Y T EMMT 2 & EBEORBE MY Mpla— K | LILLY 4112 LILLY 4115 LILLY 4117
ICHET3EEHIC, HEHEZEL T BRI

TEHHHEBALETHRETSHIE,[9.1.10, 1111 &
]

2. B2

B2 (ROBHEIZIIHBELEWVWIE)

GhaeHE)

2.1 SlEREOEY [SHRELELSELBENWD D 5]

2.2 NV Y — VEEFHER S O AR O SR B TR I2 B
% B (AR 2SR < b o ]

2.3 REO AR LsEEOBEEREO & % B8

24 7LV vERESGHOEE (TRLF) 2T+ 74 5%
v — O, JUIHEEHMERIC BT 2R EREE D L 13 f5E
FREC AT 28 A % <) [10.1, 13.2 K]

REKLAE. WEHEEICH T ZBERRY S DEROKE)

2.5 BERBOEE ., HIRFOMAEREOH 2 EH([1.1, 11.1.1 &

jicy
3. fERk - MR
3.1 88k
. AVAVE S D AVAVE SR DAVAVE SR
7E%
2.5mg 5mg 10mg
18Eh 9 ¥ . |1 EEHR AT
L I I I Al P A e
¥ & LTb5mg
25mg 10mg
BRI, v Fexy 7ol )ia—A, 70
R ARE RV, v —2, 257 VEE< T A
o UWA, bFaAn—R, BLF S o, vroT—
V400, AR VIR — k80, AIVFoNay

4. RBEXILTHR

Ot & KRE

ONBHEEICE S 2BERRY S DEROKE

ORBHEEH U RXT7F2%F) BEICHIBEERER &, &
i)

5. SHBEX IR ICEDET X8

MEBEMEEAR (X7 F7F %) BEICHEIHEERER EO. E
i)
ARANTFRAIEL, WEHAAE U2 PUEMELEA] (VAT I5F 05) ©
BeG-OWE IR i+ 52 &0,

6. AERUHEAE

(& KEREE)
WE RAZIEA T e & L T5~10mg % 1 H 1 BEIH#S
WL BT A MiFFEE LC1IH L E 10mg OS5, %
B, Fili, ERICE D BEERKT 5. 72720, 1 HEE 20mg %8
Ak,

(UBMREE (C & 2BERDEE)
BERANIEF T Y E LT 1I0mg % 1 H 1 EEECEHRS1C &
DBIGT 5. k. Fhi. ERICE D EERERT 225, 1 HEE
20mg #WZ W &,

(UBMEEICH T 3 D DEROHKE)
BE. BAEF T o FE e L Comg & 1 H 1 EHEI#HS-12 &
DEMG L. Z0#% 1 H 1A 10mg ICHET 5, &b, Wb i
FHCH G352 L& Ly MR, FERICIS DT T 525 1 HE
1Z20mg B2 RV T &,



EBEMEESR (DXTI7F2%) H#B5ICHEI HERER (B0, B
rt))
O HIHHF] & OB IZB VT, lFH . AIEA T v FE & LT
Smgx 1 H1REOHRS T2, 28, BEOKREBIZL ) EEHEE
575 1 HEiE 10mg #B2aw2 b,

7. BERVCAZEICEET 3=

(REBEUHEEH (CXTI7F2%) #REICHEIHEERER EO. B
)

7.1 RFENZ, FHIX LCTavFaxras R, 5-HTs SEMAREPUEE.
NK1 A AP L L CRI T 2V, 2B, BEHT 2 2L F
IATHA N, 5-HTs AP, NK B4 EPEE o Hik
MUOHZEIZOWTIE, &4 OFEFROBEFRLE., mohhsr 2%
[ R

7.2 JEHIE U CHUEMEIE R OG-0 1 ARH] & P 5 L AN AL
DEFA 7 VB2 RFN O GHIMIZ6 HEEF T2 HEZET5
ZEb,

8. EELEARER

(GhBEE)

8.1 AADOFELIZ L D, FL IO EF S R 7 v
F—= 2, BRSSO 2 RBE2 7852 L 03H 5D
Ty RFEG I, EEEOHIE R D8, £k, ZIR. BRSO
RAFTIAT) T ko BFIZ, WIEE . A ORERIE O G R T %
B3 5EE T, MEES LA L., RBHIRELZ Z3ICE L sE 5 B
ZNDH 5 [1.2, 8.3, 9.1.1, 11.1.1 B#]

8.2 IKIMAEDH LN DL Z ENHLHDT, RFFxKGHIL, B, &
B I IR IR, R oI EIR AT S Lk
DI, IFEHE ORES OBISR* +5121T) 2L, (8.3, 11.1.2 =
]

8.3 AFN DG L. S5 Lo LEL 8.1 KU 8.2 DRINEHDFH
TAEGEDH DL Z L, BERPZOREICT5IZHBA L, @il
FEIR (K78, 28k, 2R, BURS) ., gk (B, Hakk,
W RE, IR, RERREES) ITFEEL. 20 LX) RIERSH S
b PaIid, EHICES 2L, EMoBE225 59,
HES 528, [1.2, 8.1, 8.2, 9.1.1, 11.1.1, 11.1.2 &H]

8.4 AHNOFZGAZ L WIEEMINE R T I L2H LD T, B l2EE
L. i osEs S S b 5a1E. 3, SR EE 0@y
LRLERATH T L,

8.5 AHKNIHIAEH A AT 5720, oS i, B,
TR 12 & B IEHEIR 2 AL T2 2 & H LD THET S
Z ik,

8.6 IR, (=& - by - RYHEEIEN SO T AR 5 2 £ 0%D
% O T AFG T OB TEHITTONEED 5\ IE HEJ O i
SfEME ) M OBRMEICHET ST VL ) EET L L,

(BHEE ICH T 2BIERR U S DIERO%E)

8.7 BRI UN9) DREIRDELTE L 2235401213 AH P G4kt D BT
WZOWTHET L RAN BRI G- LA WX )R T 5 2 & Bl
B E OHMEFRHRIEIC BT 2 H RN TOREOF S L L
FEZ LTz,

CRUBHEEICH T 5 5 DEROKE)

8.8 BUBMEREEIZ BT 5 ) DIEIREH T2 B AR 24557 545
G UTOEICEETHIEL[9.1.7, 15.1.3 ZHE]

8.8.1 K9 otk oy B (SR 512817 5 ) DIER%E
) AT HEENOP) DK OFEGIZED) . 24U T OBE
T, HBEE. AREHORHO ) 27 AT 5 L OHE1H 5
72, KHOFEGIZHIzoTIE, VAT EXRAT 4 v beEET S
Z ik,

8.8.2 I DJERET AT A BEIHLLENDH Y . AREROBZ L)
HBHOT, 20L& 5 BEIRG HBEFINE IR GEE2EET L
BICIZ BB ORER OWREOZ LA FEEBISET 5 2 &,

8.8.3 Rz, M, WAE, /8= v 7 B0E, AR, SREE. BoE. &
B, EHEE. T YD T EMERAIRE DD HbILD T LR
HEERTWD, 72, FEMRIEIHEL 2 TEZVA, s 0fE
R ATE R SR L7ERNC BT, BEEREOEBLOUIAKSE. B

AN AMETADHE SN T D, BEORER HEOZL T
FERCBIST 2 L L B2, IS OFEROEEDP B S 26
12U, R T R s L, G2k 5 7% )
ZRLEAFTH & [8.8.5, 9.1.8, 9.1.9 ZiH]

8.8.4 AMHMTOMEMH 2P <7z, AR D 515 EH
WA B E2id, LI O Rz i MRIZE B D 2 &y
8.8.5 RIS HB G AN, BTE, BRIk, B AT
BOBAL R CEBERB LA H 5 b D ) A7 FEIZOWTH
B EATV, B L BHICHAEZID &) LHOWET L L,

[8.8.3. 9.1.8. 9.1.9 ZM]

9. HENERZEIHRAICHAT IR

9.1 AHHE - BMEEFEDH 2 EE

(hgELLiE)

9.1.1 ERFEORIEE. SlEH 3V EIEEEORERFORRET %
Y 38%

[1.2. 8.1, 8.3, 11.1.1 Z:]

9.1.2 RE. FREMAL VX, AEBARNEDDH 3 EE
Foau SPEHIC & DEERZ BEALES 2 2 DD B,

9.1.3 TAPAZDESFMERBEIICNS DBEENH 5 HE
BRI T S5 2 0D 5,

9.1.4 KEDV V7S5 X% ETI ¥ ER GEEE. kit. =
£) &HEEORE
RENO ML 2 2 L 05H 5. [9.8 SHH]

9.1.5 {0 - MBEHRE (OHFESH 3V OHEROOBE. OF2L. 5
EBEEE), ROIERBRCEMEARC YT ORE (BK, I
RERY. MEETHRSICL2EESE) 259285
BRI, o, R, BRSNS S b D 2 LA D
5o

9.1.6 TENARE. REIBARR. B, BKRBZEORKREFEETE
£
[11.1.10 Z:H8]
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9.1.7 BREBXIAXRECRDOBEAENH 2 BE. ARSBNH 5 EE
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9.1.8 BOBEMEENH 5BE
MO DF THAMEIRDEALAEDD SN L OWENDH 52,
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9.1.9 FEMABVWHEREEE2ETIEE
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AT oIcS T E 2R 2 %2 2 LTS5 2 £, [1.3,
11.1.1 1]
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FROWRHDOTA RI4 VEEBEIT L7z LT BEOREIIN
CC. KN OLEEEHIWT 52 L,
- AH O GE R O G R ERANRE T2 2 &,
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rEEZBELSEDLZENDH D,
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HHbNIzEDWMEND 5,
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%o

9.7 NRFE
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SR 45 BRRAEDR - B | B - ST
7RLFY v TRV COER|T FLFY YT F
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ROBEWERDH BN DI ENHLOT, L2547\, B
DRBD LN AT G- 2Pk T 5 2 E#) 2 LE A7) 2 L,

1.1 EXLEIER

11.1.1 S (0.9%). BRFEET 872 K= X HEAH) . ¥

RIREEE (HEAT)
EIHED S S b, BERIEYE S b7 Y F— 3 A, BERETESRED S
IR L EOBmH iM% 7285 2 EHH 5O T, MAEHED
HIZER, O, 28k, ZIR. BUREOBIEZ T I12T v BE A
DONTHEIZIE, TR I L, 4 ¥ 2 VKORG24 %
&L YR ME 47 2k, [1.1-1.3. 2.5, 8.1, 8.3, 9.1.1.
9.1.10 /]

11.1.2 {KI¥E HEARH)

Wi, MR, Wi, Rk, IR, Ak 5 ORI IR ) R
OOLNLEGAEIE, S EePIE LB 2 AEE T 2 &, [8.2,
8.3 B3]

11.1.3 EMSEREE (Syndrome malin) (0. 1%Ai)

MEEDARER . FREE OFREL, IRI ML OZES), BTSN BL.
ZIUCH | SR E BN AR LN DYE X, 521k L. KOG
RSO GEFE L 2, Y 2 LB 21T ko AEIER
(2. I CK o ER R EHIMEROBINAA LD 2 L 25% v, %
2o AUV REED) BREORTFICEET AL, 2B &
BOSFRGE L. ERkREE . R, MBI, BOAGER, SRR
EANEBITL, WELBPHRES N TS,
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11.1.5 & (0.3%)
FEAE (R .
CEVH D,

11.1.6 BRES ZX 2T (0.6%)

BHES1CX 0, AHEER (FICOER) 256 5 b, 5k
BOERT A DD D,

1.1.7 ERUHREE (FER)

M. B, CK E&. MR OIRF I 4710y ERE)GE
OOLNGEIEEG e IR L, B R ERIT) L, F o HH
ROERIE LS & 2 BB REOSEICEET L L,

11.1.8 FREEMEA LI R (BHEEARH)

W R (ROARIR, Bl - MM, 25 LW, JEERo I 5 v
bR R I D 9 > S ORER) 38 L. BT Ly 212
BATT A EDHDOT, BEREDND S b IE, %5 %
kg% % EEY 2 EEITH L.

11.1.9 EEEREE (HUEAH). AmEREd (0.6%)

11.1.10 FHEARAE CHUEADD) . FEPERIRILARAE CHEAD)
PZERE . FRIR AR SE O AR SEMIE DS RS STV 2 DT, 5
AT B, M. U O, [IESEDSRRD O sy
HliE, #5E2PIET 55 EEY 2 MEE 1T 2 & [9.1.6 BHE]
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MMRER & U T395. DA S, TR L, ) >/ SHillE
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L BEIEIRDY D 5 b D 2 EWH LD T, BEEE 51T,
ZD L) BIERD D SN A S 2k L #E ) e L %

EASE. I A4 20 R AL AL bbb



THIZ ke BB, B EAULRAT AV 6 (HHV-6) D7 A )L A o 0.1~1% o) s —
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Vo s S O ERIREE LTI =
& BEYW - BH| SR, T VL F.BUN
IS ok i - R B L
T W R W PERREE |kt HR. SR
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M AL BT Y Y T TR B o 5 B R (A% NU 7)) e\ REE BIREE N ) ) | BREHKT.
FEIR (B AR BE) | Bk L £ U R ERA, TiE. Kd|) FMEFOVB| > MY oA
Bk, it o= F L A7 0 — |3, SRIE KE. A 7| EA, 70—
Bl 52 k= S kS MEF. A |V ER, 2O
TLURAFR PR o AR |- VET
VT BITR FUoTA
H.TIUE i
YT (EE I 5B B, BT
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EB LA T, Bh |2 o7 P A | OB ED ke ot th OB OB, CK b, SE0. | Hiasie. B
. OHR . E b (20.19) . H|5. WL Wl 0 F 5 7B K5 (%
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W, LEM AR B B IV,
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RN AR PN T vER. W
S B 2 8 i i i
A K 13, BRES
e AL 13.1 FE®
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ML BBk [ > /8 Bk E R % DRBEFERR, T OB A SIS 5 2 B AR S S — AT 7 AR (B
P, R BFRRERH 5 | 10%EE) £ LThobhs L s S Tvo, 0Bk
W AR MR RRERE LT, . R, EYLEEREARR, IR,
[SRIEES S EN BRIILE & % IR . IR GRS 20600 F) RO A58
IR A SbhNDBIENDH D, 450mg KD EAMEERS 12 X BITEHO
ANEZBYE DB A 2g OAVEERTE S TOAERHILHE STV D,
S N 13.2 E
B % | i AT D AT & AR & BRI L a 3, SR oS5
BRI AL BAF o AHFNZTENEHE & 0B F L2 22 R B 0% 50~ 606K
kK% | Bk TEh, TRLFY ¥, 830, AWM g-S54kT I=
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v b fH . S
W 14. BRHLEDIE
— : - SR s 14.1 EHIZABEDTE
P RigRE 7w 77 FiELitre. 7 a7 7 F PTP @3 OHAE PTP & — b4 ST th LTI 2 & 5 fgi
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W B AE T AL EIIREILE 52 L CHIBII RS OB 2 SR 2 B35 5
HEAE S ERB D,
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15.1 ERER{EA(CE D <153k

(GhEEHE)

15.1.1 FANZ £ 2 0HH, ERARHOZERE I ST b,



*15.1.2 HLECEME S - WERRAE RS £ R & L7z 17 ORR
BRIZ BT, KH % & BB RS 5L 7 7 R 5
LILER LTINS 1.6~ 1.7 8o 72 L OMED D Do
LB, RHO 5 REFTIE, BT K OMIMAEREE (HEEd, — s
FEIMSETRSE) OFBEED T I bR EHB L TE L, ZORTEDME
B & LCL s (80Dl L) . $AFHIRRE, XV VYT EE LR
HYOPEH . ISR EAHE STV b, MINEREZ BB L2
BEICBW T, WIS - — SRR ST - 5T o B 3
AP BEEOERR T2 A L T2 PGS Tnd, £
72 AHETT O IC B W CL ERPUREIREIE L IRE RIS MR
WL FBICITE RO FRICEES T2 L OHERH 5o

(MBHEEICH T B D DERDHE)

15.1.3 #HEICHEME S 7z K ) DR ESE o RS (RURMEREE
DY) OfEREED) EAETAELEEMNGE Lz, BEOP) oF D
7T R B R R O MG RS B WL 24 DT 0 B
Tld. HESESL HREROIID ) A 7 ) 2Kk G TS
YR L CEPo7z0 B, 25 LoEEIIBIT5HEK
LERLHBEROIH DY 27 OBINEFED 51§, 65wl iz
BWTIEZOY 27 A L7120, [8.8. 9.1.7 &)

15.2 FEERARFAERICE D &%k
WA REBR BT, ME~Y A 8mg/kg/HEE, 21 % H) &
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TIHWEL OFARE D FAPHRE SN TV L, TNHOFTRIE,
TUT 7 F B L 72E e LT o ETIR L L mshTn
bo BRERERR OVEZEMRAAICB VT, B MIBI LKA DH 5 0k
HEEE O RIS & 554 L o BN 2 BIR IR ST e
W,

16. ZEHEHRE

16.1 MrpigE

16.1.1 MmiERE

RN TS T LA bmg & ZEREIRFHIAE 8- L 725

e Trmax Crnax ti2 AUCo-96
5
(hr) (ng/mL) (hr) (ng * hr/mL)
5mg §E x 1 §iE 4.8%1.2 10.5+2.2 28.5%6.1 279+86.6
(ng/mL)

—o— UL FH§E g

SR+ BRI (n=16)

BECMEVUNBES
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(5D

36 48 60 72 84

B 5 OFEEREH

0 12 24
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BT SR I 33 iR (20.7~54.1 BERT:5~95 78—t > & 1
W) THY, Aoz ) 79 v ZA1&¥H 26 1L/hr (12~47L/hr5~95 78—
Yty HAN) Thio VAMPUMIZEFKREETZ GHEAT—%5),
16.2 DRIR
16.2.1 BEOHE
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16.3 9%
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%o
16.4 X3
16.4.1 E&KRBEYRORBRE

X F =YD L Twb, ERBILCHY TH S 4-N-7 2 X F )Lk
CYPIA2 # /- L TR SN D, R D R WR#THD 2-v FuoF 2
FVAKIE CYP2D6 2 L CEREND D, T v FE L O&fkine s )75
VAWK E LB L L3R\ in vivo DEIIAERIZ BT, 4-N-7 2

AFIARR D 2-8 PO ¥ ¥ 2 FUEOSEIEEE 2V, ikt 5 v >
LB L TR TR IR OREKIZF T v FE L Th D 2 EHHERS
NTWD, ERIREIZBIT 2 REE 10-N-2 v 7 0 v BHEE R R O 4-N-
T AR F AR MAE I T 10044:31 Th > 720 [10. B

16.5 Bttt

16.5.1 BEtit#ZE& R O HEt 3=
R AICHUC 4 T v E v A ROHES Lz L &, 21 B CEBgHEEORK)
57% 1% Y 30% 75 € NE IR P R OFAME R ICHRE S e BHEAT— %) .

16.6 HENHE*HT2EE

16.6.1 Bi¥pcEERE
BB TR 10 BISA T VW E v TV 2R LRI L B b
EREEDRTIEA 7 VWY L oY BIEICHE L 52 2hoe WHEAT—
5o

16.6.2 FH%REEE RS
FREREE IS4 S v FE DI )T IV ARK T S5 2 TSN
S TFREREAC T B S BICARK LE A T v E v TR )V &35 L 7ok
X Bl ERIKTIEE S v F Y 0By EREI HEL 52 hd ol (O
EIATF—%),

16.6.3 =
TG Y LA TNV O AP T 65 DL O ERE 16 Flog At
WHEIEmlE I L 53%IER L7: (W52 Wi, JEmie 34 el . 14
H BB 5-Cld. 65 ML EO#EE 8 Bl TS E 59 Bl Td - 72
BHEAT—%)0

16.6.4 TRl - ERE
BHENEF T o HFE TNV B RGN L s e o BIF 54
FUHFEr D) T T AXEELD LR 30%I8 . FABEHICBIT A4
TGO )T Ty ALIEBEE L) D 40%Em o 72 TS D
HNOENDPOEOHPHAET B LI L ) — i G522 R 2 LB %
Vo PRI & B A LA S DRI A O 2 ) T 5 v AEIG TR T
b WNTERES . BHIEREE ONAC, LIRS 23 b KA
o7 MEATF—%),

16.7 EWHEER

16.7.1 ZILEZH I
KA ETNVREHF IV EDBHIZE Y F T 2 > oSk idstz
RU7z HEMERIZBE (F_TBAE) TKE . Cun OBEMNSITTE
(BHE) C 75%. ik (F_CIRBREHE) CT52%CTdy o720 AUCo2 OBEINZE
A (BYE) T 108%. ZetE (JEEME) TH2% TH otz Fiz. 2T T
YA (CLp/F) 1334 (B2m) < 52%. &M (GER2E) T37% KT L. &
I 7 VRFH I VA5 CYPLA2 OERH 2 H T 5 720 L Sz (hE
ANT—=%). [10.2 Z#]

16.7.2 HILINTEE >
I A TEVBE NN EE Y EOHICEY ., £FUFECD
AP RE IS % 7R U720 BEATIC & 1) Crmax 13 24%. AUCo-0ld 34%IET L
T2 THIH NN EYE VS CYPIA2 OFERERNEZ AT L7720 LHEE ST
72 (BHEIANT— %), [10.2 28]

16.7.3 7L xEF>
KA & TNV T v (ENFRAE) EofHIZE) . 5 Yy omiE
R X DT IR L 720 BEAIIC & D Cumax 1 16%3500. 2 ) 75 >~ A
(CLp/F) 1 16%MEF L7720 4L 7 VA F 15 25 CYP2D6 OFHENERH %
HYbolifEsns GHEANT—%),

16.7.4 ZOfth

(1) BEEIZBITZ2F T v FE 02 ) 7T v AMETIFEEE L1 ) 35%
Motze TIUXBEAS CYPIAZ OFENEH AT 5720 LiiEw Sz,

() Zofh, 137532, TVT7) v, YAFT U, HIEERET VT —
WA L BARKI OB § 25 ha BBIIROSN Lol £/,
AENCELBVF L, NVTUEE, A3 T7F3I0, TLT7)r, VTEN
A, ERY Ty, 74T 40) Y AFT OV I = Vv ORWENREII T A5 0 A
WD SN 7208 JHEAT—4)o
W) AT A T VIEREETICHW AT, AT Y TR

)V 5mg & AFK| Smg (ZAEWFEMICFESETH L 2 EAHERENT VD,

T OIS T ARV 0 v BEREE, 79V ER
E/AFUHF—¥, Frra—L4P450 (CYP) Thb, 5 FEVOH
# 10-N-7 Vv 7 0 VAR R O 4-N-7 v 7 1o VAR, iV
70 VRIAE SN A9, 10-N-7)V 7 1 ¥ ER¥ A AN L ORI BT
ZEENRIWTH D, 4-N-F %2 FERBYWOLERII7FEVEHE 4+



17. BERERRCIE
17.1 B3 RURLMICEI T 255
(& KERIE)
17.1.1 EREE || 45
(1) #EAEE 1 BB
TN Eif S AL7- 8 B
e s, A LR EE 81 Bl
59.3% (48/81 ) Tdr o729,
FREEH AR () 17.3% (14/81 #1) T OMRS 16.0% (13/81 #1) T
577
(2) #4EA%5 1 HAEER
Bl & X FEHE S N7 8 AR SRR T 2.5~ 15mg ANE T XL, H AL
HEEH 156 BB A PEEEEYaR LR ORI 58.3% (91/156 #1) TH
Oth)
EEWER AR (E) 19.9% (31/156 ).
#E11.3% (LMHEOAH 6/53 ) B (&) 10.9% (17/156 1)
(17/156 B1) L O°[17810.9% (17/156 B1) T > 720
17.1.2 ERSE 11l HHEER
8 O B EMILEGRER TAHI 5~16mg AT S, RFFEGHED 44.4%
(40/90 ) HSREEEFELGEELL 2 7R L. ARFI O A FIIE I3 3 5 H HEDSE
Do5N,
FEAEEREEE ). 772V 7.
11.1% (10790 f) T&H -7z
17.1.3 SHESE NI #AEER
(1) &7 vHFErn 7wV EVoEEHRHE (EKHE5+2.5mg/H. #H
#:10+2.5mg/H. #HE:15+2.5mg/H) £ 7FRR{ I Nax) F—)
(15+5mg/H) 2% ki L7z 6 o —EHEHRILERBICBWT, 5 v
Eron - BmHEHIZ 77 2R L CHBYE - BIEERE & Tk 4e
FICHERUGELR R L, SHERE TR F—)U 58 & i L, BEE
REFEICYE L7z, SERIMEIEIR (EPS) 39 XCTo4 T VY 58
TRLHEE R LA, Nax) F=VHESETIZELL 2, S—F v =X
AT AV TORBRITRNTOF T U U HEGHETHEIE - 7212,
() FlafaEsNizd T v FE Y I na ) K=V OG5 Es s
R LB B 2 KB ZEERT Co 1 4EM ORIk B
Ty F T VY TR & i LIRS 2 BAFICHERE L. MG JiliE D
TEIEZ X W ENTH o729, ZHERT CORMMSRES PO, +5
HFE NI BEENEY AF AT T OFHRIE, TR F— V5D 10 5
D1KBTHY ZDOEIIEETH 7219,
1) ATV E Y T RVIEEEETIHWZEA T, A5 FEY TS
b 5mg & AHK| bmg AW FIICFETH S I LR SN TY
%o
F2) a1 F—b GRIHD) o ENARHRE GER)
Thbo
CUBMEEICH T 2BRERDYE)
17.1.4 EREE 11l #HEER
BTy — FUZRAMET Y Y — N2 2 L 72 AR T RSB % uh 512
i L7277 2R B EERULBGRER I B W T RH) 5~20rng #1H1 IEI 3
BEMRG L7 8 & REFEIER IS B U A Y o VBRI (Young-Mania
Rating Scale. YMRS) A&t EDNR— 2T A ¥ 56 OZAbE CEIMH + Bl
) 1ZAKIEE-12.6+10.0. 7T LFRH-6.8+14.0 T, BEMEE 20D B5%IE

FAXIIZ-5.8 [-9.1-2.4] TH V. Mt P e FEENBO SNz (p <
0.001. t#5E)

£ 1) 5 38k

Fﬁ?&@ﬁt%@f% 5 UHE U H T NED]~]12 5mg At
BUF L HEES M EOgHERIT

M5 13.5% (21/156 ). #&H
IR 10.9%

RS B, REROAM GE) %

1£1H 3~6mg

BIFSH YMRS GRHEON—ZAF 1 ¥ H5
BERI7E (FAS. LOCF)

DAL R ED

YMRS &t ri
——r
BEB | B |~z | ma :”;Z) [95% 54 | p >
PN -
T4 [i=3 [X ]
7AW g
AT 104 27.7+5.9(15.1+10.4|-12.6+10.0
-5.8
PS5 R < 0.001
7 7’?# 1 97 26.9+5.6(20.1+15.0|-6.8=14.0|[-9.1-2.4]
Il B
13 thE
6 IO 3517 2 E 2 BRI, IR 23.8% (25/105 B1) B OT1iE

15.2% (16/105 Bl) TH o7z,

17.1.5 ERE Il 1855
TEERBERICHEE: L CHENE L 72 18 B oI B R DIk B 5 BRI B v
T, CEEMRBREET LWBRE 3 T Y E O RAIRS A SRR

g

T3 2 B CEE R L Ul L 2o I3 T Y B AR
SERE 1 FI & OPHES Z AT - 7219,

(1) #3 > HELBETO®RE
AH#) 5~20mg % 1 H 1 H#EIH#x5 LizL &D YMRS BRTEDONR=2F 4 ~
o0t (P + FEFAE) &, 5 6 MK T-3.3+5.3, 18 %

T-4.2£53Tho7,
FHEONR=2F 4 Vb0

#2) YMRS & (RFIEHEE, FAS, OC)

N— A
. 1 2 438 6 38 108 | 148 | 188
74

&

100 100 96 91 81 76 65 61

5.7%6.4/14.9%6.0{4.0%5.8|3.0£4.3|2.1+3.4]2.6+5.8/1.9+3.3|1.6=2.9

— | 0.8%£3.6|-1.5%5.3|-2.4%4.9|-3.3+5.3|-2.8£5.7|-3.75.7|-4.2%5.3

I = AR

BRI S8 BB RS 1 41.0% (417100 B) Tdh o720 EARBIEM I, IR 13.0%
(13/100 B1) TH o720

Q) A7V EC+HRPREETORE
AH) 5~20mg % 1 H 1 [R5 [oREdEs LTRRY 77 4, NV
g b)Y AL AN EE OV 1Al 2 KRR O HE T
5 L7280 YMRS G5t EON— 25 4 ¥ H 5 OZEALE (T34 = s (R
) 1d, $5 687 T-25.9%9.3, 5 18 A T-29.6+5.7 ThH -7,

#£3) YMRS Gt HONR—= AT 14 v 06 OB b (KR4 E 30t H B FAS.OC)
N— 2
N 14 238 438 6 38 108 | 1438 | 1838
74
BIEL 39 39 34 31 22 18 14 12
YMRS i i
p 33.2£6.6/25.1+9.6(17.9£10.3|12.5+12.8|7.1+8.7|2.9+4.4|3.1+4.1|1.73.2
[= =0 N
2l — |-8.1£8.6|-15.4£11.1|-21.0+12.6|-25.9£9.3|-30.3£8.7|-30.0£9.4|-29.6 5.7
P + R

BIVEHISE BB 1$ 59.0% (23/39 ) Td-7z. FARBMEMIL. M~y 7
1)) REEAN15.4% (6/39 1) . 1EIR 12.8% (5/39 B) Jz OMEEIEAN 10.3%
(4/39 1) TH -7z,

(BEEEICH T 5 D DERDEE)

17.1.6 EFEHEFES 11 55

(1) —EE#HH
IORIE Y — Fa B2 LB I BEERE (514 6. HARNEHE 156 6%
i) BMRICERL 7275 £ Rt B EEMERRERICB VT, $§f'l 5~
20mg BRI T H 1M 6 BEES LL & RIS
Montgomery-Asberg Depression Rating Scale (MADRS) 4 ufﬁ@/\ 3
FTA S OE LR (CFIYE £ ERFEE) I IARFI-14.26£9.73, 77K
B-11.71£11.09 T, BEMZE & 20 B%EFHIXEIE-2.15 [-3.93, -0.36] T
B AR R A EENRO SN (p=0.018, HAHIHT) 1D,

F4) 5 68128175 MADRS Gt HON=2A T4 ¥ b DEERVZ
DM (FAS, LOCF)

MADRS &t
—— e
Pt % N2 “‘274 (95%(E M | pfiiEd
VAN .
FA4: X [y
T sonia
AR 339 29.36+5.71|-14.26£9.73|  —2 15 0 018
.01
7T KB 169 28.69%6.33|-11.71+11.09|[-3.93-0.36]
P £ LR
W 4) oA

FIVE I SE B RS I3 AHIEE T 55.7% (191/343 #) . 75 & KRBT 36.8% (63/171
) Thotzo REBEOTEREIER I, RERIN 15.7% (54/343 %) IR
15.2% (52/343 ) Je OELBKITHE 12.0% (41/343 1) T o720
(2) FEERGETRSHA

[EI s 3 () kB (ZE B M) (ke L CENE L 72 18 M o IEE Mk etk 51
IZBWT, AFH 5~20mg ZHEERC 1 H 1 LIS L7z & X0 MADRS
BEMEETEOEBY THo72o MADRS ARIEDONR—=2F 4~ (ZEEMR
WIRETIRE) 25 02 (Pl + R R E) 1%, %5 6 B T-3.76 £8.50,
5 18 A T6.34£9.43 TH - 72, 2k, KRERIZB W IR TEE
PO DE K OPUEHIEE O AT & L THERML 72,



#:5) JEEMMGH S0 MADRS G5t HOJERE (FAS, 0C)

N=2AFA~ 6 34 18 28
B 385 349 295
MADRS &l 14.00+9.05 10.10+8.37 7.61+7.20
ZALE — -3.76=8.50 -6.34%9.43
I + LA

HIVEF S BUBE £ 38.3% (149/389 B) T o 720 F 7B A FE B4
15.9% (62/389 #) Tdh - 720
17.1.7 EASE Il HEER
FERSSE A RE: GEERMkGEGM) 258 T L7 HAR NS UL EE & 5t
FAZFEN; L7z 24 TE 48 JAR O ENIEF MR 53R BT, KK 5~
20mg & RIS 1T H 1 RS- L7z 20 MADRS ARtliid TR LB
) Tdhorz, EELFERABEET L HARNERIIBIT S MADRS 455
DNR=AF A (EBRLEFEREA TR 20502 b CPH = iR E)
&, #5524 HHT-1.0£6.7 TH o 720 FEHEF TIL, MADRS AEFEHON
— A4 v (EWNIEERENE G HEBERGER) 206 0% b (P = i
) 1. %5 24 % T-5.2+13.2, %5 48 MK T-3.8=7.4 TH 721,
%B. ARBIZ BV IR RS, PU) DB OB MRS O B % 1T &
LT L7z
#6) FENIEFEHREN%S RO MADRS G5 HOHER (FAS, 0C)

N=2F . ) ) .
. 1258 24 38 36 38 48 38
£
% 81 73 65
| 5 2
I_]l’ & MADRS
RO || 8.6%7.2/8.7+8.116.96.8 —
wTH S
ZAbE — 0.4+6.0 |-1.0£6.7
T 20 14 11 7 6
B MADRS
P B rp e |16:5%9.0/9.928.710.6+9.6/8.3+8.1|7.329.5
[= =1 BN
At — -6.9%£10.8(-5.2+13.2|-5.3+8.6(-3.8x7.4

I+ AR

RIPE I SEBUMEE X 40.6% (41/101 Bl) Td o720 AEOELRIERIIAER
n17.8% (18/101 #l) T o7z,

18. FEmhEEE

18.1 fEFA#A
TG RFIL )NV T YV ERE AT B IEERMFUSMRETH
%o FERRIRIEFREABRIC B\ CTERBUR MR e & (35872 2 SRS 00 RS &
PIZENT W5,
T TV LIS ROMBEMEZERI S AR & A L CRA RRIE O B
PEREAR D A Ze 597, BEVEAEIR, FRAIEEE . ARk, O DIEIRE IS 3 2 %)
BRHEAINEER OB Z S 725 L (ZIclEHElmulti-acting) . F72. %<
DZFARNIK T 2 MEH A NE RO BRSO 235 (RN
{bireceptor-targeting) &% 2 5N 592 5 UL UL, /83 v D2 ¥
47 (D2. D3. Dg)y 280 b= 5-HT2a22c, 5-HTe. a1-7 KL+ ¥ &
e A% I ¥ Hi AT R TR BAE 2R 34%, F2X3
YD1 %47 (D1, Ds) +t0 b= 5-HT3 ZAAENTR RO HANE TR
BT 22D, 720 AAH) Y (M Mzy Ma, May Ms) ZZEANOHMYE
1% in vitro £ JBE LT in vivo TEEIW . 4 7 U HFE VTS OHE
WA LIEPIESE L LT <D, BIZH T VY LI X B KM B RTSEATE T
BNV &7 VT KL v OB 2. 7V 8 3 2 BRARER O fRER
FEORIFEDD G T v FE Yy LEROZHFEEOMEER L DT &R &
NCTW BB B 520,

18.2 A KBEZERDEY T T IV TORIRNER
T E G A LT Y= (HRSEREIE OFREE) 2 ERET 2
HED HEVHRE T, SHELRIGY BFEEROIRE) . 7LV AL v
Ya 220 (B IR & OFRAIBE S O8I . #Eas i3zl 2 (BrEiER o
81, a7 2 p30 (MR R ORLOREE) & % W idigilkik (5
DHERDIGHE) & DR A IFAEFAEIRO B T F VBV T EEM 21§,

18.3 HRfND#R R RO AR B B RISERTEF N DB IR M
T T WY E, BAAEE RS MBI RS I B W, HEARYHE
REWERNCEI S L T 2 BEGRSMR L 0 b PURIBIG1E & BItR3 % il
WiE AL ORI R B RIS AR~ O FARIE A 7R $

18.4 AR ICEIDH 2 NG E L HER & ORENVEEER
HRA SR CIERIN ERTHERTE T K283 » DI ROBREK TR 7V 4 3

VHRSRDAREREMSRFAL SN TV B, 5 VY VLK B RTER]

WCRNNRI Ve VT N v OlEHEZBINS &0 7V sy 3 v ERER
OAR R & % [E S & 52028,

19. KA ICEET 2EEFEFR
—fEE9%Es - 4+ 7 ¥~ (Olanzapine) (JAN)
b4 2-Methyl-4-(4-methylpiperazin-1-yl)-10H-thieno[2,3-b]
[1,5]benzodiazepine
Ci7Ha20N4S
312.43
HOOHEEOHETH S,
Iy =)l (99.5) IZEITIZC L AF 7 =)Wz THETIZ < L.
KIZIZEALBET 2,
AL

H
@N \S/ CH:
i
®,
\CH;

GF
o e

IR

A 195C (GrR)
SrECHRE 1.8 (pHS. #EfErl-4 2 % 7 —W5R)

22. A%
(¢ 2.5mg)

100 $¢ [10 ¢ (PTP) x10]

100 $8 D, N7, 8ZJEFIAY ]

1000 $¢ DK, /N7, H2BEAIAD ]
(&% 5mg)

100 $2 [10 $8 (PTP) x10]

100 82 DR, /N7, &IRFIAY ]

1000 $¢ [, /N7, HfEAIAD ]
(& 10mg)

100 §& (10§ (PTP) x10]

100 82 Ui, 237, #ZEFIAD ]

1000 $8 [, /NF . #fEHRIAD ]
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