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A5, IR T BE 8 B 5 Y V8 (lise) X+ v HFErn7
LV R LN L B & IFRRRIE T4 T v v oS- EhRE I
BEL2 ol GHEAT—%),
16.6.3 S
F T VWY LA TRV OB T 65 R LLEOERE 16 6107 I8
W I 12 U 53%IER L7z (M52 Wi . JREmita34 HE) o 14
H B R 5-Cld. 65 MLl EOWEE 8 BT 0iE 59 Bl T & - 72
HEAT—% )0
16.6.4 M7 - B2AE
T U v (EEsE) EF T oY U TR RS L e ENC &
e, KBTSV HFE D2 )75 AFBMEL Y L5 30% < .
FBREWEICBITAF T U DY) TS v AXIEREE L) B 40%
B2, INSDERD ENPOEODHEAET A LX) — %
GaARET A LEIE R e MR & YR A A G bR EOTE s ) T T
¥ AL BRI S Tl b L R TTie B . B IR DT
WPEIEBLE L A3 b o 72 BHEAT— %),
16.7 EMHAEIER
16.7.1 ZILRZH I
T U UG (EEkE) L TNVEREIY IV EDBHICEY . AT Y Y
OMBEPREIIEHE LR L. MEMERESEE (3F_TBEE) TREL,
Crnax OWIIZII TV (B28) T 75%. &M (FNTIRiY) ©52%Th -
720 AUCo2 OHINEIZ I VE (B2E) ©108%. Ltk (FEMRHE) T 52%Tdh -
720 F72. 7075 A (CLp/F) (350 (B2E) T52%., it (FEEAm)
TIBET L72o SHIUE7IVRFH I VA CYPIA2 OIHEEM 2 AT 572
D LifE s GHEAT— %), [10.2 ]
16.7.2 HILNTEE >
F I ATV E AN EE Y EOHIZEY) . £ FECD
MR A % R L 7o BEATIC X D Ciax 13 24%. AUCo-o (3 34%1% T L
72o SHIUIH NN EE YA CYPIA2 OFEEM 2 AT 5720 LifEE S
72 (BHEAT— %), [10.2 Z87]
16.7.3 ZIAXHEF>
T 5 Y Ui (EEsE) L7V AFREF (EIVRKR) EofIcE .
T 5 WY L OMBEPEE XD TN L 720 PEAIZ LY Crax 1E 16%3

. 21075 &x (CLp/F) E 6% TF L7z STVt F LT o
CYP2D6 OIHEEM % B 720 LEE s N JHEAT— %),

16.7.4 ZOf

(1) BEHIZBTAET FE D) T T 2 AMEIFIEEEEE X 1 %9 35%
Mo lze TAUXBEA CYPIA2 OFENEM A AT 5720 L g Sz,

Q) 2o, £1I753I0, INVTTI ., YAFT Y, HIEEFET VI —
WIZEBF T e OEYTEEICHT 25 2% BT SN b o
oo Floy FTHFENILDLYF LA, NVTUE, A TTI0, T
Ty, VTENRA, ERYFU L FF T4 UL T IV 3 — L OB
REIZHTT B S 0 B BIEERD SN o 7208 (MEIANT— %),

) I U T RVIERBSERICHWBEE T, AT v FE Y TR
Jvbmg &4 T YK U (WilE) Smg 3 AEMFMICHSETHL I L
DHER SN TV 5,

17. ERERERIE

17.1 HMRVURLMICE T 258

(e RRE)

17.1.1 EAE || HHER

(1) #NEASE || #EEABR
AN FER S N7 8 WG HER T T VKU H TNV EDV]I~]12 5mg Y
Peh &N, A LMERER 81 BIIC BT B h & YR ot ERE
59.3% (48/81 ) Td 729,

FRBEIEMIEIAR () 17.3% (14/81 ) K& ORA 16.0% (13/81 61) T
/)f;o

(2) #HEAZE || FEEABR
5l & & FEhtE S 7z 8 MG ER Tl 2.5~15mg 5% 5 S AL A EE
HFE 156 B2 51T 5 e peng s LR o 2r 513 58.3% (91/156 1) T
57210,

FREIEIIEARIE (i) 19.9% (317156 61), B4 13.5% (21/156 6l) . EH
#E11.3% (DM 6/53 1) = (&) 10.9% (17/156 B1). Rk 10.9%
(17/156 B1) JO°117810.9% (17/156 B) TH -7z

17.1.2 ERNE 11 185458
MO - HEEMRILEREE T4 T v Vi (WilE) 5~15mg A5 X1,
T T Y GO 44.4% (40/90 B)) HSHREEEGED EARL, ATV
FE L OFA I S 2 A RS S,

EREWEHBE (&%), 7H 2P 7. RA. BE, AL ORER GE) %
11.1% (10790 B1) TH - 720

17.1.3 SLES 111 1B55%

(1) A7y TV EVOREEHERME (KHE5£2.5mg/H.
#:10+2.5mg/H. ®H&E:15+2.5mg/H) & 7 I LKL o) F—)b
(15+5mg/H) #2 % ik L7- 6 B O “EERIEEREBRICB VT, 5 %
Yrom - ST 7R e g L Chtk - BEER % & TRk e
A ERGEER R L. AR O F— U5 i L. BYE
WaEEBICYEE Lz, HANEHEIR (EPS) 33 _To+ T Y 58
TRUEZR R L72A, HNaX) F= UG EETIEEL L2, N—F V=X
AT HYTTOREBRIEITNTOL T v FE U HGHETHEIEKD - 7212,

(2) BIEFEXEmEINIA T P HFE Y LT F— Lol i
R LSBT 2 KB ZEERT CTo 1 4ERM O BGRB8V
T & T VY IR IS & LIRS & BATICHERE L. A JTE D
R E VAN TH o729, ZEHER T CORBMGRS O, +5 >~
FUE N LD BERMEY AF A DT ORBIEL T K= VESHD 10 5
D1KETH Y ZFDOEIFEETH 7219,

H1) AT T eVIERESER IV BET, AT E YT
LV bmg & T YWY Ve (FailE) dSmg AW FICFETHS 2

EDHEREN TV 5,

H2) NaxY F—v GROHD) oEPWNAZHE R &1 0 3~6mg
Thb,

(RIBHEEICH ) 2 REROKE)

17.1.4 EAEE 11 1H55R

PR T E Y — FIUIRAMETE Y — N2 52 L7200 T REEE B 2 o RIc%E

MiL7:7 TR EERILEGRBRICBWT, 5 Y v (Eimse)
5~20mg % 1 H 118l 3T L7z & &, wiFHMiR 2B 2 Y 7 BeaE
fili L (Young-Mania Rating Scale. YMRS) &RIEDOXR—=Z2F 4 H 5D
AR (CPIM + EHERE) 345 0¥ U BH-12.6210.0. 751K
M-6.8+14.0 T, fEMZ L 2D BWEFXMIZ-5.8 [-9.1-2.4] TH V.
RN A EEDEO SNz (p <0.001. tHE) ¥,



F 1) 5 3BEBICBIT S YMRS GRHEONR=2A T4 ¥ h 5 OE LR L VZD
BERI7: (FAS. LOCF)

F#4) %5 6 H%I2BI1T 5 MADRS GRtHON—=2 T 1 ¥ 05 OZALm K%

DRI (FAS. LOCF)

YMRS G715

~N—2 5 | HEHEE

PGB | B | e | R | Ao | [95%MEE) p 5D
SAv | fiiE | soz | XH]

2
5
e 104 |27.7+5.9]15.1=10.4|-12.610.0
e 80001
TT kK F9.1-2.4]
e 97 |26.9+5.6/20.1=15.0/-6.8=14.0

S il = A e A

#3) tHE

6 B OFEMM R 12381 2 E2RERIE. IR 23.8% (25/105 61) K OLIE
15.2% (16/105 ) TdH -7z,
17.1.5 ERSE Il HHEER

TEEMEERIC MR L CEM L7 18 A o ERENMR S R IC B V»
T, “EHERABRZ ST LABRE I T VY L 0o BAIRS & SRR
For 2B EERAER A Pk L2 WERE 23 T Y SR &
SESE 1A & OB G5- %17 - 7219,

(1) F 5> HE LB TO®E

* I WY i (EEEE) 5~20mg % 1 H 1 [EEOH#%5 L7z & &0 YMRS
BRHEONR=Z 54 b 0% bR CEFYME+ EREE) &, %5 6 8%
T-3.3%5.3, 183l T-4.2+5.3 Th o720

#2) YMRS &l BON—=2 5 A 96 DR (5 ¥V HAEE, FAS,

s

0C)

N— 2

. 138 234 438 6 34 1058 | 148 | 184

IA4 v
i 100 100 96 91 81 76 65 61
YMRS
P 5.7£6.414.9%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
2t —  |-0.8%3.6|-1.5%5.3|-2.4£4.9|-3.3£5.3]-2.8%5.7|-3.7%5.7|-4.2+5.3

R fif + B (R 2

BIVEFSEHIHIEE1Z 41.0% (41/100 ) Td o720 EzEIERIZ. BIR 13.0%
(13/100 #) Td-7z0
@ 47>FE+RPRERTORE

* 7 WY e (FlgE) 5~20mg & 1 H 1 H#EHRE. [arEskEe LT

REEY -7 A 2NV TUEEF M) AL AN EE YOV L 1 H A K
RHEROCHZE CHAESG L72L ED YMRS GETHONR=AT 4 V50
ZAbs (Pl = fRERFAE) 13, %5 6 8% T-25.9+9.3, &5 18 Hi%
T-29.6+5.7 TH -7z

F 3) YMRS AREEON—= AT 1 ¥ b 0% bR (R w w30 FAS.OC)

=2
- . 138 238 458 6 38 108 | 148 | 1838
4
ik 39 39 34 31 22 18 14 12
YMRS
s 33.2£6.625.1£9.6|17.9£10.3]12.5£12.8|7.1£8.7|2.9+4.4|3.1+4.1|1.7+3.2
[ =] PN
b | —  [-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
SPIIfE = B A

FIER B 1E 59.0% (23/39 ) Tdh o7z EnEIWERIZ, M ) 7
1)) FEIN15.4% (6/39 B) . R 12.8% (5/39 BI) K& UMAE RSN 10.3%
(4/394) TdH o7z

(BHEEICH (TS 5 DEROHE)

17.1.6 EEERES I HHEHER

(1) —E5%H
IORLYE Y — FEE LR T BIEESE (514 61, HARNER 156 F%
Gtr) ERBICER LTI e RS EERILERBEIC BT, T W
YogE (EMeE) 5~20mg ZBLEREC 1 H 10 6 ARG L7z & & mAsHF
{12 B 1) A Montgomery-Asberg Depression Rating Scale (MADRS) #
FHEON=2F 1 ¥ b0t (CPME+EERE) 347 Y EY
H-14.26%£9.73, 77t AREE-11.71£11.09 T, BRI & 2D 95%EHEX H
13-2.15 [-3.93,-0.36] TH Y. MErFAN A EEITLD H7z (p=0.018,
o) 10,

MADRS &t
1
BB | BB | 2 “f27‘ O5%MER | p fHEY
SN .
S54y X i
7 b OELE
* 5 Y
e 339 [29.36+5.71|-14.269.73| 9 15
i 0.018
— [-3.93-0.36]
75 LARE| 169 |28.69+6.33-11.71£11.09

I = AR

i 4) W

RIVERZE B A 7 v ¥ VBT 55.7% (191/343 B1) . 77 & KT
36.8% (63/17161) TH o720 + 7 v E YV EEO T AENEMI. KEHN
15.7% (54/343 Bll) . fEillk 15.2% (52/343 Bll) K OVERKITHE 12.0% (41/343
Bl) Thotz

(2) e 5 H

RILI R (T E M) 1Ak LT L7 18 JE R o JEE ke G-
BT, 47 e Ve (Fi$E) 5~20mg 2 sHEkEC 1 H 1 BIREHERS
L7-& &0 MADRS A5 I TERERO LB Y TH o7z MADRS GEfHHON
— A4 Y (ZEEBRPKTR) 2o o% i (FHE+ RERE) (3, &
5.6 ##C-3.76+8.50, %5 18 MHET-6.34+9.43 TH o7, Lb., K
ABRIC BV CIREDRESRE, PO DR OPURMIRSEEOFR &7 & L CHE

L7z
#:5) EMAkEH 5> MADRS G45FHofER (FAS, OC)
N=RATA » 6 18 38
B 385 349 295
MADRS &5t il 14.00+9.05 10.10+8.37 7.61+7.20
ZAbt — -3.76+8.50 -6.34+9.43
I = A

RUE A SEBUHE 12 38.3% (149/389 ) T o720 T4 EIMEIR RN
15.9% (62/389 i) Td -7z,

17.1.7 ERNE 1l #5E&

[ERE I B GEEMMkEE 5 H) 57T Lz HARANBE I HES 2 %)
FATFE R L 72 24 33 48 HH O EINIFE M EMH G HBRICBWT, 47 ¥
Y odE (e 5~20mg % B 1 H 1% G- L7 & % o MADRS
BEHEETROLEBY Th o7z, ERIEKFARRZE T LZHRABREICBT
% MADRS G7lHONR=2 7 4~ (EFRLFRGRBA TR 206 0% b (F
Wl + AR 3. %5 24 BHRT-1.0£6.7 Th > 72, FHEFZ T,
MADRS Gl soN—=25 1 v (ENIEERENE 5 BRBGE) 25 0%
b CPEME £ EaEFE) (&, %5 24 8% T-5.2+13.2, %5 48 Ak
T-3.8£7.4THo7¥, Kb, RKRARIIBW TR TLERE, #i) 2HER
OPURHIRSE OB &7 & L CHEMEL 72,

#6) EHNIEEMRE% G350 MADRS 450 (FAS. OC)

N— 2T
. 1238 24 78 36 38 48 38
P
T 81 73 65
SR
E_”(f““m MADRS
BV ) sy | 86572/ 878,116,968 —
ST o
ZAL —  10.4%6.0|-1.0%6.7
S 20 14 11 7 6
MADRS
HHLER ap g |16-5%9.0(9.9%8.7110.629.6| 8.3+8.1| 7.3+9.5
LAL R —  |-6.9+10.8/-5.2+13.2|-5.3+8.6|-3.8+7.4
S I + B

BIVEFEBIEEE X 40.6% (417101 ) T o7z EEOF % RINEAILAKER
Jn17.8% (18/101 ) Td -7z,

18. EEHEIE

18.1 fEA#F
FI UL ET LNV TEY VB E AT 2 IEERP AR CH
b0 JERRIRSEFIGER I 5\ CE R HIIREE & 13587 2 SRR RS ©
MICENTV D,
T YWY VXS HOMRW R T AEH 2 A L TRA KFRE DO
HIEIRD A2 637, BEMER, MBS, RHER. ) 2RS35 %)



R HARIMIEIROBE & b 725 L (L IefEM B multi-acting) . 72, %<
DZERNT T 2 VEH DSBRPIE R EALA~O SEAR D % 255 (ZARREER
{treceptor-targeting) & #% 2 5N 5920, 5 UYL, F/X3I v D2 ¥
47 (D2v D3. Dg)y 20 b= 5-HT2az2c, 5-HTe. a1-7 KL+ ¥ &
e A% I ¥ Hi AT R TR BAE 2 R 34%, F2X3
D144 7 (D1 Ds) k0 b= 5-HT3 ZZEMARNE R R BRI TR
BT 22D, F720 AAA) Y (Miy Mzy M, May Ms) ZZEA~OHMYE
1% in vitro £ WL LT in vivo TEEIW . 4 7 U HFE VI TS OHE
WA LIEPSE L LT <D, BIZH T VY I X B KM B RTSEATE T
BRIV E 7 VT KLY v OB 2. 7V 8 3 2 B RO f5ER
EORIFEDD G T v FE Yy LEROZHEEEOMEER L DT &RI &
NCTW BB B 520,

18.2 A KBERZERDEY T T IV TORIRNER
T E G A LT Y= (HREREIE OFREE) 2 ERT 2
HED LR T, SRS BFEEROIRE) . 7LV AL v
Yoa 220 (BEVEREIR & OFRAIBE S O8I . #Eas i3zl 2 (B rEiER o
81, a7 7 p30 (MR R ORLOREE) & % Widigilkik (5
DHERDIGHE) & DR A IFAEFFAEIRO B T F VBV T EEM 2R $ .

18.3 HRfND#R R RO AR B B RIEERTEF N DBRIRM:
T T Y E, BAAEAE RS MBI RS 2B LT, HERYHE
SREWEHIZES L w2 BUEGMGR L 0 &L BURSHmRIGE & BIFR 3 2 ik
LiE AL ORI R B RIS AT R~ O FARE & 7R §

18.4 AR ICEID 2 R E L HER & ORENVEEER
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MR R DATEE EAMEBAL Z TV B A5, F T WY IR R B R EE T
BTNV E VT FLTY v OBEM RSSO, 7Ly 3 v Bk R
DIEEREZ AHE S50 8),

19. BRIRFHCEEY 2EEFIFR
— iy Rs . 49 ¥ (Olanzapine) (JAN)
1b2%% : 2-Methyl-4-(4-methylpiperazin-1-yl)-10H-thieno[2,3-b]
[1,5]benzodiazepine
C17H20N4S
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