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5.4 SMEBA N L ABEOZMNIL, DSMY &0 # ) 7 i ki 12 3k
DEEEIZER L, BELWMITHEIIOMETTHT L,
) DSM : American Psychiatric Association (K [ #i £ 52 45 ) @ Diagnostic and
Statistical Manual of Mental Disorders (K§tige BT - #al~ == 7))

6. AERUVAE
HE. KAV ) v L CIH2mga WA= L& L. 1H
100mg % Tt L. 1H1EEEHR G350 8. Fm, ERICLD
1H100mg#% 8 2 70 Wi CE A IR T % o

7. RERVRAEICEET 53R
KA OFRGEIE, FHESNLERE I EE L, LER/NEE 2
289, BEZTLIHEEICBSE L A0 OMET S L. [8.1-8.4,
9.1.1, 9.1.2, 15.1. 1]

8. EELEXRKER

(hEESE)

8.1 H) DIERA BT 2 BHEEIALEEIH ) . AREKOBZNND
BHDT, ZOX) BB IEEHBRY 2 5 NIk EEEEET 5
BB EORERL HRREOZBL 2 EFEEBIET 2, [6.1.
7..8.2-8.4,9.1.1, 9.1.2, 9.7.2, 9.7.3, 15.1.1%M]]
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9.1.3 BNBEMEE IMEXRAENRKANDSH 5 EH
IR B S5 2 L 0B b, [8.2, 8.4, 9.1.4211]

9.1.4 FEMAEVHEREEEZETIEE
AR 2 HE S5 2 E0H b, [8.2, 8.4, 9.1.32 /K]

9.1.5 TAPAZDEEMERBIIIChS DREEDH 2 BE
RIS EDH b, [11.1.38H]

9.1.6 QTERXIZZDEEEED & 3 BE. ZHERIRPCED Y 7 L
MESEHH 5 BE
QTHEE:, L2 4HH (torsades de pointesZ &) R ITBZFN
MdH Do [10.2, 11.1.88M]]

9.1.7 HIMOEKRMEZEH2EH2HAL TV 2 8BE, BIMERRIE
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i, BN, MREIHRE ST b, [10.2, 16.7. 1]
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W L7 F A B W, AR OEE., W, #Eest
WEE S5, EEREIR & AR OIEIRD BB 212 S bz & D
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N7 Ao DS e L7 B E RS BT F AR B & L o 1)
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3438 DR A 72 87 2 A 35 0T A IR 98 2 il s 1L S 5
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[16.3.22H]

9.7 /B

9.7.1 /NEEAXR L Lz ENERRBITER L TWwiv,

9.7.2 MWHNTHEIE S N26~1T DK D Dtk % (DSM-IVF 235
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15. ZOMOEE
15.1 ERRR{EACE D 153k
15.1.1 /A CERM S 72K ) DREEEFORMELRE AT 28
HrRE L, REEETEBOP) SR OEH 75 R
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HBREXOFBEO) A7 ) OFEGHETT 7 2R E KL
TEDP-> 72
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720 (5.1, 7., 8.1-8.4, 9.1.1, 9.1.2, 9.7.2. 9.7.3%MH]
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16. EYBHRE

16.1 MARE

16.1.1 BEZS
B AT E (661) 122V b F1) 50, 1008 0200mg™® % £ (2 Hilml ]
5 U OB MRS (Coax) 1321241151, 30.8% 0090.8ng/mL.
IMAEFR R — BRI SR T TR (AUCo-) (32 1210.557,1.081 % U°2.975ug-
hr/mL T ) RSB 720 F720 MBI (te) (350, 100
T 0200mg P #5126 L. ZIEN22.5, 24. 1% 1023 48R TH - 7219,

100

—e— )L 1) >200mg®
e B )L 51 2 100mg
----W--- )L T Y > 50ng
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1 .
T T T T T T 1
0 24 48 72 96 120 144
e 5% ¢ H] (hr)

HEAN% G- 1% O M4 ik e

)V b5 250, 1000 UM200mg™ & HIE#E G- L 72kt v+ 51) v o3 E)
g A—%

Eracs Cinax Trnax tiz AUCo-e
(mg) n (ng/mL) (hr) (hr) (ug - hr/mL)
50 6 15.1+4.3 8.7+2.1 22.5%8.1 0.557+0.261
100 6 30.8+7.9 6.7+1.0 24.1%+7.9 1.081+0.551
2007 6 90.8+15.0 6.3+1.5 23.4%6.2 2.975+1.001
Tonax © e i REF)ERER CPIgfif + HLk R )

16.1.2 R1E#HSE
TR ABYE (661) 128 b5 > 100mg#% 1 H 1E10 H M1 RAERE
O 5 L 72 B o 4 rpig 2 1 3% 5-5 F B ERIRREIE L. 10H Mo K
EG I XD HERME (R=2.0) B2 2EH %5 1HH  Coax 40.5ng/
mL. AUCo2 0.612ug - hr/mL. 10H H : Cmax 69.9ng/mL. AUCo2 1.22
ug - hr/mL) 3320 SN po 721,
16.1.3 £FHIEFMH
TERERASBME (2061) 123 =4 Va7 bEs0mg (kHY) Ly oAy
o7 FOD$E (OD$E) 50mg (Kd 0 gk L) %270 A% ==k
TR RO S LR o mEEd v b5 ) VigEHRE (YA
o7 MEXEY oA a7 FODEE Ok L)) ROHEYEIE ST X — 41
UTOREDCEOE) THY ., YA vya7 hEeODSEIXEEIIZF
HTHDHIENHERSINLY, T2, ODHESOmgld. OD§E25mg i "OD#E
100mg & E BB ESETH ) . EWFICFEEFEL Al S/,
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6
1
L S e

_e— P T /07 FES0mg (n=29)
--A-- Y11/ 07 hODEESOMg /K75 L (n=29)

SR + RRYE R A

3P (ng/mL)

3I6'48'60'72
555 (hr)
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T4V ME kHY) XiEY =417 bODEE Ok7Z LIIdkH 1Y)
& B OPS L 72OV b 5) v OSEYTHRE ST A — ¥

T Chnax Trmax tuz AUC
(ng/mL) (hr) (hr) (ng - hr/mL)
.;)I;g{<;k;)(7/))}\§m 13.56+4.64 (4?)—2()) 26.39*3.13 356.2*133.6
f;;)rzgj(j;}\[,c;]) 12.04+4.09 (4.(55_'10240) 25.056%2.39 323.1+113.8
;E;(Jrzg/(‘;:@};g]) 13.39+4.66 (4?)72()) 25.9%+3.15 358.4%121.3

SEATTISNE = B, Tmadd el (). n=29

Conex © FEESMLSEP RS . Tona SRS AT EEB RN .t 0 IAECP IR, AUC :

35 b P AL T TR (O~ 7205 R )

16.2 DRI

16.2.1 BED¥
fERER N (1260) 128V b5 »75mg% Z2EE B OV 1 R
O L. EMBEL LR L7, SRS HFEOChx32] Ing/mLTH Y . 2
MEREE G- D 18. Ing/mLIC R TE (., BAEREDSRO LML DD,
AUCow, Tamax Ot12l2 (3 H EEIIRO SN Ao 7219,

16.3 9%

16.3.1 EE#EA
in vitrol2 BT % & MLIEERAGFEITR8.5% TH - 7217,

16.3.2 Ziteh#BeT
KD DR R BRI (2661) 12k b5 v 25~200met A 1H 1A, 14
AL E RS L2k, wEhoEiigosliticsuw b e b5
s, G5 HOH BICREME e R Lz, 72, FLUEomiEICE
WThE T RTINS BHEAT—%). [9.651]

16.4 X3

16.4.1 AFIOELRHWIEIN-FAXF VLIV FFTY > THY, Zoflizd i
ORI PEET o b, KBHIIZCYP2CI9. CYP2CI. CYP2B6M%
OCYP3A4%: &7 L b AT O IFSEWCHTER SIS L CB Y . SCHHRE
BARTY, [10. 58]

16.5 Bttt

16.5.1 fEE AT (661) (2t k51 »50, 100/% 0°200mg™ % L% 12 H
RIS U7z, $% 5-12248 0 £ CoORZUED R PHEER VTR o
HEIZBWTHM0.1%TH 721,

16.5.2 fEHER A B (FREIA, 261) 12HCZikt v k5 ) »50mg % HilAl#E
O L 7zBE, #5290 B £ TR S BTiED43.5% (1Z& A LD
) A5, 244 5%H3F 2Pk S e,

16.6 HENEREH T 2EE

16.6.1 BipEEERE
EHERER R (246]) 1RV k5 Y 100mgE ERICHIEREOES Lz
W 2V b T Y oIEhEE I EREEOREEICL D E R A EINERL
72H, FOLEFORBIINE o729 EAT—7),

16.6.2 Fri%pEEERE
YIS BT AR 4% (Child-Pugh® 3 8HA K O°B. 1061) 12+ k5
) 2 100mg % HLFE %5 U 72 BE O I 4E rh R EEHERS 13, R & Jbil L
Ty Coax Y1705, AUCo-2% AREHEM L. 232 3R L7z, F 72,
LV b7 50mg# IFHERERE EE  (ZETChild-Pugh? 73 HA KX OB, 1061)
V221 H B BRI G- U 7z 1R, B A 5 & AR O @055 5 17z (4
EINT—%). [9.3H]

16.6.3 S
i) oWEE (HARN. BUSH. okshl. 65l ) Ickv hT v
%1 H 1A, fe 68 B BER 4S5 (25mg/ H A 575mg/H ¥ THi&E) L7z,
EEE Ot (B30, THIRT, ZoME35. THERD) (2. RERER A B P23 4RER
LI TR 2 AEADRRD S,
mkE (PREIA. BEEIE. ZE1p). 65l ) RO A (PHEIAL 5
PELLB), FePELLBI, 18~4558) 12V k) v & 1H1IE., 30H B ER
5 (50mg/H 2> 5200mg/ H™ F THiE) L7z. BMABEORKLESGHD
Cmaxl3117.5ng/mLCH V) . e (H1135.4ng/mL. L4147, Ing/mL)
KON (165.6ng/mL) 12, HEIZEA - 7225, AUCIZIE WS
NOBEMTOHEELRZIRO SN h o722, [9.88H]

16.7 EWIEEER

16.7.1 JIT77U>
FERERR AT (1561) 122 b Ty v EEHES (50mg/ H 2 5200mg/ H™
$CHE) B ORS-220 BICT V7 71) »0.75mg/kg % HLAE 135 L.
INT 7Y roTabayEr USER M TEE (AUCkh) KO
BEORERZLE L2 V) eIV 7 7)) Y OPREHEGIZED .
DEPRDSHELRED TR SN2 FHEAT— % )0 [9.1.7.10.25 ]

16.7.2 MIVT A3 KR
TR (2561) (21 b5 ) ¥ RAE%S (50mg/ H 7 5200mg/ H™
ORI RIRORS22H HIZ MV 7 4 2 F1000mg % Hilnl Bk A5 L 7z
BOMVT S I FOEWBREEZBRE Lz, ¥V E MV T 53RO
BEHFEGAIZ LD, bV T E I ROZ )T T v ATBRERKT A0 5z
HHEANT—%). [10.258H]

16.7.3 Y AFT >
S ASEME (126]) 123 A5 Y > 800mg% SH M EH#S- L, %520 H
1BV b 2 100mg & B G L 72OV ~ 5 v O3 B)RE % i
L7 YAFVYOAIZEY. T RIEAICERELVET) D
AUCo-olZ#50% Cma [ USt12135259% 38K L 7210 (JHEIL A 7 — %) [10. 22317 ]
1) AFOKEMEIZIHI00mgE TTH 5,

17. ERPRRRIE

17.1 AHERORELMICEET 25k

(526"« 5 DIRES)

17.1.1 BN I HRVE DHRER
HOIAE OAHBER (IRE - CFRINEL) . Ariles TARRER CREmRL) . B T
AHFER, B IARGER (R - OBAEL . BITAHRER )., 7454
Abi e b kG o T OV R B x i A (BH8RER) L7234
ARH)DOLLFEZ1L55.7% (491/88261) THh - 7zo WHHETRIEN D ST
BWEFIZBWTH, WMETLIETRIESEDO SN, 72720, EIHH
REECTIE NI Y FVEBIER T I MY TR VIR L KT 5 o0
THEBEMRILEGERS T O NN BRSO W THEEF & WS, H DI
FNUEOREEET L EIIHGEE SN o 72,
BRI R R L7z L RCSEBR IS IR R 2 2 AR S (BIHORER) L7234
A BIVE I FE B 1351.5% (497/96561) T& > 72o T 72 BIMEHILEL
13.2% (128/965f1) (@ R12.3% (119/96561) \ IIHIEZ10.2% (98/96561)
UERG6.8% (66/96561) M UNFH#iI5.0% (48/96561) Tdh - 720

17.1.2 EIRSE MHEFER
FEFHlEE Td 5 ARH OFREIZE.5% (10/11761) THYH . 771K
D19.5% (23/118%1) 12, #HETHIZH =K - 720 F 72, Kaplan—
Meieri# 12 & 2 Bk — R O M A & RAOFRE I HEERY %
L CT 7RI TRETICA B CHER L 72 RRRIYFEMIEE <
HHNIIV L) ORREMRE (HAM-D) AftEo®mis 7o Rk
NTHEIZEEIZA 7 <, Quality of Life Enjoyment and Satisfaction
Questionnaire (Q-LES-Q) A 7I2BWVWTH 7 I RIZHXTHFHIC
BEARUED, Z—HEERPICBW RO LY,

a1 117

1.0 (108)
18)
~ 09y BV T AR R
# o) (96) 95)
=
#0.97
=
% 0.8F (93) 7
o (85) (79)
™ 7R
0.7
0 2 4 6 8 10 12 14 16
CEHERWICB T 5 EBE TORE i
B ] T % ER sG] Oy e
Kaplan-Meieri#: 12 & % TRk — R i
A RVEETAIEIE B 0 piit
VT R 77 L R
GEGIEL « 117%) GEFI%L © 118)
CEERY T - TEHER T
[l RN FrAAIE ENIRtE
HAM-DA&GEF A 8.3£3.4 6.3%£6.2 8.1+3.3 9.7+7.2
SRR 81.2% 84.6% 87.3% 67.8%
B B U (95/117) (99/117) (103/118) (80/118)
Q-LES-QA =27 62.9%11.2 67.4%15.3 64.2+10.4 61.3+12.6

a) QLES-QRITIZBIF LT - dILROIEFIEIX11661
BRIV SEBAEL B II66. 2% (239/36117)) Ta 1) 2 EIVEILEL,
TEHR TR SR Cd o 720 F 72 “HEMM Tld AHIRE29.9% (35/117
Bl). 77 & RHE31.4% (37/118%1) Th o7z FELEWERIX, AHIBECHE
IR, B, FEED £ TRR O EERE TS - 72,



BEFHOERICL > THEOEONL ) DREOHBRLINZ 25T
FTERLDVENTVWDE ZEZMEE L7225 ) DIREOWFEICB T 5 A%
Tl T TICRTEIN TV EH) 2% (M FUERIERTT I M) 75
) UERERIE) L AEED HVIZZE N EORIED D H 2 L ERGEEL TW i,

Nz 7EER)

17.1.3 BN I AR VE DHERER
FIHAE THIERER, R4 TR L O T » & afbiis bR e
3kER) Lo ARG ET 0= v 2 SSEo R (F1) 135,200 /38 (459
Bl) THY. T - PIEERCIEI M/ (45961) F TEA L. drEERIE
72.7% (352/48481) TH o7z, MWHE THEIRO SNLVEHIIBW
T, WeET5IETHEIBD SN,
B S BUE EE 1274.9% (384/51361) CTd - 720 EHEIMEMIZ. Bl
29.6% (152/513%1) . f&EHR~20.7% (106/513%1) . HEH9.6% (49/51361).
IH19.29% (47/51300) \ INTZIET 6% (39/51361) iF BN D F27.6% (39/513
Bl). HREIK6.6% (34/51361) . HARIRG.6% (34/51361). BHALEG.0%
(31/51361) . f25kiHES.8% (30/51361) TdH - 720

17.1.4 EINE I 185
75w AREE, RHI25-T5mglE (KA &) . 50-150meg™ # (HHER) 03
HEHCE GBI T bR, SRSEER TR 7 7 R L O
CEBEEIREO SN o720 F720 5=y ZEORBMTIE, F5RO%
VERTEUCRER CASIB S A B2, T R TEARFECITRER
BAERRD SN 572 b OO RHAEREICB W CHER IR RO Sz,
BVEF SE BB 1% I & C55.3% (26/4761) . m & EEC56.8% (25/44
B) Thotze EREWEHIZEH =TI, BIRELOEL, mHEEFT
ELTHoT,

17.1.5 EIREE LAHR
FHEFAMIHE Tdh 5 AK OFHAEKIZI10.1% (12/11961) THYH., FF &+
D13.2% (16/12161) 12T o 7275, BHEEEDON LD o7,
% 72, Kaplan-Meieri |2 & 2 {5 — BRI OHEE MR A & . ARFN OFFEIE L
CEEMNAMELTT IR TECHER L22F &R 2SR 5
B lze BIRIFHIER Ch 2 SFEEEIZ B 28R, Sy 75
fED TS, 8= v 7 BEE R EFMRE (PDSS) AstMicBw i E
BREICBWT, 79 2RI THRETICEE R =00 Sz,

(119)

(118)

1. S0 S Ve R
0 o i YVt T) IR
3
E
kL
'M’ 0.91
E (©5)
75 REE
0.8
0 1 2 3 4 5 6 7 8
—HEH IZBT H5HRETORE b}
HE M F % PR ] G -
Kaplan-MeieriJ: 12 & % PRk — R il
AR PERFATIE B o i
v T IEREEE 77 LR
GiERIE : 119) GERIEL : 121)
TR HET - ZEERI HT -
[l IR BH#AE kB
MRS 100% 89.9% 100% 74.4%
BIF Bk (119/119) (107/119) (121/121) (90/121)
R=y 7 BED
()Y 0.8+1.7 0.6+1.3 0.9+2.1 1.0+1.8
PDSSAR! 5.7+3.6 4.3%4.1 6.5+3.7 6.4+4.7

a) KRR A G LIRAT & FERE L 72
BIERIZEBUBEE 1. JEEMINC8L.5% (321/394%1) TH V. FARINEMIL
L, IR, ERThH oo, T2 SEERIITIE, 26.9% (32/119%1)
TH Y, EREEEECC, S, WARIRE, THEOET Ch-o 72,
17.1.6 BUEERSTHEERAREER
NaFXeFraREE L ZEERILEGE (REBGERERRB) (2
BT 5 FYFMIEE CTH 51248 - 1 1EKEDOPanic and Agoraphobia Scale
(PAS) AFRMHIZBWTC, FHIOERMEZ SO X LT v LFABRETH - 722,

Panic and Agoraphobia Scale (PAS) &t (Efficacy Evaluable Set)

R ) IV NaFtF v
xS E
120 117
E ¥ SE3Ea) VN =T -17.5 -16.7
A % AT (959645 HEIX 1) (~19.0 - 16.0) (~18.2. -15.1)
AL AT D7 (95%(EHEX ) -0.9 (-3.0.1.3)

a) N—2AF 4 ¥ OPASHHNE TR
KENDHLG S NG OREBI147HH 10061 (68.0%) (22431 D EIVEH
B 7o EARBIMEMIE. EL3060 (20.4%) . EIR30BI (20.4%). T
#2260 (15.0%) Td > 720 Wi O FAEBI 1256 5861 (46.4%) 12215
PHORWERA S L 720 EAREIEHIE, 8D 03661 (28.8%). A%
1561 (12.0%) THh -7z,
) RHNOKRAEIZLIH100mgE TTH %,

18. ZERhEE

18.1 fEA%S
BV b7 VIREBEIN T b = SRS ET A0 b = LD A
R 2 50 ) 2 0B IHET 2 TH Y . N> F 7 ARBRIZ B
FAET b VR R D THEIC D b = U HEREE R T T A b D
LEZHLNLHH,

18.1.1 v METF 7 bV —22HWEFERIZB TS, AFloto =~
I Y A0 5 50% I (ICs0) 130.058umol/LTdH ). AHlo+ 10
M UHU) SAARBREMERIE VI Y A7) 2 A 83 VLY SAARBRESE
FIZHAR200:E I CTdd - 722 (i vitro) o

18.1.2 T v PXUT Y VRS 2 w723 B BT, KAlldto = >
FRHLD AR B VEAEZ R T25. 7 F L+ ) Y25 (ar a2 B).
RS U2k, AAN ) vEEE LAY I vgEE (H), ka2
Y (5-HTiaw 5-HTis. 5-HTw, 5-HT2). N¥ V'V 7YV ZHK
ANDFEEBAE D 5 7252 (n vitro)os F72< 7 AZBITHMN /L
T RLF Y SRR FXI VIR RN A AL ) YET TV
FEROIEHEALIZ & 0 A3 2ATEIRAERI & RIE S o 729,

18.2 5 >fEA

18.2.1 %7 A% B 7=l K bkl BR I 38 W OB e ] & 0 L 72

18.2.2 v b & H 7zl ik iR ERIC B\ Tk BT B OKEE R Ok
A a ) L7,

18.2.3 WAEKIGH T v b o I FEIEE) O Ui & P L 72°0,

18.2.4 i A ML ZAMIZ X BIEH T v b O FSSEE OB % 018 X473,

18.3 MIARIEA

18.3.1 ¥V AZ MW/ H I AEB R LRABRIZBWTH I AEE VI LAT
By& Jpi L 7%

18.4 5-HTcZRIAMERNZEIC L 3 BSEEBER D IS T B1ER
m-Z7HHE7 2= )VEXT Y Y (m-CPP) %5125 55 v b0 HIEES)
O F TR L7,

19. FRIKSICET ZELZEFR

— kRS - eV k5 VEEERE (sertraline hydrochloride)

b4 0 (+) - (1S,45) —4- (3,4-dichlorophenyl) -1,2,3,4-tetrahydro-
N-methyl-1-naphthylamine monohydrochloride

453X 1 CirHirCLN - HCI

grfi 1 342.69

TR -2V b2 ) VIERRIRIR R OMEIEOR K TH L. AV )=V TY ) —
Vo (95) JUEN N-U AF )71 b7 3 FIZRRETR T <L AKRISETIZ O,

b

CHs

Al #9230~236TC
PECARE 1 7Tx10° (pH7. 427 5/ — NV /K%)

22. A&

(¥ 407 FE25mg)
100$¢ [10%E (PTP) x10]
140%¢ [1488 (PTP) x10]
500%¢ [1082 (PTP) x50]
5008 [H]



(¥ 1407 FE50mg)
10048 [108 (PTP) x10]
140%¢ [1488 (PTP) x10]
5008 [10%8 (PTP) x50]
5008% [Iik]

(407 FE100mg)
10082 [10£¢ (PTP) x10]

(¥ 2407 FOD#E25mg)
1008 [10%8 (PTP) x10]

(¥ 407 hOD$#E50mg)
10082 (1088 (PTP) x10]

(¥ 407 rOD#£100mg)
10082 [10£¢ (PTP) x10]
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