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BEHERCA B (661) 124~ 51 50, 100 U°200mg™ % £ 1% 12 Il
PG L7z WE O MR E (Crax) 13Z1121115.1, 30.8% 0M90.8ng/mL.
e EE — RERT AR TR (AUCo) 132 412110.557.1.081 5 U°2.975ug-
hr/mLCad ) AR L 720 F7z, e EERl] (te) (350, 100
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T A—=%

PG Cinax Tnax 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
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ZHAR OG- L2EO X)L b5 v OEMBEENT X — 5

) Chnax Tmax tuz AUC
(ng/mL) (hr) (hr) (ng - hr/mL)
B‘z)rrtlgff(:kij))l\%t 13.56+4.64 (48—20) 26.39%3.13 356.2%133.6
f/i.;();g/(j;}\l,(;D 12.04+4.09 <4(§1(;0> 25.056%£2.39 323.1*113.8
f‘,/f;)igjgjfﬁ)}\bo)]j 13.39+4.66 (42720) 25.9%+3.15 358.4%121.3

SIS + BRI . Tradd 9L (FEP) . n=29
Conax * WS MSETIEE . Toae © WESIIAE IR EERER R, e - ISEIREERIRIT, AUC
L3 b P L T TR (O~ 7205 )

16.2 BRYY

16.2.1 BEOFE
fERER AN (1260) 12& ) b5 ) > 75mg% ZelE ke B OV E 2 12 L EE
Fe5- L., SRR L L7, ABRE S EEOCnxld2] .9ng/mLTH ), 22
JE R G- D18 Ing/mLIZ R TE . FEAEDPROLNTZL OO,
AUCo-e\ Tmax S Ot12l2 (3 EZIIFRO SN h o 7219,

16.3 9%

16.3.1 EB#EA
in vitrolZ B % b MG R AFIT098.5% Tl o 7217,

16.3.2 FLiteh#E1T
KD ORI BEALE (2661) 12k b5 v 25~200me® A 1H 1A, 14
AR E RS L2k, wWEhoEimosliticsuw b e b5
Y s, 5B BICREME R Lz, 72, FLUEomEICE
WThE T ARSI BHEAT—%). [9.651]]

16.4 X3

16.4.1 AFIOERBWIEIN-FZAXF VLIV FFT) > THY, ZoMizd i
ORI AVEET o 2B, ABHZIZCYP2CI9, CYP2C9. CYP2B6M%
OCYP3A4% &4 7% { L b AFEORTSEM R BRI ES L B ). SRR
BARTY, [10. 58]

16.5 Httt

16.5.1 fEE AT IE (661) 12k b5 1) 250, 100/% 0°200mg™ % £ 12
FREI 3% 5 U 72, % 512240 3 TORZILEO R HEERIZVFho
HEIZBVTLH0.1%TH -7,

16.5.2 fEHER A B (FHEIA, 261) 12HCZakt v k5 ) »50mg % HilAlk
CH%5- U728, %5290 B £ TR H S MtiEm43.5% (1Z& A LD
) 75, #1244 5%A3F N E NP S Y,

16.6 HENDEREH T 2EE

16.6.1 BipEEERE
ERERERE B (2460) 122V k5 ) 2 100megE BRI HE AR RS- L7z
B 2V b T v oIEhEE B REOREICL W E R A EINE R L
1S, FOLEROBREIINEh-729 BHEAT—%),

16.6.2 AFipEREERE
YIS BT AR 4% (Child-Pugh® A K OB, 1061) 12+ k5
) »100mg % YR 4% 5 U 2B o 4 i pe iR 13, EEER A & Hei L
Ty Coax 1. 708, AUCo-2% AEHEH L. 232 3R L7z, 72,
LV b J ) Y50me# I RERE ER  (ZETChild-Pugh? 73 4HA KX OB, 1081)
1221 F B RAE R I G- L 72 B, B A -1 & [RBR OB ATED S =2 (b}
EANT—%). [9.351]

16.6.3 S
D oW EE (HARN, BMsE. 28k, 65m bl L) 12t b5 v
A 1 H LAl 55 608 i SRS 35 (25mg/ H A 575mg/ H % THf=) L7z,
ElEE Ote (B30, 7HRT. o35, 7THERT) (3. HEEER B M0 23 AR5
LI TR e BMEDRED S,
mkE (HEIA. BEEIE. ZE1E 65l ) RO (PHEIA. 5
PEILB, o110, 18~45/%) 2V b5 ) & 1H 1A, 30H B AR
5 (50mg/H 72> 5200mg/ ™ F THiE) L7z. BMABEORKILESGHO
Crmaxl3117.5ng/mLTH V) . e (H1135.4ng/mL. L4147, Ing/mL)
KON (165.6ng/mL) 12, HEIZEA - 7225, AUCIZIE VT
NOBEMTORELRZIIRO SN L7272, [9.85H]

16.7 EWIEEER

16.7.1 TIT77U>
TN (1661) 124L ~ 5 > g5 (50mg/H %> %200mg/ 1™
FCHIE) A OR G220 HIZT v 7 7 1) »0.75mg/kg % HIAE13%5- L,
TIVT 7 )y OTH N Y FUSEE AT R (AUCo1) K OV
BEOMERZLE L2 VI T 7 7)) Y OEHEGIZED .
DEPRDSFE LD SN2 FHEAT— % )0 [9.1.7.10.28 8]

16.7.2 MIVTH3IFR
R AT (2561) (21 b5 ¥ RAE%S (50mg/ H 7% 5200mg/ H™
F OB WIROMES22H BIZ MV 78 3 F1000mg % Bl IR N5 L 72
BOMVT S I FOEWBIREAR Lz, ¥V Y E MV TSI RO
BEHFEGIZE D, bV T E I ROZ )T T v RAZRERIKT A0 5z
HHEAT— %), [10.25H]

16.7.3 Y AFT >
FERE AN E (1261) 123 A F Y »800mg% SH I K iE#% 5 L. #4520 H
128V b7 2 100mg & B G L 72O v s 5 v O3 E)RE % i
L7 YAFVUOAICEY. T RIFEARICERELVET) D
AUCo-oolFZHI50%- Conas [ Dt 12015 25%38 A L 7219 (FHE A7 — 4 ) 0 [10. 2518 ]
1) AFOKEMEIZIH100mgE TTH 5,

17. ERERRRIE

17.1 BHURCRLMICET 255

(526"« 5 DIRES)

17.1.1 BRE I ARV E M EHER
HOIAS TOAHBUER (NRE - OFRINEL) . Ariiiess TAHRER CREmRL) . &I T
AREER, BB IMARGER (R - OIENEL . BIHRER CRmE) ., 7054
AbiEHE kBRSO R SR i A BH8RtER) L72iha .
AHI DY FEHIX55.7% (491/88261) TH - 720 WHHRETRIEI D S
ZWEFIZBOWTH, MET L2 ETHENBEDOONZ, 2L, FEIH
REBCE M FVEBER DT I M) ) VHEBE L T A o0
THEBERIEBEEBR T O NN BRSO W THEEF L WS, B DI
ZNULEORREEH T H 2 EIIHFES N b o 720
BRER MRS L 72 RS8R BRI TR IR B & I 2 s GHoatl) L7235
A BRI SEBUEE E51.5% (497/96561) Td - 720 E 7 @IEHILEG
13.2% (128/965f1) (faR12.3% (119/96561) . [IPIEZ110.2% (98/96561)
GERG6.8% (66/96561) M UNTFHI5.0% (48/96561) T -7z

17.1.2 B MHEEER
FEFFMIEH Th 2 REOFMREIE8.5% (10/1176)) THOH., 771K
D19.5% (23/118f) 1ZH~, #EHICAHEIMEKA 572, F 72, Kaplan-
Meier{E 12 & 2 Tk — FE OHEE AR A & . RF O TR EERY %
WL TT 7 ARIZHARTHREICE B CHER L7z, RIRIVEFHIGIHE <
HBNIV V)OI E (HAM-D) AalEo¥MNE 77 Rk
NTHANZAE #I2P7 {, Quality of Life Enjoyment and Satisfaction
Questionnaire (Q-LES-Q) A I 7IZBWVWTH 77 RIZHTHETYIZ
HRELWEN, ZEERNICBL RO NP,

17 117

1.0 (108)
18)
~ 09 e BV T AR R
% ©7) (96) (95)
=
#0.97
=
}% 0.8F (93) @
ki (85) (79)
- PN -
0.7
0 2 4 6 8 10 12 14 16
CEEMRWICBT S EMRE TORE GE
B F % Ref D ) R
Kaplan-Meieri#: 12 X % TRk — g iR
HARNERFATTE B o
VT R PAZR T
GEGIEL « 117%) GEFI%L © 118)
R T g =17 1] HET
[l kIR il vk
HAM-D&&EF 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%
Bl s (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-QRAITICBIF AT - Al REOIERHIX1166
RIEFSEHAEL B I66. 2% (239/36117)) Ta 1), E 2 EIVEILEL,
(BRI B Cd o 720 F 72 “H BN TIL AHIRE29.9% (35/117
Bl 77 L ARHE31.4% (37/118%1) Th o7z FERENERIE, AFHIFECHE
IR, B, FEED £ TRRCLERE T - 72,



BEFEHOTERICL > THEOEON ) DREOFHRLIMZ L 8T
FERIVENTVDZ EZMELL 72705 ) DIRFEDU MBI 5 AR
Tk, T TICHTEIN TV EH0) 2% (M FUEBIERTT I M) 75
) UERERE) L AEED HWIZZENLEORIED D H 2 & ERGEL TWin,

(INZy 7EER)

17.1.3 BN I AR VS D EHER
HIEE TARGRER, 48 TR OV v & 2 fbiff kB2 e G
3HER) LA AR SR 0/ = v 7 S Eo I (FH) 135.21/58 (459
Bl) THY. T - PIEERCIEL M/ (459610) F TA L. g
72.7% (352/484H1) Td o7z, MWHE THEIRO SN VEHIZBW
Th, HET 5L THRESHEO SN,
Bl e S BUA FE 1374.9% (384/51301) Tdb o 7o EREIEAIX. El
29.6% (152/513%1) . fEHE-20.7% (106/513%1). FEfE9.6% (49/51361),
9019.29% (47/5131) \ INFZIET 6% (39/51301) iFEh D F127.6% (39/513
Bl) . PERIK6.6% (34/513%1). HAARG.6% (34/513061) . HAHLEE.0%
(31/51361) . £#kE5.8% (30/51361) Tdh - 720

17.1.4 EINE I 15
7T R ARFN25-Tomelt (KA &), 50-150mg™ # (B = #) 03
MM CEERILEGRRAIT O NG R, SRUGER I3 7 7 R L O
CEBEEIBEO SN o720 E72, 82y ZEEORETIE, H5RIO%
VERBUCHER] RGBS A LN, 7T e R R TR CITAER
WD SN 572 b OO BRI ICBW CHERIRAD RO Sz,
FIVEF S BV 1 I BB C55.3% (26/4761) | m R EEC56.8% (25/44
B) Tdholze EREWERIZMEHER TR, BIRLOEL, mHEHT
ELTHo T,

17.1.5 BN MR
FHEFFMIEH Td 5 AK OFREIZ10.1% (12/11961) THYH. 75 &+
D13.2% (16/12161) ([ZHRTED - 72725, AEEIEDO SN LD 72
¥ 72, Kaplan-Meieri: 12 & % {8 — BRI 02 #IAEA © . ARF O FHRERIL
CTEEREZELTT I BRI TR CIER L2PEEL 2RO LN
Bhorze BIRNEFEMIEE CTd 2 &MFUEEIZ BT i, N2y 758
fEDEE, /8= v 7 BEEREEFMRE (PDSS) AatiicBw i E
BERBIICBWT, 79 2RI TR A E R =0 2,

(119

(118)

Panic and Agoraphobia Scale (PAS) &#tr (Efficacy Evaluable Set)

Lo N
o iy  EVETY > MR
3
E
3
'N‘ 0.91
E (95)
75 RE
0.8
0 1 2 3 4 5 6 7 8
CHE BT HHBRETOR 3
HE M BRAR:EY TS SiEINCED] -
Kaplan-Meieri#: 12 & % PRk — Rz i
HANMERTATTE H o Bk
v b T R 77 L R
GiEBI %K © 119) GERIE : 121)
M #T T HET -
il v R il kB
SRS 100% 89.9% 100% 74.4%
BT pEaER (119/119) (107/119) (121/121) (90/121)
IN=y 75D
W (/) 0.8+1.7 0.6+1.3 0.9+2.1 1.0£1.8
PDSSAE R 5.7+3.6 4.3%4.1 6.5+3.7 6.4+4.7

a) R A G LUIRAT & SERE L 72
BIERIZEHUBEE 1. JEEHIC8L.5% (321/39461) TH Y. FAHREINEMIX
B, IR, B Th ol T2 TEEHRLITIE, 26.9% (32/119%1)
TH Y, EREWEAEEC, B, WARIRE. THEOET Ch-o 72,
17.1.6 SUSERTTHRERREER
NaFvF raRRE L ZEERILEG R (RSB RERRR) (12
BT 5 FEFFMIEE CTh 5123 - 1 LK DOPanic and Agoraphobia Scale
(PAS) AFRIEUIZBWT, AHIOFRMEIL SO LT~ EFRETH - 725,

R0 ) IV NaFtF v
Xt G pE
120 117
P . -17.5 -16.7
AR AT 497 (95% (R HIX 1) (~19.0. ~16.0) (“18.2. 15.1)
AL AT D70 (95% 15 MK ) -0.9 (-3.0,1.3)

a) N—2AF 1 OPASHFETHE
AN D G S N OARIE B 14761+ 10061 (68.0%) 122431 D EIVEH
B 7o EARBIEMIZ. EL30680 (20.4%) . EIR3061 (20.4%). T
#2260 (15.0%) Td> o 720 Wi o FAEBI1256] 586 (46.4%) 12215
HORWERA I L 720 EAEIEHIE, T8I 03661 (28.8%). A%
1561 (12.0%) TH -7z,
) RHNOAKGRHEILLH100mgE TTH %o

18. ZExhEkzE

18.1 fEA#S
YU N T ) VIEEE AT b = RIS 520 b = LD GA
R A 50 2 0B ICIHET 23 TH Y . BNO > F 7 ARMBICE
FAE0 b VR R D THEIC O b = U REE R TS A b 0
LEZLNDDH,

18.1.1 Ty MivF 7 V=22 HWFERIZBT L, AFloto =~
I Y A3 5 50% NI (ICs0) 130.058umol/LTdh H . AHlo+ 0
P2 UHU) AARFREMERIE VIR 7)) VUL R8I VLY AR BEELE
JIZ AR08 &I T - 722 (i vitro) o

18.1.2 v FUE w7 YIMBHES 2 2B B w T, AAlidto b=
P AR B2 R TAL 7 LT Y258 (an az B).
RS UV ZER, DA ) VRFER e AY I g (H), v b=
vk (5-HTiay 5-HTis, 5-HTw, 5-HT2), N VY7 EE VZ4HA
ANDREEBAE A 5 7252 (n vitro)o 7277 AZBITHMN /L
7 RLFY R RS VR L O A AR ) T e F v )
RRDIEEALIZ & 0 A3 2ATEIRAE RIS % RIT S o 729,

18.2 #1521k

18.2.1 %7 A% I 7=l K kA BR I 38 W CANB e ] 4 80 L 72

18.2.2 T v M & w72 il Kk BRI B v Tl TE) OKELMERE) O
A w72,

18.2.3 WAEKIGHY T v b ) I FEIEE) 0 Ui & i L 72°0,

18.2.4 WA P L ABMIC L BIEH T v MO HSEEE O % MH & w725,

18.3 HiAZRIER

18.3.1 YU AZ MW/ T AEB VR LRABRIIBWTH I AEE VI LAT
B & 4 L 725,

18.4 5-HTcZRAMEENZEIC L 3 BSREEBER D IS T B31ER
m-Z7007 =)V EXSY Y (m-CPP) O#%5I2L %7y FOHEES
O ETIL L 723,

19. BRIHKSICET ZEIEZENFR

— M ZFR - 2V k5 ) CHEERE (sertraline hydrochloride)

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

453X ¢ CirHirCLN - HCI

rfa 342,69

PR v b 7)) CHREREIL B REOR R TH Lo XY ) — IV Y ) —
W (95) UEIN N-VAF LT RT3 FIZRRETFRT L KITEITIZ W,

b

CHs

il #9230~236TC
SRAREL 1 7Tx10* (pHT. 42 % 7 =V /KR)

22. ‘G

(Y2407 FE2B5mE)
100¢¢ [10%E (PTP) x10]
1408 [14%¢ (PTP) x10]
5008% [108t (PTP) x50]
5008 [JH]



(¥ 407 +§E50mg)
100 (108 (PTP) x10]
140%¢ [1488 (PTP) x10]
500%E (1088 (PTP) x50]
5008 (k]

(407 F§E100mg)
1008¢ [10%E (PTP) x10]

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

(¥ =407 rOD#50mg)
1008 [10%¢ (PTP) x10]

(¥ 407 FOD#E100mg)
1008¢ [10%E (PTP) x10]
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