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REBZLEPORXICBET S L.

HEERA ML AEE)

8.7 MMEBA ML ABEBHICELTIL, FEROZEBZ FHICEE
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BHERTEEIE L2 ENH 5, [8.2. 84, 9.1.4 2]
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9.1.5 TN AFEDEEMREN I NS DEHEED H % EE
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9.1.6 QTIERNIFIZDEEEDNH % EE. ERLBRIKCEAVUD
LIMFEEN BB EE
QTEEE. DZEHM (torsades de pointesz&Ls) 2L T H
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PHELHERICBWT, ARBBOER., WHRMHEE), &%
FKEAZNWEET S, BREREFEROERSHEERICH S D
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DYRTBEINLI-EOW|ENHHD 2 . 20> B120HE
Tld, IEIR3AELIBE (24 F N7 HAE RIS B 1T 5 $iAE B I Al
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9.6 313
WEREOEREROBAKRBORREZER L. HADOMRI
BHIEZBE TS o & PREAFRARITT LI EARESH
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9.7 INR

9.7.1 /NREZNGR & L= EINERRERERIZERR L T,

9.7.2 I CEM S N6~ 1TROKS DHERE (DSM-IVH)
KB 598) 20RE LTI R EEMEEEIC
BOWICENEDPERTE R o EOHREN DS, £ KA
BTHAOLNI-BRER [1.1% (2/18941) 1 1&. T it
[1.1% (2/184%1) 1 LHEETHD. BRERIIAABETLO%
(3/189) IcHBNTze TN S DHEHREARA & OREEMEIZEA
SR TIERVY (IHIBOTARNINER S OREREERE
IR B EFLTHWZRWY) o [5.1. 5.2, 8.1-84, 9.1.1,
9.1.2, 15.1.1 &Hg&]
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IO E. BEHIZED S NGV, KR OHEBIRKEZ VLD
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14. BRALDER

14.1 EBRIZMEFOER
PTPHEDHEANIPTPY — b2 6BV HELTRAT A LD HEE
352 L, PTPY— bORBEEKICK D, BWEHAIAEIEREA
FIAL, HIZIIELZ B L THRBRAREOEE & &5 0HE % 4
HIBHIENDH B,
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15.1 EERERICE DK B

1511 B CEE SN2 RKD ORERESEORMERLET HE
FHEERRELL. KEIZEOCERON S SAIOBH T 5 A%t
BEERREBEORIHERICB LT, 248U ToEETIZ, B&S
B EREROFEEDOY R 7D DRREHTT It REEE
gL TED» 27,
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16. E4EHE

16.1 MGRE

16.1.1 BEORS
TRERABE (661) 12t +5 1) 50, 100%U200mg® %A% ICH
EROHE L -oREmMEFRE (Cpy) FEn2h15.1. 30.8K%
90.8ng/mL. MAEHEE — RKEMETEE (AUC).) EEhZh
0.557. 1.081%0U2.975ug - ht/mLT & O FBICAEVIEIIL /2. F 72,
MAEAFEE R (t),,) 1350, 100%U200mg® #5120l 2he
N22.5, 241 RU23 4 TH 7213

RS 250, 100K U200mg™ #BERE Lot )L k5 1) v o

MEIRE ST X — %

1{9:5“% n Cmax Tmax tl/Z AUCO-OO
(mg) (ng/mL) (hr) (hr) (ug-hr/mL)
50 6 15.1+4.3 | 8.7=%x2.1 22.5%8.1 |0.557+0.261
100 6 30.8+7.9 | 6.7x1.0 24.1 £7.9 |1.081 £0.551
200 6 90.8+15.0| 6.3x1.5 | 23.4%6.2 |2.975+1.001
Tinax © Heie 8 B B
(P51l + 1R (RE)

16.1.2 RIERS
BERBASBME (661) 1)L b5 > 100mg# 1 H1[E10H M ERICK
BEREORG Lo RO MR IR S5 HBEICZERREISEL, 10H

BORKEHRSICEDERME (R=2.0) 282128 (51H8 :
Cmax  40.5ng/mL . AUCq,4 0.612pxg - hr/mL . 10H B :
Crax 69.9ng/mL. AUCq.54 1.22 g -hr/mL) I33B® 5z o714
16.1.3 E£EHNEIEF MR

IV RT ) UEES0mg [VYUNT] &V x4V a7 MESOmgE, V1A
F—N—EIC KD ZNZNIEE (L hFY &L T50mg) 2 ERERA
BAICHEERBEEREORS L CmEFREABRELZREL, Bon/
HIFRE/ ST X —% (AUC. Cmax) 1220\ TI0%FEXMZEIC THat
T 21T > 72453, log (0.8) ~log (1.25) O#HEHNTH L. MAIDAE
MENRESESER SN

—4— LS EERne T2 LT
OV of O 7 EESn g

MEEPIL 5 RE nadnl )

12 18 24 30 36 42 43 54 60 65 72 78

6

BFE (hr )
HENRTA—F BEISTGA—F
AUCOJE&hr cmax Tmax ti2
(ng * hr/mL) (ng/mL) (hr) (hr)
L hTY»
$E50mg [V )L 432.5%+157.5 189+54 | 6.3+£0.5| 29.0£25.9
N ]
vzAvu7z
1 $250mg 477.4+211.8 19.8+6.8 | 7.0x1.1 | 29.1+16.4

(Mean =£S.D., n=20)

MAEFBEENE OICAUC, Chay D87 X — 4 1%, #HEEEOBIR, FRO
ﬁéﬂiliulyiﬁ - HEEORBERGFICL > TEL SRS H 5.
16.2 I}

16.2.1 BEDHE
TERRLA B (1261) 1BV k5 > 75mg % ZEfgmE f OV & |2 B Al
A%5 L. EWEREE L, BREESRDC,4d21.9ng/mLTH
0., ZERR 5RO 18.1ng/mMLICHARTEL . ARLENRO LN
DDy AUCpon Trax ROt ol IZEEZIZRED 5N h-7210)

16.3 931

16.3.1 EERES
invitroll B 5 b MEEAKERIIN8.5%TH-7217

16.3.2 FA g1
KHDOREESFAE (2661) 12 b5 >25~200mg®) #1H1
|, 14HMY ERERORE L2, WTNOFRAROFITICBN TS
TR T vidEHSA, AROMBBIIBW T LT UAFERS
ni3d WHEAF—%) . [9.6 2]

16.4 {4

16.4.1 BHIOERBMIN-FTZAAFILELL FFY U THY, TOMICHE
EORBMPELET B. 2B, RBNTIZCYP2C19, CYP2C9. CYP2B6
KUOCYP3A4%: 070 < L b AMOFENRBBEZEISEES L TB0., 2R
R ERTO . [10. BE]

16.5 HEittt

16.5.1 fEFR A B (661) 12t)L k550, 100K U200mg™) % &
BICEEREORE Uk, 5142480 & TOREAEDRPHEIRIL
WTNOFRIZBLTHH0.1%TH 7213

16.5.2 R A B (FEA. 261) 124 C-Z#tL )L~ 7)) > 50mg % B
RS U7z, %5490 B % TIRFPICHRSHETHEDA43.5% (1F&
AEDREY) B, EFIC44.5% 0 F nEhEits hiz18)

16.6 HENEHRZRT HEE

16.6.1 BiEEEEZEE
BHspEmERE (2401) 1<t b5 > 100mgE ARICHEEREOHRS L
JoBE, L NS U OMmEFBEIIBEREOREICK D EL 2 A HA %
RU7H. ZOLEROEBEIINS»-7219  SEAT—%) o

16.6.2 FHHEREREE=EE
BHEIEES I A2EE (Child-Pugh®98EAKUB, 10f41) 1<t b
ZY > 100mg % B[aEO#S L7z O MAE R @ E#ER I, BRERA &
ijf\ Cmaxﬁi‘;ﬁlﬂl.?{%\ AUCO,OO%J§44{F:|:1E7JD1/\ t1/2L12.31§@§L7‘20
F7o. LIV NT ) 50meE AR ER (SXET Child-Pugh® 5 AT
U'B. 10f) 1221 HRERERO®S U7z, BEESE & FEEOER
Boohz0  HEATFT—%) . [9.3 3]

16.6.3 BlE
B OREE (HAA. BESH. 2ESHl. 65 E) ICEL kY
v &1H1E, RE6AMRERORS (25mg/HA» 575mg/H % THE)
L7zo ElEDL, (BHE30.78M. RE35.76M) 3. BERABED
234 E B L CRL B aEASRD Sz 14 2D
EEE GMEA. BHELIFL ZHE1IF. 65 E) ROBRA (FHE AL
BHELIFL L1l 18~455%) (k)L b5 > &1H]1E. 30HEK
EREO#RS (50mg/HA5200mg/BE £ THEE) L. RABEOR
HIEEHR DCraxld 117.5ng/mLTH 0 . &inE (B1H135.4ng/mL. &




P147.1ng/mL) ROBAZME (165.6ng/mL) IZHAR, HRICED? -
727, AUCIKIEWT NOBRMTOEBRLEIRD SN H 57z 22)
[9.8 2]
16.7 EMBEER
16.7.1 DILT7UY
RFERAEE (1561) 12tV hF) v RERS (50mg/H A 5200mg/
HE FTHE) fIRORS22HEICTLT 7 »0.75mg/kg % BE#%
O#%5L, JL77) 070 bayt ke T mE
(AUCq.120) BRUMBEAREARZHE LZe ELETY Y ETLT 7
Y OHRABEICED. bR o BBAEPRD N (SE
ANTF—=%) o [9.1.7. 10.2 2]
16.7.2 MILTI=R
R A S (2561) 12 b T v RERS (50mg/H A 5200mg/
HE o) fiRURS522HEIC ML7 4 3 F1000mg % B # ik
W5 L7zBD bV T Y I FOEMEREEMET Lic. BLFTY &b
LT7% I ROFREESICED. MLTHIROTYT T2 RICBERE
ToRoeniz? GEAT—%) . [10.2 28]

16.7.3 YXFIY
TR ABME (126]) 123 A F Y > 800mgz 8 AMRERS L. #52H
HIZELhFY > 100mgz BEGAZSG LROEIL ST Y > OEWE)
BzHe Lize YAXAF TV OMAICED. I REABICHEL b
9 Y DAUC).00lEHKI50% Crra 2 Uty 013 #I25% K L7210 (44E
ANT=%) o [10.2 8]
F) AHEIOAZRAEIZIFI00mMgE TTH 5.

16.8 ZDftt
L b T VEE25mg [VILNT ] RO b5 YEE100mg [V L)y
T ISEHZEHICEDE, BV N T VEESOmg [V ILNT ] LA
CESEARENLD 24

17. ERRREAE )
171 BMERURELMICET BHER
(327 *+ 5 DIREE)
17.1.1 EASE DBV D855
RIHASE MAEEAER (PUBE - DIENRL) | AiHAZE DA OFeRh) | %
R, SFIERE (WE - DEARD  STERE (BER |
Z vy LMLiaEFILRE. SRERBELORARSHBZES (B8
B L7-BA, REOWERIZS5.7% (491/882H1) Th->7-. #IHH
BTHRPEOOLNZVEZFICBLTY, HEBITAHZETYREITDS
N2 =L, BIERBRTR NS Y RUVERBERDT I Y TF
U VIEERE S T 5 OO ZEERIEEESTh N BRI
OL\’(F@%)%‘J&EJ%\ HBEZVEETNLUEOMBEEEFT 2T LITHES N
ol
BRI R U 7- LEE8H B ICH I AI R = I 2 e (BTo#Ba) L7
BE. BWEARISEEIL51.5% (497/965f1) TH -7z, EREIERIE
%/DIB.Z)%\ AR 12.3%. OMNEZE10.2%. BEFE6.8% K% O N#15.0% T
Ho722D
17.1.2 NS MEE5R
TEMMIER TH 5 ARF OFMRERIZ8.5% (10/1174]) THH. o+
AD19.5% (23/118f) IR, HEMICERICED? 57z, F7z,
Kaplan-Meieri%ic & 2 B — RFOHEERIRED 5 AFIOFMRIE_E
EREZEL TSI RICHARNTREICERICE SR Lz, BIkD
FHBHEE TH SN IV b S DFFHIIRE (HAM-D) A&tEoEims 7
F LRI THERICERICD %2 < Quality of Life Enjoyment and
Satisfaction Questionnaire (Q-LES-Q) A F7IZBWVTH TS IFERIC
HARTHEICERE ZWMED, EERBPICBLTED SN,
B EHEIE B O RS

YL N5 UIEERIERE 75w REE
(REGI% - 1172) ) (REI%L : 118)
ZEERH T CEERH T -

kil i BlA FrIERE
HAM-D#&EPs| 8.3 +3.4 6.3+6.2 8.1+3.3 9.7+7.2
B 81.2% 84.6% 87.3% 67.8%
BIHHER | (95/117) (99/117) (103/118) (80/118)
Q-LES-QAa7| 629+11.2 | 67.4+153 | 642+104 | 61.3+12.6

a) Q-LES-QARITICBIF 2T - FIEREOEFHIL 16

BIERFEIEEE 1. JEEMII66.2% (239/36161) TH V. ExEIEM
IFED, ER, ONEE, @R Tho7. /2. ZEERIETIE. K
B£29.9% (35/11761) « 75w AREE31.4% (37/118%l) TH-7z. F
g%ﬂ;’ﬁ%ti\ KA CIER, R, FEHoEwn. TREU EERET
D70

KA ZAWZBBRICE > THEOB LN DREOER MR 5 =T
TIEREVBNTVWA I ERBELLD, DOREOUEBICBITSE
FHETIE. TTICHFESNTLAHH O (FFY FVERIERTT 2
N FFY y)iﬁ@iﬁ) LEZEHHVREFNLULEOMENDH B Z & & IE
LTz

(INZw TEE)

17.1.3 EAEE D ER U MiEER
BIHAES THEERER. RIS THERBR O v ¥y abipghiHEBRz28e G
3FER) L7-i5E. SE@ERIZT2.7% (352/484%1) TH-o7-. ¥IHHHET
?ﬂ%)fﬁ%’é&) SNEVWEFEIIBVWTS, BETAZLETHRIBDOOHN
7229
BIVEFRFEIREEE X 74.9% (384/51301) TH -7z, EBEWERIZ. B
29.6% (152/513f1) . {EER20.7% (106/513%1) . §85%9.6% (49/513
) . THI9.2% (47/513%1) . OIHNEZE7.6% (39/513%) . ZEE
BHFENT7.6% (39/51361) . BREE6.6% (34/513%]) . BMAE
6.6% (34/513%1) . BAPUE6.0% (31/51361) . BAEGES.8% (30/513
F) TdH-7-30

_5_

17.1.4 EIREE T AEEH5R
75w AREE AAI25-75mgRt ((EFAER) . 50-150mg® B (BHE
B) O3MHT_EEmEERESTONER, 2RUEBETIT I
REEEORICERZIIRO NG P oz, Tz Ny ZFIEDOEET
. BERTORERBUCHMTRISE S A 5NN, 7T RICHRT
BHENTIAERLBL IR s NE»>-b0D. EHBEHICBWVT
BELRBLPRD 5Nz,
BIVEF SRS 3. EAER T55.3% (26/4761) . BHERT
56.8% (25/44f1) TdH-7z. FENER KRR TR, EREXD
EHD, SHABBETELTH-3D

17.1.5 NS MEER
FEMEER Cd 5 AAOEMRKRIZ10.1% (12/1194]) THH. 5+
AD13.2% (16/12141) ICHRXTEP 7205, BEEZIRO SN -
7z F7z. Kaplan-Meieri£IC & 2 B — I OHETEHiR» &, KA DO
BRI TEERHAZEL TSI RICHARNTELHER L-AEELEIX
ROoNZD»o 7z, BIRKFHIIEE Th 5 2 MWEEICB T 2 WER,
N=y ZREOES. =y VEEEEEFIRE (PDSS) Astics
WTRZEEBRIICBWT. 7 RICHRTHRETNICER 2 EZR0
5Nz,

B EHEIE B O RS

YL N5 VIEEEIERE 75t REE
(REGI% 2 119) (REfI%% = 121)
TEEHRH BT CEERE ®r -
bl FRIERE BALA it
SfREEIC 100% 89.9% 100% 74.4%
BIFsHER | (119/119) | (107/119) | (121/121) | (90/121)
INZ oy 7 FAE
Ik 0.8+1.7 0.6+1.3 09+2.1 1.0+1.8
([a/:@) @
PDSSA R 57+3.6 43+4.1 6.5+3.7 6.4+4.7

a) ML fE U AT 2 S L7z

BIVEFASIRSAE X, JESMEIT81.5% (321/394%1) ThH V. EhEIE
FIZED, ER, BB ch-o7m. £/ ZEHEBHTIX, 26.9% (32/119
Bl) T, ELREERIZED. HE. YHAERE. TRERCETTH-

7232

17.1.6 BEEARSSEERRER ) .
NaFtF e L “EERLEGEER (BOERFERERHE) (1
B 5 FEFHMIEE TH 5 1 238 - FH1EERFOPanic and Agoraphobia Scale

(PAS) AEtREICBVW T ARIOEMNEZ S uF L F v LREETH S 72,

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

P2 ) I NoaFtF
FSEE= = -
FEE AT 175 167
(95%(EHEX M) (—19.0,—16.0) (—18.2,—15.1)
BEFEH T DE) o
(95% (= HEIX ) 0.9 (=3.0,1.3)

a) R—2514 »DOPASAETETHE

KA E S NI BB OB 147615 1001 (68.0%) 1224340 F|
TERFER Lz, ERBIEM . BO306 (20.4%) « 1EBR306
(20.4%) . #2261 (15.0%) TH-73

%) REIOAZHARILIHIO0MEE TTH S,

18. EINFIE

18.1 fEAH&RF
YL RS VERIEIIRA YT N = MR ICEET At a = U HED
AHERE AR P OBIRNICIHE T 2EMTH Y . WA O F7 ARE
BTS00 b= VBEEZEO CRENICED = R REETIET
HHEDEEZHNG3M 36

1811 v M F 7 bV —L2HWEERICB TS, Afloto b=
HLD A AR T 250%IH1IE (ICsp) 1£0.058 umol/LTHh 0. AAID
o b= VEDAABHEERIE LI R T Y UL RIS VELD A A
FEEVEAIC HARKI20(EBIRTH - 723 (in vitro) »

18.1.2 v M3 UMBEIER 2 AW R EBRICB W T, AFlldta b=
HEDAARIBAICEVBMEZ RIS, 7 RLFY UFEME (o as
B) « RISIVZEE, LAN) VREME B RV I VFEME (H)
o b= VZAEMAE (5-HTas 5-HT 5 5-HTps 5-HT,) Ry VY7
YU ZBIENOESFEIXED» - 72 (n vitro) « Flz<7 A8
BRI LT RLF Y R, FSIVHBERKROLZAAY VT
%w:%ywﬁ%wﬁﬁmmxDiféﬁﬁ%ﬁﬁu%géﬁﬁéﬁ
o723

182 115 D1EA

18.2.1 ¥ 2% H W\ 2B KAGRER IC B L TORE B 258 L1239 .

18.2.2 5 v b & HWIEHIKIKERERIC B LTI TE) OKEEER) O
DA L3

18.2.3 IR S v N D EFEEH OTTHEZIIFI L7239

WlﬁﬁﬁxbbzﬁﬁtiéEﬁﬁvF@E%@ﬁ%@ﬁ@%@@éﬁ
7z40)

18.3 MAZ{ER

1831 v AZAVWIATAEBVELRBICBVLWTH I ZAEE VR LT
B2 g L4l

18.4 5-HT,ZBIMMEBREICL ZEREBERF L ICHT HER
m-7HH7 = )LERT Yy (m-CPP) OFREICES Ty NOBEFKIES
BOBDEZER LY

19. B3 ICR T 3 IE{EZHH R




—HREIBIR: L TV VIEEEE (sertraline hydrochloride)

22 (+)-(1545)-4-(3,4-dichlorophenyl) -1,2,3,4-tetrahydro-
N-methyl-1-naphthylamine monohydrochloride

PFR: C17H17C12N - HCI

SFE : 342.69

MR LT VERER. BROEEEONRTH D,
A% ) =), 19/—»(%)Rmmwvx%w7tb73
Rz 7"“?3‘<\ KIZHETFIT W,

{E2EE

22. 3%

(BILRSUVEE25mg [YILIN\S] )
PTP : 1008 (10 $Ex10)

(2L bS5 UVEES0mg [YILNS] )
PTP : 1008 (10 §Ex10)

(BILRSUVEE100mg [YILINS] )
PTP : 1008 (10 $€x10)
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