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HU. EWEREs i L7, £E%5HOCmaxid2] . Ing/mLTH Y, 22
JERZ G- D18 . Ing/mLIC IR TE . AREGENRO LN L OD,
AUCo-w, TmaxM O Tl ZHEZEIIED SN h o727,

16.3 91

16.3.1 EAFES
in vitrolZB 5 & MIGEE A AEIIN8.5% Th- 7219,

16.3.2 FtehigeT
KD DI % PE ) $25LIF (2661) 12E )V b 1) »25~200mg™® #1H 1A, 14H
MILLE ARG L 72, W hoRAmoiTicswd v b5
ikt s, FLUBomME BT vV b)) YRR S 2P (SEE
T—%). [9.62Hd]

16.4 {3

16.4.1 AFOFRHWEIN-FAXF VLV FFY > THY ., ZOMIZLE
MR DGEAET o B, RHFHIIZCYP2C19. CYP2CY. CYP2B6%
UCYP3A47%: L0 7 { & b ATED I EYCHER MG L TBh . SRR
HA R, [10. 2]

16.5 HEtt

16.5.7 faEE R A (661) 128 )L 51 50, 1008 0°200mg™ % £k |2 B[]
R G- U728, 1% 5-122485 0 £ COREED SR HHEERIZ VS ho M
BIZBWTL#0.1%TH - 7219,

16.5.2 fHER AT (FHELA, 260) 1I2H¥C-IZRkt v b 5 1) »50mg % H Al
PG U728, %5290 B F CICRPICHE ST ED43.5% (13 & A &3
B A5, 244 5% HFNF NP S L0,

16.6 HEDERZF I 2EE

16.6.1 BikEEEEEE
B R AEREE R (2400) 128V k) Y 100mg % AR AR %S L7
B BV b 7)) v OISR LD EICL D E L R A EmERL
72, FOEAOREIINE o 722 (HEANT— %),

16.6.2 FHREREEEE
18 PEIEE B PE T AR 4223 (Child-Pugh® 238 A K OB, 1061) 12+ v k5 )
> 100mg & B COH G- L 7 REo AT i FEHERS 1L, MERRRLA & Jei L <
Cmax¥1. 7%, AUCo=A% A58 L, Ti21d2 3FERE L7z, £72, &
VN 1) v 50mg# TR EEREE# (ZGTChild-Pugh® 4 A K OB, 1081) 12
21 H M BABAR G- L 72, LA 50 & ARO[ 255860 & 722 (H4E
AN7—=%). [9.350H]

16.6.3 S#pE

i o EE (HAN, BYs6l, Zssl, 65l ) ict v by v %
TH1IAL, #5608 AR 3 5 (25mg/ H 72> 5 75mg/ H £ THi=) L7z
W% O T2 (BYE30. TR, M35 TRERD) 1. HEHER N B P23 4BER] &
HE L TR 2 2 A58 5 I 7z®,
EE OEEA BYELLE. 1160, 655 LI L) B O A (PRELN . B
1160, P11, 18~45m) It b5 ) » 21 H1E, 30H M RKERZN
%5 (50mg/ H A 5200mg/H™ & THH) L7z. BABOREETHO
Cmax!3117.5ng/mLTa ) . miin# (J1%135.4ng/mL. 14147 . Ing/mL)
BB N Lt (165, 6ng/mL) (2 W, FEICEK 2 > 7225, AUCIZIEWI
DI TLREERZIROON L7220, [9.85MH]

16.7 E4HEEER

16.7.1 D)L 7U
BT 56D 128V b 5 ) v RAERES- (50mg/ H A* 5200mg/ H™
THWE) IR OG220 Hi27 )V 7 79 »0.75mg/kg % BRI 85 L,



TN T7 7Y ryO7a iy RUskRE T R (AUCo-120) K OVIfL4E &
FIEEREP R L2 vV S YTV 7 70 Y OPRERKSIZEY. b
TP OFERZARO LN IEANT— %) [9.1.7, 10.2&]

16.7.2 MLJH=R
TERER AT M (2560) 12k v k5 v K4S (50mg/ H 4 5200mg/ H™ %
THIR) B 0% 5-22H BIZ V7% 2 F1000mg % H A IR N5 L 72
DINTE I FOEYBEAMGT L7z EVETY & MLT S I RO
G2 ED, PV T S I RO ) T Ty ACRE KT 2500 50
HHEANT—2%), [10.25H]

16.7.3 Y AXF I
TR AT (1260) 122 A 52 > 800mg % 8 H I B E#x 5 L. #52H HIZ
YV k51 100me% A% G L2 OB L b 5 v O3 B)EE =
L7 PAFTCOHICE) . TRV T ¥
DAUCH-=13#950% Cmax e O T1203#925% 15k L7210 (JHEA T — %)
[10.2&M#]

1) ARFN O A EIZ1H100mgE TTH 5o

16.8 ZDfth
kT L E25mel WG IR OV b 5 ) v EE100mel BiG lid. [&ias
F7p 2 R IE I BH O LY I R SRR A K54~ ] CER244:2H29
Fft, SEA#A502294105) 12T %, ©)L b5 »5850mel BiG ] % 1
HERHIE Lo b &, BHRBEINEL L WIS L Al SNDW),
[16.1.3%07]

17. BRERALHE

17.1 BMERURE2MEICET 255

(3D - DDIREE)

17.1.1 ERE IAKRU M85
HIEISE TOAHRER (MR - CRINEL o A8 TARSUER Ot RE) . 20155 TTAH
B IARGER (WA - O ARE) . B IAHRER CRHRE) . 7 >~ 7 adbik
SRR, S SR N R SRR ARG (RHSRER) L2 G . K
FIOUEF1L55.7% (491/88261) THh - 72 WM THIEI RO LA
VEHIZBWTH, MET 2L THREIBO LN, 2720, FIHM
ABETIE NI N UIEERER OV I b)) ) VIERRIE & T 5 o0
THEBEMRICEBEERS T O NS, BRSOV TSR & M, DI
FNULEORREEET D LTSN o7,
HAE R A L 72 AR SRABR I TR G B & I 2 AR (FTHORtER) L7235
A BV SS BB (251.5% (497/96561) Td > 7z T ARIEHIEHE13.2
% MEHE12.3% . IINRZIEL0.2%. BEAR6.8% M N FH#15.0% CTdb o 727,

17.1.2 EAsE MAEFER
FEFFMEH CTd 5 KA OFMREILS.5% (10/1176) TH Y . 7T XD
19.5% (23/118%1) |2, #EHOIZH BIZKD 572, F7-. Kaplan-Meier
P & B TR - IR o E MR S . AR ORI - EEHRM ML
TT I RIZHARTHEICHE R CHER Lz, BIKEHEEE Td
BNV V) OFFEFHIER E (HAM-D) &t Aot 77 2RIk~
THFIZAEEICA 7 . Quality of Life Enjoyment and Satisfaction
Questionnaire (Q-LES-Q) A 2 7 IZBWT b 7 J £ RIZHANTHENGICH
BARWGES, ZEERPICBVL TR S,

117 (117

—
(=}

1) (108)

W BV T R
97) (96) (95)

o
©
T

(93) @87

(HREE) #SEs

(85) (79
PAZA N i

0.7
0 2 4 6 8 10 12 14 16
CEERINICBY 5 HRETORR GH)

) JEBIEK
[X]1 Kaplan-Meieri#: 2 & % FRJk — R il
1 AREEHE H O R
BV b T YRR 75 b REE
GEBIF : 1179) GiEfI% 2 118)
CEERY T ZHER T

B 4 B H Ik B4 B o
HAM-D&&HA 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 bR (95/117) (99/117) (103/118) (80/118)
Q-LES-QAZ7 | 62.9+11.2 | 67.4+15.3 | 64.2*10.4 | 61.3%12.6
a) Q-LES-QA I 7IZBIF 2T - kb EBIEIL 11661

BRI S BRI 12, RS H66.2% (239/36161) TH 0 . EZREIVEMILE
Loy IR, OWNEE, R CTh o7z T2, ZEERITIE. A#1#29.9
% (35/11761) . 7T & R#E31.4% (37/11861) TH - /2o ERBIERIX. &R
HIBECMEIR, UEFS. FEMEO T, THIRO EESRCTH - 722,

BHNE BRI L > THEOHE SN ) DIREOFHBREIZ 25T
FERLIVENTWDZEEZRIELZAS, ) DREOWHEIZB T 2 A5
Tk, T TIEHETEINTWEH) DE(M TV FUEBIER DT I M) 7F
) VYRR & S 5 WIZE N ORI RN D H 2 L FREEL Tk,

INZv IEE)
17.1.3 ERE TERUEMERER

HIES IAHERER, (215 TARSERIL OV T > & AL bk sl e 8 4 (F13
AER) L7oWy e, SsERI372.7% (352/484%1) Td o 72 #IHIH & TRHRAS
ROLNEVEFIIBLTH, MR 2 2L THRIPRD LY,
RIVEISEBUUEIE 74.9% (384/51301) TH > 720 TzEIEMIE, Tl29.6
% (152/513%1) . fElk20.7% (106/51361) . SHIH9.6% (49/513%1) . THi9.2
% (47/51311) . LINHZIRT . 6% (39/51361) . iFBIIED £ \27.6% (39/513
Bl) . 1BEIEG6.6% (34/51301) . FLHAIRG.6% (34/51301) . HAMEE.0%
(31/51361) . ARKIHES . 8% (30/51381) TdH - 723,

17.1.4 ER DEER

77 R AKI25-T5mel (AR . 50-150mg™ # (e I EE#E) O3]
TEEERILEGBAT DN AR, SRS TIE T 7 LR L OMIZA
BREEEOON o720 2, 8=y 7 5EORETIE, K5O
BB AR RSN, 772 RI A CR AR CIOE B AW
RO BNLD 72 b OO, EHEFIZBW CHERBADRD 5P,
RITE RIS BUBUE 12 . R BET55.3% (26/4761) . #5 R T56.8%
(25/4481) T o 720 FE & BMENILEREECT T, EIRELOEL, &
R CELTH 127,

17.1.5 ER5 DEHER

FEFHIIEH Td 5 ARF OFRFILL10.1% (12/1196) TH Y . 7 ERD
13.2% (16/12160) 12N T - 7225, HEETBRO LN Lh o7, F
72, Kaplan—-Meieri: (2 & 2 ik — B OHEE HIAE 2> & . ARHOFHRFRIE
EERMZE L CT 7RI TRCHER LA R ERRO LN
o 7ze FIRIFHITEH CTdh 2 OB I BT D008, =y 7 5(E
DEH 3= v 7 BEEEE IR E (PDSS) 45T Il BV T ZEEM
WicBwT, 79 LRI THREICAE R DR S,

(119)

18
1.0 YV b T KRR
(121) (112)
ElR
i
S
Hoof
ity
e
% (95)
7R
0.8
0 1 2 3 4 5 6 7 8
THERMICH PR &£ TR GH
HERMNICBT 28 E REfE] () R
[X2  Kaplan-Meier{#: (2 & % FF# — B i1
F22  HREEHIGIE H o Bk
YV b T RN AN
GiEfI%4 2 119) GiEfI %% - 121)
ZEER T ZEER T
Bdh R kR Fh R kR
ExivE di A 100% 89.9% 100% 74.4%
Bl pUE# (119/119) (107/119) (121/121) (90/121)
K= 75D
%% ([al/38) 0.8+1.7 0.6%x1.3 0.9+2.1 1.0+1.8
PDSS& T 1 5.7+3.6 4.3+4.1 6.5+3.7 6.4+4.7

a) M EAEAR R Bt L ST % R L 72

RSB &, JEEMIIT81.5% (321/39481) TH V) . T &RIEHIE
ol MR, ER Cho7oe o, “EEBMITIE, 26.9% (32/11961) T
B EFWEIIEC, BE, PAIE, FTRHRUETTH o729,

17.1.6 SGERRTTRERIRGLER

NuF LT AR E L ZEEREGER CRENTE R R 2B

F % EEFHHIEH T 41248 - H ik O Panic and Agoraphobia Scale

(PAS) &5tz B VT, RAOHMMEIE ST X1 F v LRRETH - 725,
Panic and Agoraphobia Scale (PAS) &t 1 (Efficacy Evaluable Set)

, N A XaF v F

b 1

JSE 20 17
-17.5 -16.7

RS TE O5% D (-19.0,-16.0)  (-18.2,-15.1)
HEEFH AP D7 (95% (EHIXNH) -0.9(-3.0,1.3)

A N—A 74 ¥ DPASHEH Tl

AFN DG S N7 O FILATHI 10051 (68.0% ) 1224311 D EITEN]
WHER L7 LAREMIE, EL3061(20.4%) . HHIR30%1(20.4%) . T4
2261(15.0%) TH - 727

) AF OKEHEIZIA100mgE TTH o



18. ERpEIR

18.1 {ERERF
LV b T UIEESRE A T b = CMRRICHFE S A0 b= U IRD GA
AR SR O BIRWICHET 28 W TH Y . MND Y F 7 AHBRIZE
AT b R R O THRRRIC O b = R EE R TS 2 b 0
LEzZoN5%,

18.1.1 v Mg+ 7 bV — 2 &2 HWZEBRIZBIT S, Kfloto b=
T Y SAAAZ5E 4 550 % 0 #E (ICs0) 120.058umol/LT& ) . AF D+
b= V) AARAEEIE VA7) 2L R8I VY SRR B EE
T A~E20f5 IR T - 72% (n vitro) o

18.1.2 9 v FXiEw VMBS & v z3BRic v, AAlidto b=
FHIUD AR B Z R TA, 7 FLF) v &85k (a e ).
RS VR, 2 AN VZFE, B AY I VERAMH)., ka b=
ZHEAA(5-HTiay 5-HTisy 5-HTiw, 5-HT2), N V'V 7YY V2B AN
DAEE BRI A 5 72 (i vitro) o 72T ACBITBMAN VT KL
FUUMERR. RS UHBERKR L AS Y YT EFL ) SRR O
LIS & 0 B AT RIS B R TS o 7257,

18.2 :15D1EH

18.2.1 ¥ A & 723l K ik GBR IS B v CORBIRERS & 48 L 72

18.2.2 I v b & H W\ 725k gk EtER 12 35 W Tkl T B OK [ 6 50 o
2L 7223

18.2.3 MiEkfi T v b o HISEE) O TLHE & B L 72

18.2.4 HA ML AEMIZ L BIEHR T v N OHFERE O % [AE & 4725,

18.2.5 ¥ A & v 7z R IR A BRIC BV TABIRG ] % 45945 L 723,

18.3 FIRR{ER

18.3.1 ¥ A% W/ T AEE VI LABRICBWTH I AEECE LT
By & 4 L7210,

18.3.2 ¥ A& W 724 AT 1T BRI 5\ T3 { BATEY A 4040 L 72

18.4 5-HTcSZBAMEEER(C LD EREHE R KT DIER
m-7HH7 2= )V EXT Ty (m-CPP) D525 5T v o HSEE) R
DA Z WL 72,

19. B (CERT 2EEFNAR

— AR - 2V b5 ) CHfEEE (sertraline hydrochloride)

b4 0 (+)-(15,4S)-4-(3,4-dichlorophenyl) -1, 2,3, 4-tetrahydro-/N-
methyl-1-naphthylamine monohydrochloride

43138 CvHiCLN - HCI

gt 342.69

PR RV VHEBEIAROREEOR K TH S,
RiE A Y 7 = VIZRRET T 15 7 =) (99.5) IZR R
Tz &L KIZEHETIZ W,

b

CHs

*22. T

(BIL 3 U VEEebmglBEiA LD
PTP@% 10082 (108E x 10)  5008¢ (10§ % 50)
NT AR MVA) 5008

(2L 3 U VERs0mglBEiA LD
PTP@% 10082 (108E x 10)  5008¢ (10§ % 50)
NT AR MVA) 5008

()L kU VER100meBEA LD
PTP®@% 1008 (108E x 10)

23. EZ|Wk
1) Chambers, C. D., et al. : N. Engl. J. Med. 2006 ; 354(6) : 579-587
2) Kallén, B, et al. : Pharmacoepidemiol. Drug Saf. 2008 : 17(8) : 801-806
3) Stowe, Z. N. et al. : J. Clin. Psychiatry. 2003 ; 64(1) : 73-80
4) Wagner, K. D, et al. : JAMA. 2003 ; 290(8) : 1033-1041
5) Robb, A. S. et al. : J. Child Adolesc. Psychopharmacol. 2010 :
20(6) : 463-471
6) Obach, R. S., et al. : Drug Metab. Dispos. 2005 ; 33(2) : 262-270
7) (oA a7 ME 20064FE4H20H KRS, HIFFERHEZEN.3.(3).2))
8) Alderman, J. : Clin. Ther. 2005 ; 27(7) : 1050-1063
9) Apseloff, G., et al. : Clin. Pharmacokinet. 1997 ; 32(Suppl.1) : 37-42
10) SEWHEAEM (P = A4 a7 Mg 20064F4 H 20 H KRS, HI 5 ERH 2
~.3.(4)
Tremaine, L. M, et al. : Clin. Pharmacokinet. 1997 ; 32
(Suppl.1) : 31-36

11

12) Safarinejad, M. R. :J. Urol. 2008 ; 180(5) : 2124-2128

13) Tanrikut, C., et al. : Fertil. Steril. 2010 : 94(3) : 1021-1026

14) BA%5- (Y =4 v'0 7 ME 0 20064E4 8 20 H ARG, HIGEERMEE A~ 3.
1.1)

15) BfE#S-(Y = A4 Va7 b 0 20064E4 A 20 0 AKGE, HIFEEARIEE 3.
1).2))

16) AL T R ) v Ee50mel B oA AR S v B C B 5 2 Bk

17) EHOEE(Y 2417 M 20064E4 H20 0 AGE, HRE SRR~ 3.
(1).3))

18) BHEE (Y = A V'm0 7 M - 20064E4 A 20 HAGE, HIFEERIEEA 2.
(2).4)

19) FEEFNZA : MI#ERS s 1997 5 19(6) © 395-423

20) (P = A o7 M 2006454 A 20 HAKRE, HREERMEE.3.(3).1)

21) BB E RS (VoA V1 7 ME  20064E4 A 20 H KGR, A ERHE

%~.3.(5).1))

WFBERER E R (Vo 1 0 7 b EE 1 20064E4 H 20 HAKGR. HH A B RHE

~3.(5).2))

23) EEE (Y 407 M 20064E4 A20H KGR, HEFEREEEEA 3.(2).2))

24) g (Y oA a7 ME 200654 H20HAGE, HEEEFEEA.3.(1) .4)

25) AR T v kT v 5e25mgl BTG 1 v I (R A R S SR

BT B E R

BRIV b T ) 2 EE100mel BE o0 i T (s ) S Rt

BR) 2B % E R

FEIEE TAH M OB IIAHERER (U = 4 Va7 b : 2006454 H 20 H K72,

PEERIEE ~ 2.(D) . 1)

FE N5 TDRH R O ITAHERER (3 = 4 V' 7 b $E £ 20064E4 H 20 H 2K 2.

HEEERIEEE ~ .2.(2).1)

FEINAS MAIERER (2 = A V1 7 M 20064E4 B 20 H AR, IR RH

Zh1.(2).1)

FEIEE TAH M O ITAHRRER (P = 4 Va7 b 2006454 H 20 H K72

PEERIEE ~ .2.(1).2)

FE N5 TDRH R O ITAHERER (3 = 4 V' 7 b $E © 20064E4 H 20 H K32,

HEFEREEE ~ 2. (2).1)

A THIERER (2 = A4 v'a 7 b 20064E4 8 20 H AR, HIGE & RH

h1.(3).1))

EIP S MARERER (Y = 4 1 7 M 20064E4 H 20 H KGR, HAE SR

Bh.1.03).1)

34) BEIRFEREERERER (P = 4 V1 7 M 2016453 A 25 1 PR A HUE )

35) TERER (2 =4 Va7 ME 2006454 H20 H KGR, HEEE R R 1.
(2).6))

36) TERER (Y =4 17 ME 2006454 20 H KGR, HH A aRHBEEE R 1.

2 .1))

PR (Y = 4 0 7 b © 20064E4F 20 HAKGR., HIGTERRZE A 1.

(2).5))

PO DM (Y = A4 Va7 M © 20064E4 H 20 H 7K FE.

1.1)

39) RILEARIZA : B L HIE. 2015 52(7) : 679-683

40) FIRZAVER (Y =4 17 Mt 20064E4 H20 H KGR, HIGEE RS R 1.

(1).2)

5-HTecZ A AMERIEE L & % A BB R A 1ot 3 2 (P =4 Va7

M : 20064E4 H 20 H7KRE. HIREERHRZEAR 1. (1) .2))

4. MEEFERERUBVWEDES
Meiji Seika 7 7 Vv #RASH <9 D AHKEE
T104-8002 HEUHRH R IX 5UAE2-4-16
71) =54 %) (0120)093-396  Hifi (03)3273-3539
FAX(03)3272-2438

26. BERTHREF
26.1 SHERRFTTT

Meiji Seika 7L K&
RRBPRRERE 2-4-16

22

=

26

=

27

=

28

29

= =

30

31

32

=

33

z

37

=

38

<z

RS 1.

41

H-ST



