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16.1.1 BEi%S .
TR N B 661) 122V b5 ) 2500 100 0°200mg™ % £ 12 B
[B] 55 4% 5 L 7 1RE 0 35 85 ML PP 5 (o) 122 L2151, 30.81%
0%90.8ng/mL. IML4E Hh i & — 5[] i R 1A% (AUCo- ) 1 22 i
0.557. 1.081)% 0°2.975ug - hr/mLTd ) IRV L 720 72,
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F—N—3E) L, ItV b)) VEERNE L 72, 156 N2 HYE)
/8T X — & (AUC. Cmax) |22\ T90% 15 HE X [ 122 12 TRERHIRAT %
17 72455 1og(0.80) ~log(1.25) DHFBHNTH Y . MiHI DLWy
SEVEDFERR S 21,

FRHN GER G- OSSN T X — 5

Cmax Tmax T2 AUCo-96nr
(ng/mL) (hr) (hr) (ng-hr/mL)
YT
50mel 47 1 | 18.13+7.14 5.5%£0.9 30.9+6.6 532.2+262.5
TrAVHTME g sge734 | 5.9+0.7 20.8+5.8 | 514.3+248.5
50mg
(Mean#8S.D.)
30F —e— L T S GB0ng T A )
I --o-- YA 07 ~ESOmg
aﬁj 25r Mean=+S. D. (n=20)
+ L
I 20
N
7 15F {1
Y Hy
B0
(ng/mL) 5H -+
%1 L L | | T ‘¢ T
0 24112 24 48 72 96
6810 1 5.6 O (hr)
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TlzENZ k) b5 » & L CTl00mgZe g ks B A #E L1H% 5-(7 1 A
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PG Cunax Thmax t1/2 AUCo
(mg) " (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
200 6 90.8+15.0 6.3+1.5 23.4+6.2 2.975+1.001

Tmax © 352 155 % FEE ) 53 IR 1] CragfE + kR )
16.1.2 RiE%S
TERERL AN PGB 12k v b 1) »100mgZ 1 H 110 H B 81 512 %K
BEREOFES L 2R o M 4T g B 133 55 H BICI3E R IREBIZE L., 10
HoRKEHEGIZL ) B (R=2.00 B2 2 EHFE S 1HH © Coe
40.5ng/mL. AUCo2 0.612ug - hr/mL. 10H H : Cumar 69.9ng/mL.
AUCo2 1.22ug - hr/mL) X320 SN h o 7219,

BRI G Cmax Tmax Tz AUCo-s6br
(V7 2EL0)|  (ng/mL) (hr) (hr) (ng-hr/mL)
RIS 15 P P ona -
100mel 7 1 | (100mg) 42.57+11.16 | 4.8+1.2 |26.3+4.7|1209.2+495.1
PEX A AN 28 - -
50mg (100mg) 45.21+11.73 | 5.3%+1.1 |25.8+4.9]1239.0+501.4
(Mean=S.D.)
60 —e— )L b T U S EEI00NETH T A |
ifiL --0-- V1AV 07 MMiE50mg
g 50 Mean+S. D. (n=19)
+ L |4
)II/ 40 h
> 30/ 1S
Y Y
mo20fg
% : i
(ng/mL) 10 [ ‘
e, 1 1 T gﬂ
0 24 M2 24 48 72 96
6810 51 OFEE (hr)

AR EE 72 &5 ONIZAUC, Cmax&E /39 X — %1%, WERE oFEIR, 1§
ORI EL - BEEISE O MER SRS L > TR LWL H 5 .
16.2 MRUY
16.2.1 BREDXE
TR N B (1260) 12V b 5 1) > 75mg % Z8 5 I O F 4 12 [l
CEG L, BWEhiE 2 i L 720 EHBA%E5 O Cnaxld21 .9ng/mLTH
). ZERERE SR 18. Ing/mLICHANTE L, BAEAREDNRD bk
DD, AUCow. Tkt Ftroll 3 EHFEIZRD SN ho 29,
16.3 £
16.3.1 EBAHES
n vitrolZ BT % & MILHRERHBEZRIEHN8.5%TH - 7219,
16.3.2 FthigiT
K 2 %0k B (2660) 12V b5 1) »25~200mg™ #1H 1a], 14
H LR BRI S L2, W hoRAmoslidicBwTd e
MoV i s, 2 AROMFHICBNTL RV ETY U8
MRS N7 (BHENT— %) .[9.65 K]
16.4 {34
16.4.1 LV F 5 Y OFRBWIEIN-FAATF VLIV FF) X THY,
oMb BEORBWAFAET 5. B, KHHIZIZCYP2CLI,

_4_



CYP2C9. CYP2B6} ("CYP3A47: &4 7 & b 4% o JIF- 3 4 3 i 2%
WG LTBY . SRR AR TY,[10. 2]

16.5 HEft

16.5.1 fEep A B (661) 12V k5 ) 50, 1008 F200mg™ & f#12
HARR PG L 72, $65- %2405 B & T o RZLERO R T v
FTNOHEIZBWTHH0.1%TH > 7219,

16.5.2 Ak e A3 ME (AHELN, 260) 12HMCER& £V b 5 ) »50mg % HilAl
OG- L2, 3% 50290 H F TR G043 .5% (12 & A
EXMUEI) A, HE244 5% 05 F NE IS 2P,

16.6 HEDERZEIDEE

16.6.1 BHEpEEEEE
AR S (2400 12V b 5 ) 2 100meF AR I H R RS- L
oW, BV N T L O MAE R I B RE OB EC & ) 5 < e B ]
FIRLIZH, FOLEFAOREITNE Do 720 WEANT— %),

16.6.2 FFigEEEEEE
18V I G B MRS 43 % (Child-Pugh® 43 38A J OB, 1061) 12& )L b
7 ) »100mg#% HL. RIS L 72 Rr oo M4 i e e i 1. EHER A &
H# LTy Coa?¥IL. 7. AUCo«H% AR L, t12ld2 3R L
720 F72. BN T U50mg% IFREREREE S (CETChild-Pugh o 433
T OB, 1060) 1221 H B AR ¥ 5 U 72 g, HLIEH 5165 & R o i)
WRRD BN (BHENT— %) . [9.320]

16.6.3 =H&E

i O I EE (HARN, Byssl, opssl, 65l ) icen 5
v ARLTHLAL 68 M AR5 (25mg/ H 7> & 75mg/ H ¥ CTHiE)
L 720 BlnE Ot (B30 7R, ZoME35. TR 12, BERER A B0
23 4BRR & LI L TR 2 A S0 ),
i (FhE L B, LB, 655 LI ) K OV B A (A ELA
B, A1), 18~45m8) Ik )V 5 ) v 2 1H1MEL 30H K
ERR ¥ 5-(50mg/ H 7> 5200mg/ H™® £ THi &) L 720 A B0
% 5% OCumaxl$117.5ng/mLTdH V) . 5 i & (F7£135.4ng/mL. &M
147 .Ing/mL) K OB A\ Zetk (165 6ng/mL) 12 e~ A - 7245, AUCIZIE
WENOBEM THEELREIRD SN h o722 D,[9.85H]

16.7 EYMEEER

16.7.1 DILT7UY
e R AT (1560) 12V b+ 5 1) & BUEPES- (50mg/ H %> 5200mg/ H
FCHE) RO S22HBIZT V7 7 ) »0.75mg/ke % H AR
L. U770 ryo7a by ey RsE R~ (AUCHz) &
CMEEAESRE B L7 BV T Y eIV T 7Y v ORHE
HzX ), DI ey AELREANRO SN FHEANT— %),
[9.1.7. 10.2&H]

16.7.2 MILIH=ER
T HE R NS (2560) 122V b 5 ) v AT S- (50mg/ H 7 6 200mg/ H
FOREEDFT R O 5220 HIZ PV 74 3 F1000mg % 5] # IR % 5
L7zBO MV T Y I FOEYEFREARET Lz, IV bF) & bLT
5 I FNOPHEEICED, PV T IRDZ )T T Y AZREREKT
IR S (FHEN T — %) 6 [10. 22 1]

16.7.3 YAXAFIY
TR S N SBPE (1260) 123 A F 2 > 800mg % 8H [ Sk 5- L. #%5-2H
B2kl b7 »100mg%x HEGEH#ES LzRo2 )V b 7)o
BREAMET L7ce Y AF TV YOHIZEY . 77 R
VT Y DAUCH=IFZHI50% Cmax i CtrzlERI25%HE A L 7219 (41 A
T —%5).[10.2%K]

16.8 ZDfth

(BIL S YU VEESEMg[Y DA 1)

XV kT VEE2mgl T A NIEMBEICESE, LV T ) VR
50mgl 47 A | & AR L L A S %,

) AHK DAZRAEIX1H100mgE TTH 2.0

17. ERFRRLEE

17.1 BERULLEICET 5558

(3D - 3DIREE)

17.1.1 ENEE DER U MAEEER
BUHA S AR GRER (EE - OB NEL) . A Ss TR CRE I RL) . P4
AR, &5 MAHRRER (PVRE - O ARE) . 45 AR EBR CRSAhEL . 5 >
7 aAiE R, ik R O R GRS (BT8RER) L
2. BV T v O EERIZ55.7%(491/88261) Tdh - 720 WIHAH
ETHEIED LN HZVEEIZBWTYH, WETLH 2 ETREIED S
Nize 72721, BIAARBCIZ NIV FUBEBER T I M) 7))
ERRIE & I 2 o O “EERILEGEBRA T b LA RIS
WCTHEEH] & [H45E, HL0IEFN EOREEZHFET L L IIFGEES L%
Nolz,
AR % BT L 72 L RESERER L TR I B & I 2 4 A (RIoaBR) L 72
WAy, BIVE R S 1251 .5% (497/9651) Td» - 720 F 2 BIVER LI
0013.2%(127/96561) . MEIR12.3% (119/96561) . FIEZEE1L0. 2% (98/965
B) . BEEG . 8% (66/96581) 2 U T Hi5. 0% (48/96561) Tdh - 7277,

17.1.2 ERNE MEEER

FEFMIEE TH AN N T ) OFBREILE.5%(10/1176)) TH V) |
7T RD19.5%(23/118FN 1, BRI HE B> o 72, F 72,
Kaplan-Meieri#: (2 & % F#% — B OHEE IR 5. 2V T YO
PR ZEERMAE LTI 2RI THRETICE I R
L7z BRREEMIEE Td %73V b & 9 DR (HAM-D) 45t
HOBINE 7 7RI THETYIZA ZI24 7% | Quality of Life
Enjoyment and Satisfaction Questionnaire (Q-LES-Q) A I 7 IZHB W\ T
b7 7RI THRFIWICEE 2UEEDS, ZEEMRNIICBVWTRD
Bﬂf:zg)‘ 29)o

AR B O i
LS 2 77 R
CEGI% - 117%) GEGI% - 118)
CEEBRM T - T E T -
B A kB B Tk

HAM-D&&MA 8.3+3.4 6.3+6.2 8.1+3.3 9.7£7.2
e i 81.2% 84.6% 87.3% 67.8%
B pYEEE (95/117) (99/117) (103/118) (80/118)
QLES-QAa7 | 62.9+11.2 | 67.4*15.3 | 64.2%10.4 | 61.3+12.6

a) Q-LES-QA I 7B AT - HIkErOEFEIL1166]
BRI SS B 1, FREMII66.2%(239/36161) T 0 . 2B IX
B IR, COINEEEE, BB Tho7. 2. ZEERMITIE, v b
5V #29.9%(35/11761) . 7T & REE31.4%(37/1186)) TH > 72, E
ZEWERIZ. v b)) VEECHEIR, BEE. FEEO v, THRLO R
JEERECTH - 720
TN T) e VTR L o TEEEDE S Lz ) DIREOF K%
WABETTILRINVENRTWDEZ EEZMIEL 7225 O 2REDL
FIZBITHHEDETIE, T TIETENTVLH) DI (M TV F Ui
BRIE R OS7 3 M) 7)) VIEERIE) L A% D B WIZE UL E ORISR D
5T ERBGEL TR,

I\ZvIBE)

17.1.3 ERE D48/ U MAEEHER
ATHASE TAHRRER. BRI THRBRL 0T v & 2 biaE P LBt R G
(FI3akBR) L7-35G . SGESRILT2.7% (352/484]) Tdh - 72 WA= T
EPBOONLVWEZIZBWTL., HETLIETHRIEOLN
72o
BIE I S BUBUE 1274.9% (384/51301) Td o 720 F 2 BIERA L, AL
29.6%(152/513%1) . 1 I20.7% (106/513%61) . & 59.6% (49/51361) .
TII9. 2% (47/51361) . [IPIEZ 17 .6% (39/51361) . FBTED F\17.6%
(39/51301) . HIIK6.6% (34/513%1) . FARANRE. 6% (34/513%1) . BA
HLE6.0% (31/51361) . FHRIAES . 8% (30/513%1) TH - 723,

17.1.4 BN O E56R
7R REE, VT v 25-75mel (KRR . 50-150mg™ # (75 1
B O3WH T EERILERBES T O R, fgEE TR
T RELOMICAELZIROON o7z T2, N2y 7 8BED
FCld. 5RO FBERBICTER CARME LIRS NIZH, 7T 1R
WCHRTEHEETIIAERZ BV ERO N o2 00, EITE
HICBWTHERMD D RO SNz,
BIVE T 36 BB P 1%, KT 52 78 7C55.3%(26/47161) . w5 T = B T56.8%
(25/44061) T > 720 EHEWERNIEIT BT TR, IR L OEL, &
JHEHCELTH - 712,

17.1.5 EANSE MAEER
FHFMIEHE TH DL~ 5 ) ¥ OFEKREIL10.1%(12/1196)) TH 1 |
75t RND13.2%(16/12160) 12 L X TEA - 7205, AEZITFED SNk
Motz F 72, Kaplan-MeieriE 12 & 2 Fk — B OHEE NS, &
VET) COFBREICEERPZEL T I v RICHANTRCER
LW EELREIRD NG o 72 BIREFHEEE TH 5 kil
BCBITUGEE, N2y ZBIEORE, /X2 v 7 BEE SRRl R
J£ (PDSS) AFMHICB W TR ZEERIIZB W T, 77 v RICHTH
A B DR S,

AR H O JfE
RO RIS o AN
(EBI% = 119) (FEBI%L @ 121)
—HER T - CEEHM T -
iLE RN PHARIEE kR
EN e I N 100% 89.9% 100% 74.4%
B R (119/119) (107/119) (121/121) (90/121)
gl%c(/w?/f%‘ﬁ@ 0.8%1.7 0.6*1.3 0.9%2.1 1.0+1.8
PDSS& R 5.7+3.6 4.3+4.1 6.5+3.7 6.4+4.7

a) xR i LA & SERG L 7
RIS BUERS (2. BRI C81.5%(321/394%1) TH 1 . F 72 EINEHIE
L, IR, R CH o, T ZHEEMRIHTIE. 26.9%(32/11961)
THh. EREERIEEG, BE. WHAIRIE. THECETFTH-
f:33>0

17.1.6 SHEIRFTEERARSER
SNuF T a2 E MR (B e R R R ) 12 B
V% EEEFMIEE Td 51238 - 1k EE OPanic and Agoraphobia Scale



(PAS)&EHEIZBWT, BV FFY v OFEMIEIZ ST F 1T LRFET

Ho 7‘:34)Q
Panic and Agoraphobia Scale (PAS) &7t 1 (Efficacy Evaluable Set)
I ‘v 152*(7)")‘/ /fufl:+y
TAE 5 3T (959% R ) 190 360 | 182 15D
AL AT D7 (95% 15 HEIX 1) -0.9(-3.0,1.3)

a) N— A5 4~ DOPASHFI LT
LIV b T ) 2 ER G S N2 E B O KE B 147151 10041 (68.0%) 12243
HORIWERDFEE L7z EREIERIZ. 03060 (20.4%) . EAR30H)
(20.4%) . F9I2261(15.0%) Td > 72

1) ARHI ORI EIE1H100mgE TTH 5o

18. EZHEIE

18.1 {EFt&R
IV b T ) VBRI O N = MR ICAEE S AT b = L
V) A RBERE % iR O BRI E ST 28 TH Y. WO Y F 7 A
BIBRICB I 20 b= VigEELR B TRERMICED b = Ui mEs
T b DEE R HNBPI,

18.1.1 v M F+ 7 M =22 HWIZFERIZBITL, LV bTY »
Ota k= VY AR T 550080 # E (ICs) 120058 umol /LT
HY, VTV rora = VY AKRAEEMIZ VZELRTY
AE R8I VLY SA A AR TS 2065 IR T d - 7257 (in
Vitro) o

18.1.2 7 v Pid” VIEE G A W 723Biic BT, v b7 ) Vi
o b= U AR @ CBAE L R TA, TR L) v B kR
(a2 B)v RIS VZHR. BANY) V2B e A Y I V2B R
(H). 0o b =r%2%4(5-HTway 5-HTi. 5-HTw. 5-HT2), ¥/
VT XY Y ZFEANORE GBI - 725 ¥ (I vitro)s F12x
ACBIFBWAN VT FLF) A H#ER, P8I DMEERR A A A
VT 2 F OV a3 YRR OTEEIIC L) AT 2 ATE R E IR R
AT E o729,

18.2 ;15 D1EA

18.2.1 ~ 7 A % HI 725K ka2 35\ CORB RS % 48 L 72%7

18.2.2 T v I & M\ 75l ik G ER 12 B\ C kBT B K AR 5%) i
L 72,

18.2.3 WiEkdiEt 5 v b o HISIEB O Uik & P L 7210,

18.2.4 LA b L ARMIZ L ZIEH T v O HIGER) & O % [IE &
w7,

18.3 MIAR{EA

18.3.1 ¥ AZH W/ I AEHE VR LABRIIBW T I AEEVEL
1TE) 2 3 L 724

18.4 5-HTcZHIMEFEIC &L 2 BREFE R T D1EH
m-7 U272 )VEXT YV (m-CPP)D#x512X 55 v b HISER)
BHOWA B L 729

19. B3 ICRIT DIBLFEMIER
—f%% : v b5 N (Sertraline Hydrochloride)
{£%4 : (+)-(15,45)-4-(3,4-Dichlorophenyl)-1,2, 3, 4-tetrahydro-N-

methyl-1-naphthylamine monohydrochloride
Ci7Hi7CLN - HCI
342.69

HFR
578 -
wEs

% R AROEREORRTH L, 28/ —VIIRRETRT L, T

5 )=V (95) 12 R REITIZ <L KITEITIZ v,

%00, A%

(BIVRS U VEEsmg[d D1 1)
PTP : 100%& (105 % 10)
NT 1008

(BIV S U EE0mg[d D1 1)
PTP : 100%& (105 % 10)
NT 1008

(BIVLRS U VER100melY D1 1)
PTP : 100%& (10%E % 10)

*23.

1) Chambers, C. D. et al. :

FEXH

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) Alderman, J. : Clin. Ther., 2005 ; 27(7) : 1050-1063

8) Apseloff, G. et al. : Clin. Pharmacokinet., 1997 ; 32(Suppl.1) : 37-42

9) Tremaine, L. M. et al. : Clin. Pharmacokinet., 1997 ; 32(Suppl.1) : 31-

31)
32)
33)

34)

36

VAT T EOEYMENER (Y A a7 g 20064E4 A 20 H A&
A, PR EEZEA 3. (4) .3))

MID-NET®#% Fv: 7= 284S R O E (MID-NET® & Fv 272409 D3
12 & % M/ A SRR O SERERTAT)

https://www.pmda.go.jp/files/000265771.pdf

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

Tanrikut, C. et al. : Fertil. Steril, 2010 ; 94(3) : 1021-1026
B EFM AR SRR, 1997 5 19(6) © 395-423

L BEFL MRS 1997 5 19(6) © 425-447
AR Al - BEE & AR, 2015 5 64(10) © 1119-1126

A A - 35 & R, 2016 5 53(4) © 309-315

B EFML RS EEEE 1997 5 19(6) : 461-470
EEREA (T o4 a7 ME - 20064E4 H 20 HA&AGE, HIRH
f\.2.(2 4))

e MBI AR R Ok (Y = 4 a7 ME © 20064E4 H 20 H K
. HEEEMEA 3.(3).1)

PR

BT R 2 BT A BIEE (U 2 A 0 T M EE  20064E4 H 20
HAKGE, HFEE *W}E%/\.B (5).1))
I RERE S R E 12 B U A 3EENRE (¥ = 4 0 7 b §E © 20064E4 1 20
HAKRE. HEEEEEZEA.3.(5).2))

ESERI - R, 1997 5 19(6) © 569-585

Ronfeld, R. A. et al. : Clin. Pharmacokinet., 1997 ; 32(Suppl.1) : 22-
30

FHE BT DY ENE (P = A 1 7 M EE - 20064E4 H 20 H AR,

R ZEAN 3. (1) .4))

FEAEORL © A IR SRR (5E25mg)

IS AR K OVE8 MARRER (D 9% - 5 DIKEE) (P =4 a7 b
$E © 20064F4H20H KGR, HIFEEEMEZE 1. (2).D), +.2.(1).1),
k.2.(2).1)

Kamijima, K. et al. : Int. Clin. Psychopharmacol., 2006 : 21(1) :

EIN & MAHRER () 29 - 9 DIREE) (V=4 Va7 M 20065354H
20H KR, WIREEEZE M .1.(2).1)

NS AR K OB TAREER O8N = v 7 EE) (V=4 Va7 ME :
20064F4 H20H K72, WIFEEEMRZE - .1.(3) . 1), 2.(D.2),
k.2.(2).1)

ENES TARRRER (/S = v 7 BEE) (P = 4 Va7 Mg 2006454 H20H
KR, WEEEEEZE N 1.(3).1))

Kamijima, K. et al. : Int. Clin. Psychopharmacol,, 2005 : 20(5)
273

FEIN &S MAHRER (VS = v 7 BEE) (P = 4 Va7 ME © 20064547 20 H
TR HEEEREZE N .1.(3).1))

HARNNS =y 7BESFEZNZE L2V FF) v udteF v
DEMIED & etk 2 a3 5 BEA, “HER, SRR
(B E R RRER) (P = 4 a7 M 201643 H25H 8%, T
FAWEE)

FREZFARI S BEH (Y = A4 a7 b §E : 20064E4 H 20 H KGR
HIFSE RISk 1. (2) .5))

Sprouse, J. et al. : Neuropsychopharmacology, 1996 ; 14(4) : 225-231
Koe, B. K. et al. : J. Pharmacol. Exp. Ther., 1983 ;: 226(3) : 686-700
Koe, B. K. et al. : Psychopharmacology, 1990 : 100(4) : 470-476
Tadokoro, C. et al. : Psychopharmacology, 1997 : 130(2) : 124-130
Butler, J. et al. © Prog. Neuropsychopharmacol. Biol. Psychiatry,
1988 ; 12(5) : 585-594

Kennett, G. A. et al. : Eur. J. Pharmacol., 1987 ; 134(3)
I A - A R, 1997 1 19(6) © 387-393
Kennedy, A. J. et al. : Psychopharmacology, 1993 : 113(2) : 262-268

- 265-

1 265-274



24. MEREERERUELEDOEE
RHFRgERA S ERRMERE > 5 —
T532-0003 KBTI X EF5 T H2-30
TEL : 0120-381-999 FAX : 06-7708-8966

26. BUSERFERES
26.1 SGSHARZETT

R RERIETT

ABRTENIIRERSTH2-30

DA3 A251011



