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/S8 e F UM KA (JAN)
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5. b2 (8K XIEKE
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)
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FTRNE -
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AEDWIE2 ¥
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g ¥ 11.38mg(» ¥ F L L | KW 22.76mg(/Na & F
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U UBBKFB N T LKFY), e7atAa—R T 7 a— L)

WAL | B DL ATT Y U~ 7Ry L, BIbTF . 2R egk. v
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- {RIFIERE
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el

RAFRAT il RIFIERE GBS
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Al STYRY 7
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- PRIFIEHE -
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N S T
B [40°C, 3 » H L - KEBAEL TR L,
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YEiF BN (A N) , D
S| SRR . =
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St | MRS 120 75 1x « hr (B0 ETERL,
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PRI RS 1K
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& (B 10mg: 45 7 O HERDS 80%LA - & UE 20mg:45 43 [H DS HIFHR
23 T%LL_B) I A LTz,

. . mﬁia
(B /M~ fe KA
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_ 45 43
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%3Lot FHME
(2) BREEROEMFHMESFERRATA Fo 4 VIZEDGRHHR® 0
MEFE S DM FIIR SRR T A R 7 A VFO—HIEIZ DWW T (CFRk 24
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AR L BJR—MalBriE TR HRBRIE S vk 1Tk b,
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100 / 100
80 80 |
g o g O
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pHb5.0=74¥ 7= Mcllvaine DFEEZ

K= B A IR R IR B




2) e Xt F UBE 20mg [F— T 10
£ BN BT BRI
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pH6.8 £, B84 : 57. 4 £2 BIER DA 42 LA | L
" 5 42.8 40.9 |5 KOt 45 NS T B RERELAI O (L
45 89. 8 84.4  |BIAHRAERERF O 15%0FE | T
(n=6)
(P& H BhBR)
H#51i%(pH1.2)/75rpm pH5.0/75rpm
100 o o 100
80 80 |
5 60 L
% 40 —O0= X £ T LEE20mg [ A — T ) g 40 F ﬁ:j;ti?‘gg’immgbrw\%
e —o— 3L EE20mg e yesime
20 0 frmstmmo s 150
0 1I5 3:0 4I5 6.0 0 30 60 90 120 150 180
$52if(pH6.8)/T5rpm 7K /75rpm
100 | 100 |
80 | 80 |
I\; 60 I\; 60 F
k| 3
40 1 ool —O— S IF BT L FE20mg [ A — T
Y —0— X F UEE20mg [ A — T | Y —— /3% L BE20mg
B —— L E20mg B
20 20 }
{*%ﬁ%%ﬁlm?ﬁﬂ?gm%éiw%
0 30 90 120 150 180 0 30 60 90 120

AR : pH1.2= A RS 75 7 Ak O 5 1K
pH6.8= B A7) J7 v tH BRIk D 55 211k

10. &% - 2%

(1) FENRELRSG - 2%,

BARSAYA
(2) @

NaxtF U8 10mg I A — T ]
NaxeF o8 20mg A — T

Q) PREE
L7

pH5.0=3# 8 7= Mcllvaine DFE ik
k=R AFE R IR ROK

NEDIFHR TR - BEICET HFE®

(PTP) 100 & (10 $£Xx10)
(PTP) 100 ££(10 ££X10)

100 £ (10 £E X 50)




(4) BREOME
PTP g2
PTP: R Vb =7 4V, TIIE
TNVIZRET4NVLE RV ZF Ly TAIE, RIZFLUT L7 4 L—
k

1. AlgiEt S h 2 EME
L7

12. Dk
Briz7a L
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ARICEAY SIEH

1. MEEXIEHE
O5 2% - 3 DikRE
OnR=vIEE
Or&BH%ES
OHETREE
OMERR FLREE

2. MEEXITHRICEET HEE

5. MREXIIHEICEHET HFE
(Fheedt@)
51 $io2FOEEIZL D, 24 %L FOBRE T, HARE, ARERDO ) 27 R
BT 2 EORERD D120, KEOELGIZHI->TEL, VA7 LR T ¢
v hEEETLHZ L, [1., 8.2-8.6, 9.1.1, 9.1.2, 15.1.2, 15.1.3 &M]
HEFRBEERWIMEERR L REE
5.2 thEARLREE K USIMEL A b Vxﬁﬁi Brid ., DSM ™ 28 i ) 72 BS W SL T L
HOXEEICHEM L, EEEZRHTH @%‘?ﬁ’@ﬁ“é Es
1) DSM : American Psychiatric Association CKEXEMHIESS) @ Diagnostic
and Statistical Manual of Mental Disorders (/&fHE R DZWT « Mt~
==2T7)V)

3. RERUVAE

(1) RERUVRAEDRESR
(52% - 5 DIKEB)
WE L ORAMCIT L H 1R ER. et F o b LT 20~40ng 2R 05T 5,
BT 11E] 10~20mg LV BARA L. JFHIE LT 138281 10mg/ B9 5,
7pdS. FERICEY 1 H A0mg A8 2 70\ RSP CHl RIS,
(RNZ Y I EE)
WHL. RAIIT I B 1 EYB#%, ot F b LT 30mg 2RAKET5H, &
5% 118l 10mg KV BHEA L, JRAIE LC 1 &1 10mg/ Ao ET 5, 728
JEBRIC LV 1 H 30mg 8 2 72 Bl TIN5,
(GREMESE)
WHL, RAIIF L B 1 EYEH%, SaXxtF b LT 40mg Z2RAFKE5T 5, &
HiX 1[E 20mg XV BAAA L, JRHIE LC LIl Z &1 10mg/ Ao RT 5, 7238,
SEIRIZ LV 1 H 50mg % X 7\ Vi PH T BT 5.,
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(HETRES)
WE. RAICIE I B IEYE#%, SuXxtF e LT 20mg #RA&K5+5, &
Hix 108 1omg XV BAGAE L. JRAIE LT1EZ &2 10mg/ H PO ET 5, 2B,
JEMRIZE D 1 H 40mg % 48 % 72\ i PH Cill BT 5,
MEHR A FLRAEE
WE., BEAICIZI R 1IEYE#%, SuXxtF e LT 20mg A%+ 5, &
X 1B 10~20mg KV BHAE L, JRANE LC 1 &1 10mg/ H &S5, 72
B OERIZEY 1 H 40mg % 8 2 70\ I Ciiil BT D,

(2) RERVAZDRTERE - 1R
EERR L

4. RERUVAEICEET HFE

1 RERVHAECEEYT 5
1.1 AR OB GBITLER/NRE 25 X 5 BE T LITHEITBIL LA & iiH
THZ L,
7.2 J5HIE LT, bmg BEITIESUIP IR OAITHEH T2 Z &,

5. ERERAIE
(1) BBERT—2/\v5—
EMERR L
(2) ERPREIEIER
ZMER R L
Q) AEREIFERAR
UERR L
(4) FHREERIEAER
1) BxhEREEER
(329" - 2 DIREE)
O EWERKAER
T BRGSO R AR R ER 2RV T, 9 %R - ) DlkEE
(Zxk LT, 1 E 10~40mg, 1 H 1 [B&G-OAZN=RIT 50. 4%(229/454 #i) T
-7,
7RE, B D O O OIRRERE kg & Ui —REEARRER Y Cof xR
1% 55. 1% (27/49 fi) TH Y . R LIT-REWEH O, BIEHARIELKOZ
ORREEX, FERnE LR TH o7,
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(IN=y I BEE

@ ENERKRAER
THE SRR S 10 R ORI (2B T, R= y JREFEICK L
T, 11 10~30mg, 1 H 1 [EEHOAZNRIL 59. 9%(106/177 ) TH -7,
BT T7ERERNRE L _EERIEEGER Vit iaxtFrof
TR SN, BIWEFEBISEE X, 49. 4% (42/85 fl) TH 7=, L2
TEANIE, MRS 20. 0% (17/85 f5il) TH - 7=,

(GRBMHEREE)

@ ENERKAER
TR RERRE L ZHE R 2V ICBV T, sRarERE ISR LT,
1 [8] 20~50mg, 1 H 1 [l 5 DOFZh=1E 50. 0%(47/94 #)) TH VY, "\mxE&
F O AR ST,
BIVEH S BLAEEE 1 X, 71.6%(68/95 §) ThH -7, ERBIMEHIL. RK
28.4%(27/95 i) . AR 22. 1% (21/95 f5i]) K OMERE 11.6%(11/95 i) Tod > 72

22)

(HEFRES)
@ EMNERKREAER
7T R ERRE Lz TEEREEGBRICE O T AR REREE I LT
nXtF & 1 H 1A 20mg T 40mg Z &% 5 L72FE, 77 B ARIZx 3% LSAS
BEFEHVEDOEITIENFN-T.2 XiF-6.2 THYH ., 77 ERIKH L THE
W Lz,
F &5 12 W@ LSAS A Ft D

7T B AREE 20mg #f 40mg B
JiE 511 H 130 132 133
L
B Dl 80.2+15.3 | 80.8*+14.2 | 81.6*=14.5
LSAS &2h (D)
SR BPARNN N
512
60.1+22.0 | 53.2+23.1 | 54.8+21.3
(+SD)

B 5-BRAREE AR I

D O BE FHE ~20.4 -27.6 -26.5
" FEIE E 2
S/ e -
<iﬁ%ﬁf§§§zf§%> (95%CL) (-12.7,-1.7) | (-11.6,-0.7)
0 p fiA™ " 0.007 0. 025

£ 1) : Dunnett O L EIIHRE, FHIEEF . A E/KUE - MM 5%

RV P28 BB 1, 20mg A C 75. 0% (99/132 1)) K TOF 40mg BT 82. 8% (111/134
) Tirote, FERBIEMIL. 20mg BETIHBIR 41. 7% (55/132 ) . 1ZBIED
F N 18.2%(24/132 ) . L 18. 9% (25/132 ) K ONEE 11. 4% (15/132 1))
40mg % CIAHNR 38. 8% (52/134 Bil) . #BPED F 1> 30. 6%(41/134 F) | Els
21.6%(29/134 $1) . 88 15. 7% (21/134 Bil) . (8RS 15. 7% (21/134 fil) K OB
1% 10. 4% (14/134 i) Tlp 7= 2 2,
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(5)

(6)

Q)

® ENERKRAR
FERABRICIHBNT, NeXtFr %21 A 1E 20~40mg, 52 MEEE L=
BRoD LSAS Gt mUEREREAYICIA L, 52 JEKF DI BE D) fE1E-46. 8+
28.43 ThH -7,
& RHIEGRICRT 2 B 5-BGE) 5 O LSAS A F A EE (56 141)

LSAS &t (£SD) e 5-BRAGIRE 95. 6£16. 47
BEH-BGRIED H D 5 4 A -11.4+11. 42
T FE (£SD) B b5 8 I -21.97+16. 07
5 12 JHEE -28.8+19. 19

B 5. 24 JHI -36.2+21.94

5. 36 I -40. 3+24. 32

5. 52 JHIE -46. 8+28. 43

RIVEF S BAEEE 1, 78. 9% (45/57 ) TH -7z, E72RIWER X, BHR 45. 6%
(26/57 f5il) . Fl> 29. 8% (17/57 1)) . FEBEMESD F U 12, 3% (7/57 B) | B APREL
10. 5% (6/57 i) K OMEF 10. 5% (6/57 i) T - 7= 29,
2) REMHHER
MERR L
BE - RRERIGER
MBI L
BEMER
1) ERABERE (—REABERAE. BEFEARERE. ERABRBELERE) . &
BRFEERT—IN—RAE. BERFTRERABONE

%Y ER R L

2) RRBEHLELTERTENDANERIIERE L -AE - HEBROME
BEERR L

Z DAtk
EER R L
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VI. E3EFEEICER T HIEH

1. FEZPNICEED SILEMXITLEME
SR b= R JAZBLEA] (SSRT)
R B0 S 2B OMRELIDRET, BFOEFRLEBMT L L,

2. EBEHR
(1) YERERGL - YEFAMER
SNa kb F UERBREILERE e o b =2 (5-HT) BV GAB L EVER 2R L, #fk
MBRN D 5-HT JREA EH- S8, KEROEGIZE > T 5-HTw ZHFED down-
regulation ZFHER T2 Z LICL Y 10 MEALKOHIAREREZ T~ EE 2O
%) 26)0
(2) EEEFH T BHERBAE
1) 5-HT B Y) ;A#BREEF
O RNaxtF o EmEBEEIL invitroll BWT T v MRKRTEN T 7 b Y —2A47%)
B~ 5-HT BV ARBAEEH 28 L2 %, Ex vivodBRICEB W CHAR O
Bz X0 5-HT B A& PHEMEMZ R L, KIERG L CH 5-HT BtV iAZ[H
EERIIRTHOD, /T FLF U VR ALEERIIRES T, 20
5-HT He Y iAAPHFEAVE I IR G- 24 Ref2 ICTER LT 27,
@ muaxeF UEBEILT v b OB ORTIRSER BB 1T Hfkash
5-HT & EA NS w7- 2%, 7. <7 228155 5-HIP % head twitch
TN OBIFRIER 2 K ONT v NI 25 PCA #% B R EBh BRI O VE
R LIZZ &0 20 ITERREAAIC B 5-HT BV AR EERAS RSN
7=
2) 5-HT,c Z &K down-regulation EFH/ER
7 v MTBWT/ e ¥ F R IE mCPP 3538 B R E &G 125t LT
B 5 CIIEHEZ RIS ooy, KEREG CTHIMEHEZ R LI Z L b,
NKIEREGIZ XD 5-HTyw ZRRD down-regulation ZFEFHTHZ ENREN
f: 31)O
3) 5 o%H
O ~ v ABRHIKIKERBRIZ BV TR E G X 0 SR AF) 72 BB IRF R o J
ERZRLEZ Y,
@ ~ v A RBERBRIZ W CHEKRFN BB O FBMEIER 2R L2 ),
© FEREEIREE T » b O LY B A RATENCR L CHEIRF 722 MsER 2R L

7 34) .
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4) MAREA
@ 7 v + social interaction B IZB W T KEH HIC L Y social
interaction EEFOEIIVER 2R LT %,
@17 hVogel M= 7Y 7 MRBRICEBWTKERGICL V=702
MEHZR LT %9,
@ 7 v FEZRA TR BRI B WD CERE G2 KV open arm (IZ331) B HAE
IRF R M OVHE A [R18 2 s 0 & 72 37
5) HskiBHEEIER
VU AN T AEBOE ULITERRBRICBWTH 7 2 EBOFE LITE &2 i L7220,
6) ;isMER R F LREEEH
Single prolonged stress BT v F (UMEHZ A L ABEET ) IZB T
IR 3 < AATENV A ] L7 %,
() VEFRIREFRA - FriuhFfE
MERR L
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VI. EYEiEeIcBi9 51EH

1. MAPREDHTR
(1) AELEFEDLGOGRE
MERR L
(2) EREREARBR CHERIN-IPRE
1) HEZS

fEBERE N (20~273%) 12382 B F 10, 20 X1F40mg & BRI O 5. L 7= o
P 58 THITE U 72 B IAE H R (Cuax) OO I IL 10mg B & PhiE L C20 L Y
40mgHETENENL KRV 695 Th Y | HEOWEINZ LRl 7o 173
WE N, Fo, A0mglEO £ 5 & THIIE L 7=l i B b N i f (AUC) 1
20mgFED2. 48(5 T V) | Cox & [FEEICEE G- B OB [E] - 72 M AT 5 41,
S ENRE D IEFIENE D eZE S 7=,

(ng/mL)
40
30
—&— 40mg
% W ®— 20mg
e
|:F| 20 - ™M —O— 10mg
s 1 SERIE4S. D, 191
E ;
|
|
I* -~
IS S
48 72 96 120 (hr)
12 5% 85E
B R A DS e T 10, 203 1340mg 2 BLEIRE (1# 5- L 7= REod fn g
Na Xt F UJEE
£ AR NICHERERE OB S LT RO EE ) X T A — X
ﬁlﬁ:{‘i Cmax tmax AUC t1/2
(mg) (ng/mL) (hr) (ng+hr/mL) (hr)
10 1.93%1. 38 4.61*x1.04 — —
20 6.48%4. 10 5.05=*=1.22 119.6+100. 1 14.35%10. 99
40 26.89=%11.00 4.58%0.96 447.2+254. 8 14.98=*t11.51

— BT T
SEHME+S.D., n=19
toax ¢ BN SEBIEERER . i o YRR
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2) RiE®RE
fERERE N (21~2Tm) 1231 & F 20mgZ 1 H 1110 A B ERE 0% 5 L 7=
DOIMAEFIREEIT, PIEIF G-5RFEI% T Crax 12. 5ng/mLIZEE L, t1/2l3HKI10FERH T
otz Conl IR GTH BIZEFIRAE (KJ23ng/mL) (252 LTz, RIGHEGRFD
MAEFPREE IR, Bl 5-BIRFEI 1% 1T Crax 59. Bng/mLIZEE L, t1/2l3AKI15KFH T
o7,

3) EMFEHEEHERERY
Nu Xt F UFEI0mg M N20mg T4 — T | L XF T LEE1Omg M N 20mg %, 7
0ALF—=NR—JB L ZENENIECCeETF L LTERENIOng LY
20mg) fEHE R A T I R LRI O e B U C S R 2L IRIE EE 2 I E L7z,
3 ONTICEYENRE N T A — & (AUC, Cuax) (22U N TIONE HH X FHIEIS THERHEMT
AT o 155, 1og(0.80) ~1log (1. 25) OHIPH T v . MK LW F
DR ST,
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<NOFxtEFEIOME TF—nNS5] >

HBRE ST A —H

n AUCo—120nr Cmax Tmax ti/2
(ng-hr/mL) (ng/mL) (hr) (hr)
o kb F U8
g .‘%E 21 | 28.360+34.962 | 1.649*=1.533 | 4.0*+2.2 | 11.0=*x3.8
10mg [ A—/~T |
N JUEE 10mg | 21 | 27.822+34.826 | 1.493+1.455 | 5.1+2.6 | 12.6%4.8

{ng/mL)

BHEHE

e
-

e e o

CE¥ME+S. D.)

—0—= R AR Ing[ T

—— PR LEE  Ong
FEHfE £ 5.0., =21

P

0 b

16 24

T2

IR EIFE

mEp/AAOFtF UREDHR

120¢he)

HMHE AR FENE ONT AUC, Cuax 5D/ T A — 213, HERE OFR, MK DR
[« REMSE ORI L > TR D AREMEN® 5,

_21_




<NOXFtEFUFE0mME [A—nT] >
HMENRE N T A — X

AUCo—120nr Crax Tinax tise
(ng-hr/mL) (ng/mL) (hr) (hr)

Nm T R

_ 21| 96.311%96. 409 4.934%£3.971 | 5.7%0.9 | 12.6£2.5
20mg A —,~T |

/N T UEE 20mg | 21 | 100. 4561101, 326 | 4.876+3.941 | 5.9%£1.2 | 13.0%£2.3

CE¥IME=S. D.)

{ng/mL)
E -
M
i —o— Pt B F LA 0nel A T
oL —— %L LR Ing
FHIE £ 5.D., n=21

e e o

I 8 16 24 32 48 T2 120 (hr)
5
Mg/ N0+ F VREDH
1 R EENE QNS AUC, G SE D/ T A — 213, PR ORI ORI
A% - R DORBRGIFC K> TRR D AIRENEDN B 5.,

(3)
MR L
4 BE - fHREORE
) BEOHE
AR S /S 1 22 F o 20mg & 22 T AR IS HIERR O # 5 L2k 3kl
BHEFA T A= TETRO bR, BEOREIRNEEZHNRD D (U
AT —2%),
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2) HRAROEE
- Jx/NLESZ—)L

T ) NLE X —L 100mg & 1 H 1A 14 BHKERES L, 14 HBIZ e %
Y F o 30mg ZH[ERE OEG U2 g e F o0 AUC Dty 1.
ZNEN 25 KON 38%A L= 1, [10.2 ]

- JxZ kY

7x=rA300mg & 1 H 1B 14 HEIXEHEG L, 14 BRI XX &F
30mg A HAR O£ 5 LM, Mg o xtEF o0 AUC BN tipld, FH2
FUEE 50 O 3% L7, 2SetF 30mg & 1 H 18] 14 HEKER
HL, 14 AWK Z ==~ 300mg ZHERAKEG LR, 7=2=hof
O AUC 1X 745 12%0 L= . [10.2 SHR]

CUAFTY

NueXxtF 30mg 2 1 H 1[0 28 HREIERG L, &5 22~28 HHIZV XA
TV 300mg & 1 H 3 MIE GG LIcRE, EFIRRBICR T 5 n T
VIEREIL, PRHBGHIR ISR 5068 L= Y, [10.2 ]

S EE

UAF L 0.25mg & 1 H 1A 28 ARERS L. #5 15~42 AR/ SR
¥t T 30mg & 1 H 1 MISEHMERSG LIk, EWREICBT 2V T3
VO AUC 1T, NuextF o fFHIZ LY 5% Lz, [10.2 BHR]

© TDRDEA

Turs )a—)L, PTERA ULTF Y, VIAXT L AFILRRY
ET7 v a— L DR EIZRW T, e d T o OFEYBEREIC LA D
Nigmnot=, -, NaxtF 3oLz rly, 7YV 7 73 KED
Tx= b U OMIES R T FEERITEBEE RIEE o7 (in vitro)™,
[10.2 &)

VI Z2ate (i EoEEs) (2T 2B 7. HAEEH] OEESH

2. EMRERNSA—E

(1) BB 7AE

UERR L
(2) RULEEEE
M ER e L
() HKRREES Y
RN T B a5
G 10mg (n=21) *® 20mg (n=21) *”
Kel (/hr) 0.074+0. 034 0.057+0. 013
CEXE+S.D.)
4 2752
MU ER e L
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(5) LT
BB L

(6) Zfth

LR L

3. BSE (KEal—ay) i
(1) B4 3%
L gERh e L
(2) 185 A — S EHER
LR L

4. RN

BB L

5. 9

(1) - BREPYEB
AR L
(2) mi-ReBRIPTEB I
WS OFEEMAIC BT, KRS | M ARANZ 42 S LT Aebk A e L

TR AR TILIER AR | R DM R I (D=0 B RS O U A
ML, 205D 1 SORETIE, —BEMICHT D84 R OOl
ERERFORAERIIN ITHDOITK L, /30 b F VIRER O R AERL
2% & WE SN TN D,

© IR AR 2 e G ST etE S HEE LT AR RIS IV T R A

MW, 7 2 —8, S, CTADAKRRIE, IRER. 5 ERRIK T U TTiE,
RETTCHE, R D& | Byiligi:, Frlero7ani & wgiR, iR, RE, (KA.,
LR E, MR, RIBES DR H bz E ORERH Y, ZnbHD%
ATHPEERS AT HPER 24 BEf £ TICRB L T\ e, 2B, 2 b DJEIR
X, FAEVURIED 2 W ITERDBERUER & L CTHRE ST TS AE L H D,

< N OEFFREICB T, HIRPICAK Z S TR e b= Y AL

PHE A 2 356 5 ST e MEDS A PE U 723807 A RS 30 W OO A e 8 S 1 i v 1 2
JEO U A7 BN EOHERHD B 9, ZDHH 1 DORETIE, 4
B 34 W LARRIZ AR F AL B AR AT 31T & A= Vi S M i o) i B SE R A= D U &
7 WX, IERE OB 5Tl 2. 4 (95%FHEIX A 1. 2-4. 3) | IEIR ) % UM% H
D TIL 3. 6 (95%FFEX] 1.2-8.3) Th o721,

C TV Z2etE (B EOEES) (T 2HA 6. fE0H =z AT 2 -8HICH
THEE 6)im] DOEEZM)
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) FiA~DFATH
3Ll D BEITAAK] 10~40mg 2 1 H 1[0 8 HELA EXER D& G LIk, &5
EOK VB FA~BIT LI Y GNEAT—%), (VI 2t (@R EoEE
)T A 6 FEOE A AT HBEICET 2EE (6)BAM] OES
1)

4) HEHRA~DBITHE
MR L

(6) £ DM~ DIFEITHE
MmEk e
In vitro Tt MMJRIZ “C HEFE /R 1 & F U HIERHE 2 Us N U 7= FE o i BR 7 Fid 2R 1%
51%CTH Y, MERBBATAFD Bl °Y,

(6) MIFPERFEEE
In vitro Tk MIIEIZ /Na & F 2 ?D 100 XL 400ng/mL Z AN L 7= 5o i 4fE #
VORI TERRIT, TNEN 95 RN TH -7 %,

6.

(1) KBEBEL R U BHERR
E MNFI 7y —2ZAWE invitro BRICEL V. NaxEBF O CYP2D6 |2 %)
TAMHERNITHEPHETH Y . sparteine OF/KFRIGZIEE L U~ A7 HIZ
0.15uM TH-7= %,
N B F AT EICHFRRO CYP2D6 (2L VAR END Z &b, IRMETRE D IR
FEMEIE CYP2D6 |12 K A RE@fofafn B2 Hivd Y,
N XEF N CYP2D6 Z[HE L, KIS Extensive Metabolizer 72% Poor
Metabolizer KE~ZEHLT 5 Z L 725, CYP2D6 T S U 5 34 & O EAEH 3%
ZHivD B,
E. ZORBIBIOEBITRIESL 1 BB CHIET 2 Y, [10. 2]

(2) KBICEAET 58K CYP%H) OnFiE, FE5E
F & U TR cYPeDe TRETE D, £z, CYP2D6 ORLEEMZ o,

Q) WERBHRODEERVZDEE

AR L

() REMOFEOERR T L, FELE
AR L

7. it

fEEE R AT MO AR N 1 2 F MR 30mg A BAEIRR M G- L 72 REO AR I,
P 5-4% 168 RFEI LA G- 8 DRI 64% 23R FUTIE & A ERE & L THR S T,
FErPITIEAY 35% A3 i S 4L72 ° 0 BMELAT — ),

8. b5 URK—5—IZET B
LB L
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0. EHFI&DREE
DR L

10, HEDEREEHIT HEE

(1) BHeeEs
RHRRER ESE I\ F v 20mg 2 1 H 1[0] 18 A MER O BE LR, BEEE
DOEWREEEE (V7 VT F=0 27 VT T 2 AfE 30mL/ 53 A 12380 CL iR
JED EH K ONAUC DERNFRD Stz O UNEANT—4), [9.2.1 &)

(2) FFiReEfEs
FFRS RERR 5 | ATRERER R OFRFE IS Uv e 22 F 020 XE 30mg &2 1 H 1[5] 14
A RERE D35 L7 E, AR D LAty OIER KXY AUC DFERHFRD
S VONEANT—4), [9.3.1 BHE]

Q) =&
R (65~80 3%) 12 31 & F o 20mg A HA[EIRE 1 G- L 7= R oD il 5 s s
IXHEHH 6 IRFTZIT Coax 7. 3ng/mL IZEE L, t1 13 I8 FEE] T o 72 %, [9.8 &
]

1. 20t
R L
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TeH (FALDOEESF) I HIEHE

BHTERLEZT~I8EMOKRS DORUEETBREERNRE LTS EARMEHRICE
WTHEMMAERE TELN - EDI]|E

. T, B
DHELHDHDT., AEIZ 18 MRBEDKS DFKES

RICET DV RIMNEMT 5 &
ZEEICRITSCL

BHICTRET ARICILER
o [5.1.8.4,9.1.2, 9.7.2, 15.1. 2 58]
2. BERRNREZTDER

2. 22 (ROBHIZIFEBE LA &)

2.1 KHFNIORSATIZ 5 UImEUE OB D & 5 B

2.2 MAO FHER 2 G- W dHe G-k 2 2 3
2.3

FRILAN O BE[10. 1, 11.1. 1 ]
EEY REESTOBE[10.1 B3]
3. MEXIIMRICEET HEE L ZTDEH
V. JBRICEET2HE 2.% IRICEET AR 2RI 5 L,
4. RERUVEAEZEICEEYT 5:FE L ZDER
V. JBIRICETATEE 4. HEKOHEICEESSEE] 220528
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AR OWENTE G HFIEIZE L TE, UTFTORICEET D Z &,

- EROE G RIEERET S Z b, B ETIET BT, BEORES RN D
AR SUTE oy AT TR ICBET 5 2 &,

< BESUIP T ARSI Sng FEOMIH L EETHZ &,

o JESUT B P IR IS 2 S AR WEIR 2SR B L 72 AT, E ST R
ATOMAEIC TG ZHAL., JOEONTBET D Z LamitT 52 L,

- BEOHMTAFIORM AN IS5 Z LD E D o IREHEAZ T 5 2
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. 1. 4EHMIBVHEFEEEEZETLHESE
MR A EES T2 03B 5, [8.3, 8.6, 9.1.3 &]
9. 1.5 TANADBEEDH D ESE
TADAVBIER O DONDZ DB D,
9. 1.6 FKN[ERE

BN HHOND ZLRd D,
9. 1. 7THMDERIEZEHAHIRFNZHALTLSEE, HNERXIIHMERED H
HEE

B2 K OSKEgEH . (O 15 %) 23y ST D, [10. 2 B
9.1. 80T FIRERXIZZNEREENDH S EE. VEREXSIZTOREEDHLEE
QT MER 2K 2T kZnrd 5,

(2) B REEEEE

9.2 BRI ERE
021 EEDREENDHDEE
D 5

M EEN RS2 08B 5, [16.6.1 2]
(3) FFirElEERE
9. IFFHREIEE RS

0.3. 1 FEEDHLHEE
MAPEREN FRHTLZ2 085, [16.6.2 2]

(4) £HEReEHT L E
BREIN TV

_29_



OR=3

9.5 4F4%

T TR LT D ATREME D 3 5 el 16 LA RN EkMt: % kE 5
LRI ENDHEEICOBARFN OB G2 G 5 2 &, Flo, RAPEG IR
H L72G810E, GG ER B2 & S 56 LML, 52 ik
T o0, RERREAEFERTHZ L,

9.5. 1 YA DIEFFHEIT BT, GRS 1 = IS ARH 2 B 5 S v - e g L7
BV CITAEREE | FRCLERET (LEXLOEFRIEE) O U 275
WLz, 20956 1 SOETIT, —ERITI T 28 AR OO MmE REF
DFAEFRITH 1% THHDITH L, 732 v F U IREREOIAERITH 2% L Wik
EhTW5,

9. 5. 2 {THRARHNC AR & & 5 ST e MES HHPE U7 A RIS I T R, FERE
W, F7 ) —E, SR, TANARRTEIE, IR, i BaRIKT 3o, RO
T, K D&, G, Ereepo7enrx . wEHR, AR, JEE (KRR, R
R, R, RMEEOERPH b L ORENRHY, 26D ITH
PEE R XITHER 24 BRI TICRILL Tz, 2B, 2O oERIT. #Hi
VARFE S 2 WITEPBEEIR & L ClE Sz a b & 5,

9.5. 3A DIEFFAEIZ BT, AERFICAR Z G @RI e b= FEY JAA
TR & B G ST A MEDS HIPE U 7238 AR RS J8 W O AR R SE M il v if, FERE 0D
URAZBHEM LT EORERHD 9, 2056 1 DOFRAETIX, 4l 34
DB A F AT 0 AR R 33U 2 B 26 B AR il i I EE R A= D U R 7 Bld, 4T
IREW O E T 2.4 (95%EEXRE 1. 2-4. 3) . HIREM R OB O E Tl
3.6 (95%{54HIX M 1.2-8.3) TH o729, )

(6) ZELim

9.6 I
IEH EOAIEVER OCRFLRE O AL B L, RO U 12 BETT 5
L. BRSO BFITAK 10~40ng & 1 B 1158 HHELLERER AL LIk,
B HREOK) 1B AI T ~BIT L72 GHEAT — %),

(M R

9.7 /hR

9. 7.1 /NS A %G & U= BRRABR 135206 L T\ ey, BRI G2 X DR ~DRE
WZOWTIIRET ST 70,

9.7. 2 MpH CTHEME L7z T~18 DK H fithfesE i DSM-1V (231) 5 45%H) % 5t5:
L LT T R BOBERERBRICB W CAROFRENHEZR TERhol- &
DRGNS D, £z, T~18 DK 5 DR E, uAMEEE, SR E
BEZRRE UTCBRRER 2 5T LSRR, 2% B2 7" RO 2 520 |k
DEEETHE SNTAFFRIILUTO LB Thotz, [1. 5]

_30_



9.7 /NR
- ARG ARG, IRER, &IT. EENEE . BUE. W, FEARZE (6L
&, AoZHE, B, AREE, BREXN%) R, BEASE. HEREXIX
FIZ 12~18 DK H DIRMEFREFE T, £7o, B B, BoiiT24.
R ) |3 SR MEREE X 12 R O B TR ST,
o ARFPEET SUIF IR - REEL DFE WV, TRR. HBALE (RST, K
AEH), BRECEE. BREMSE) . EW

9.8 EHE
MHREN EHT28ENRHL720, +RICEELRERORET L2 L, £72,
PRI R A VE A A WAERERE (STADH) , B OERMEN E < 2D BZNRH 5
DTHEETHZE, [11.1.5, 16.6.3 ]

7. HEEAR

(1

10. #EEA
AFNL, E& U THHCEEESE cYP2De TR &5, F£7-. CYP2D6 DOPHEIER %

Ho, [16.4 BM]
FRES LT OER
10.1 ERZES (BFRLGEWI &)
SR BRIRSEAR - 1A PPy - falRiA 1

MAO [HE A

L X U CHERE (=T
B—)

TH XU R OVEREE (T
AN

BT 47 RAVERE
(=277 4F)

[2.2. 11.1.1 B/#]

o h=UEREERD D
bhbZ b s,

MAO PBHEAIZ 5 F & %
VTGRS 2 ELL
WO EFIZIEHEEG Ly
Z&,

Fo. KFlOBEEH 1% 2
FERILLPNIZ MAO BREEF D
BeHEBMR L7202 &,

M T = b= RED
FHLEZLNTND,

o) S DO 2Dl R
DEIEHR S S DB
TNNRH D,

EEYR QT LK, LEEAEIRK EEY R Cng) & DOPFHIC
[2.3 =MR] (torsade de pointes #& | LV, Y'Y RolfLhEE

NEFLEZZENRFES
TN D, ARAID D FE
WCHIEESE CYP2D6 %A PHE
Tr itk EEZDL
b,

_31_




(2) BtREFELZDER

10. 26t AR (BRISEET S &)

A%

BRATEAR - HEE TR

BEFF - fElRIN+

e h=MEHE AT LK

il

REE Y T A
BIRWERr F=CFERD
A FxFHEA
NS S

A N T E L any
P %

tr h=CRiEEE (L- &
VRl N A < NS
VRNV RNTUE)ER
R TR LS
k7~ R— VKRR
T A=)V R
VYUK
tAfav A bXY VY
(St. John’s Wort, & »
kePg—r X T—})
BHBEME

[11.1.1 B]

AFAFF==0 ML

o b= VEREESEO R
v k= EHIC X DIER
NhLDLNDLZ ERHD,
INooEYENFHT L
BRCITBEE + 51247 D
Z &,

HAEICES = {EAMN
BT 28ENNH D,

AFNFF == LiEfl

WARKF (AT LT YK i3 MAO PR &
L) BT D72, Bua h=H1E
HnsasE s b,

T x )T TR | 2D OFURERIRE A & O | AR AF D BT O 3 R
i PERIC L 0 B REERE DY | FECYP2D6 2 [HE T 5 = &
NI 2 F bobhdBENNH DL, [ITLD, BEIZL->TIEZ
FU S HRF o 1, g B AN |

JARY R IO DEANDIERBEE | AT 2B8E001H 5,
[11.1.2 B] g XA, EEEER, SEASMNE | LT 2 F U E OO
JEREDRBANPESN|IZED, LT =2F 0D
T3, I R EE S A 65 N L 7=

SERIL D OF SV HFH O R AR | © EPTRE ST S,

7MY TTFY EERE
VNN IS 13
A 7T I R

EINHIBENRDH D, A2
7T v ERAIOIEYFE
HAERRBRICIV T, OFH
BeHAZ L0 EER R OB =
U AER ORER D HE S
nTuns,

PUAEERA
a7z ) YRS
7 VA = FFERtE

2B HRAN O VR 231 58
SNLBLENNRDH D,

JAY Koot
K0, VAU R kg
AR o 1. TP R N K
LAREHEIN U 7= = & sl
STV AH,

AIFT7I LA
L0, 4177 DAUC
DL TR L7 2 &
wWEIN TNV,

_32_




10. 26t FFERE (BFRICEET S &)

HRA 4 BRI R« HE &1 HEFE - fERRIN 1
B~ B FRHF O VR H 3 5 | AR 23 BB 0 3K W) 1% 3 %
FER—A~YLUALVIBIE | ShaBEhirdh 5, FECYP2D6 A PHLET D = &

2k, BEICX-oTEZ
AU 5 FEH o 1 R AN b
A AP S AW Y ST
YA B A N pY | |
2k, L7 FTrm
I HR R BE AN KI6REEE N L 72
ZEPHEINTWD,
JANRY Rutofific
L0, VAXY R KOs
P A 0 I H P EE AN Y
L AfEseshn L= 2 & 3 ss
EhTnag,

AIT7T7I DRI
v, £37F7 I DAC
BRI TfEEEIM U7z 2 &
HEINTWD,

A h 7o — A R

PN A=0= VT -1
PR LI XY  EEDIM
IR TS STV b,

AT DS T ik o> 44X 35 1
& CYP2D6 Z[HETHZ &
Wk, AN Trr—10D
(S) R OB D Ty 3
TNENK 2.1 KO 2.5
f5. AUC DXZENENHKI 5
NS N LT 2 & AN
STV 5H,

BHINIBENLH 5,
PERHIC X v Fmic L 558

7 FMEXEF KRR BERIC X0 7 bE Xt T | AR 2T O K2 1% 55 B
O AFEREN B L7Z |3 CYP2D6 L ET H Z &
EDOWMEND B, ZEarEZLND,

BEXV T2 U | X EX T 2 OAERD | AF DS Nk O 4 1R

# CYP2D6 ZPHETHZ &
WL, ZEXRT T 2D

[16.7.1, 16.7.2 /]

U RN L 7= & o [ FEMERHEY o i E»
wEND D, BT rBENRH 5,
X = U U BB KT KAIDVEANEERT 5B | 25 0 A AT Ep 4R
VAFT b b, BEERILEERIC LD . A
[16.7.3 ] Ao F P EN EAT 5
BEWDRH S,
Tr=h AV AENOERNBIT 28| 205 O 3AF| O IF KD
Tz )L —)L b b, HRERFEERICL Y, R
H IR P o i Hh R RE MK T 35
R S BEWDRH S,

_33_




8.

10. 26t FFERE (BFRICEET S &)

A%

B AIEAR - HE TR

BEFF - falRIN 7

AT T LNy
T ALK E Y R ELD
OF I IEF

ARFNOER 3559 % B
TNBD 5,

TERBEF X R TH 203,
RAT U LFELEY
N e E OO HERIZA
F oD 1 AR E A3 60%]E
LizZ EnHgEInTY
%

ONZr7 V) on

N7 7 U DOIERDRE

AHA & OMHAAEMITRD

[16.7.5 ] HMINDBZENRHDH, | BTN, oHtH
DF|ITYEH O B8 W
INTWB,

vax UIX U OERPEE | EFEAZBWT, AFED

[16.7.4 BHR] INHIBENNRD D, BEFHIZEDZYVIX v
M H R E O TR 5
nTnsb,

b i - R R 2 BRI D 3K | (S [ 23R T 282 | 2 b O KA ZFH T 2

il nNnd 5, IR OER AR S

FEAT A RHEFIRIEHS nNas»zEmEZLNS,

TAEY L UL T7 )
VDRV
H AR D D & 5 FEH|
Tz ) FT VU RPUR
Al FEERHURE AR A,
=BRRBL D DI

[9. 1.7 &1&]

T I)La— L
(Kim)
[16.7.5 &M]

ARFIARA X, BRI 2 kLT
DHZENEFE LV,

AAKIE OFHAER TR0
HITWARWA, ki H
OFITHEF o B 58 2N s
STV 5H,

Bl{ER

1. 8lEA

ROBWER R BIOND ZENHLDT, BEL DTV, REPRDO LN
SEliI G 2P id 570 EE e E AT O 2 &,

_34_




(1) EXGEMEREDHAEIR

11.1.1

11.1.2

11.1.3
11.1.4

11.1.5

11.1.6

11.1.7

11.1.8

11.1.9

1.1 EXGEIEA

0O b= UREREE (B RBA)

RNz, B B, BEEL. AR, RETUE, I XA T BREE, M
Uk, IRERERH O ONLBENRHDH, Br b= AEHIE L OO HIRFIZREL
THAREMEN R RD D FHICIERT 5 2 & BE RO b GA 1T,
B 2RI L KD REORHERE & HITHEU R AELEITO Z &, [2.2,
10. 1, 10.2 &=/]

EEEREE (B A

EER R, FRE ORI, wE T IREE, SR, EOE®), FBITENFKBLL,
FTIUCH EHE DL LNDGENH 5, FUEHRAl L OPFHRFCH Hb
NHZEMBNTD, FRICEETDHZ L, BEINRBOLNHGAICIE. bUk
IR OARKI OG- 2RIk U, RGEL, KOS EHEE L I2iHE
Bl L& 2479 Z &, ASERBIRFIZIE, AifEROEINCMmE CK O _EH 237
DNAZENEL, Fo, SATuEUREE ) BEOERT AL OIS Z
EWH D, [10.2 ZH]

e (0. 1%A4m) . $BEL. IR, EAZE(WTH b BERE)
FEMHRKFIEEAMARIE (Toxic Epidermal Necrolysis : TEN) . &R E#EIEERSE
{&3% (Stevens—Johnson fEM&RE) . ZRATHE (W 3740 & SR A

FIRBILE O FEE 7 b GEIEEE (STADH) (BHEAREH)

FICEREICTBWT, K MY T AME, EEEND bbb Z &S
NTW5, BENEOONTHEITIE, 52 FIE L, KOBER OGRS
Bl x479 Z &, [9.8 2]

BB EEREE (B R)

FARA, B, TR, HIEENROLDLND Z ERb 5, MBS U TR
RREZITV., BENRO DNGEIIE, &2 FIET 2% 72 0LE %
17952 &,

TR R ARSE (B A H)

AR, B, CK B, MR ORP I A7 rn e ERER S L DL
IR BEEPIEL, BEURAELZITD 2 &, o, BRTHRAREIZ LD
AMEBEEORIEIZEET S Z &,

B ERE A (2. 4%) . m/REA (0. 1%) o RIMEKE A . BERERE (T
BB

MERERF OB 2 04TV, BENRD SNGE I3 &L IR L,
WEI LB 21T Z &

T+ 74 7F%—BERH)

T T4 TF— G, EMETE, RN 3D bbb Z e 5,

_35_




(2) zDiDEIER

11.2 ZDi0EIEA

10%LA 1

10%A it

ESE_ETTERIN

R0, 1E2TH,
MESIE | R TT . FEEN
I

FEfthiee R

fERR (23. 6%) . D F U

SEgM . AR, IR
R I NI A5
BB RO RS
I N N N
E OB W, THY
CTED MR R
R (EEYE
te), S, KA,
B iE

TR, BaRJuE, U
Z RV ALy T RSE
(73153

Hibas

R, BEAAIR., I8
. ¥, EE, T
., HIERER

DEITE, —#EEo
i b A SR T
SRR o 90111 R SO R

L. T OFE. R
B, M VRV, L
DEME 38 5

1fiL %

HmmEREE 2, ~F 7
mE A N b
7 U v MMEHE I X
XA IR L ER
Ao ROE I (BT
Wi, SEBE. H G
1fn. %)

JHF Mk

JIF H BB B A R
(ALT, AST. v -GTP,
LDH, Al-P, BV
LEYD LR, o
vy =7 U
%)

0

PR Jk - U IR

BUN k5| JRILIE (R
mEk, BiMmEk) ., K
mEE. PEREEE, R
PA. JRIKZE

iR

B, B BE

SERRPIFE

_36_




9. BRRBRERRICRITTZE

11.2 Z0t0EIER

Z DA,

PR ESE) Y BT,
oL A7Ta—)L |k

F- RERIN, Mg
UL b5, REAR
Do HAH R, R
TFIE, A R EE (RIE+
B, A RRE)

10%LL 1 10%Aiti HE AN B
PERSEE AL H (RS BIE, | /7 1 7 7 F e

D WRREDE S OR S, F/ESINEEF ORMESMRETH Y | SRS 2 EnE0n, 1R

PRBAIR R BOEH LIPIZFE I L g0,
1£2) sRiEvEREE
RERF GO bz,

R

KRS

=

Y EER L

10. BERS

11.

HEERRE LA TORERIABRIZISVNT 95 FilH 6 41 (6. 3%) 12 5Tk B IE S DMk

13. BEEXS
13.1 fER

AENZEBW T, AFIHA 2000mg £TO, £7z, A& OOFHIC X D ERS
PHE STV D, WERGRICAHALND ERERIE, 1L BWEHOEICH T

DAEROM, FEEL, RREEAIGHE L ORNZETH D, RIEOFEIZ»bD 5
kG EE & OFH] L7258, BlE, DEROZRH O Z Livd
50

BRALOEE

14 BRLEDIE
141 REIXABREDEE

PTP Gl2E DAL PTP > — R L EW H L CARAT A K o4& 35 2 &, PIP
U— FORRERIZ LY WG EEREA~FIA L, BITIZZEALEBZ LT
MERRAR SO EELAIEL IR T2 220355,

_37_




12. ZDMDEE
(1) ERERERICED 1R

15. 1TERERERICE D < 1§k

15. 1.1 #E4MZI VT, 1 H & 10mg 97> 1 IR THE L 20mg T 1 8 R #e Gfkfe L
oLk 9 2 WA & I U 72 BRI A 45T L 7o fE . T S 3 59 1k 7%
(B SN AEELOMEEITL 30% 77 BRI 200 CTH - 72, &5 10mg
F O DM & S L 72 T~ 18 ik B ARG DR CTIIAA 32%, 7
TvREE 24%TH o7, [8.7 BHE]

15.1. 2 sk TR ST R O SRR EEORMEEZ AT HBE 2R L Lz,
AHN & BEE DO SHI OB 7 7 & A 5t FREGAR R O MG Rz v
T, 24Ul TOBETIE, BRESESHEEXOTIO Y R 7 B35 SHIE
BT 7EARBELR L TR o, 7ok, 26 EOBFICB T2 B/
SESCHEEMOBBLOY 27 O TR LT, 65l EicksnTiEE
DY 27 B LTz, [1.. 5.1, 8.2-8.6, 9.1.1, 9.1.2 BMH]

15.1. 3 VA TS S N7 REMIRBZ AT 2 NEE 2R L Lz, AAOT 7R
SRERARRBROMEHRER L 0V . KO DWMEEEORE IR WT, 78Rt
& LRl U TR 5T BRI O R BUEE S EIICA BEICE - T2
(ARAI B 5-7E 3455 B R 11 41 (0. 32%) . "7 & AREE 1978 7 1 451 (0. 05%) ), 72
B, KHFEERHETORED L 1L 18~30 D EHETH-7-, [5.1, 8.2-8.6,
9.1.1, 9. 1.2 ]

15.1. 4 F1Z 50 3% LA B2 RGUT M S N O A ICB O T, @Rt e b=
VTRHR Y GAZBREA e R =B RGO OFl A BT O Ol b S To B
T, BITOV AR ER L EOWRENRD S,

15. 1.5 Vo CHEMi S Nz BERRBRICB W T, AAlZ2 G T@EIR Mt o b= FEY A
HPAERIDRE FHReE A L S8, R EL 5 2 DN #E SN T
WD,

() FERERBAERIZES <
gk L

_38_



X. JEERIREAERICBEI HTHE

1. FEEHER
(1) EhIEAER

( TVL SRR RE4 2 HHE | ZH)

(2) REMEDHIER
U L
(3) ZOHOEEHER
BALE R L

2. HHAER
(1) BEEHRSHHHRER
MR L
(2) REEFEEGHEMHHER
MR L
Q) Ei=HEMHHER
MR L
4) HNARMER
MR L
(5) EEHREFMHAR
BRI L
(6) BATRIB M ER
MR L
() TothoEHkENE
BRI L

_39_



1. BRERS

EHEMEIEICEHY 51ER

f Kl oXeX T UBE I0mg (A — T BIEE, AHE R
NRuxtF 8 20mg [A— T BIEE AFEEE Y
W) EE-EAEORFEIZIVERTL &
HRESY - \m T UK I

2. HHERE
34

3. ARRETOIE

FEIRIRAT

4. BIRWE®DEE

RESH TN

5. BERITEM

- BEMERELTAR AY
- <THhoLEBY : AV
- BEMEEE L

6. Rl—m7 - BEEE
[F—Rsr3E - /X% 2 UEE Bmg, 10mg. 20mg. 7 /L CR &€ 6. 25mg. 12. bmg. 25mg

Al %h 3K

7. ERREFAR
1990 4 12 A

9O - 9 DIREE

N= oy 7 EE
ooE M OBEOE
& R % B E

SMER A b L ABEE

DNV FH I v LA VEE, BV ET Y
W, T AL X a7 T Ay o v RE%
BV NT Y R

D TIVREFY I U LA R
CTNVRFY I LA VIR, AV AT
T LYo R

BV N T U R

_40_



8. BERTAIFABRVKRES EMELRHFEFAE, WhIIKFEAB

4 BE R e R A B HE L L i 7ERR4E
e EA A £ H AR
NRoxvF o
T5 120124 2 A 15 H | 22400AMX00469000 | 2012 4F 6 A 22 H | 20124 6 A 22 H
10mg [A— 7 |
RoxvF ok

_ 2012 4F 2 H 15 A | 22400AMX00470000 | 20124+ 6 H 22 H | 20124 6 H 22 H
20mg T4 —/"7 |

9. MEXIIMEEM BAERVAEZERENEFOEAHBRUVZOAR
BHMEAH 20144E 7 H 2 H

BIINE
shee - R B - B=
HEFTREE B, RAZIZ T B 1LREYE%Z, SaxtF b LT 20mg

RRO&ET 5, &E5I1X1H 1omg K VBHMEL., FEHIE L
T1HEITEIZ 10mg/ HF O ET D, B, ERICED 1
H 40mg % #8 % 72\ Cili B g7 %,

B R 20144 7 A 25 H

BN
eE - R & - HE
MEEBRAR FLREE WH LRSI T B TEY g%, ~axtF s LT 20mg

EREOEST 5, #5131 [\ 10~20mg L WBRA L. J5HI|
CLTIHRAITEIC 10mg/ BT 2DHEET A, 2B, ERICK
D 1 H 40mg %8 2 72 \WVHEiPH ClE e e 5,

10. BEERR BHEKRAREABRUVZORE
RN

11. BEEHM
Y L7g

12. REHREHRICEY 5158
AANTIEAETGBREDED S THAEMRIC LR T ATV DR 1Z5%Y

L7220y,
13. £fEa—F
=] S AN N 192 °© Sy
W4, HOT9 E$ﬁ@é£ﬁ%ﬁ ‘??%@ﬁ@@
IV EE G 2 — K AT ha— R
NRaxtF U8 10mg (A — T 121385002 1179041F1181 622138501
RuaXtF e 20mg [ F—I T | 121386702 1179041F2188 622138601

14, {RER#aHT LDEE
AANIRRZIFE EOBRRBEELLTH D,

_41_




XTI.

1.

Xk
5| FAX AR
1) 3+ \SE B AR 5 iR E ()£ )5) C-4165(2021)
2) RJFHES THEMRA S +ENERE - WS AUER (B8 10mg) (2012 4F)
3) KRG TSt +ENERE Wl B (BE 20mg) (2012 4F)
4)  ORJFHS TR AENERE - & W IR 73R (BE 10mg) (2020 47)
5) RJFFEM LM S ANER & W3R (58 20mg) (2020 4)
6) RIFEFEM LR #NERE I FER (BE 10mg) (2011 4F)
7) RIESHES TS &R I E R (5€ 20mg) (2011 4F)
8) RIFHEM TEEMASH HINERL : BHINUOE B AR/ 5 5 B & Mk
FBIZOVT (2014 )
9) RIFIES TEMRXSH AENEE : % MR (52 10mg) (2012 42)
10)  RJFEFES TS HENERE % MU (BE 20mg) (2012 4F)
1) =i EANE A - 3K 7R, 2000 ; 28 (Suppl 1) : 137-160
12) fa HARFEIFH  HE L5, 2000 ; 28 (Suppl 1) : 161-185
13) = EHNE D - PR L IR, 2000 ; 28 (Suppl 1) : 187-210
14) =M EANE A - BB LR, 2000 ; 28 (Suppl 1) : 119-135
15) 2EHEIE CZ A o SKEL L ¥R, 2000 ; 28 (Suppl 1) : 211-223
16) i ZEEIT A o B L IR, 2000 ; 28 (Suppl 1) : 225-236
17) /NR—JR1E D>« FBL L V5. 2000 ; 28 (Suppl 1) : 237-252
18) fAi H AR BT A« FHEL L IR, 2000 ; 28 (Suppl 1) : 271-294
19) fAHRKFIZ A« FHE LR, 2000 ; 28 (Suppl 1) : 295-314
20) fRIHEAREFIT D - HE LR, 2000 ; 28(Suppl 1) : 253-269
21) L%lil W E D o KPR L JR¥E. 2004 ; 32 1 577-591
22) 55 T AR GEAYBUER (660 3BR) (X% /L 8E 0 2006 42 1 A 23 H KR
AR E 2.7.6. 1)
23) b ok FRER PR 3R BR (V8% S L BE ¢ 2009 4E 10 H 16 H /&R
92.7.6.1.1)
24) HIMAHRER (OSF 2 LEE : 2009 4F 10 H 16 KR, HAH
25) FExFHEERE IR BB (X L 8E © 2009 4F 10 H 16 A&, HGh#
2.7.6.2.1)
26) TERIBERF (S 2L EE © 2000 45 9 H 22 AKGE., HEEERMEE K. 1)
27) Thomas DR, et al. : Psychopharmacology. 1987 ; 93 : 193-200
28) Gartside SE, et al. : Br J Pharmacol. 1995 ; 115 : 1064-1070
29) 5-HT HL 0 iA A PLEEH (32 2 V88 £ 2000 45 9 A 22 H /KR,
BB . 1. 2.3)
30) Lassen JB : Psychopharmacology. 1978 ; 57 : 151-153
31) Kennett GA, et al. : Neuropharmacology. 1994 ; 33 : 1581-1588

_42_



32)

33)
34)
35)
36)

37)

38)

39)

40)
41)
42)
43)

44)

45)

46)
47)
48)
49)
50)
51)

52)

53)
54)
55)
56)
57)
58)
59)

~ U AR KK ER (33 SOV EE 0 2000 4 9 H 22 HRRE, HEEE R
BEE AR 1.1.1)

Perrault GH, et al. : Pharmacol Biochem Behav. 1992 ; 42 : 45-47
R BRIE s 0 SERAE - BTERRAFZE#. 1996 ; 20 : 163-167
Lightowler S, et al. : Pharmacol Biochem Behav. 1994 ; 49 : 281-285
7w bk Vogel Bl 7 U 7 FikBr (O 2 LEE @ 2000 4F 9 A 22 HIK
. HFEEERMIE AR, 1.1.2)

Cadogan AK, et al. : Br J Pharmacol. 1992 ; 107 (Proc Suppl Oct) :
108P

Y UANTAEBCRE UATERER (3% OV EE 0 2006 45 1 H 23 AUK
. HRHERHEEE 2.6.2.2. 1. 1)

AGEHA DL ZABMET VAR LR OSF 08 2013 4 10
H 30 H&GE. FA BT E)

AL BEIE - FEHL L 1B, 2000 5 28 (Suppl 1) : 47-68

R Y6 HIE 2> - SEER &R . 2000 ; 28 (Suppl 1) : 37-46

B 2 EAE > ¢ B & BRIR. 2012 ; 61 : 693-705

20mg H A A &K 5 Ltﬁ#@ﬁ%@ﬁfﬁ(ﬂ%ywﬁi : 2000 4 9 A
22 HKFE. WREERMEZE~.3.7. 1)

W EAER (X% 208 0 2000 4 9 A 22 AKGR., WIEE R
~. 40103, FAEREE)

I HE & X7 A (OSF T LEE 0 2000 45 9 A 22 HRGR, MEEEE
BEE A~ 4. 3)

RIFEHES TRt #NERE - AR R (B2 10mg) (2010 4F)
RIFFES TRt #RNERE - AR R (B2 20mg) (2010 4F)
Chambers CD, et al. : N Engl J Med. 2006 ; 354 : 579-587

Kallen B, et al. : Pharmacoepidemiol Drug Saf. 2008 ; 17 : 801-806
Ohman R, et al. : J Clin Psychiatry. 1999 ; 60 : 519-523

M ER 53 Bl 3 (X3 2L EE 0 2000 42 9 H 22 HIKWR, W& M=
~.2.2.6)

MHE & R A H (OSF T LEE £ 2000 4E 9 A 22 HAGR, HiEER
BEBE~. 2.2.5)

Crewe HK, et al. : Br J Clin Pharmacol. 1992 ; 34 : 262-265
Sindrup, S.H.et al. : Clin.Pharmacol. Ther., 1992 ; 51 : 278-287
Ozdemir V, et al. : Clin Pharmacol Ther. 1997 : 62 : 334-347
Albers LJ, et al. : Psychiatry Res. 1996 ; 59 : 189-196

Hemeryck A, et al. : Clin Pharmacol Ther. 2000 ; 67 : 283-291
Kaye CM, et al. : Acta Psychiatr Scand Suppl. 1989 ; 350 : 60-75
i R N (TR IZ MC IR B S b F o 2 HER A& G L 7ok
DOWLUL « fCH - PEi (O 2 L8 © 2000 4 9 H 22 HKGR, HEEE R
W2~ 3.5)

_43_



60) X HSBEAS T (WEERA) IZ Ji@:fim&ff L7-FREDRNENE (X% 2L
BE : 2000 4 9 H 22 HAFE. HEERMEE~.3.9.1)
61) Dalhoff K, et al. : Eur J Clin Pharmacol. 1991 ; 41 : 351-354
62) K HE—I1F2 : FH L {59, 2000 ; 28 (Suppl 1) : 89-110
63) RIFHES TH¥MA St HENERE - itt D& EVERER (BE 10mg) (2012 4F)
64) RIFHES THEMRASH HNEE - Btk 02 E MR (FE 20mg) (2012 47)
65) RGN THMASHE  #NER - BRE @RISR (JE 10mg) (2012 4F)
66) RGNS THMRASHE  #NERE - BRE ISR (BE 20mg) (2012 4F)
2. Z0thonsE Tk
MR L

_44_



XI.3EZEH

1. EHENETORTRKR
ARFNTIESS TITFETE S AL TR,
W, o3 FUEEBEK T RA L LR TIRGES LTV A,
(2023 4E 11 HHR5)

2. BB SBRKXIEER
RN

_45_



XI. §&E

1. 3% - REIZZICEL CERRHMEZTSICHI->TOSEFER
AEDIFHIZ BT 25 RBIZIIAGR 22T TWRWREIZBET 2 H & £ 5,
AR AEEPHELL CORVAR BB ENTEY  H< ETHRE I TV DR
ETHLNTERAFEILE LTHER LTV D, ERESEEDEREH 2 HRed 25 ET
DOBEFHRTHY . MLFEOFAEZRTHD TR,
(PosR L - T SRS OB SR EENCRET 5 74 N7 4 ICBT 5 QA
WZDOWT(ZD 3) ) FFICHE 9 H 6 BAEAEEEI - ATGHE/ERETEE - B
KRR
('I) %Ezf_l. 63, 64)
it 2 ORAE U, 2 e ek (iR, #lEE B Rl E) . E8) 21T -7,
N ¥t F UHE 10mg, 20mg [A— T

BRI (RS
25°C, 60%RH, 1 » H GEESE - BAA0 ETEZL,
(2) HiE - BAMRURBREREF 1 —JD&EBHE S ©
AR 15
A B v AR )

T A AN =D R N UERERY . T4 AN 1 SEA AT
A RCERL, T 4 AN —I8) 55 COIRGS 20ml 2] VEY | fFiko&Es L
TH5 MBRIKET 5,5 DRICT 4 AN —%FT 90 15 AR L, filE-
B OIREZ BT D, 5 DRICHE LR WEA. 5125 oME%., FkO#:
TEZAT 9, 10 SFE L CH AR - 08 L2 WiGa, 8E8l2 a—T7 ¢V ZRE L ¢
MH, T 4 AR —NIZ ANV TRBRDOEAIEZATUV HEE - B OB Z BT 5,
(G R

AR RER TR O Nl E . T 4 ARV, BREF 2—T7 D
EAML Y 2~3nl/FOMETHEAT D, Fa—71Fy REOBELZMEL, K
NI AIG D 3 0D 2 ZACHZ L, Mhidm (FEAS) & 30cm D@Sicty L, F
2a—7 (A X ;87 LrF) OmmEtEEBILET S,

RB, 8 JLrFOFa—T i@ LARVEAIT, 18 7L FOF a—TE A
TRk EEEZBIET 5,

S X F BE 10mg, 20mg [A—/NF ) 65 60

AR5 R R AR T MEEER HE
Fa—T @8 T L F) &iE
L7,

AR | 10 ST LIS s - I L7,

2. FDOREEER
BriZ7e L

_46_



(BE

AR 0331015 5 (CERL 17 4R 3 A 31 A) 1253 < AGBHFERHCIRGT 2 &k
IR 1 K O%RIFR 2- (1) R ERE S XD e
BaER e e | AITEBINZAR D
RO M2 7] ’izggiﬁ S,
(FeFE R IEN) (IR IEN)
A BEFOUIFEROR |1 EFSUIRE RO o y o
fa M OB EC I 1T i
DEERIRDLEEICEE | 2 4L ENC 1 2
+ % Yt e O % O
3 FEME R OV oo [ 3R
Ry & O L © 5 ©
o SGEHEIE NS | 1 AR E R OV B o y y
& R OV 5 15 {L2F R 5
2B 5 &R 2 W& O A O
3 BURE R OABR 51k O O O
N REWICETAE |1 RHIRTFRR O X A
s 2 nrlERRER O X A
3 I EER O O O
= HEHE/ERICETS |1 2 hE2EMT SR o y y
Ert 5
2 RIRMIEHER - 24
P © - 8
3 ZOfhos A X X
ORI, A, AR, |1 MR O X X
PEZRET 288 |2 29 O X X
3 R O X X
4 Rt O X X
5 AW RS X O O
6 Do YyEhRE A X X
~ SRR, FSME |1 HREER S O X X
=B, BB, |2 REREENE O X X
fEw e OO |4 TR O < <
wmPEICBT 2 Bk 4 R A » X
5 ARREFSAEEME O X X
6 JRpTRIEE A X X
T FOMmOENE A X X
N R EBR O RRAR 12 I A SR Al o y %
B9~ % &k
O WA X IRMARE A fix OERBIC I 0S5

PRk 1T AR 4 1 B UR, AGRHEERFICET S D,

_47_



	Ⅰ．概要に関する項目
	Ⅴ．治療に関する項目
	(1) 臨床データパッケージ
	(2) 臨床薬理試験
	該当資料なし
	(3) 用量反応探索試験
	(4) 検証的試験
	(5) 患者・病態別試験
	該当資料なし
	(6) 治療的使用
	Ⅶ．薬物動態に関する項目
	Ⅷ．安全性（使用上の注意等）に関する項目
	「Ⅴ．治療に関する項目　2.効能又は効果に関連する注意」を参照すること。
	「Ⅴ．治療に関する項目　4.用法及び用量に関連する注意」を参照すること。
	該当資料なし
	10． 過量投与
	11． 適用上の注意
	12． その他の注意
	(1) 臨床使用に基づく情報
	Ⅸ．非臨床試験に関する項目
	Ⅹ．管理的事項に関する項目
	８． 製造販売承認年月日及び承認番号，薬価基準収載年月日，販売開始年月日
	９． 効能又は効果追加，用法及び用量変更追加等の年月日及びその内容
	10. 再審査結果，再評価結果公表年月日及びその内容
	11. 再審査期間
	該当しない
	12. 投薬期間制限に関する情報
	13. 各種コード
	14. 保険給付上の注意
	ⅩⅠ．文献
	１． 主な外国での発売状況
	本剤は海外では発売されていない。
	尚、パロキセチン塩酸塩水和物製剤としては海外で販売されている。
	（2023年11月時点）
	２． 海外における臨床支援情報
	該当しない
	ⅩⅢ．備考
	１． 調剤・服薬支援に際して臨床判断を行うにあたっての参考情報
	本項の情報に関する注意：本項には承認を受けていない品質に関する情報が含まれる。試験方法等が確立していない内容も含まれており、あくまでも記載されている試験方法で得られた結果を事実として提示している。医療従事者が臨床適用を検討する上での参考情報であり、加工等の可否を示すものではない。
	(掲載根拠：「医療用医薬品の販売情報提供活動に関するガイドラインに関するQ&Aについて(その3)」令和元年9月6日付厚生労働省医薬・生活衛生局監視指導・麻薬対策課)

