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Each capsule contains : Duloxetine Hydrochloride................... 67.4mg
(eq. to Duloxetine...........cc.coooveiinnnnn. 60mg)
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Duloxetine fis-|- = i¢ * ** 5 B 3 (%5 € 4 o

5.11 # i B chf

BT A X EHEREREDTREESRY AR FHE
Duloxetine 75 & 323 3 1&.&{5@ 0.5mmHg> T 323 % 4+5 & 0.8 mmHg-
X A T ﬁlf’;ii’:"% % 0.6 mmHg » 473 & T 357 1 0.3 mmHg - 4% 4§ (i&
FZEZ )L BRABAFFARFTLLE - - BIRAFLRZRHRFY
Duloxeting 7 fe {3 F chi® % > ¢ 2P F A FHE I ALF HE Ho RO
fgfs,_zg%z,{? PR 200mg - % = i A2 TahpE e R P2 R F S A E 200
mg - & = %> GRRE(S 12 pF o i 4 5T 353 4 5.0-6.877 > n BT
# 4e 4.7-6.8 mmHg (»[:ﬁﬁ}i)l 4.5-7 mmHg (4% &) -

TR R B SRPF R P E LR o [FR T LF RF(6.7)]
512 Tept £ R hFEH L I (F2

CYP1A2 & CYP2D6 § F Duloxetine &% 3#f

H s & F 22 Duloxetine ¥ it |4

CYP1A2 #r#/#/— R % 4 &5 * Duloxetine #2 3 »x CYPL1A2 #r 1|4
F 3 i 9 (7.0)]

CYP2D6 #r#/#/— %] 5 CYP2D6 % ¥ Duloxetine #i% # » & * Duloxetine
215522 CYP2D6 #r#|#4ipl € 32 > ¥ ¢ ¥ 4 4 > Duloxetine & # Jk & =
B(TH960%) [FREF T F% §§(7.2)]

[$RE




Duloxetine ¥ it %/ 58 H 8 &4
477 CYP2D6 # ;me;?#f & * Duloxetine £2 55 d CYP2D6 B i " #2 in
i 4p Bc(Therapeutic Index) | sh& 4 pF > & 3 % L 3@ & (= %l H
(tricyclic antidepressants) 4 nortriptyline -~ amitriptyline ~ imipramine) -
phenothiazines 2 Type 1C $ww &% % % (propafenone - flecainide) » % ¥
-] s B2 o Duloxetine ¥2 TCA & JRPF > i & i8] TCA chis ¢ JE B ¥ %5 i<
TCA eh3i = &£ - o >t thioridazine & ¢ )& 2 & ¥ i % Jod che 3 b
® 7 &2 5 > # Duloxetine 7 ¥ ¢ thioridazine H PR o[£ R &4 2 3 it %
#(7.9)]

Hisfpk t £ & chEH 2 3 iFH

7 —Duloxetine & * < 2P T i X FEIFRG L o Flt 0 A ERAE
4 P i A JR¥ Duloxetine o [$-R &3 2 _,Lixw;e(s 2) EH 23
iT* §(7.15)]

¢ fRAY ig it % Z - — 7] Duloxetine 1 & i¥* 2t ¢ g4 & > ¥ Duloxetine &
PR GO A T (45 0T AR B ) R
[$R&F2 2 LA (5.12) 0 FH 23 (v 7 #(7.16)]

5.13 i 47

SSRIs 2 SNRIs:» ¢ Z Duloxetine » ¥ i¢ 3142 M i dpgg o 37 5 Z6)¢ » 1
& AR 2 2 SR SR eE A i 3§ ok 1% ¥ (SIADH, syndrome of
inappropriate antidiuretic hormone secretion) s o 3 — & % b ¢ 40
#+ k& 07 110 mmol/L - iz »¢ Duloxetine i # (2 fxfh & ¥ o X & p
A PR* SSRIs 2 SNRIS # 4 w4 Jg ek "G f* o JR* ﬂf‘]%f?l}ﬁﬂ:])% =K
R A e ARG R R ‘ﬁii[?»m%#\ W F E(8.5)] - $20F K A Ak
Ak e 4o ) ;{1 iz * Duloxetine » ¥ %4 if § s o
o G R et S ARSI 3 R e lRR S

SR ‘};55;’ f;i

LT A L Bt 2 /A AR SR HTAE L 2L S E R
}?IF\ i\viclﬂiﬁ;b4o

5.14 ,p&rxf H B g e 4

Duloxetine ™ *tisf i § 2 # A fiJk 4 hfhk S5k 'L -

Duloxetine # "% £ 4 % TP T A ve LIRS

F XAk RE o ¥tk f# 5 naphthol - ¥ #¢2 Duloxetine v §

B A PR s o (Ble R LR )

Duloxetine ¢ 7 »Mﬁtg g & LY i ¢ ;l;; - I Nl

i sfri® i o %t Duloxetine 1 ST ¢ o b P ERdup 4L ;ut:

TRlk iR o

BF-34 i PEP@E WA A EJ’—)F;, B L m% A [‘;\gw % £ (2.5)
EF2 3L E0((5.2) HaaksEr £1§(8.9)]

B&i FTHABRBE LR AL TN RO R 5 < 30 mL/min)

i 4 o Duloxetine is % % # ¥ & ESRD (7 %5 17) * P* > Duloxetine

FulfH A P EREE R [FRYEY EWRE) HREEY B

# (8.10)]

Vg g A
# T > Duloxetine #-
Zi# A

B A A 2 sk BRI R OB A '1‘ Tk RSk LRI + B IR
A % Duloxetine ;o f8 & #E = H1# £ - £ 2 Duloxetine #7 T ¥ i

Mg R A Tk hz BIRRREY 0 B TR 1,:355 9 12& > X
¥ A E S 176 mg/dL. T3k & 4 % Alc (HbALc)A & 5 7.8 %
A2 A MW IS H IR Y 0 2% | A 4p ik 0 Duloxetine Jpofr B enT 35
Z O bR B e o YR i B2 Wk eniEskut £ 8 ¢ > Duloxetine i e
L3073 o fEEH 4 12 mg/dLv — 4 R e P ' ™ 11.5 mg/dL - Duloxetine
e i HDALC 3 4 0.5 % » — 42 PR3E e B3 4c 0.2 % o

515 $RBEZ RFT

Duloxetine & § # 5k if 125 4 (urethral resistance) sh# 47 © F 5 ¢ JR
* Duloxetine #f B 4 2 Jiif & % chjlick - 4 gt Aok B2 B 5 SR i M eh
T o 1B RERY B FRFTORGFEL o NP RFT R E R
Duloxetine 7 M » F & ffeisfkfo/es & * $/x g -

516 %32

Ry ERFURT R RE -

6.7 X5 b (2 i)

Bt 2% 2F uscit T3 2 0 H W At

C HIFoEgEESCPRIRE FA[FRAEEE FE2 LT
7% 4 (5.1)]

« TR P[EREF2 ALTAH(G.2)]

coEHP AR s BR[FREF L EAH(GI)

. l/%—_%&;,;%;[ﬁ@fﬁ;%i AR F W (5.4)]

. Fhi[FREFEE 2L AH(G.5)

. ﬁiiﬁﬁ@%ﬁ§%5~~iﬁW6w

« %2 Duloxetine/s i [4 B & 2 3 L E 5 (5.7)]

c FUEHEMERRE[SREFZ AL EAH(5.9)]

¢ RAPFER[EREEZ LT AHG9)

 BM[AREFZ LT AE(5.10)

e HELR[SREFZALEFAFEG.11)
s TRAIELZLEHRIIE [FREEF2
c M A[FREFEALFAHG1I)

s PRBEZRFT[HREFELLFAHF(5.15)

A% 4§ (5.12)]

6.1 TRAk RS TR kiR
* A —T 7| FH L Duloxetine »t % F A B TEF #%RL 5% 0 ¢ ZiohE
o (N=3779) ~ ja o B A1 & f ok (N=1018) ~ F B & 3 (N=503) ~ i 127 #
7 & (N=600) » 7o F ¥ Fop % B4 58 (N=906) 2 4 ‘e (N=1294) - zjtz?
2 A ES S LT-898 o S E W~ RLHE R~ ARRY EA SR
OVl TR % P "‘*ﬁ}}%kk\ | 1:65.7 % ~ 60.8 % ~ 42.9 %2 944
% b fEA AN i818%T72.6%74%% 85.7% - ;KIWJP‘?/\FR?’EI?'],_
5 # %60-120mg [ % & Tk 2% 1 (14)] - 2 T T4 A & ¢ 7 il Duloxetine
HAY BSR L g A e R A g 2 BB gk L A o L E
[ﬁ AR ABEN ST LF B R lll’}"f}gfﬁ\a\ﬁ"/ 23 o
ZE 2 FoE—TETHEET 2L HR(N=841) R L1 B kg (N=135)
i¢ * Duloxetine 103k 2. % [ ¥t PB i#5% - 77 1 % ¥ (N=476)= & 57117 % >
ﬁt‘424%3‘/‘f“ 311% > 50.6% 5 ~ 11212 68.6% %5 6 A o B A
B AMISRAE TR o A BLE P 30-120mgendl £ o 37 0 clicdy & §
248221 3L 4 (41 #7217 )% * Duloxetine£ gseﬂsz TR
RiAMEBriehds 17 417%23 572 11% > 51.8% 5 ~ 1 5%
LA )1;3 LERREP 30 120 mgsn# £ o
A7 AR )E%’s}‘i*tﬁff‘%-‘rf[ia A AEER LF (R0 - D Hindp
M) At e TR ZEIRAAM DT LR BRI RLIRE Y- A a
FR o 20k AR R AR B o BRI R
AR R & S EY SR ELE SRR - e R A R
EF T 5% B el 4 o
dONTRR BTG ORI R R A FRONTRA R Y BT 2
FRAFAFEZ2IRPAC EL NToh ik BRI D 2F BEF 2 4
W 2 F AL R G FPERRFE R Y RRRIOF 2 5 o
6.2 A X FAHEPEH® > F17F LF a ? #ink
EHE—FEWRET EHERERY 5 58.4 % (319/3779) Duloxetine;y # =
g A F]R LF b BTN 0 AR O B Al 5 4.6 % (117/2536) - ke
(Duloxetine 1.1 % ; % & #)20.4 %)Eri— - BAEIR 5 & > ok 42
> 1 %:hDuloxetine e s £ B4k in > ¥

SEEFRMOT AT LF (TR
DS R E A a2 e
A B e —
* Duloxetinesfugs 4 F17 5 Jis i b iof - 40 o0 %
& (Duloxetine ®£.3.3% ; % & ).
204 %)¢ 5 i
& /f%

RAMEBRRES BAHEERY > 9137 % (139/1018)K%
A 2 % 5.0 % (38/767) -
0.4 %)% & & (Duloxetine21.3% ; < &

iR AR PRI EEFPM (e EERR)DF L2

k R—WERp Y BA SR EAERESRY 0 H129 %
(117/906)?1;:?* Duloxetlnermlis AE R LR R Ie g o PR H51 %
(23/448)JR.* % | A chop £ F1F 2k % 1k i o ¥ (Duloxetine 3.5 %

% A 207 %) - g & (Duloxetine 2. 1.2 % ;% A 2 0.4 %) - vg P
(Duloxetine 1.1 % ; < & %20.0 %)% 5@+ B ink P i 2 EFH 4
B (4ot it TE)DF LA 2R o

e — 3761 0 Baveg X FRERESRY > 917.5 % (227/1294)
PR Dquxetine:rh:)Fq AFE R ORE iRt a0 APROYE A 29101 %
(96/955) - #& = (Duloxetine #.2.0 % » % /& #| %.0.5 %) ~ #¢ 74 (Duloxetine #.1.2
% > % A 20.3 %)~ vg Ew;»(Dquxetine.:9 1.1 % » =% & 20.0 %)% i 3
(Duloxetine 1.1 % » % G 20.1 %)% 52+ B FnHk P Hini HEf4p
MErt 2 R)HT L7 25 o

6.3 BF LI LI LER

A4 PUR I BORE 2 TRk 3RSk chiE £ 4 15 —$ % Duloxetine s shps 4 L%

)i s T s

FLhD AF Jo(F4 F55%N0 T 30 5% FAeass 8
TR

SAEE L 5T o

; R —3 % Duloxetinei s m)ﬁM PO ¥ Lt F B(dck
g K%)apg:\_. \\:%'p.ﬁ,‘ G PEE M S g Fo ~ 57 s v g o
:g&}a_wr —# X Duloxetineis i thp £ ¢ B A L3 LF B(Ick b i LK)

,'g;f,z‘,‘:%’pg\ GASTE R N 5T (;rfr; °

6.4 z@aﬂjﬁﬁs;ﬁs@a » Duloxetine e + th? R F J% 2 %5 %4
FoPAe A X R HBEREE AT BB M T L
ﬁ%fé_{ F o X Duloxetineis s 4 e 4 5 55 %t > DA Fan g

Rl -

Y .y s
FU SO o T




22 PAR AR X BAHRBRFEANY - HickhipMn? F
B2 32 F 5%t ERRLFH -

PAE 3AF REL ¥
Duloxetine B9
(N=8100) (N=5655)
e © 23 8
FR 14 12
T iz 13 5
v;{ pE® 10 3
Ao 9 5
2 md 9 5
if 44 9 4
FEC 9 5
A 9 6
ER O 7 2
5 e 6 1
5w 5 4

B4 ¢ ArF A LR BAERypE AT~ w2 F A A,
FAVEr T >‘_L§x#<-ﬁ’mfflﬁft

e p R N ERMERRY > LT U REHFHENMIL A 2§
FANRFEIRMNE DL EMNEAL D BEH TR BRK 8§ Apk
s BAE FALoCe FPEME S 2 HE T FEINAGE 0 THA 0 LA
o R R iﬂ'“iﬁﬁf o

6.5 = A X FAHBBHY » Duloxetinelf; £ eh% & & BE L F2%02 ¢
PRI LR AV ERARTEERF—F 2P EFRSAR LEERA

EH A A

B ARERERY > QiomApk a3 L F BE 4 5 > % Duloxetineis
AL E200 1 0 P E A S A% Bl -

2z tHAZRABEASLIMAHBERY > HsRAMN 2 LF R
“’éi‘Z%HJ:$%*ﬁMo

GRET LI OAF LR T EE
Duloxetine % JH
(N=4797) (N=3303)

s Bﬁ:‘}i}?‘.—,

oA 2 1
B

AR 3 !
Wi E AR

v © 23 8

v i 14 6

i fee o :

A o 6

g 5 4

¥Rk 4 2
- B HR BRI

%ye 9 5

BB YR AR

4 a5 6 2
Mgk A

7 14 14

FEC 9 5

o v 9 3

Ba 3 !
A A

4 |9 9 5

Jdeh 4 2

£ I 3 2
7% Sfuﬁf:“%ti)ﬁs

FA AR 4 1

S 2 B 2 1

E 1320 3 1

B B 2 <1
R G R GORA R

FreP T 2 <1
ﬁ»ﬁ'ﬁ'ﬁ»"i&ﬁ%ﬁaﬁ

55 6 2

AL A AF A GIE T w2 AW AT R A L
PR LT SRS HEL L

PR LB 0 F UF 265k F L Lk RATF LA > <654 &
CRMF LR AXMERRY BLA U BEFFHERME
FERFARME DA EMEDE D= BEFRTeR FK 9§
BOR TR R RASA R R o F § R e fpER
SRR 95 § oM PEFIEE - A AR ﬂrﬁ,ﬂ_ ha PR ”?”ng’ /H’%”T %
<}’§4€ Efﬁr‘}/;rfr—: 'r} f}. R F H

B B SR R %M#\’ilﬁr}‘f%-}}:)@f% T
RAPM 7 AR e 2 5 o LR R AL D B GRS
i&»Duloxetlne,r%‘mr X ,,r%i@&,%q\,’;ﬁ WA S
’E’Fﬁgq”\:’z“lﬁlr}_[;gt}}f@'r}ﬁﬂ {ﬁLX”F@mJ§4:,__\2%UL(E#

I rw)e
2z~ %ﬁliﬁs&zﬂ# SR BB FRE L ZRETERAFEFAH
BEHRY > BicRBMN? QF B> F2F 2% EZHLTEH -
GRBE AN AR FOAR L
Duloxetine % A
(N=3303) (N=2352)
FrERY
o 23 7
o g5b 11 3
i fuP 10 3
A 9 >
A C 5 4
Rk 3 2
A A 2 1
- BABAPERELY
wd 11 5
RHawEs
B F 4 4
P f?'l”iﬁf YEI 2 2
e CEE
& g5 b 8 1
rop RN S ENA R
F feren g e 3 3
5 2 2
BA AR
EpOR 13 8
= 11 3
A 9 5
SR L 2 2
FEHP 2 <1
A A R
4 Eﬁ\b.h 10 5
Y 3 1
ARNRADL AR
EEQE-3 4 <1
St R A 2 <1
w2 eR S a:gv;f_?gﬂg;ﬁ;)ﬁ
% H 2 2




ARGALTRRRY
5 6 1
LB & 4
ik 3 1
w B g 2 1
AP I AR A R 4T 2 F A SN, R AT A L ih
’“A,\ R T D BRI e
PEp 120mg g 4 FP B ANE P 60mMg g 4 F o C 8 FHINA G0 T
MR R ’”ﬁ.“ﬂfﬁf(abdominal tenderness)z i % f - 9% s @4 0@
FRAr TP "Eﬁiﬁ’xi@?iéf‘.-%‘*’og? 7R LRI 3R S AR
ﬂﬂr”ﬂ%i# Mo g orpEFEE B PEs S Lo e § A G e

F % o &% 2 A E 5 5 3 e (psychomotor hyperactivity) = 1 ¢ 7 & % 5t
R e N AN TP T
BB B F B F LR E % (hypertensive crisis) ~ # fEEIEF & B - F
FF R FFER R F R
6.6 B A A T gL A i P
PSR A REER LR SR Y S A A SRR R 2
- o Y T R E R A BN A AR o p R 2
BT RREFEL TR AR EHES AAHBER YL
i¢ * ASEX (Arizona Sexual Experience Scale) =& &% - ASEX % ¢ 5%
PR LR R o B TRA R Y 0 L ASEX B4
Pl bt A e ApROT IR & | s 4 0 PR Duloxetine s A § P A<
that i e %ﬁl%ﬁ°ﬁwﬁﬁﬁﬁ’%ﬁiﬂiﬁi*9ﬁ°Wﬁ%
" Al B e £ > 12 Duloxetine 5 en ¥ M fpiE 14 % 9 (ASEX %
435) 0 11 ASEX 4 5 =8 3 » Duloxetine ;5 ch Hehld 54 i Higt
7? P A RIS K R RB LV F L BS NRE 0 AT
PR AR ALY o EE el c FEETIAF p A LFF LA N
fu: s o

21 ~EWRTRAHBRR 0 BT

wHREE 2

2 ASEX 34 eh 35 1

g fhp e LA
Duloxetine | % &# | Duloxetine | * &

(N=175) | (N=83) | (N=241) [ (N=126)

ASEX &4 (% 1-5 1) 0.56P -1.07 -1.15 -1.07
¥ 13— Pird -0.07 -0.12 -0.32 -0.24
20— B EE 0.01 -0.26 -0.21 -0.18
¥ 33— FAzi 4 (T ) 0.03 -0.25 -0.17 -0.18

B ("' 1)

FAF— EEFR2FIAR 0.40¢ -0.24 -0.09 -0.13
F5F— R pELA 0.09 -0.13 -0.11 -0.17

an=% % ASEX /&Ezév’:éa’:-i-‘},‘a‘i A Ao

b1 gia4p 0t p=0.013 -

¢z F&l4p v p<0.001 -

6.7 222 L g

B X FAHREREDTEREERY P ARRIEHRS R

Duloxetine i 3 »ﬁﬂ’ziﬁ&ii’aﬁg % 0.23 mmHg > 45k B T8 3 0.73

mmHg > % & # fe e iz T 350 1< 1.09 mmHg - 47 5% B T 57 < 0.55 mmHg-

FHREDEF 2 XL RAFORF - R EIHRBERTHEFLE -

[#R&EF2 2L FH#H (5.3 5.11)]

ts P 26 X FARFRESRY SRR DE FARFRESRY P
RT RS BE2 0 &% A 2 4p i Duloxetine 7o fid = prat

# /45 1.37 T (Duloxetine in i e 4 & 4 454 4 1.20 T 0 £

Aindfy o 4 2 s 017 T) o

68X A RHEMBERT

*t ¢4 Duloxetine #7 3 i Mok «h€ B H| 41 Be Tk 325 B 1 > Duloxetine i

F ¥ ALT ~ AST ~ CPK -~ alkaline phosphatase p # # 4 3 ;85 # 2T 35

e % GBS 2% A et o Duloxetine Ja e FRA K L S R

R BN D%z hBE[FREF2 LLEAHEG. 2)] AP & A e

# < Duloxetine ip ;s 4 7 o o ¥ BZ T % sk B (bicarbonate) ~ F "2

2 45 BV (BB AEM) -

6.9F TR

- BN A BT

Duloxetine 160 mg # 200 mg - * .:g@%’% SRE I fREGKE TR

CHE LR R S 11T R R EE R
c R

R3] QT B2t £ - Duloxetine &2 QT zE2 i S H E4p M & 3 & Tk
L&

6.10 Duloxetine * 1 # # 2 I 3 S fRA @#%iTh ¢ ¥ 1 g4l e 7 LF
&

YU AER] L Gk 3B Y 4 4% Duloxetine i 8 RGNS F AP M A L F
Bo 7T @ R TRA &Y 0 & 34,756 o A % Duloxetine 5% °
L’EIE:),% AP g 26.9%(9337)?1:}}% A pR* Duloxetine = > 6 & ? » 5 12.4
% (4,317) =55 + JR* Duloxetine X - 1 & o F 5|3 fafia,h7 LF p -7
PR (L) A RS R Q)R N Tk
Ao R)F hend L5 1137 &uﬁm*m LA RGN TR S
.@%“m". FoGF AT gHepl & {0
1iF@@ﬁﬁﬂhﬁkﬁ’@iqwgghﬁIﬁﬂjﬁzQF@;EIMO§%
R I § ?’f’Jf AR Rehd R A E 4 5 1/100-1/1000; F LA 2
F s s 4 Fp 1/1000 -
'i-"ir)-i.ﬁa—?‘ﬂ el 2 A
(Takotsubo cardiomyopathy) -
AAPARR—F AL @B ZF AL AF R
RAERER—7 F 2 E';peﬂ;jlﬁi;z R
RIAER—F L ARAER 2 F L BFER T domp AT R -
FrARAR—F L IRRF 7 F L FFETH R 8 L
F S AR RN v
- BABARFREFR—F AL FRIFA D FF A B CELRF 4
IBREE 22 kb FL Hhrfgo
RAZGR—7 #2555 ¢
BRFL—F L WER S ML 7 F L i 7 EFMEH A -
AT ERBRL— 7 F LMk B FL B E
R R RRBREFAR—F L AR 2 “#Tﬂi“#ﬁ

O S SRRNT U TUINE S SUPEee

R

RN

# o
HEABRAEL—F L Bw ﬁ@wﬂﬁiﬁﬁfﬁ& ¥ AL

A2 RSP CERFE LR R R L FL o & o
HABAR—F L 24Dy PERAR 7FL LK FT -~ Rl
AR RGP S A s R s PRER L FALp AT

TR R ABE R —F L F LR & R S
FRR B F e

AHAIRBAPRLAR—F L BLRIERRREA

HakmmoEiLR o FLIEHBF -

WS BRI GRA R — L b T~ v 7 A FFR R S

ARARATORAR—F L HRh 7P L p AT BARL

FAERG RFCARRRFRE FAL AL -

LEAR—F A BPe A F R e s TR R ks o

Mi‘”iif*ﬁ$EMﬂ%%$ﬂﬁ$ﬁf1QF%
;w%ﬁiﬂi»&yw&éﬁﬂﬁfumﬁhﬂ“F@&%#ﬂi**

Tk Sk ¢ BT - R é&@*ﬂﬁ%ﬂm%iﬁﬁliﬁﬁvuﬁ

Haappr(@Zizgre) "REFD [FRT LF BHFG5)] 2

ﬁﬁﬁ%ﬂﬁﬁﬁﬁﬁ*i7*F@P5%;é$@%mﬁﬂff%°‘

HE WML REE R o

A REEWREE A ALEBREDIPLFRERERLIOREI L&

FA GRS AN LR 584 S ¢ * Duloxetine is 2 p 4 5 2%

S S F AN FAHY -

FA oot K iz B s 102 2w FAMRER Y o F 4 F

22%2 4 % FAlY

AFA L EHEE

o~

KRBT A UF G ORF o4
Duloxetine % A
(N=476) (N=362)
FrgLry¥
e 18 8
PR P 13 10
(32 9 4
A 6 3
T e 2 L
- BABAPFRERY
:}i%(‘c 7 5
FLEL
WE 14 6
R R TE
& a0 10 5
AR AR
7R 18 13
o e 11 6




g 8 4

A A
% mf 7 4

W K VS HORA

YEFET 4 2
¥ Wi 3 1

Bk AR AR A R ET B2
FAVETRT I BRI b zr & TR~ TR IR
(abdominal tenderness) ~ #L3% A i % 3 B o Cr e 7 4 o MAE K 4
FREFNEFRALEAMIE(FERBE 35 % )2 WERE EAT
(N=467 *+ Duloxetine; N=354 % g#]) - ¢ 5 phmiB 5 2 4ifF - v e 3
»pEFIEE ~ AR~ B PR S Lo
P2 ar e 57428 2 % it * Duloxetine i 2 fs A AR
REFH L BAAMA AL BRI BREF(FFEF)ER P (F 2R
i)~ 5F s kR 2 -
doaba is A 2 chyp Ak 5 B % Duloxetine PRALIL 4R o IR TRA B Y
%1t Duloxetine io# 8 e ¥ R 2 sk & 45 5E4 ~ FEE ~ AR IR
Koo [k%gf‘% ARETAHGTE F 2F B (6.2)]
Fr(E3EHe )—3 BEET| 2R * SSRIs = SNRIs 4a b 2. 8 #5513 v
€ RE %%}% WEY O pEH R X FAHSME THX 9H 4 0.9 27 2
4 5 & * Duloxetine jpfr 2 S A B 103@1»5;;#:@%%;01,\% o g8
£ Tk £ & (23.5%)2 g5 £ v+ &I > Duloxetine & % v % @ o (4 5 3
14 %4r 6 %) o HF > 4-6 B ¥ E ¥R et FﬁﬂF’* PV RN E RS Z M
w2 EFEFA @ % Duloxetine is2 A HHMEL VPG 2 AEME
PRy - h- BEE 9B Ty ® > i@ * Duloxetine ;;);fi s
Ji koo B R TEE A LT 28 (A4 22 247 1 11 KA F 0 & H 4
1324123 17 KD - A LGEF LI FRBET L F 40 > & 7R
P A TS TYE 1 %EEE[7-11 AT 2 %A F 0 EH 4 0.3
%[12-17 f]) o ¢ L % TRl * Duloxetine i 2 %3 % § % & chi g &
LB
6.12 PRSP FELILFE RBIEL
T 7% Duloxetine f5 8 b B i 4 chR LR o B A AF pEd R BT
AdREEM P F v R F e TR EZER R F L auES > A2
LRE YR
F B AR RIRLRERG & Duloxetine Jofrd B0 T B H & AR
#EH o4 %'F*“L”ﬁ‘ WA F e R B (X E AR
i%fﬁf;) vk F AR SRR Sk R F R s B N (BIRCAE T & 2 )
A L(F PEHE iﬁ/)~&a%§“ JEAE S FUiRE &m}“ Los e B
B B A B BB R g R b IR (restless
legs syndrome)~ i {5 o sF (T~ b oo g e 2 fr B (g A s 1)
7 M?T’tﬁ‘—’(trismus)i R -

R N S L

?ﬁw?wl‘»;

7 EBH eI fen (;}zvf&’ai\)
CYP1A2 & CYP2D6 § # Duloxetine s 38
7.1 CYP1A2 Fr|#&

7 M £ 3% % (14 =) # )R Duloxetine 60 mg g CYPLA2 3 »c v 4] 4
quvoxamlne 100 mg > Duloxetine 2> i/;% BEMAUC)H 496 & B3 a
E B (Crna)¥ +r § 2.5 & > Duloxetine £ % 3 (ty2)3 4 9 3 & o H s )
CYP1A2 A #pEeh® 5 ¢ 3£ cimetidine # quinolone ##i? % » 4c
ciprofloxacin £ enoxacin - [$ & 3% 2 i+ £ % 38 # (5.12)]

7.2 CYP2D6 Fr 4]

# * Duloxetine (40 mg - % - = )& paroxetine (20 mg - % — =t) § 3 4¢
Duloxetine AUC ¥ 60 % ] paroxetine # € & & » #ri] (T% g P & - 4f
enie® ¥ g g 4 e d s o5g2c CYP2D6 #r 4 & * (4 fluoxetine »

quinidine) - [% & &35 2 i+ & % 7 1§ (5.12)]

7.3 F BEFr4] CYP1A2 2 CYP2D6 25

14 = CYP2D6 it s it 7 E_eh ;éiﬂ" » & JE Duloxetine40mg - % = =x &
% %% CYP1A2 #r4|#| fluvoxamine 100 mg > % 3 Duloxetine 22 > £ % & &
(AUC)# £ 5 ® k& (Crnax) % 3 40 6 18 o

7.4 BB i F RenFE $ (40 NSAIDs ~ Aspirin 2 Warfarin)

2l ERNEGERLEEF TR TS iff,iﬁﬁ(}ﬁif»"'%fﬁﬁ%—k?%?'ﬁ‘i?
case-control and cohort design):# s &1 » & * € B2 A& £ e A
FEREES P55 F B ooipdFT g A @ % NSAID 2 aspirin #
A A F Rk R o :%}?%é‘rﬁ«.;"-r SSRIs 2 SNRIs # * warfarin ¢ i<
RPURL F o f AR AN F e B2 :#*(n-lS) PR % warfarin (#
P 2-9 mQ)if 48 Ak L& Dquxetlneﬂf H - = 60 120mg F pF & * 3£ 14
ApTEp AREHFF R INR HAREE(INR £ T2 #F 5 0.05 2

+0.07) - Warfarin %, & > ¢ 4& R-22 S-warfarin (3¢ Jr% & E 58 %)2 ¥
P 4 F(AUC: s> Craxss & tmaxss) # % Duloxetine #2558 - ¥] Duloxetine ¥+
IR L BT

hie® > & f e warfarin is R o Lo F

Duloxetlne T g-i2 % Duloxetine B 0 )
1% %384 (5.5)]

7.5 Lorazepam

Duloxetine (60 mg > # 12 | p¥JR % - =t ) lorazepam (2 mg > + 12 /] p&

PR - Z)EAEE R BT o Duloxetine 2. B S d £ v B -

7.6 Temazepam

Duloxetine (20 mg » pE= i¢ * ) £ temazepam (30 mg » pEwe & * )if & TRk

i ™ > Duloxetine z. ##» %7 £ & % 58 -

7.7 BT preh¥E

Duloxetine £ § # %2 » 7 r4sdi#ifz > 2 P|FliE 5§ H Ry} pH @+ 55

HI3 i o LR NIRE T 0 L} % R i «h Duloxetine > ¥ it € k3 3

naphthol - 5 # % £ 4 (m | 4o Bk %ff\ff}, )PE-* Duloxetine Jis 345 /|-

oo i€ 5 pH EH A B F’;ZJ € ¢ Duloxetine & & 1 - &A@ » &

PR 40 mg Duloxetine £ 45 4% |t 4] (51 mEQ): famotidine > ¥+ Duloxetine

Gofceid R AR AR FRE > HIRE g5 FF #4148 (proton pump

inhibitors) £_% ¢ %48 Duloxetine shw.jc » pm v Adr e[S R EF 2 L1 %

3 #(5.14)] -

7.8 &4 CYP1A2 #en# i

W EH 23 v 3% #ET o Duloxetine 7 ¢ 3 # CYPLA2 shigft o Ft »

BE PR AR (74 BE TRk 325 0 7 4o % Duloxetine & 7 € 3 4e CYP1A2

B (b4 theophylline 2 caffeine) % 3 - 48 “t ;2% %2 77 Duloxetine 3

CYP1A2 e fix chdr | & » 3> = i Tk 3#5% @ 3 3 » # JR Duloxetine 60 mg

- % = = & theophylline {4 - theophylline 7> £ % #& € (AUC)-T #5(90% %

W F )3 4 7% (1 %-15 %)% 20 % (13-27 %) °

7.9 &4 CYP2D6 # #eriE

Duloxetine % CYP2D6 ¥ »xfr#4|# - § Duloxetine (60 mg - % = =t )&

CYP2D6 = " desipramine 50 mg ¥ - #/ & & * > desipramine 2. AUC 3§

ez B[SAREF2 ALEAWGL2)] -

7.10 &d CYP2CO & #feriE

R 0 3E5%k % % B ov Duloxetine 7 € #rd] CYP2C9 fx % chigfd o &— 7 Tk

% > S-warfarin » CYP2C9 th— f£ - H E4d4 Fii g P e £ 5

Duloxetine eh§: B[4 B EH 2 3 (T4 §(7.4)] -

7.11 =4 CYP3A s #pen& #

b5k & % B Duloxetine 7 gm: “ 3 CYP3A B & e it o Bt »

ARG ARTIMOTREE% > ¥4 F Duloxetine 7 § 3 4o &R

CYP3A % f(bl4er R 2 22 H r‘ﬂﬁ%iﬁfﬁ%)ﬁﬂﬁéﬁfc

7.12 %4 CYP2C19 & @&

B0k Rse i % BT idis ok k & ¢ Duloxetine 7 ¢ $rd] CYP2C19 % % i

oo Fpt o BEARA AR TP M PTRAEE% 0 7 4 Duloxetine 7 ¢ i)

CYP2C19 % ik 3#f o

7.13 ¥ 3§ v gF#ed 3 (MAOIS)

WAET R kR o [£R ¥

=

[$R 7" &% £ (27,28) L@ &5 11 %5 (5.4)]
7.14 % F4 fe® Al
[#R* 2% 2(27,28) #efF(A)E &3 2 2L H(5.4)]

7.15 ¥

Duloxetine £ Fy 7 g dfc| FF4R 4 > & = ‘n’ﬂ&r% = Jﬁ/};/ii [0 el el
= > Duloxetine ¥ 4 § 4c «ﬁié"ﬁ AP FE a4 g g
Duloxetine m‘}'&)’;‘r ¢ > #5 = LR* Duloxetine m)ﬁg S ’é 4R (;ﬁ
dOALT 21t d 1 A B E) 0 ERERILE R B2 Al R4 R
L ;; R B FnR T o [2REF2 ;1@1:@%&(5.2, 5.12)]
7.16 ¥ A BiE FH

[$R&F 213 % 5% #(5.12)]

717 % & i}t}é B2LER

d 3 Duloxetine 5 s f3v B & FH > Fe R H i F 3 B & FH o
i % £ @& * Duloxetine » v ii § #4c 2 & é%#v-m/ FHER > Flm g N L
o e g Pﬁfﬂfﬁﬁi?* Dquxetlne (60 £ 120 mg)# warfarin (2-9mg) > - f&
BF0FFREEEY > G P RE% INR 2 S-warfarin & R-warfarin %
(34 %.*f‘%é#%i? %ﬁ#)m#«‘l’*ﬁ” F4ARESH 2T 0% §(7.4)] -

SFAREHEY F (i priz )

8.1 %

W% A5 C

FEELE—H X URE AR FEE D 24 24 0 Duloxetine 4 %385 o
# Duloxetine z. # 4 #5 ¢ » P d M ERdE - R A K2 AMEI DT (BT
YA TR E A MR R 2 R A E (120 mg/day)2 4 4 7 & H L
TR NG RS e BURE W R 2 AR RS
Duloxetine * ’iﬁ&w’@éiﬁl}{éi 2B TOFRBEANAPFEHMEE N H S8 -
AL FHEFEEN N L RET O RBENS ENRE REH L f g
g hEER RS BBV MR RN G PE T AR 2
B %mm&,{&:%»? RErERE A TP A RNRE D
F"’PR’* Duloxetine -




wESE

FLIGIRTE 577 REF B—3RE Eﬁﬂ)‘#&ﬁﬁ SNRIs & SSRIs 74 2 ¢ 3
Egg o Flo TR E AR e ﬁ*"ﬁz&%ﬂ"wﬁhl"’l‘lﬁ_?u :‘
AdLtez wF A cTRABHREFL S F U FH - F L ERFT M
-;gu,sgi\&s FIBE ok~ kg R 3 R G e R
Fof -3~ B5%R72 %~ 5 - FYEix - 28 k¥ i 2 SNRIs & SSRIs
8 A S T ES AR FAR R R R PTREF
B FAEEEAR  [FREF2ALTIARG]

iy

B fepf-ts 4 4 g 3Rk B 0 Duloxetine ¥f32.55/55 52 2
ERRS -2

< REAIRE H (B 2,2 #)R* Duloxetine #| £ i 45 mg/kg/day (>t
B> % X R85 B 2 3% % £ (the maximum recommended human dose, MRHD)
4 3 [120 mg/day] > 4 mg/m? 5 3+ & ;;a{: % 5 MRHD 07 &)

F ORGSR L o KA ’#;s"__dﬂf r;\;”";"'iﬂé‘,);\-ﬁrxyx O RS V’iﬁ
& @£ 5 10 mg/kg/day (3t + &> %> MRHD; >t % » 3 MRHD m2 )

< BRE 2l P > v pR3 S Duloxetine # £ 30 mg/kg/day (3 MRHD
12 B) FRLRFEF(MNALE - 2 eandEF)ae Qe (M2 pz e
PP E)E N $0 B S S BHHE 5 10 molkg/day - ¢
j;m Duloxetine #] € 30 mg/kg/day »+# & » H 24 &» IR F I3 4 eni7

EEE R ?Wfrﬂﬁ e 5 4e ~7F%frv“ 1§ e o # B % &> Duloxetine»

"

A4 5o B2

ﬁs_eﬂtzéf" s R BEaand AgLr AP E
8.2 4
bt AE &

Duloxeting ¢ & it A g5t @ o — e FAapty P o B4 1 %1k fLen
5 4+ Duloxetine - »t 4% % & T > Duloxetine 54+ ¥ Jk & 4 5 &* &
i g7 kR 25 % ¢ 7 i B A p 2 g2t £ (mglkg) ) F* MR 0.14
%o rf L3 T 2 Gk B et F g2 ML Duloxetine ehfis F fot 2 E g
RBELSA HRRT RS A i g2 EZRE AR B R R
54~ JR* Duloxetine pF /g 244 | I o
f:5/ 8
7 7 Duloxetine *t & {5 1 > 123 ¥ ¢ &b of FL B S2eh L4 enh i
a5 o %5 i 4 4 Duloxetine 40 mg — X & =t 3.5 % o %3 HAE
%3 l PP d)A Y RIE R R ER o3 AE T o §L4 ¢ Duloxetine
i B4 HET7 pglday; FRBEEEF pERLE T2 polkglday o & kA
% Duloxetine i #fdr Jr 2t 5t it ¢ el ) o
83 i
R BB —$> 732 17 feh2fbyp > Bfocth- BLY 10 2%
ﬁ%l}ﬁ%;ﬁfﬁ“ R
£ 272k REBERPTFRLY H Y 4T%5 71 11 A
Dquxetlne BREBERERLER TS R w;’}i &g i=4 £ 4 (PARS):
R AR Bt EW [Tk @iy (14.2)] - 2% 7 fzapp 4
}_tt%ﬁ’);% P AFED o
EWE—FTARS B 10;% S FFARSER 800 i 7-17 k2 £ W m
(MDD) 2 55 ¢ cizdsk ¥ @315 F o 7 % 4 Duloxetine & £ 145 i o (*
RPEY Wfi@ﬁlfz)*' ERGE Ik %P " TG OREILTH o T RE T LT
Pt X 2R E g AR o
Tk 5 Y B AR 3 LF e F RS 5;7')? CHEE R ES R R
ZIGEFE 2 ME T2 SSRI 2 SNRI 3 o ¥3t X SNRI » 4
Duloxetine » ixf énsad 22§ > & » FHRET iﬁ‘a‘ »*’ FEFTHFR[EER
LR B (6.11)]c ##303% 8 & ¢ 0 & > & * Duloxetine f {# -t L b G &
A R RER A EE R EEE AL TAR G-
B By A 21 R (BRI N4 18 90 A (RS EEER
Duloxetine- § AL T ¥ L FF I X £ 2 BESH SR 1 T € 1RAS
ARl R R (15 R ) B TR G B S EY ST
B L BRARSREELBRERT cxéﬁ; [ &,«; 45 mg/kg/day
(ZisgERHNLE2Z2R)FHETERRED A L iv* 2 H £ & (no-effect-
level) 5 20 mg/kg/day (X & > 3% 3 B3 Z&RHE) -
8.4 ki 4
2418 i -2 Duloxetine } # % & 4 i T 5 g « ¢ 05.9% (143) 5 65
ot 2o 42 1074 = 427 Duloxetine ¥ % # Ao ¥ B4 50 Tok 5%
G 4 ¢ 23306 (357) 5 65 & 4t i 4 o 1761 (=R 1 B B g v A7
Lt 7.9% (140)5 65 A s 65 ki) BE R R LHE AR
f}%f}vﬁ% RN IR A rﬂpéﬁﬁ? ¢ E»E?ﬂm T o ipd J’# kB E
AP E ARt inL B BB TRk 5%k L ’éiﬁr‘“ﬁlﬁﬂ B g
y /r')?‘ Fehi B fe 7 u#”f EEY R §<j-#-*ﬂrrw{}'\ M #i B - SSRIs %
SNRIs » # 3 Duloxetine » 27 & g5 + (#3004 2 2 F 2§ K k&) R
PR FONL K HF 7 [ o[‘f»&jﬁ”r,ga X EEH(5.13)]
A & A i’%%éﬁ% 2 ey A e 0 g ki * Duloxetine Jo 2 ok < 4R
At -eﬁ;’? OB ek E8 S o O 4o chh YR T 2 I A e S
bt S B e éﬁﬁuk S R 0T S AR A e o B E K R TR
HhEFFERG DT (B  EEER B RR) ’Lﬂ"w e

lL Eﬁ

Duloxetine 75 #p fF > & & 4 4o & ¥ 5 @]_‘rﬁﬁ’ ) z%‘*{“ R
AREFR IS AL [SRE S 2
#(6.10)]

TRk B E R R (65-77 )Gt B ¢ & L 1 (32-50 )ik H A £
Duloxetine 40 mg & 4+ & 4 5 o = f'fvi‘%‘i?%ﬁ»%iaﬁi%fi@i;‘; ,
R EELPHrEEEEAUC)RE (9 25%) X RY ELBEY4 )
PEo FARE G Sl 14T 0 2575 2 R @n;—ﬂ-‘a ) i 1 A
Bk L% @ S TERI ]S WGP - R S A LR PR

<

T
o
M
“"5‘1
FE
oi
&L
W
N}
g
At
&

Flo 3 3 Flp ¢ &0 FHE -

8.5 123

42229 42 Duloxetine £ £ #4p iz o 3 F FllEw B EHE -

8.6 #'E

'€ ¥ 7 Duloxetine £ 47 * & (AUC).4 i i< 1/3 « 3 E K 7 £ RN HH
2 .

8.7 fi%

HAR G RAE GRS R R

8.8 M it AR

W i et 4 - ¥ Duloxetine et e #Uf 06 LAFA UL REY }i”—ﬁ
"*’(Chllde Pugh Class B)r 4 5 4 Duloxetine ¥ =t # € 20mg > # T
frs/ FHEREL i‘ﬁl’*‘a =3 ;éim15 %> HIHr>LEEE
(AUC)&g fe b o BEAREA L A 2 B BIRR SRR X B4 kT
Aitpi2 LRPREELFFLY 3 B[LRE 2 EL1‘?}‘"(25) iz
LEAH(B.L4)] -
8.9 ¥ T#i s
Duloxetine i¢ * ** & #F ¥ %2 J5 (ESRD)s 4 2 F41 5 L - 4 Duloxetine
H=HE 60mg X £ AL RETOAY THE ),ia(ESRD)J}%7 A
# Duloxetine # 3 x ift;}éf;‘:ﬁ*’ii/%i‘éﬂ )L %"IHCJ_ '#-Ff 518 e%km
Fit - R E Kf LR gpAp e PR K B Y A& K4 (4-hydroxy
duloxetine glucuronide £ 5-hydroxy, 6 methoxy duloxetine sulfate » = -;f
A RERRE )N kBB AUCS) QK e T-9 R > T I 5 AR
*H%%‘f L5 - HWEG SEAMTHG > E&KIY BTSN R ¥ (R rmps
B & 30-80 mL/min)#+ Duloxetine Beif & s & &8 ¥ B2 B[4 R * 2 * £
(25) i3 LA R (5.14)) -

OB FE R 2 BIHE (k¥ )
9.1 FHE™

#5425 ¢ o Duloxetinek M ILAE = v £ BAF(EFR)NEF T Mo o
AT Ak St e 7 Duloxetinesh# 4 gt M > TRAk %Y 4 LG 4P
LA S R R -Maﬂw Lo IR D B ARAE Y R
EiEh B S E T 57?3»"5'—“* PR OZ[RCGEE o F gL %gﬂ}@ ;,\‘.f-;_%.}%
XY PESE ’*fﬁﬂ B HOER R L SRR LT AR
Duloxeting o (bl4r @ N E S a2 b~ B R 4 ~ FREP75) o

9.2 2 2o M iRIEI

rA REF R df [13E5% ¢ > Duloxetine A & & L F g ko f 0T i e
10 mEFE (k2 prizf)

10.1 sk g st

FAE%Y B FABREERF L E2 L b G EHAEL
W FEREEE >+ § H PR Duloxetinei§ £ » 2at % i ¢ M E kKb
51000 mg - JREE € ik & ot (2 45 B JBJR* Duloxetiness & # i %)
AR R LR RGE S RORE T c%’g@_-\ B S MR R S B
S feefud

<

10.2 i§ € e

Duloxetinei? § 4 #chjz4 & FHF N M F 2R EHEY BE Lok (0
Yo it cyproheptadlnei [ RRH]) e FHF 2 EVIREEE > L2\
W"‘N/@E—’ é%*"ﬁ 17 gk o

FE et o 3 Y 0 KA 4‘ F % %&%;Jff
el o $FPREE[S F A & ﬁu/ﬁﬂ%m}?ﬁ’\ ’&r%"ﬂ"‘g’?«l
W™ o LA G R %-;7%‘% o

AT F o2 U4 Duloxetine®t § 5 i ek fr o A B R T 397 1 MAUC
B Cma 13 i E ARG & 5 Feng 85 "o d 3t DuloxetineshA ff 48
Ci I P U U S S LN O Brl F- A B L
FILPREB R Y R ST B ROV Ao HU R R AR A RS
3 P* igDuloxetinesuy 4 0 A3 IR EE = BB o LR
u ’ifﬁ#ﬁ@%}’ﬁdi/ﬁﬂié;ﬁﬁfﬁfﬁﬁﬁ’?’E‘Eﬁa"r‘ﬁ‘%&_‘ R R P}
FAF o PHLFERRBRBOPFF(GRAILFARLEF LI )[4R
iz «—.aiIF%BE(S D2 EFT e ROIFFEY RMEL S FH <
MBIt R AR T o

TRl g A R oo R a2k
bst i f




11 g

Duloxetinezt &4 M & 2 v JREF P FHED T 9:11 FRWEEE I
(SSNRI) - &+ & & L (+)-(S)-N-methyl-y-(1-naphthyloxy)-2-
thiophenepropylamine hydrochloride » 4 & ;% i C1gH1gNOS*HCI > » =+ £ %
333.88 - .f:-éﬁ;ﬁ

4ol

Duloxetine hydrochloride % ¢ ¢ X gtz 6 & nB 48 > Moz ok o
4 % 4% 7 67.4 mg Duloxetine hydrochloride A B AN
mg Duloxetine » 33+ 5 %%k ¥4 2 517k #5305 itk

HlAp g > 60
BT 'R fE o

12 ToR F (2 i)
12.1 fe® i
Duloxetine »* A & chfe® # ~ # 1R27 f #r#] 2 Ll g me g 177 B X
Gro AP iR e @ H B %Y RAY 2 % & 5 1 (serotonergic) g7 & § 1
“$7% &2 (noradrenergic) 3 B -
12.2 g
Tk T E% A7 Duloxetine ¥ § »cfi i ik &1 B4k hf fe o @
W prdrd] 4 % z(dopamine) i sz o 48 ¢F 325 &7 7 0 Duloxetine $t 5 =
sz} (dopaminergic) ~ % F ﬂ:jl% 14 (adrenergic) ~ "24 % (cholinergic) ~ & *?L
s+ (histaminergic) ~ opioid ~ glutamate - GABA # X Ba g F M &
Duloxetine # #r4| ¥ %% i ¥ (MAO) -
Duloxetine & § # ¥/ if 125 4 (urethral resistance) sh# 4~ f847 © 3 s * IR
* Duloxetine #p f¥ 3 # £ Rl i chicie - 5 ot Aok 81 E 4 0 RoAp M eh
gk e
R23FH#+ 8
Duloxetine z_ 3t “f— TG 12 ) pE(8-17 f PE) o A EFFIN 0 HE
BHFEME ST o - MPE3 T FEE L i’fi,kli - Duloxetine i & 5
g (B PAS0 B AR (CYP2D6 # CYPLAR) it it 4 -
%42 & ft — v JR Duloxetine hydrochloride w jz 2 4% o B dowxfead 2 ¢ =
R (Tag) s 2/ P JREGS 67 ERF A i'I{f;‘)éli(Cmax) RS
%8 Duloxetine & F i J]%/k}it ORCAE BN S50 3 5 A J]i‘/k)i R o d
6] prat 3 10 ] pFo Bk R U 1277;_»;“.(AUC) 9 10%-4p 5 b pR&
ot b PR de-uf & Duloxetine ek d 3 0] BF 0 T B 4e B R0 I‘rs,ﬂ & 1/3 -
# A R A T 395 1640 L-Duloxetine £ 4 8 . j]f 0 3 £ (>90 %)’
i & ¥y §-v 2 op-acid glycoprotein % & o & A R =R Duloxetine g
i % B v L EH 2T (% o Duloxetine £7 i Jﬁ Fov BE R TEHL

FEE L BYRE
aser gy — 41 % ¢ R 19C-{kze ¢ Duloxetine » 47 3 Duloxetine >t 4 48 ¢h
ERELE ¥ B ,—;L',!f o J‘]% ¥ 3 %ehie st iR s 5 Duloxetine - % f
Duloxetine 5 B 2. i\ #f= ¥ 5 X #2 # - Duloxetine i & 4 i 4% > ;% &
naphthyl ring ¥ i* » 2 2 @ enfcr g e # § i - >t 487t > CYP2D6 %—‘?
CYP1A2 ¢ ¥ igi* naphthylring § it o>t jﬁ@ Heni @A § 5 4-hydroxy
duloxetine glucuronide £2 5-hydroxy, 6-methoxy duloxetine sulfate - ¥ %
Frite ® g RN BA f  ARFERL - L RHA P RIS RS E
£ (<1 %) Duloxetine 14 & 3] g /g 2 81 o < 304 ( % 70 %) Duloxetine
RAA P SRR D 0 8 20 %5 R T £ D o Duloxetine SR LR Tt
AF A L& B B F £ 5 Duloxetine sh#F 1@ is % o
a’/““ 2 + 5 & (7 2 17 g )—Duloxetine & % f s fllif;'k}i: hIZE (7-12 ﬁk)

> & (13 17 #)% 2 4 ¢ & zti;v’iu'rivo Duloxetine < 3a4% 2k i 0k A& & 524

*ﬂﬁ" (FZELZEFUEVHETA LY 30% -

IR R 3— » d #0545 8 01 0 Duloxetine 8 ik A i fff:;).é)i L
B A A TRRIDRARFRIPN 0 2 RAZNS LSRR PR

7X\

13 fRA D pF4 L (;}za%k,\,i\.)
I31RAHE - RRE2 2T 3

SR L—# Duloxetine #c » & ¢ » 423 |y R4 Rt 2 & o epft|
Bl7k* Duloxetine % 140 mg/kg/day (& * 4R 22 M [MRHD] 120
mg/day 16 & » 12 mg/m? & & KA BRI e OB 1 & AR g 2
FH e U] 6 R 3 S B Bem £ 50mglkg (5 MRHD 12 1) « 2
] 6 EJR* Duloxetine % #| £ i 100 mg/kg/day (3 MRHD 14 i) -
ST FIEY P

spit+ &I Duloxetine #. % #| £ i 27 mg/kg/day (5 MRHD 12 &) > &
@i+ BPR* 36 mg/kg/day (3 MRHD 13 @) > % A3 4e g 2 5 o

REB M AR %% (Ames test)AEr Duloxetine 2§ R R g1

MERT AR RPN L WME Y A4535% 0 i Duloxetine 7 ¢ i@

Zd BER ot ] BT Bar RS ATIREE%

(mammalian forward gene mutation assay) » £ 14 4= % (Primary) « & **,&m %

e 78 oh 252t ¥ DNA £ = g 2 (unscheduled DNA synthesis, UDS) » %

7 Duloxetine i27 A F& o 17 B T Rwre 2 THP B ﬁ%ﬁ—r

Duloxetine 7 ¢ 3% %.’wa RURC AR -

AT Ew AR F o 22 BN eps BPR* Duloxetine # £ i 45

mg/kg (5 A HMEFERMEDAR) P PFHAIFpLL T4 o

14 Ve sk (2 e

Duloxetine z_ f »c ¢ #rg 5T 73§ &

* £ (MDD):
%P (14.1)] -

o RBiAMEEIE(GAD):3 B A el iRk 1B A BIEFRE%KE 1B
LA R e [ R AR (14.2)] -

. 1‘%/7\1[;5 @A g (DPNP) @ 2 i3 5 ) 12 3k 2 & A B[+ B ek B
(14.3)] -

2 G U R
WA A AL Bl Féﬁﬁi 1 e R[4 Rk

c B (FM): 2B~ A R®(4% 5 3B 2 6B")
1# (14.4)] -

141 £z

Duloxetine o TWRE(MDD) 2k 4 BEW B X EHER - F
THEIREHRET > FRE LS EMLE A (18-83 K) & & DSM-IV
é@‘%«*’iﬁ& ,‘ﬁ@ < H ¢ 2 Bk g5 LA 2R Duloxetine 60 mg -
X (AL 123 R 128 )&% @AI(S M S 122 22 189 )0 4 9
% 3B g A M~ 2R ¥ Duloxetine 20 mg «40mg - % = =%
(# w5 86 =% 91&)“«@%(89 =) A 8 ¥ 4 BiE%k 1}%“;3‘,45&
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mg/day)®
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mg/day)®
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sxgk 3 Dqug(etine (20 mg 18.6 (5.85) -7.4 (0.80) -2.4 (-4.7,-0.2)
BID)
Duloxetine (40 mg 18.1 (4.52) -8.6 (0.81) -3.6 (-5.9, -1.4)
BID)®
BN 17.2 (5.11) -5.0 (0.81)
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& & | 19.9 (3.58) -8.8 (0.50)
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HPMC - Polyplasdone ~ Sugar Spheres - Sucrose - Acryl-Eze MP White
(Methacrylic acid copolymer type C - Talc ~ Triethyl citrate -+ Sodium
bicarbonate~ Colloidal anhydrous silica~ Sodium lauryl sulfate)~ HPMCP~
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