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Each capsule contains : Duloxetine Hydrochloride................... 33.7mg
(eq. to Duloxetine............c.cccoveiinnnn. 30mg)
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Each capsule contains : Duloxetine Hydrochloride.................. 67.4mg

(eq. to Duloxetine............c.cccieiinnnn. 60mg)
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ERRE A=A BT AT
R 40mg/day - &5 © 40mg/day (20mg 120mg/day
60mg/day* | - x - %)% 60mg/day(60mg
- % - & 30mg - % = =)
a4F 5% 1 60mg/day
R B g E(2.2)
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GHfoRARACIRT U NFLRPEH R P FLREGET oA
PR — &) Duloxetine » -3+ jeAspF = WIR* o FRABITT - K JREFERF > 7|
lH“ R HE o TETRAIIRERFTLIRE o p) PR EPFRJRY S
iz & £ ¢ Duloxetine -
21 inht@p2 AL
Duloxetine =% p =% & 5 40mg (20mg - = = =t)3 60 mg (60 mg -
F-ox230mMg- XA K)e FLRBATARLEN 30 Mg - X - KB dnis
H- BEY O VHEBAARIHED 60mMg - X - H G EE R B
EpHE 120 mg TR T KT LA ABEFEPHE A N0mMgF £ R
STk oty o AL AR E p R EAZE 120mg 2. & 2o T E A
FUATET TR AFLR 2 B E R E (SR REEHF
(14.1)]
22 pHRHEEERELHE
AA BRI E - F 30mg - A - KEE S KA R AEHERR
260mg- - wi A S 82X 120 mg - X - X R R 4 BT R
o AEFE P HE A 60mg F O TR ACE o Ft 0 FA-TH 4
57'1 IAZE 60mg - % - = > g E 2 30mg e B E R B E o @
FMEAZE 120mMg - * - A DT 2EF AR AL TR o TP LAFITR M
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JZﬁfr’.% E (R 24 B IR S 0 ¢ 7 4400 i::}}% A)o & FEAI R ESR D
Eatre e g 11 BB ERISE LG £ HE(MDD)S B & 4 A o ch
A(% 295 AR TR sk 0 ¢ R R A 2B 0 & 5 77,000 izt
FA) e AREET GNP RDOR G ED o B g E R R R
EAE AR MR GAEE PR SHAGRE TR R R R £
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%% TAMREBGAEDRLSFGlrs B! 2 8) LT €ud &
B @S ERE R SR R X A RS T L
EFpEaE BB EHchv B R ons -
) RRFBFASR OB F TR EFERE RREFERET S
BREIFFLHREC - PREFLIETE RN e AL LR i W &
HERPFERECMESRENME) -
AR AR A A B2 L EE R H R R PR ( A R 2R
AR §E A T I e A ek BT T AR PR R
Bk firds s B R (A BB ) IR R BRm o BRI bk
mﬁiﬁﬁﬁ&ﬁﬁwﬁﬁ®ﬂﬁp&&ﬁwﬁmw%ﬁim’W@%¢
J-_}—ff]f}:)k—’ it ; »IIE-»E HiT s ko
HH AW ERFEC MR RALS IR A LR RELE & p gk
2ot AR R Ok BT B R TE A X 4 R duRk
Tt gL icf iz ¢ 3 REHT N o
FAER AR o e B AR BEBLR S T R AT R EAE
L FRECRARBET L SNk o [FRY 2 2HF(26) FiFa
& ¥ 7 (5.7)2 Duloxetine i 1t ;5 |
B R E RS E 6 BRE(F R R ARR A ) D
Bt BEpER R‘ﬂ%éﬁ*i:ﬁl}ﬁ* 327K FHIR
(agitation)~ 2 & ~ FERF LB - Huw b2 pRAWMAFE > £ 2
"P#‘-ls'*“lsi;f’c éﬁ?i AR oEERS #"i’\’\ HRAE O pRR
/) %&£ A& Duloxetine » ¥ FEn L4 2 g5 4 'gi_!;,?}‘u’ Y MIREEL
sh'ﬁ o
BREALAGR - CHRF TV NS EREA LA DY T iR
IER N WS 1?3 Ao - dRAp (B AEHBERET) AR AE s
8 B A %iﬁvm & ABRE S 17 b ik i e gk A3 & R o iR
B iire ha > ARSI BEHISRD > Bad HRE B REHR S
A EE G REEEA RO s FRIET FERER RARRE L 0 ¢ 4R
R P 2 pREG S BB A B2 BEk o &L R Duloxetine & & % * 4
ok B b e
5.2 4 M4

F TR R RRG ehk bg 4 302 Duloxetine io s 4 ¢ o Bt K BIER

2 FF N~ MFE L 2 transaminase £ B AT F H o LA

’ﬁ’.r W womo Bt 3 REAL T I o F L AL Fomd g
78 Yy B T é_i Tk L PR STR R iz ik L Duloxetine fhin i v 2

FERut A A A FlEg 47 £ AT Duloxetine -

P A m e transaminase AFenkold §AaREL BB

is r#ﬁ & -+ transaminase ~ "%
[&fiﬂJ—J,j;‘kﬂ-T—gg i )};3 X e
Bt 2 TR ¢ 0 Duloxetine #f 4c i jf transaminase ERLD R
b *& -Duloxetine ;5% 2 ¢ 5 0.3 % (92/34, 756)m.),;a A F]FEL transaminase
AR A oy 4 ¢ 0 transaminase £ § Y BRI E 20 0 .
Win R AT R A X FRERFER 0 b ALT AR EE ¥ {0 R A Fup
£ # 5 ALT (alanine transaminase)= & 4z &+ ¥ * 'TE 3 & gt & » 3
Duloxetine ;5% % % 1.25 % (144/11,496) % [ #) 2 % 0.45 % (39/8716)-
F AL FHHEREERT > RFLHELE ~NRE ALT o AST 2 3 R#
FEFFIREIRH A FALFEF L UES R FMALT &2 ASTH 3 248
7 M

d ** Duloxetine & iFp# 2 3 ¥ % ¥ iy 33 = *%if 3 & 4 Duloxetine § i ;h el
T fa A &t o i F Duloxetine 7 % 2rinf A R * TR EER
H-T—;)?;;)?; A o

53 & Hs B - phip]z & B

¥ 7o A PR¥ Duloxetine in i AR B 2 L E M B i 2 & BrehdR 4 o
B R A EHE MM BT ’%i%?iéf}% i - iF s v s o g4 AR
Duloxetine i chix e R » LH F% AR LS o B R OR Y T B X A
Mg BE KERfeE 6T ma 4c BEE AR DT E G Mo - B AT
PR BES R A AP 400 #* Duloxetine iof eup 4 B ik &
RER i chs A 4B T F BB Rk D oo B b e il fod Bt B e
I M BT EE RN ML R E S (4o & B F) D 30 CYPLA2 v
FIH[EREF2ALFTARGL)2 FH 23 5 F 7.1 4 2 R
Duloxetine -+ p #| £ 4z 60 mg i 4o F AL BRE ARG L RE o
#3098 422 Duloxetine o PFa 4 E H s B ~ k52 /& B Bogg ko
FA o Y A EAE & %0 Duloxetine i -

B ERR H T S A B R R R B2 R E S R 4o E
HmAFEFARGTFF DR FFRF > Mt L F LR B4R

% ¢ alkaline phosphatase = % 3 # 24 &

R Er e
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54 & -;j‘-é JE ¥ 3 (serotonin syndrome)
£ % SSRIs ¢ SNRIs (# % Duloxetine)¥ jbisfps - ¥ 32 8 4 7 it 5 2
4 b AR ERE o RN LY E Y 28 g & 157 # (serotonergic
agents) (¢ 7 triptan ~ = k¥ B # #l (tricyclic antidepressants) - fentanyl
42 ~tramadol ~ tryptophan ~ buspirone ~ amphetamine # 7 ¥ i #(St. John's
WOrt) 2 ¢ % ts i % S #FenB e (B ol L7 a g A A L& 8 6ok
MAOIs(i]4r linezolid £ # %1843 " E)F{ 5 #4) -
&R R G OHOR T N8 45 A R G S (Ao iR ‘”%T ELEG *+)
BEHNEAAGrepriEd 2 BRAFEFE S N CALRER)
-ﬁ“#ww%%%ﬁ‘éﬂ‘mig\ﬁaﬁﬁ>1#¢M\ﬁﬁahxs%&
A (s - Rk~ HR) o
Rein & lp 4 AT N R miEER R
# b % % Duloxetine 22 MAOI *tisf 4 B & o & 28X MAOI (54
linezolid # # 7% /1 &4 3;  E)infrehps 4 772 7 ¢ * Duloxetine - 7§ 4 4
¢ hT T «ﬂlﬁ*kb_’a‘)%’ gmuéﬂf\%e&lwm&&w*u’ xR 4>=T§1
= 1 mg/kg | 8 mg/kg ¢ ;2 AF 2 imE W s (AT PR LR
#«,qu‘)f& R R R E T T F o 1 &% Duloxetine Jo _&iﬂ:)l;s A f«»_;f,
B ERT T R B4 MAOL (40 linezolid & 4 9%1 64 17 9 §)ie (70
o B 4 MAOL j5 o 2 %0 s 1% 0k i * Duloxetine [3-2 % 2 * (2.7,
2.8)2 £ LK 4)] -
FTeA 3 & #* Duloxetine &8 & & F % ¥ > ¢ & triptan ~ = Fin
& 4 # (tricyclic antidepressants) ~ fentanyl ~ 42 - tramadol ~ buspirone -
tryptophan ~ amphetamine % 7 ¥ i #(St. John's Wort) » J&2 fop 4 B i
Hhedk AR FHEOR G H R0 AR
dog ¢ iri:),%imfi » Duloxetine fra 7% 7% &2 & % jof iz & 2% %
b d B ORRE R WS L AER R RS R o
5.5 ik kb &34
F I F R L S jehE S > ¢ 7 Duloxeting » ¥ i3 4 Ik Ok Mg o i
Ei SR ;‘ﬁx:},;q%‘?(;ﬁ, ] % B 22 1§ 51K 3+ case-control and cohort design)# %
Brk* PP FRAL s EHrag i giid g oA (o
SR BT o PR duloxetme At A S e S FRE - Bk SSRIs 2
SNRIs § Bienl is M F pé AL ~n e Bk in 3524 4
dig o & % aspirin » NSAIDs » warfarin {r 8 & Fe # 7 i € 5 v iofd

Kﬁ °
% @ * Duloxetine 2 NSAIDs - aspirin & # # & #8585 chFfHpr > o2
o 4 FRiA R MO ke o [SRER T T (7.4)]
56 REAKF R
PR *  Duloxetine ¥ 1 FABEREARF B ¢35 2 (Erythema
multiforme) 2 ¢ # %3 4 j i ¥ (Stevens-Johnson syndrome, SJS) - £
Duloxetine § & rrvSJS 37 £ F 4716 - 42 % ¥ (general population) SJS
2HA201FH A &) - BH Rk F L FT RGO FE T UE T
At /;’1’;1 = i’k”tii}? °

FRA -k A AR A
B F 2 P opE s g ig 0k i@ * Duloxetine o
5.7 &t Duloxetine &5 %
PR *  Duloxetine }P‘s Az N TR e AL K SR HRER o A AR iRk
BT RARBES R BEBORE S S N B F F A T ok R
B SR EREY R R AR B 5T R Y o Bk
284 FANAE 1 % ® Duloxetine jpaf ez B4 F P EF E FH

oo @ E R B e A e e AR 46 TR
RAFLR[ERT AF B (6.10)2 F i RS R

P H WA Rk o P

le—%ﬁ.v}'u]'(:}fr# A)endt B {8 LK

# % SSRIs & SNRIs (i i % &
% ik iaf o BT R AA UT A A

t’
f.‘%ﬁ"&?"r"%llﬁ*"lr.w’*‘ﬁi%
LR RN

p s (LR e TR L)
Bla A R RPE A R AR R D RO T o B2

B2 LE #’K&E "L (self-limiting) e > = 4 2 5 EEF LF o
1L Duloxetine i 6 » Jp ¢ AL E RIEFE 2 Pk o TR a2k
PLARGBEE MR R T N Rk s o m B B RARB A ISR o B A MR E il A
SRR S L A R T SRR R AL AR
o FE U e RES SHE o [FRY 2 £1§(2.6)]
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hitREW RO AZEHERBHZY o F 2 FREHFE O 6]
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B WA A G R B A R~ SR i E S e R
% FHREEFEY  AFRFEF R SEFREDEN - RLH DA R
FRRRAFAE A g TR B e 2B ok EWRSES A F 2 Bk
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SRR LD ARSI BEL g 4 2k R F kR oenE LR iF o
5.10 JF €
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Duloxetine 75 R i’](‘ﬁﬁf‘él 24 & 0.5 mmHg» -5 & T 325 $ 0.8 mmHg»
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c BELR[FREEFZZLEAH(G11)
s TRAlERLEF IR [SEEFZ R
o ME p[FREFZZLFERFG.13)]
 PRBEEZRFFT[SREFZALEAH(5.15)]
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N IRE BRI AR E TR ERN A ERY BLED T 2
FR#2FRZI/EE 0 EF0TRARky REI D7 LF BF 2 54
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dip A FIR LR i SRIAR 0 AR RTE A 5 4.6 % (117/2536) o K
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it TRk L & (23.5%)2 Jh 4 v &> Duloxetine ‘& % % & o (4~ 5 &
14 %fr 6 %) - 2% > 4-6 B " iR eE LB > W RIpR £8Z L
B2 EFEFH > #* Duloxetine infr2 A AMET V¥ P T 2 AFHE
FAEEYR - - BEE 9B gy Y > #* Duloxetine /o 2 524
Fi ko B R TEE A LT 2R G 22 247 1 11 A F 0 & H
1324123 17 K] - R Bt P RREF 53 mi‘a fes fe R
FlURF A BT TE 1L %EEA[7-11 AT 2 %A F &4 0.3 %

[12-17 1)=& F %4 % Rli¢ * Duloxetine /o 2723 % i bEE g R
# o

6.2 F sk

T 7% Duloxetine t7ia 1 3 g4 hd LE f o iz 3 AF AL 2 HET
AgEM F v AR F e TR ERET R LS A2

Bk z;.mr’]% B % o

P E RIRA RG22 Duloxetine Jp g B0 E ot 0 H & R4
B2 AR GRS SRR (AR LR AP
BER) ) F AR S R R R B (R T A 2R )
AR EU(FEHE 2L RBB R R FRNL B
BRI E e R BB BE G 1;;?:% ~F %R I 3 (restless
legs syndrome)~ is Z {5 fopp b (E~ b g0 B FNRG(F AN REL)
9 Fa??f??(trismus)i BT o

7 FH I e (f&éf&faf)
CYP1A2 & CYP2D6 § F duloxetine &% 3
7.1 CYP1A2 #r4|H4

7 %3 F (14 =) # PR duloxetine 60 mg £ CYP1A2 5 »x¥r ] #|
fluvoxamine 100 mg > duloxetine 2> £ % # £ (AUC)3#{ 4t ) 6 & > $ B i @
E R (Cra)# 4r ) 2.5 & > duloxetine £ % # (ty2)3 4 9 3 & o H & i)
CYP1A2 At ah#E $ ¢ 32 cimetidine £ quinolone # i % > 4o
ciprofloxacin & enoxacin « [ R ¥ 2 2 . % 5 1 (5.12)]

7.2 CYP2D6 Fr 14

& * duloxetine (40 mg - % - = )¥ paroxetine (20 mg - % — =) § 3 4«
duloxetine AUC ¥ 60 %2 4aip| paroxetine #| & g % » ¥ri]ie* g /& o 4
eni®® ¥ g g 4 e d @ 5g2c CYP2D6 #r & & * (4o fluoxetine »
quinidine) - [% B #3F 2 ;3 & £ 5 (5.12)]

7.3 k¥4 CYP1A2 2 CYP2DG6 &35

14 = CYP2D6 i st iv 3 &_en% ;iw];f » & PR duloxetine40mg - = = % &
% »x CYP1A2 #r 4| #| fluvoxamine 100 mg - 4 3k duloxetine 2 > ¥ % % £
(AUC)Z £ 5 ¥ )k & (Conax) % 3 4c 6 1 o

7.4 Lt 5 F R P (4o NSAIDs ~ Aspirin 2 Warfarin)

P FERNEFESLEF BHER T o i (M HRE IR
case-control and cohort de&gn);é%%;! RN -2 XAy o SN A
FEREFL by g p B oo ipat Ty BT @ % NSAIDs & aspirin
T e i FOlehh & 0 © F 4F 2 BEor SSRIs & SNRIs & * warfarin §
PR F 0 ¢ AN ek F L o TR £ @ (n=15)  JR* warfarin
(% p - =& 2-9 mg):f 4& = & T & duloxetine % p - = 60 £ 120 mg F p¥
HrZl4A@mrep gﬂ@mﬁ?zi% INR (INR % it %35 7 3 0.05 1
+0.07)o Warfarin %, £ » ¢ 3 R-& S-Warfarln(}n ‘;‘f S EFEHERE) ¥
P64 B (AUC: g5 * Crmaxss & tmaxss)? % duloxetine %258 - ¥] duloxetine ¥+
w oG B RSIEY 1 AR warfarinis rn)];a A s, F;'? 4o PR * duloxetine
£ 1% * duloxetine P& jis | < FIE R E R[4 R EF 2 1 R F 5 (5.5)]
7.5 Lorazepam

Duloxetine (60 mg » #+ 12 /| pFJR % — = )¢7 lorazepam (2 mg » & 12 -] B
JRE - % )EAE TR T o duloxetine 2 Fds fdcH L E O B .

7.6 Temazepam

Duloxetine (20 mg > pE=#0 i * ) 22 temazepam (30 mg »
i ™ > duloxetine z. ## ajtﬁfc% ERLI T

7.7 BN BeEH

Duloxetine £ § # %2 » 7 rdsdidifz > 2 3Pl % k3 pH B+ 3 55
RN o B iRAL TR T 0 23 % WA 3K ch Duloxetine o ¥ i € K3 5
naphthol » ¥ 7% gl sy 4 (m |40 F & oo 4 )R * Duloxetine i3
Ml s o @ 5 % pH @3 4o cnBESH > 7 Eé# ¢ i¢ duloxetine #£ 5 1 - 2@ »
% PR 40 mg Duloxetine ¥ 45 4% 1|t %] (51 mEQ) & famotidine » ¥ duloxetine
Sofeehid BB AER R FRE  HIRE 43 i +41 & (proton pump
inhibitors) £_% ¢ # % duloxetine s jc » p o v Rk v o [ R EFZ2 A3 F
I ¥ (5.14)] -

7.8 &4 CYP1A2 & 3#feh# s

W FS LT T R%RFER o duloxetine 7 ¢ 3% ¥ CYPLA2 dig 2 o Tt -
BE AR KR (TP M PRk 35 0 ¥ 4e i duloxetine » 7 § 34 CYP1A2 %

H (4 theophylline 2 caffeine) it #f - &% ¢+ # % 4 = duloxetine %
CYP1A2 F T pix cngie | &) > ¢ = B TRfk 385 ¥ % 3> # JR duloxetine 60 mg
- % = = & theophylline t& - theophylline 7> £ % #& € (AUC)-T #5(90% 1%
I % B )3 4 7% (1 %-15 %)% 20 % (13-27 %) ©

7.9 &d CYP2D6 & #fehi

Duloxetine 7 CYP2D6 =¥ scfr4|# - % duloxetine (60 mg - % = =% )#
CYP2D6 = ¥ desipramine 50 mg ¥ - & & & * - desipramine 2 AUC 3§
ez B4R EF 2 LLEAWHGL2)] -

pan i@ % )i 48 Tk

7.10 =4 CYP2CQ # #feri
b3k % % 7 duloxetine 7 ¢ #r4] CYP2C9 2 gt o h- I TRk
# % > S-warfarin » CYP2C9 ¢h—- 2 F > H&EH o4 F25 P e £ 5

duloxetine g B[4 B #F 4 2

7.11 d CYP3A & #fehi

R0 3E5%k % 5% Ko duloxetine 7 € Frd] &

&r* R AR AR B YRR 325 ¥ 425 duloxeting 7 € 3 4e 2
L (blher JREZ F2 B & FMBFES )OS Fo

7.12 &4 CYP2C19 & i#fens

bRk % % BT R 0k & <0 duloxetine 7 ¢ Fr4] CYP2C19 p% % i

3 e R (7.4) -

¥ CYP3A ¥ 2 cihid it o Tt o
R CYP3A

oo Fgt o B KT AR M TR % 0 ¥4 & duloxetine # § Fr
CYP2C19 % ‘;‘rrrn*?ﬁ’
7.13 ¥ 1%=§ © g 4414 (MAOIS)

[%@* i+ 2H(2.7,28) >
7.14 %k € A
[£8*2* §#(2.7,28)

7.15 li—‘]ﬁ
% Duloxetine 2 JFpiF B 1 Bic| PFARS 5 # =

B Ll 4)E #E 2 2 L0 (5.4)]
B @) EF 2 AL TR (5.4)

PR S S




25 » Duloxetine i 7 ¢ 4¢jj fﬁ%&a‘»’%‘i [ R P A =2 %
Duloxetine ¥k T42 ¢ » 4 § = #pE* Duloxetine s 4 4 2 "74f 3 (;*g
d ALT,%E?“,U%":'% TALZE) WRIFIEE c p R B2 RS R
G TR LE S BHNRT - [FREFZ AL AN (5.2 5.12)]
7.16 ¢ fpid gt Ei

[$RF&EF 2 2L F71(5.12)]

7.17 F & 5}’2}“ S EEF

d 3¢ duloxetine 5 % i 3 B EFH o F e RY R U F 5 B8 FF g
4 g % Duloxetine> ¥ it § #{4c ¥ # Ff gtk R oFlad+ 73 LF fuo
e & > FBFPR* duloxetine (60 £ 120 mg)¥ warfarin (2 -9mg) - - A8 F
v R REEES LG PR INR 2 S-warfarin & R-warfarin 3 £ (3
PR REFERPE)OEF & F[SREF T ET.4)] -

BHEREHT F (23 i)

8.1 %

BREEBE

- BHREEBEVRELENERD T T R E G Duloxetine 14 chik
oFF RREP Wwwcvmbaltapreqnancvrewstrv com. »
EITHE

P S w R Y ol BT 0 A 4T — B 7 @2 % duloxetine ¥ i 22 A 15 )
B N SLE N I N }*’r‘fr*’* 6w AR Y licdR ? A A IR A
BEFM DL & A émmzw! WA AT ER b k(L AEH) WY

B+ & 5ok chB B fos @rvR ~ % 7 421 SNRIs 4~ SSRIs(# 45

Duloxetine) s 3 b & (;F £ & 4 4 £) »
At HEAFBEFETY/FRY duloxetine s PR 2 E Rl L X BEGN
A3 fr 6 BeM BRI F 0 E D4 A F 2 E A (MHRD 5 2

120mg/day) > 2 mg/m? S B AA# - HWET EF HL X AIRE Y2
WAL H 2 AT PRES duloxetlne 12 F 0 &£ S MHRD > 2 mgim? 2358 A
HOFRBENAERHEZE 45— T2 G EFEEM o R E T BB
N2 RN E B e chiF L0 f dE¥RS m?ﬁj’—; TaH e ~ #5B0 Y 1 vs
Moo R ERETI S E T AN LR
PATHBFTAFLEAAIRE RADT R G SRE G A H
s A~ B WA RS HT B R e RER- A v P ANERE ST
MEEFEEALIAEE RADT IR 'GA Y5 2%% 4 %fr 15 %3 20
% o

ekt g

Lg Sy Tk AR o N RV B

REYE > B LA A EL L FER Y REFRDEFES O (FF AR
ERABWRDORT cGAFR AP - ARPEL KR O BF L RS
201 = ERBWRFBLOREFS B P ARFADPFLRDE Y IR L
BEA -3 MAMLL AR LR AR LIRBERIRF FTE AR
B B R P h G

B vy P Z e o RS F AR LHE L% RS A

Erﬂwtl\ B A RS NERES SRR N A R XU R R s
R A8 o AT AT IR A R Lp R R LRI
B E PLH L% o

AT LE

A - 0 & % duloxetine it § M4 A (S Na bk o [REFFZ L

Z £7#(5.5)]

PASIIRTA STF XK

ARG %iﬁﬂ%ﬂﬂﬁ%%ﬂ; Duloxetine v # SNRIs & SSRIs ih#74 52 ¢ %
AEF R Fh FRUEL AR S AR RS SR HERT N
G 2 g A *‘ o TRAHERY F A e F "1‘%}1 FLERE T
513_7,%;\ A G FIEE >~ Reek ML MBS UR S 2 R iR 4 iE \a'bpi B
BRFB P BRI Z S B FHE 228 FRT 0 5 SNRIs & SSRIs
AP S TR ES AR R JARL A FE RN OTREF
SR EEEAR o [FREFZLLTAREGA)

By

e

SRR s w R Y A R FR S AR AR B
duloxetine 74,128,460 =R % ¥~ (4 & {5 40k *& : 1.53; 95%CI : 1.08-
2.18) A M h b & 955 TR A B - B 7 K &% duloxetine 2 1R %
Bl B 4 o

FefeefTy @ o BARHE FIEFEL 0 L 2532 N RES-DEBED
duloxetine =nif % 4+ 2 1,284,827 i~ A % & ** duloxetine ehi & ¥4 » &
%’;}Iﬁ.’“{%/%_ fRERDE A LI PR AR AR G e o

S B g # Eklié'ﬂ-r\;%;gi‘*%Pmk\irfhf—’érfﬁvﬁ,
&—a‘ﬁ&rﬂs BRE O MZRELIFHRY Y RZ RS Y EDRRTR

B o fegf— B 4 4 8 B M7 o duloxetine 1527 Pa 823 A o4 (s eng B R
3 AR

i

A RELREDF(EE A8 )MR* duloxetine # £ £ 45mg/kg/day[~ %
%3 3frb6BF A mMRHD(lZO mg/day) simgim? AR A#H] L

LEE R 30 ézl“ R o HRd o P AR SR ERdE > 2 R
sa4g & h#l € 5 10 mg/kg/day(>t + & > £ MRHD > *t & > 5 MRHD 12
8)

S RRE BRSSP F > v RIS duloxetine A £ 30 mg/kg/day(z B E

e MRHD > 2 mg/mz;;*ﬂia‘{) FIS R G EF ?""‘{m&/r'—f)
U RME (DA IR T P E) Y E;J ggstf" *‘-'Sma‘-ﬂjl FS
10 mg/kg/day o gt ek 5 A duloxetine #| € 30 mg/kg/day >+ # & - H % &
A ONILE Bt (T 5 o ¢ 4R iR Bokens u 4 - B8 YRR m“§ i o

#+ B & & duloxetine » # % 8#7itta E & AN 4 Ad A7 LY
=
8.2 #f 544

B AE &

H B2 e 4 R duloxetine i ot A SR Y (R 2L 0§ HEY
A 5a ke ;2*“ duloxetine 8 2 4 2 45#F &% 7 L2 W E R 4 7 Lenaf
L(20T5 % £) 23 BhE T duloxeting #1353 544 s B o of S 4
wT R R s F R A B Duloxetine ek F 42 2 Duloxetine ¢
Bhad RRT AR PRI S 2L BRI ARE- LR -

A4 2

# 8 52% &t Duloxetine pF % SEFF > Ak 7 Lo 4 7 LR
gk .

LS/

727 Duloxetine * &t 1 > 123 ¥ © &1k of L8 2eh gt L Peha G
B35 o 44 igit 4 |4 Duloxetine 40 mg - 2 A =t £ 3.5 % o 44 L HE
8 3] (¢ g Y RIE AR R o TEAET 0 4404 ¢ Duloxetine
g 4 A Tpglday; R s p ek £ 5T 2pg/kolday > BRI R

=

pr

[ 51 1% o & AF § Duloxetine & ipfe 2t 543+ @ el G 25 o
83 #i
L B R —

#3732 17}%&&1!537}1:};%’\ c Hofrc- B A 102 %
BRI HRFEHRY TR -
WATEE § 272 kG R E R R A R Y A7 % 5 T 3 11 e
Dquxetlne BB AR BE RS R 2 B g EAs £ £ (PARS)
R L LR Rt m[&m&& W (14.2)] - Aim T Rz It A
}_tﬂ‘_ﬁ/;g Pl AFELD o
EWRE—cET AL B LY 103 - FHHE 800 = 7-17 k2 €W R
(MDD) 25 % eggZ @ 1 313§ o 7 3 A Duloxetine & & {14 P8 i (*
”m@“‘pfi%@)ﬁ:)"k’*ﬁ’?? #FLL»E ‘74 ,ég« ﬁ’%‘“**&%$7§<7 ¥
ﬁi)ﬁv* 2% PHBE Ry AFED o
Tefk sk ? B A ARBB I N2 AR e RS A CMEREZ TR - R
BRI GREFE 2 ME TR 2 SSRIs 2 SNRIs 7 B o 374 % SNRIs >
4o Duloxetine > ipfrensag &2 4 2> FHREFRME L 2 £ 5 7 HR[4R
* LF i (6.11)] -
$#ZE & F &> # % Duloxetine FiE§FE Bl &2 Tk § R[4F 4
%‘?—%?H&’—i’é% AL FAHEGI)] -
;ﬁ’z:}f — A s 21 X (B pE ) F
duloxetine GURMET Y a‘—*» iﬁ“" i & ﬂ
»*?Fr*s\;’nﬁ&mf,( 1.5 ) 3 7 4
Bk, wid BRI RERLG 'ﬂﬁ}
(FZEBFERMMEZ 2 )DFHET ?*
level) 2 20 mg/kg/day (% % F>*32 3 8
8.4 XA
2418 i 4-¢r Duloxetine + # # & # i Tosk % s + ¢ ©5.9% (143): 65
g; 11 4 e 1074 i 427 Duloxetine + # # % Aop ¥ B4 S0 ?’&% Hok
e 4 ¢ > 33%(357) 5 65 itk g 01761 gEr b gk
,Lm}?:,’\ 45 7.9% (140)5 65 & 65 b o pF Mg B AL B
,%ﬁ\;};—, L}g_;;a BEF R AR ik e ﬁra}gm T oiprEkE }}% A gks&é,;.,}%
AT R RS L R BB TR RS LG IR L E g L
Fieg A B e EE#“%"‘ Bk Eop A HE P SR HRF - SSRIs £
SNRIs » # 3 Duloxetine » £1& & g5 + (#3047 2 2§ KB k&) R
FIEFOLLAREICG M [FREFZ A iiiﬁf?(5-13)]
BT & A %’fq‘%;é% 2 feyp 47 ¢ 0 g mie * Duloxetine o 2 /?5 A 3p
AR LAY G ORE SRR S o R R e Db e 0T B 4
Bt B o ;aﬁl_}k R T R E SR AR e B E R s L TR
FREFF I ERFOFHE(I B, EEREEHBIAE) Ba b
Duloxetine 7o 87 B » £ #0 4c & L g ] P B0 2 F 8 0§ i 184
AREFRe T E LR L (SR EE2 _,e.ixwf(s 3)% * K
1¥(6.10)] -
WG REE 4 (6577 R)E ER Y E L (3250 &)= B x4 B
duloxetine 40 mg cn# 24 § o - mLEH 2 F A F 3]’:5};;5:5& i3
£ bz i b £ (AUCHRE (4 259) £ 2 Bt &4 [ E 9 4]

s 90 (= R)%- gt &
FAGE SR Rk E AR

P EE S EY AT AGD
ogﬂ; it * §_# 45 mg/kg/day
T 2 A‘ﬂ-_a_

B SN & (no-effect-
ERAE) o
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R BT R 0 2575 k2 P 0 uF 2 B gnEE i 1 K
%> A L ES L TR TS B RM - LSS A B AR R
FF] A

Floh f FIp A ESREHE

8.5 .5

44§ 4z duloxetine £ % #pAp i o B F FlE A EHE o

8.6 L

E) ~’.§Jﬁ  duloxetine # #8+ # & (AUC)% & i< 1/3 o 4t @45 7 E R R
2 .

8.7 #&%

WARGEAERR% > FLREHES S PPP -

8.8 " it Higk

A7 A ﬁ&{},% A H#-p % duloxetine ik ;nff#“f 0B LA I HEEY B A

it [ (Childe-Pugh Class B) + - 4;3. Duloxetine ¥ =% #| & 20mg - # &

¥ag ﬁﬁé&iﬁ-ﬁ&é‘q AR ER RN EELEFN1E % A2 EAE

(AUC)H 4v 5 5 o B2 fR 974 TL?},’;‘? A2 ﬁxrﬁn js’,l:‘)i"' R ,,é Ap i e 8F

AitprAz X R PREETFELY I B[FRY 27 JEL1‘ﬁ§(25) Bz

LREEWEGLY) -

8.9 ¥ T #a Hizk

Duloxetine i * »* & #f §%A % (ESRD)s « 2 T4 5 *T - &4 Duloxetine
H=aHE 60mg X £ FEEL REFTORY THE "f,ia(ESRD)‘@s A
# duloxetine # & = Jj"(,&lﬁ*iﬁ/ﬁs%ﬂ SRR #Jﬁ 510 %m

_r HoooEEe L R B e o R L R ? A& PP (4-hydroxy

duloxetine glucuronide £ 5-hydroxy, 6 methoxy duloxetine sulfate > = ﬁ

'E]'\/&J}ik d)en 2> j’f&fé (AUCs) YA A 7T-9 B > 2 AR N

:ff»—ig ﬁ oHMEG S ATRE  ERIPATHLRY (T

B 5 30-80 mL/min)$t duloxetine Beif & & B F R F (4B * 2% £

(2.5) &2 A3 ¥ H(5.14)] -

OWH T 2 i1t (1}1-«‘»%&%‘:;‘1)

9.1 g

B 4% ¢ > duloxetine 4 f1 ILAF ® v L MAF(4EAE B HE S EY o o

H R AR R g Duloxetlnemﬁﬁrﬂ S M o TRk RSk 4 LG AR

Mg lmop A B2 FREF L R0 0 RERB I DEHRAE S fRA

giew f—ﬁwi’“_‘ ST GARGET S PRF 2[R o Tt T‘?E’T/(% "‘v‘*ﬂfs'f/?'v

LEET %47"53’:”");‘5( Bt i U ‘”ﬂﬁfﬁ’v‘ C X ERE L E R S EY

Duloxetine o (4 @ MR EF a2~ R EH 4 - FRES F5) o

9.2 4 BfrwIBikigld

ok BUE T enEE iR 3% ¢ o duloxetine A B w1 E 4 R dF MLV Ay o

10 FREEE (k2 prizf)

10.1 sk 2r e

L% 0%} ?]HHR&@”;\ RS -k ST RE T I ST

B EIREHEE >+ F H IR duloxetineif £ > i at & 6] ¢ A E B

%1000 mg- PR i & m/;g,q)cﬁw{:b (# 3£ H #BPE* duloxetines & * @ )&

FRE S G A FREGE S RRE T B B o REE KA B F

B vl o

10.2 i§ £ ehige

Duloxetineiz 3 4 % hjz4 &l FHF MM F 2w B H &Y B ¥ LisR (0

WEH) 82 EHIREHE

s

4r i3 cyproheptadine % /& § -5 LR
st L H v EH R s ko

g1 L oo BRIk

FE et o > 23 ; FEHRFAEF TR opE S
£ ¥ ft_"—‘i":liﬁ"p lﬁ'%'

et o HIRE (5 F A K 1;1&,1&@;, S
BT o r IV R F R o

EER T F sl duloxetine st § % s T o A B RT3 1 iMAUC
HCnax )13 R A FEAEF L Fehf 5 Lo d 2t duloxetinesh A i &8
S Ft R IR BT RS otk e BT m R .

B RIRER R YR S HFE R T At BRI DT AIRY & AT
# e EDuloxetinesg 4 > AT §IRT B E = B EH o LR
ToZ R R /A BB A OTH T R TR PSR ES

B G SuE g RGREAED %ﬂ%&lﬂaimﬁﬁ®£$#
I EOIF T BRESFE Y SRR FER T
;}l °

11 B

Duloxetlne(duloxetmem B ﬁ !i i;) FUREBPLFAEE T ﬂ?—% i
4z Fr 4] A (SNRI) % (+)-(S)-N-methyl-y-(1-naphthyloxy)-2-
thiophenepropylamine hydrochloride » & & 38 4 CigH1gNOSHCI > & + & 4
333.88 - Bt

4o

Duloxetine hydrochlonde L9 9 T ke ¢ hEEE 0 MR K o

%= 9% 7 33.7mg & 67.4 mg duloxetine hydrochloride % ;3 "2 35 A
5 4p 4 > 30mg & 60 mg duloxetine » &+ 3 AR IERD 5 POk B

PORRIEE T EfE o

12 i FR (2 e f)

12.1 i€w M

Duloxetine »* % # énfi B 8 ~ ¥ 1R it A #r 4] 2 b R errE g (F% S v A
o fpipapa T 2 H B 5 ¢ dRA 2 5 F 4 5 2 (serotonergic) & § ¢
ﬂ;]l—% 7& 1 (noradrenergic)j B o

12.2 #» g

e © R AT duloxetine 7§ sl g &k B R hE e s
u ] 5 h‘?(dopamine)_&n# ez 0§ ¢k 2% & 7 0 Duloxetine ¥ % = &
4 (dopaminergic) ~ %} HJT\% 14 (adrenergic) ~ "4 14 (cholinergic) ~ ‘e % 7%
1+ (histaminergic) - opioid - glutamate - GABA # % B & k8 FH & 4 -
Duloxetine # #r4| ¥ =% i ¥ (MAO) -

Duloxetine & ¢ # 5/ if 1255 4 (urethral resistance) sh#  f547 © & s ¢ IR
* Duloxetine #p &% 4 PR Sk B G b Bk B S L A B e
Y e

123% 584+ &

Duloxetine z_ #* “!f L% 8K 12 o) pF(8-17 | PF) o s A
BUFERE ST o - P E 3L P EE L #,&Ji - Duloxetine i
g B PAS0 B {75 (CYP2D6 # CYPLA2) it it -

Bz & i — v JR duloxetine hydrochloride #xjc 4% o B 4aek e 2 @ i
WBPERF (Tag) # 2/ JREL 6/ PFF E 5B ﬁlﬁ;‘%li:(cmax) SRS
F duloxetine e s kR - L S U BEEF L RRADPFR > d 6
PPEE D 10 ] B T R Y »]'zﬁi)}ﬁ(AUC) % 10 % - AP S PRE
9t b PR 4t & duloxetine ewofc 3 ) pF o ® B4 H i B 5 1/3

0 A R T 355 1640 Lo-Duloxetine &2 4 # 5 4 §-v 3 ...; & (>90 %)
1 &9 39 % ap-acid glycoprotein % & o & k= =& duloxetine & #
O] &ﬁvn’ %L FH i 3 (8% o Duloxetine &7 s ;’fc;,sg LA LTS
u— wRER ‘*fs

g oy — 4% ¢ R MC-H e g duloxetine - #7 5 duloxetine *t 4 4 2
i 2 R A KF J‘Jt P 3%t R B duloxetme % 7= duloxetine
RN iﬂiqu ¥ 5 “drA & - Duloxetine i & # 34 > % & 3£ naphthyl
ring 3 it > 2 2 gengrdriE- g it o248 > CYP2D6 & CYP1A2 %
GREAD naphthyl ring § i o 3ti i]{f)’;\ Jenit B4 $ 5 4-hydroxy duloxetine
glucuronide £ 5-hydroxy, 6-methoxy duloxetine sulfate - 3 % /kiz @ % R
ALY S IR - B RHAFRIGd TR - TSR (<L %)
duloxetine 2 & 3| # g A £ 4 o % 384 (¥ 70 %) Duloxetine 12 i 34 4+
HhRE D 0 ¥ 20 %5 L i £ 0 - Duloxetine S5 R L R ey AFRA
1B ABtH B F LG duloxetine (@A o

3% # > # (73 17 ) —Duloxetine £ #_ # J]%/k}i: a3z i (7-12 k&)

b E (13 17 )% & A4 ¢ g 020 0 Duloxetine L 3548 Tk ik & 52 ft
PIEZLE G ENpHEH A LS 30%

iz $0 41 J HC5Y 42 4 ) eh duloxetine 48 Tk B Bk R 4 84 38
A A TRLERDIRR RN 0 2 D RAZN S A SRR PR

_%Q%]F\ yﬁ§
L&

N
% “%“‘\“ o
o

DI B \“‘

TS

B

13 fepH4E (fi’e%fe;af\‘-)

131 RAHE - RREE LT3

R — # duloxetine 2z » & 4~ ¢ ’a}}‘u‘i v Bl BiE 2 E g e B
PE* duloxetine ¥ 140 mg/kg/day (5 %= | 3Zen 4 § 5§ £ 3% £ [MRHD]
120 mg/day 13 & » 12 mg/m2 3-8 g@ > RIFm e wjl'ﬁﬂ;‘! ekl K Aapl
G A de G R 6 B3 i % B Rl B 50 mglkglday (5 4 ) % i
MRHD #31 &)0 244 ] g EJR* duloxetine 3 & £ :£ 100 mg/kg/day(;;
%4 3% MRHD 012 ) ’;\Iﬂ.“ﬁﬁ”’z} EE . P

¥+ BJR* duloxetine # 3§ & £ £ 27 mg/kg/day (5 %+ )} 3% MRHD
hl ) Az KRt 36 mg/kg/day(P | /rﬂMRHD 1.4 1)
wORH AR A 5 o

R — M R R 1R (Ames test)BE 7 duloxetine 2§ R R #1
ES-E 4}3;1‘. ERCAEE  FNE AR ﬁ%‘r’éé% » 7= &g 7% duloxetine # ¢ & %
R R gtk ) BT R R TR RS AR R E%




(mammallan forward gene mutation assay) > £ 1 4~ & (Primary) + &5+ m
it 7 4R b 283 2 DNA & = B 2 (unscheduled DNA synthesns uDs) -

T duloxetlne RAAFEME Y B R e AP R ,«r;gﬁ_r

duloxetine # € 3% ¥ wm e bk L & 3 3 o

A7 5T —few R ﬁoﬁﬂ o ozex B vpx SR duloxetine & € i 45

mg/kg/day (3%3F &4 MRHD 03 & » £ umgim? 23+ € A#)» 7
*%ﬁ 2 e 4 f;,; 4 o

14 Tomk ok (%2 prizgt)

Duloxetine z_ s e A FE= 2T 7§ 7 § LI H PR

o £#E(MDD): & A # (Fh 4 BAEly f,ia%; 21 AP FER[FERFE
&1 (14.1)] -

e RAMERE(GAD):3 B X A mp s 1 B A ki 1B
iz FrreEoel 2R[LRRFERY (14.2)] -

o BEARR Y EA 55 (DPNP) 1 2 B 38 1235 2 & A RBR[ SR RA FR K
(14.3)] -

_,(

o Gaveg (FM) 02 B 2 4 325 (4
(14.4)] -
141 £ ¥ %
Duloxetine o L WR(MDD)shf 2 > 4 BEEWS S B ~ X EHER - F
THEOFHRET  FRF RIS EFY )%*(1883 ) 2 @& DSM-IV
B ﬁ‘?«&wﬂﬁ 27 2 B gk 4 WEH A 2R Duloxetine 60 mg -
- F(A Wi 123 2 128 =)A & FA(S Y 5 122 =3 139 =) S8 9
T % 3B gp AL~ mR¥ Duloxetine 20 mg «40mg - % = =
(Aw s 862 91 .:)*ﬂﬁfm(sgl ) BB R A BER oA
%~ % JR* Duloxetine 40 mg & 60 mg - ® = = (4» % 5 95 =% 93 w)*«e
B3 ) 28 8% - ¥ Ba@pMT > & p AL ALE 60 mg ¥ 4% k3
2384 % ¢ o Duloxetine v = F#| L & F kv & B %% 22 HAMD-
17 (17-item Hamilton Depression Rating Scale) i, 4 (% - 2 # 5 1-4)ehik
AR GG R IRE
AT TR RS e R R S E A P SR R G I g A ch
AAFEEAPE R DEE -

- EWARRIERRBEILHER -

HA 3B E 6B ERETEFRRY

3 &R R E : HAMD-17
FREM | BRE oy mas | §AERL BT | KT EMELL
#(SD) | B H% (SE) 3(95% Cl)

1 a‘;%gg;‘a(‘io 21.5 (4.10) -10.9 (0.70) 4.9 (-6.8, -2.9)
., % 21.1 (3.71) 6.1 (0.69)
2 a‘é"/’égs)”be(m 20.3 (3.32) -10.5 (0.71) 2.2 (-4.0,-0.3)
' % g 20.5 (3.42) -8.3(0.67)

3‘3’%‘3;9'3(20 18.6 (5.85) -7.4 (0.80) 2.4 (-47,-02)
w3 3;'0;3;29(40 18.1 (4.52) -8.6 (0.81) 3.6 (5.9, -1.4)

% gl 17.2 (5.11) 5.0 (0.81)

3‘3’%%;96(40 19.9 (3.54) -11.0 (0.49) 2.2 (-356,-0.9)
&4 3‘&"3"‘3;29(60 20.2 (3.41) -12.1 (0.49) 3.3 (-4.7, -1.9)

% g 19.9 (3.58) -8.8 (0.50)

D: &3 ; SE: ##1 ;Cl:
EHE2 FHREEAE-
A p ARz B T2 EnE E(F P R4 % @A) [Difference
(drug minus placebo) in least squares mean change from baseline]
Prizt b BE RS FAZ AR

BHERR L AEHERNS 7 AN

V- Tk #s&? 03 533 =@ & DSM-IV ¥ '&?é’@’fi’fﬂ}mﬁl‘#ﬁ-x
Duloxetine 60 mg - % — /s » 3t 12 iF @ *xﬂ’si\&wr&%ﬁﬂ H ¢ 278
PR AHYE R R R B(RRL B A 1082 % 12808
T A4 % 0 HAMD-17 3 4 < 9 -~ CGI-S(Clinical Global Impressions of
Severity) > #<2 2 3 * & DSM-IV 2 47 & {15 3F) » ol A S A fe 2
4 3% Duloxetine #p I A £ /5% (N=136) ¢ % A/ (N=142) > 54 6
B Yoo fpdtE A e m 4 o Duloxetine i B e A 2 B R F hpr
R %Mﬁi (M- 232%5) - BErAsFTH5: &% 12% CCI-S »
Hip e > },ia 2. CGI-S » #cdf 422 4~ » 2 @z v B E B L DSM-IV 2

10

SEWREERE S XPBRRIC G 2 T as vyt pLosly

PE 2R o o Duloxetine $f e 4 € Wk g oocd AT o
Bl - ~ @ * Kaplan-Meier 3=/ 2 42 4 5 * R 4 § 4 +* (MDD Study 5)
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Duloxetine o f B 4% B %k (generalized anxiety disorder, GAD) e %
IBETHE P Fp  CRAFHBERE 2B7AFRE

ﬁip CEFHEHRRERET  BRH AL CEFL B A(1883 K)o T g

DSM-IV # %R ;£ 4+ & b 5 (GAD)2 1218 -

o BT EAE F?&Eﬁﬂ - BEEMEEGY o AhHE L 60mg - % -
S EFaEPETE T e AR D 30mg - X - s iE 0 £ A
£360mg - % - = o 15 % 4§ F SIS RAE o ¥ - BT AR

Sz Ak HIE 5 30mMy- A- K AH- %o RFAFHEL 60mMg - % -

N

- BT R A R EE% v 2 Duloxetine m)i* = (Duloxetine # & v # & 5 60
mg - % - % (N=168)# 120 mg - % - % (N=162))& % ). 9(N=159 z
N=161)z B2z 38 10 « 27 B FRIERBHR Y > R BRL L3 H hT

=% E 5 104.75 mg/day - 'Hiﬂﬂ #5 v i Duloxetine #| & 60 mg - =
- =% (N=168)~Duloxetine & & 120mg - * - = (N=170)% % [ #| = (N=175)
o A 91k o BEAX 120mo/day B AT L F Rk L EEIRE T <
*+ 60 mo/day #| £ § Ffh b E e
&= B@&%?  Duloxetine ‘“ % & & & ¥ > & B %% £ HAM-A
(Hamilton Anxiety Scale), ~ (# 8 2 #5% 1-3)2 SDS (Sheehan Disability
Scale) s %8 1 it #Fi’ At EARR s R R ESDS E - A & N anT
e pr ra ;g, AEPFRALE 2B RUDRR > 2 B R a0
I H 0 2 2 FBRF 2 E R o BB TG & o
v @ Féf@»xzfrsm i & DSM-IV-TR ¥ % & 1442 £ J6 ik (GAD) s ¢ -
B 26 iF Bt ieadsdn s ¥ 0 # % Duloxetine 60- 120 mg - % - &g
-‘Ef(’ﬁt‘ 429 ¥ B AR E RS G R OOCK )E%(L%: PR RE 242 % 26
FRETAEEHAM-AG L p A BHSE T 50%r % > 11> 2 CGI-

¢z i f2 & (Clinical Global Impressions of Improvement)4 #c 3 1 2)””?3
AN A e X M ur R E Duloxetine i 2 (N=216) & % & # =

(N=213) > 22 R o L3 A4 - SR A fechys 4 7 T3 %Mt
FORoRF B 0 10k o 2 LK G COlJeEfed 20 2444
I>4 5 2 gy EEA SHAY ¢ 1 & (MINIL, Mini- Internatlonal
Neuropsychlatrlc Interview)Z ¥ 3 R LB E R E(RFHRF L& 7] » ¥
Jo) & FlaE L pooa Bk a o ApEROYE R B ro Dquxetlne e TR
AEAREMERRERFOET AN P ERE (B 2 25%4) -

FHEHMEAFTE AT R EFFIESLSEE G R o

i * Duloxetine i %> 65 fk B i1 K % );"*iéﬁﬁif"‘ oA

10 T2 MEFAFIEBED 2 FHHFREHR > H Y fep2pt 5265
Fr @ s R EBE DSMIV ##rz & 4 o Wpi LIIE R R

30mg - % - = WA T RRIRHERF AR RS R AL
R hisRE 2 42 T P EL 30mg R Be-HB LI
120 mg - % - =t - =yt 58 10 ﬁ%l’im%ﬁﬂil}% A Brig * enl 32k
3 50.95mg- i * Duloxetine iz 2 7 £ (N=151)# i¢ * % 4% (N=140)
4t » 2 Hamilton Anxiety Rating Scale &, 4 B8 § A4 T % 8Lz T 3ag
L mAEE e d (2 82 @5 5)

i F Dquxetlne Tefk T-17 fR B A B B SR A 2 PLALFE 23— 1R
REEHER 2 X RAAER B H Ptk L4495 DSM-IV 2875 R
HRERRL IRP LR

ALY AR S 30mg - X - o A i o R RTRA B F BT
Hepsh F B2 mtx it 3Frid = 30 mg 23+ Ei2-HA2 31 120 mg
- A - e A A 10 FnH L A TR F T i:%]# 57.6 mg/day-

it g ’&E‘r

£ 7
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SR AMMI BB 2 EGEA R 4 [PARS]E 7 R LM E B

z_ B R34 > % F Duloxetine (N=135):c & f2 & % FH(N=137) (% 8
2% 6) -
EFA CRAPBRERRERHALR RS2 #,Q o
EE¥ L300
B3 ek THARRL | AFR2Z BT (oI BRELL
#(SD) + 1 thi i (SE) a(95% CI)
Duloxetine (60
m:/‘ij’fy;ﬂe ( 25.1 (7.18) -12.8 (0.68) -4.4(-6.2, -2.5)
w1 -
(HAM-A) 3:'%’:;;[}6 120 | 551 (7.04) -12.5 (0.67) .4.1(-5.9, -2.3)
& A 25.8 (7.66) -8.4 (0.67) -
! Duloxetine (60- 22.5 (7.44) -8.1 (0.70) 2.2 (-4.2,-0.3)
#5% 2 (120 mg/day)®
(HAM-A) |2 g 23.5(7.91) -5.9 (0.70) -
Duloxetine (60- 25.8 (5.66 -11.8 (0.69 2.6 (-4.5,-0.7
#% 3 (120 mg/day)® (2.68) (0.69) ( )
(HAM-A) |2 g 25.0 (5.82) -9.2 (0.67) -
:xg 5 [Duloxetine (60- 24.6 (6.21 -15.9 (0.63 4.2 (-5.9, -2.5
(iﬁi ) 120 mg/day)® ©.2) 63 ( )
2 Ml iy
HamA) € R 24.5 (7.05) -11.7 (0.67) -
#% 6 [Duloxetine(30- 17.5 (1.98) -9.7 (0.50) 2.7 (-4.0, -1.3)
o 120mg/day)b
(524)
(PARS 1. s 17.4 (2.24 7.1 (0.50 -
for gaD) ¥ B (2.24) (0.50)

z
ESREN

SD: %% ; SE: %% ; Cl:
HEREEFL SRBITAE .

p ARt 2 b T2 0@ L pE(F S R4 % A [Difference
(drug minus placebo) in least squares mean change from baseline]
R T R & [EXE R Y

B =

BHEE L ASHREN 2§

% Kaplan-Meier =& 2 @3 5 £ R fi @ 4 +* (GAD Study 4) »
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Duloxetine 145 s  i#4 (575 % (DPN)3 1A ehid 5 o o > 5 2 B AE
P12 BR CETEA R ATHE PRHET °Fé‘¥%§\1‘? ‘L P %
Fop % A SR 10 6B 7 e A 4 o 5 2 32 5% (DPNP-1+ DPNP-2) £
ek 791t 4 > B ¥ BO2 i 4 (75 %)% B S8 iR E o S8R g 4

B3 %- 3852 AR ZEDEE G AR LR RE R S
1240 35 5 % (painful distal symmetrical sensorimotor polyneuropathy) : > 6

B2 e 11 4 £ 4 (11-point scale)e=fe s ¢ AR > &4 WL 04 K& H 5 o

710 AR E B o S BRERE A PR A A EAERL> 4o *fﬂ PR *
Duloxetine » & & pF i35 % JR* acetaminophen» % % 3 § 4 25 o A
B R EE BRI P R

B2 BB i Duloxetine 60 mg - % - K& - % = &% A )%‘7‘{0

#% — (DPNP-1)ig - # 1 diz Duloxetine 20 mg & = &) i o2 - FZk— =

ek 457 i 5 £ (342 =R * Duloxetine» 115 i JR* & [ &) :#% = (DPNP-
2)% fz 4334 =5 4 (226 = fR* Duloxetine- 108 =k * % g #l)- Duloxetine
60mMg - % - - X = Iehin e BMEFY AT A A p ARERT
SR M BT o o S e 2 B e G A dp ARSE T Y 50 Yot 4t
bl o M= % Ble BT 2 0B scd AR s A0t b o AR Ei%ﬁ&mfﬁ-&%
TABEREFEHRSZBRAETE B KERIFTE BT AR
A2 Ry SO%rm,;; Aos E ZOYE BR G L ARR ] T SO%m.),;q Ao

11

=
7T

A ﬂ;ﬁ;«mé%m;,;ﬂ CREAAR LA G 0% F E A ISR -

FTTREAR R YL ERR YT FER AR e
W=~ 4o 4 2 24 ] BFS 300 o AR R GBI R 40 & FBATR % F S fRin
Jﬁi"ﬁ’v\*L(éﬁﬁﬁ—)°
100
a0
—+— Duloxetine 60mg BID
a0 —=— Duloxetine 60mg QD

—a— Duloxetine 20mg QD
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We ~ dpop ¢ 2 24 ) P T 0R f Rl A AR RRIE T8 & AR R R R f# D

J - N £ -
R CEEE
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L .
—&— Duloxetine 60mg BID
—&— Duloxetine 60mg QD
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14.4 & avreq
Duloxetine 43 4] 4 ‘@3 (FM) e »c 5 BAEs ~ 5 ~ T EAHE - AT
B EOERET o FHEE P L EREBREE 4 (American College of
Rheumatology)z. s S vvR S ¥R B (3245 3 B % 11 enfg L 4R HpL
f 18 B aF VRGBT 11 B b IR g ) A }?3 A oFM-1 3#% 5 #
ENiR ’“"1(9—51‘4)}?7’\ o FM-2 25 5 8~ B2 "1(}"5""'”1?3" - %25
% k% § LW (MDD)E i ¥ FM-1 2 FM-2 385% & fcp 874 oy
A5 Hd 541 (62 %)% iR o 11 11 » £ 4 (11-point scale): =i ),33 A
oA E 0L RERR M 10/’:\;)«{:&}* VR A RS A S 6.5
o
@ i 3#5% % 14 Duloxetine 60 mg - % - st &% %= 120 mg (& FM-1 % » =%
HES LFM2 5 pHE-RELE)HTFRA R LD 6 B A
¢ > FM-2 gfet & 3 @ 7 4 Duloxetine 20 mg £ % A& (7 - §i2 o
FM-1 & ek 354 =5 4 (Duloxetine 234 = » % g4l 120 i) » FM-2 (5 %
9 12 95 %% )% fc i 520 i ¢ (Duloxetine 376 i » % 4| 144 i-) -
% % 2 Duloxetine 60 mg & 120 mg /s kv A F ® E st g R awcd p o
éﬁ&f‘l}ﬁﬁﬁa%’éliﬁﬁfﬁ ’ ‘T’ig"'cﬁ)?&\#r.p’ AR x%4 ~ 50 %m)ﬁg
#p L LFF MDD £ ¥ RETIA R KA 0 &j MDD
ES )}%ml,% AR R RE T ﬂe$19 I BR AT AR L ALR D
P Aol BRI L RBENEGRRD RAMBFRIS AR A R i
EHEAMPE BN 5 0 RAARR L 50 Y% & 0 x BE T L BA
TP ARR L3 B0 Yihph 4 P o AR B R B RESRp 4 0 LRE AT g
AZR G 0% Fup A 3tinf ¥ - G TR AR 2 SRR T
FREARFE L AR NERS L (R AR BER
Fibromyalgia Impact Questionnaires) * j * & #:c§ & % £ 4 (PGI)* - =
B35k F A BF 120mg shek F e 60mg > ¥ R E OB B B S R AR
B2 5 L5k T B

e 7
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RS0 R R E AR R R A BARR R PR

LF A (FM-1)
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®-

#—4—+ Duloxetine 60mg Twice Daily
=-u-u Duloxetine 60mg Onee Daily
% Placebo

Percent Improvement in Pain from Baseline

SEBR AL 24 L BT 30 A AR IR I L BALR A A H S

LF A (FM-2) -
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© e . - .. . #-e-s Duloxetine 120mg Once Daily
i - 3 g =-m-m Duloxetine 60mg Once Daily

304 — = ._‘\\’ o-o-0 Duloxetine 20mg Once Daily
] o . %53 Placebo
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ek s F - Bk 7 B ikt (open-label)sh 3V > 44t Duloxetine 60 mg

- R - ERFIRRF i
2 60 Mg Acdpin ¥ g 8 ik o KM 0 R

4 ¥ % Duloxetine
TR A e

AABEE R

Duloxetine 60 mg - = - =t &* £ 120mg - = - =X PR > N Finfk o #

HEEE ST Sy Ll RN CREY RO Lk &

DR 8 sk Rk

P kR A D 'R 30%) 0 12 h 427 54 4 4 Duloxetine ¥| 120 mg 4p $

LR r+ = U4 » Duloxetine 60 mg > & 60 ki 5 kPG B4 {
S E IO F BRE

15 &%

R R R 30T 1T .

16 #@ma ¢ &
16.1 * &
Duloxetine 3 "3 & &3] > H&HE ~ ggd 407 ¢
2
ik
30mg* 60mg*
)3 g,e’/}%;.f E4 v & %4
kI Y T g =
*#p 4 >t Duloxetine 3 £

16.
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2 ¢
¥ g : 4-1000 4 PTP 4E o ¢ % ©
¥ g 1 2-1000 4 PTP 4ra ¢ % ©

?gm)ﬁ;%‘.ir:;ﬁ/\ E

#Ep 4 @B TFDA P chif ik (7 4 %)

PRZLERGT S —ERp A ‘%"ﬁ“%‘%é’ﬁﬂﬁﬁi? VIRp A
.E.E]*’L’f"mm‘ld‘m’;ﬁkp/rﬁ‘ﬁﬁzrﬁ‘gf' BB p&"“«ﬁf”?j_l’
B FEA R ARL gk [FRAct=%F > 8332 /—Lii?*&”@ 1)]
Duloxetine % & 5K > 3 ¥ w2 vk ~ @;fwﬁz S R LR A
FHEGHMIR ER AL o 1 i R B S R o

4 — 4 degp 4 o g ® Duloxetine i e 4 ¢ 0 B MILBRE SF
R AT §RE - ERp L 0 ¥ &R Duloxetine pF i A

Fh L IEAR RS RS AR R T N AT ALY
FEFREE R - L BB P RLE R
APk T e B E AUFRRAE G T it & i@ * Duloxetine PF & £ 45 M [
LEFE A LEAHE(G2)] -

JEPE — 82 2% Duloxetine # § o liEp St AR Fde i 4 @ A endf o
& * Duloxetine &2 « £ P ¥ it i S €97 T o Flpt > < 5
shy 4 2 FIRY Duloxetine e [$REF 2 LA FAWG.2)2 FH 3 iF
* 4§ (7.15)]

S AT N B B —'rr‘l)?f, AT AL ERE AL R 2
BEDL G XPEWLRADRHEAFHR 2 EY A B gn
% $»{v Duloxetine & * {4+ i 4r 3 Duloxetine i = &% $ 4 M u B en v
e [$REFZALEAHF(5.3)

= F R EiEE %t s Duloxetine 2 H i i A B EY > ¢ #
triptan ~ = % #2.4 #| (tricyclic antidepressants) ~ fentanyl ~ 42 ~ tramadol ~
buspirone ~ tryptophan - amphetamine # 7 ¥ i& #(St. John's Wort)

Ao LB Pg L FEREREHSR G [FRELF@) B2 LR
1;5%33(5 4)z Fi 2 5 i §§(7.14)]

FArgm A o AP M IR B > B A @ R AL R e R (U
Beds s oA ~PELE fH) > pRAEAD(oopt FE 2 RIF T
A NF P MIEEF) A R FreR(blde t R A L
PERF S A ERN) S BORE AT AR (Ao R~ R) o
PR A AR 0 FONREEERGE TERFR R -
2 ¥ de —p 4 #* Duloxetine 2 NSAIDs - aspirin ~ warfarin &
g% Bk F B S o FURle PAR 0 FIRET P ES 2
’ﬂ"F F3 E ot A #iﬁ«f"—' ?hiﬁ‘tu_ﬂ_ 22l WL [%‘#Eﬁ,g‘,%i pER
T (55)% HokEt s #(8)]

BREAEF B— fr}?‘a4 » Duloxetine ¥ st 2 e A B F i - SHh
Ziﬁ@vnhﬁ,urm,r@‘n?,hfa45,”:;‘_«;?74 v EH A ke SR
A \rﬂ*%/§~ﬁ)ﬁ cRERE RN R BT
—;5»?3517 TAVE j\f,,ul,e[b’tr}iggl,__&iiﬁﬁ}“(SG)]

BE—wvityp 4 0 B Duloxetine ¥ it & sE A ~ FH B LR~ B
EEF 2R Rk~ AR BB FF 2 RFERRT M TERR
AT L FA ARG EFEE T &% Duloxetine [ 2 &
FEALEREWGT) -

B S SRR P H — 5 F Bk hgp 4 W 4 Duloxetine i 2
o A e R A R PR G (Dlde D p BNTOEY C ERREARZ B
Wokp ) o & Ao 4 RAARE R B R iz St 0 bldet B4 X
W~ BeE PR PERL Y TR E W TS A %ﬂi‘
AR A R ES S kﬁ[éﬁ—iﬁ’gﬁfi,&iiﬂﬁﬂ(&&]

B g F R — 2 e 4 R* Duloxetine 7 it § i i Itk 0 F)
AL BAEY T R F R o e 5 2 F AR
AIFER SRF R B PARLEL R E LT R ET P RS R
ol *7’F’“4’r*r/rféf B&ff oL p e FR2 peFF op L7
YRR A MY R P ETE S G R &5k (angle-closure) > 4o % £ B ¥
TR B B ARIE (el ) o [F R EE 2 L L F T (5.9)]
BB~ A FFORRA LR R PR [ B

% 77 (5.10)] -

m R 4
T 4 E 9 (5.10)]
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e
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;2 & > Duloxetine ¥ R A FLE

TET

B g2 heph o #E D AR S RIRY ks 58 OTC #
Foe FREL FLARPEFRTRFIEF T E (SR 3
P E(2.7,28) #LF@.1) EF 2 LA AW (5.4,5.12)% Fp 3
e 4 (7)]

o AN — 2 dop Ao SNRI 2 SSRI ;% » & 45 Duloxetine » % 2 2

ok g0 A 4 MR A i SRR [ L BRI iiiﬁ}“(S.B)] o
PR G R W pp—Edkop A R F R g R R R
x4, %95 (5.14)] -

Duloxetine f*t - 487 it § B enBEH o edrifp 4 FARE P b
PRI i e raaFpb E O RGFLEFRALTAR(G.15)

M
o ERWEFL o it
2aFE R -
.ﬁpg:;,;; A A dhE - 2 @& % Duloxetiner ¥ iy § # I A {8 Mk eh
b H e BT A AT CEHFE R R LD AR L F e
/r'}%'fr /g’ﬁk"‘m’i Y% oo
e BRPLRAE L o Bl LA HE T

Duloxetine 5% #F PR &3+ 4 1R 2 PF R
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cERFL T MERBE A T HNEREE D A& duloxetine
SURLE R % o [REFFREEY FiF(8.1)]
o e ¥ —i2k @ * Duloxetine ehef FU4F-4 P[RR a4 S AR E F L2
WEH 7 Vehliim > Bhr ML it 3 & RF R RE - [LEFREE
* E(8.2)]

© SZ# R % —Duloxetine * tinf 7-17 AR AR BER A L% 22
Hroes gE > o Duloxetine * 3% 3 2 5 £ 2 7 L5 B#fd+ Rfe 2 ¢
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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 -~ Triethyl Citrate - Talc -

0FME: 25 E-FE-v & ¢

Gelatin + Methylparaben ~ Porpylparaben ~ Colour Substance (Cochineal
Red A ~ Erythrosine ~ Erythrosine Aluminum Lake - Tartrazine ~ Tartrazine
Aluminum Lake- Sunset Yellow FCF~Sunset Yellow FCF Aluminum Lake~
Fast Green FCF - Fast Green FCF Aluminum Lake - Brilliant Blue FCF ~
Brilliant Blue FCF Aluminum Lake - Indigo-Carmine ~ Indigo-Carmine
Aluminum Lake ~ Colorless) -

60 X Mk i 159

Gelatin ~ Glycerol ~ Sodium Lauryl Sulfate ~ New Coccine ~ Tartrazine ~
Sunset Yellow FCF -~ Brilliant Blue FCF ~ Titanium Dioxide
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