, 30 ® s
e TEBE 50
30 mg
60 mg
% 059274 5. (GMP G-12819)
% 058356 5. (GMP G-12365)

Apa-Cymba Capsules

FREY T

PEfR
PHEFE T A & 2755t * Apa-Cymba ch 2R F o 2 FFF ML Apa-Cymba i+ # - Apa-Cymba (Duloxetine &£ 23 % )i © JR1& * o

B pRRAL2 S

%gﬁfﬁﬁgggj-fl 7B o

O | FrEfEES AR RBHHT LML RLLEE 75 (5.1)
O TR MELAE FLehEMZ R o (51)

i
Duloxetine 3 s if % # § 1 9tk £ = fedr I HI(SNRI) » # i
® & (1)
® F At i mi(1)
® Akt B A 5 (1)
® i i (1)
Bt oE i

REFD FEARS R

® Duloxetine — 452 - XPR* - =t 2 ZH RE ST o Duloxetlne TR BIR S A VRN R VB R o FRGIRE RO oA TR o
FRBTT-NRERERF > PIPE LR E s Y F T DIRERTEIRE o p R’ﬂﬂﬁ* epE N PR * A 2 % £ 0 Duloxetine - (2)
1 9, Acde A€ BHFHE BAHE
40mg/day - % M5 140mg/day (20m % 60mg/day (60mg - = - =t &t 30mg - % = =%

£ 45 (2.1) 60m?;/da);/* W 60rgg/dgy( 97 =) g/day (0ms ) )| 120mgiday
R B g (2.2)
YRS 30mg/day* 60mg/day (— X - =X 120mg/day
X & A 30mg/day 60mg/day (- % - =) 120mg/day
e iFtE (7 17 &) 30mg/day 30 & 60mg/day (— % - %) 120mg/day
KR ’% B 5 (2.3) 60mg/day 60mg/day(- = - =t) 60mg/day
e (2.4) 30mg/day 60mg/day(- % - =) 60mg/day

F A AT i 30mg - % - % b Aske Al E R (2)

AR E P AR A2t 60mg §FEC TRARE » RERABF MG L LF BL A E AP ME(2)
® i b duloxetine isf @ AEFR IR BIE MR E G RIS 0 MWL A A A¥TREK(255.7)

3 & A 2

30 £ 5. £ (3): # 1 = 4 Duloxetine Hydrochloride 33.65mg (eqg. to Duloxetine Base 30mg)
60 £ 5. " % (3): 7 i = & Duloxetine Hydrochloride 37.3mg (eq. to Duloxetine Base 60mg)

A7 A
$5 43284 1 Alcohol™ ~ Aerosil 200 ~ HPC-L ~ HPMC-606 (Hydroxypropyl Methylcellulose 606) ~ H. P. M. C. P-50 ~ Mannitol ~ Methylene Chloride™ ~
PEG 6000 (Polyethylene Glycol 6000) ~ Sucrose-Starch nonpareils 20~25mesh + Sodium Lauryl Sulfate ~ sodium phosphate dibasic - Talc - Triethyl
Citrate (TE.C.) (*#P8L: 2 R g E XY )
BE s 130 5% £ 5 Gelatin ~ Titanium Dioxide ~ Brilliant Blue FCF ~ New Coccin ~ Tartrazine ; 60 % 5. % % % Gelatin - Titanium Dioxide ~
Sodium Lauryl Sulfate - Brilliant Blue FCF ~ Allura Red AC ~ Iron Oxide Yellow

# &
& AR Hoky pEded#(MAOI): 37 & # Duloxetine & & i 1t Duloxetine is 5 5 % p»i¢ * MAOI finf#f4 B & 357 &i® it MAOI
ek s 14 = 0 > @& * Duloxetine l,r);&ﬁzé Ak T b 1 a e linezolid ipf & #5414 37 ¥ F(methylene blue)shys 4 - 7 7 it * Duloxetine

(OF

EgriaiEa
PR ERIEIRE AR
LSk C 4’, g, HoP
1+ Duloxetine ;5 % ﬁ%?
(5.2)

TR LR pEE 2 BB FJp L JRY Duloxetine 3 4 E M R E B Bahdpd o (6.3)

& 7 % i 1% ¥ (serotonin syndrome) : 4% SSRIs & SNRIs(a % Duloxetine)in i % » ¥ i & 4 o i Rk ¥ > A F F LHBIRY > R UL aE
## & 4 ¥ * H(serotonergic agents)(# 4¢ triptan ~ = k474 # (tricyclic antldepressants) fentanyl ~ 42 - tramadol tryptophan - buspirone -
amphetamine % 7 ¥ i #(St. John's Wort))p# % 3 £ 4ok Fafpind 2 o 5% & %L # * Duloxetine » £ = %353 2 3L kinfy - & FITek
% F & Duloxetine &2 2 & i % B L& H > o o 4 B e ik 5%—%.&nfixm)1 o P LR &rm);%fwﬁﬁ 5 5 4o W E pF(5.4) -

2 Hi Duloxetine = it # 4c #1 i #1h % o 5 * & * Duloxetine 2 NSAIDs ~ aspirin & # v ¢ # jts EH P> it &5 B s b % o (5.5
7.4)

BeE A K F & FR* Duloxetine ¥ it 8 4 e A K F a0 ¢ 325 % 2514 =z (Erythema multiforme)z ¢ 3 %°3& # Jg iz %% (Stevens-Johnson syndrome,
&So%%*—%i*ﬁ~m1&; CEERYE AP R EACF ek 0 T REIA P EE > i@k & % Duloxetine o (5.6)

i b Duloxetine ey @ P v B 2 sk & 45 D AR B O~ B S LG p\)‘g#f\rf\ggx:gcix}\mxa)ﬁx;/4\};;“* (5.7)

B2 A BR & E R ok b o (5.8)

ReoAPLF R} RSB B AL R LB E A H A R AT R - (5.9)

RO 1% Duloxetine ) it 2 0 R i L 2hps ¢ - (5.10)

A R R R 5;)%ﬂPF’“ e TR R e (5.11)

CYP1A2 |4 & Thlorldazme % ¥ £2 Duloxetine & #* - (5.12)

M A R M R R IR A 0(513)

Rk - (5.1)
3 JI; ?vchk b 4 2002 Duloxetine in s 4 @ o §o/p A AL TR G BT AL 9;»;1% b ER R R R R
Errnit & b ik )gam{ﬁ 6w %% A7 1L A& * Duloxetine~ Duloxetlne * 1,@?* Pied < B FpHE o A 2 R 4




© LI TP L S A L ¢ - (5.14)

® T RN WARY L THA x% # * (GFR<30mL/min) - (5.14)

® IR 4 2 s AR *“4‘%17\;,;5 B g dp 40§ BRLET W B E - HbATC £ s 4e - (5.14)
[ #&""xj&'&ﬁwﬁ; Ao cu HHE B ¢ % Duloxetine iy ig ke (5.14)

® RS RFY - (5.15)

BT
O B ¥ Lt 2k (L FE 5% 30 AL A RS B) R rgg\v;{f@»\ AL GAFE LS 5 F 0 (6.3)
FpL T (T

® Jiir d. 5 * Duloxetine £7 55 ¢ CYP1A2 $r4 4| - (7.1)
® & * Duloxetine £ 33 »c CYP2D6 #r+#|#| ¥ it # Duloxetine & # JE& 2 & - (7.2)
® Duloxetine 3 CYP2D6 % A #r |8 o (7.9)

PrREEY B
12 RS R 0 T 2 (81)

@ JitdEb DR HES BAEL S BITFRL (8.2)
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B pRALAZ 3
EWRRY o FRA T F o EfEES ORY REAT R AP R A ﬁ;mus BRELHNAN 2RI LB E ORY ARENE RS

FHUAMLESFTRLR ;@ M OS Rt 2 L8 AR SR WA RIf N &iﬁﬁﬁéﬁ % [$REF2 ALTAWG)] Rz
AR LA AR LB AP R R R KRR A AR AR R AR 2 wif1$1%$*ﬁ$vmﬁa#ww$(;EK?AAiiﬁ
#¥(5.1)]
13 b

o T [ 4R Tesk #o%kiF(14.1)]

c RAEBRERIE (%»mv@&;éfﬁﬁﬂ(m 2)]

o MR EA R [ SR A REREF(14.3)])

-éa“E{*@W&é$WU4®]

2% v g (0 priE)

Duloxetine B 5K o 3 Pl REE . p BB EZ MY E PN FHF 2 EH AR HIRIoIRY o NPT LB ESAWRAEL o2 T REGHT o
4o PR — A duloxetine » 3t gedAcF 2 WIRH o FRIBITT - ZIREFHT MBI OB E > P ET XD MIRERTLIRE o 5 b A RPN RY 5
& & § = duloxetine -

21 R EH R HE

Duloxetine ## p i % £ ; 40mg(20mg - = = %)% 60mg(60mg - = - = & 30mg - = = = g AT L s 30mg - X - SRR A Is o -
B Tl ARG HE I 60mg - % - % wa—@z;@%w BeE p B 120mg B R L AR F P AR L2 60mg T AR rrﬂﬁrbﬁ: i
Feodrirnrmiip ﬁ'lﬂiaﬁ 120mg 2 % 24t o TH EAFFE A TEF F R ST AT R 2 A § i hME o [ SR AR (14.1)]

22 R ERELANE

FA BRI R g - 31/30m9”%#7« BE A E AR F D 60mg - X - K E A S o B 120mg - % - SRR R ok
-}\ éﬂﬂ;}w—‘—‘xf 60mg [ “mﬁr‘?‘ﬁ"’:&°* L’%‘/L*iﬁj’t'ﬁ’ ikﬁGOmg——‘E——«’Z%MSOmg—B—»«mi‘aécﬂf[i*%%cﬂhi‘eé*ﬂﬂ
EAGE 120mg - = - 2tE BALE AR AR G+ B L LT 3 &g 5 £ g s AR LRR A R (14.2)]

% —Duloxetine 42 4:H£ 5 30mg ~ % = % > 3 B W E A D0 RAE 60Mg e L 05 s LA GEE K EIF P - X 40 60mg L AE o
’{;‘?’—‘J—'EE“‘ = e § ikﬁGOmg R s 14 30mg'siEl— ’K\-”l”&"ﬁ‘cv_ﬂf{ofjﬁﬁ EpELAEL 120mgo|§’»a§|}_i&ﬁ__%__j\»lzomgm:gi’fi
AR A TR o R EAT IR AR AR 3R s E L s AR o [ AR R R% R (14.2)]

iAo E(E87 3 17 K)—Duloxetine 4244 £ 5 30mg - X - = > A R HEE L AP 1 60mg - EHAEFH 5 30mg T 60mg - % - = -
T ARG E A P - 10 60mg L AR ¢ FA RN E p - S 5 A2l 60mg s Bt 30mg F P - b B B ] R P A
LR 5 120mg - et B A % - % 120mQ ek 2L AR LA TR + KD EAIEE LR § & A ARISR R 3L e HE - [
B fenk @iy [14.2)]

23,,;.&)%15];),3},53! =5 2 HE

# 2 duloxetine «h# p %&£ 5 60mg - % - = -

FAERE DML OOMG TR L AT 2 S NE AL P RS (R R P(4I)] 0ot 07 L
B it BRI A R o R E R TR TR 2 TR e X o b BT BUCAS RN R o B b 4 A U:Q%
A BAF(2.6) 0 HramE Y H4(8.10)2 TR5 FEAF(12. 3)]

24 5 2 R E

2.2 duloxetine 60mg — % — = « /11 30mg ~ < ~ 4~ BB W T ¢ GHF AT 60MG — % - 1 RS c ¢ 7
WAL AL F o i L 60Mg LG e R F g 4 0 G EARA A AR AT 2 60mg T A kLS PfRA okE 0 2 R PAl :
FRE2 55 8 [ SRk 2% (14.4)]

2.5 #%#\Vs%i"s’li

Vs IR A Y BRSO g L [RREEE LT R(6.14) 0 Bk F(B.)]

i %"14 BEm WAL AT T i&im)ﬁ? (%3 Itﬁ,féi‘ <30mL/min) -« [ %R &7 2 2 L 304§ (5.14) > Fox &8 % ¥1(8.10)]

2.6 Duloxetine & i ;5%

TR AR Bk AR brE OB R ch N e b JR* duloxetine 5 L F éds DGR R B CHCAKRERF - SRl s AR B

SAR R o VA S BRUEGD AR N R A2 B RARBE R C[SREFE ZLEAREGT)]

2.7 &2 Ho§ eI R (MAOI) i & 00 in 44 & &

Bk MAOL s A B B 163 5 14 % > 4 it B4aPR* duloxetine - 4p & 3 » i % duloxetine 1531 * 5 % » 4 it B4sPR* MAOI fein bl B & o[ %
R# & (4)]

2.8 Duloxetine # # # # MAOI(#]4r Linezolid 3; ? g (methylene blue))

& a3 linezolid 7pJf & # %184 ;7 Feius £ > 2 @& * duloxetine F1 5 § i F ik F R R FHE DL SRR op L DPFAERFTR LS ”T‘%mfs‘ffﬁ )

Bt RE e e Rk [FLEaH@)]-
BREFRT e ERER duloxetme e eyl A F A € F & 4 linezolid 2 PR L 6t 9y P TER Lo o % £2F7 &% agrlinezolid & #1641 @
F2Fdinf 500 SHE &0 Lp 4 7 linezolid 8 # /%84 I © FeniBrtsc F 5B F AR FFER % M2 iR duloxetine # %4 linezolid

=~

=L SEN ﬁzTE“ Eo#Fg5xgip A AF R % Ilevﬂ‘iﬁﬂfz;}% B {_ﬁ_i‘}«f&)’? B {8 - A linezolid & #9184 ;7 F 24 /| Pris > MPER F LF 4
20 0 &% &fs - A linezolid & #* m_frﬂ““ 24 | PES > ¥ w4k duloxetine i [ EF LA EAEF(54)]-

ER f 2R IR AR TR A (de T JRARES RIS 0 & EL R G E i AR R 40T 1 mglkg 0 H £ duloxetine ® * chp fg B oA A R o XA o gt g




*iE o Rk fﬁ PRELL AR FAREEHL RERKOT R [FLEFLZLLTAHGA)]
3HAUEME
Apa-Cymba :
30mg Bk ;A EM G § o B
60mg R LA EP%d foFs RE -

A (k2 i)

5§ i padrd) & (MAOI) — & i duloxetine # A% 1t duloxetine i f6 5 X p » Z 1k & * MAOI v o b4l A & > 15 g3 30 F R FHE Db "G
ﬁo%ﬁMMﬂﬁ&w14aw7ﬁ¢memme%m%ﬁﬁﬁ£{qiw;wiwanaggziazﬁwﬁm

d 3t g A R R EE R R 4 0 L A4k MAOI (b4 linezolid & # 5% /1 54 5 ¥ ) isfehyp £ » 7 # % duloxetine - [32 % 2 * 21(2.8)%
BExaai¥0iE(54)]

SEWIALEF (22 i

512§ - -?- -ﬁ.ﬁ.&i@::}.&mg wiLABFL

EHRR L > e HF AR R RALIE AREFEAE BT AF AR E /AN BRA R R (ARF )R TR R A % s
%ﬁﬁi%ﬂ@%§ﬂéi°Bﬁaﬁﬁﬁaﬁﬁﬁw%#ﬁ@mb%&%’éﬁﬁﬁibéé&&%&ﬁﬁﬁﬁwﬂiJr@% iR R e A
Bopt 2 BHERECfFLAREE ) 2 LE A RDF A -

‘) % R RS i & 2 7 (pooled analyses)® - # 3L & 7 £ ¥ & (Major depressive disorder, MDD){r H i # 4 s [ 3%~ F > # v & gz 4 (18
324 &) R Sl A(SSRIs frd & ER)T AR p A AR T L o BHATHN A 24 Ko Ak AR LB WA #Bﬁ**““ﬁf%‘ i I A
BLANFLIZh Y% a0 65 ot b2 X & AR A H > & amﬁw«ﬁﬁwi C R N

Y A BEROFE ST & § 00 QAR ALK L F £ §E(MDD) - 3 i€ 5 (OCD, obsessive compulsive disorder) ~ £ # & 4 4 7 s 97 4
#1'iﬁ24®ﬁ&é%’éz4M0W@4)&HW%%ﬁ%m?éﬁﬁvégﬂ11ﬁf§ﬁ%k%&¢i@ﬁNDm*ﬁﬁﬁﬁﬁﬁ*$W
295 BB TRk RSk 0 ¢ B RPER R 2B 0 & 77,000 00 b p ) e AREET LGS RAOR G LR BTG L E S R RH e E 4
AR HBR AR c PR GHEAGATI R AFEREA R A EWHEDF L FEE o RA o p R GPL R (Y F '“#Eiﬂr*“ ‘A e)s 7 b & &4
27 il R RIAp e o pRL G B R BFea s ghle o & 1,000 4% /rl%‘/?‘s AP A PR AN L PR A -

g‘_
FdPR | VR Ben Al 7 1,000 mELSRBAY CFA ABMAADF L DRk
AR E A e %‘ 1@%..471]
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25-64 PR

265 B 6 b

TR PR ER Y L R AR o TR R R H L AR KA RO I R RN 1 o
Wk p&m@Lawﬁ%w&wﬁwﬁﬁaif)ﬂjg&iv”mv~®u$ﬁﬁﬁﬁﬁ<%Fiﬁﬁﬁﬁﬁﬁ%%~%ﬁwﬁﬁﬁ%ﬁi'
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P Rk AT B LR R
rﬁxﬁﬁmmﬁm?ﬁ* cEFRRERERE RRETERMAFRRARIFHEIHEEN P RFIFFI AN R AR Ln R T SN
RBP4 ME NP EAE) -
uﬁﬁ*m%***%a;iﬁ& B R PP A R AR A ) A TR T B A R BEE T AR R L
Gl rE s L REHA BB ) ERE S R c B AL Rk F A R B e/ N R Rl RO AR > g
#ﬂaaump&mamwwo
HRBWREHFTE T IR REL NRT LRGP RAROR 2 A 0 £ L SRR BB RAH T R DA ARG kP
Rt B LS RRAL . & §RE ST
EFAR s o iR AR BEBE S > T RL ST RN EAE L JRTCRABET RSNk o [£BrEr BHP(26) BiFz A
% %3504 (5.7)2 duloxetine % it i5 5 ]
ﬁ*ﬂﬁﬁ@é&iﬁﬁ*ﬂﬁﬁ&ﬁﬁ%ﬁ#ﬁl ﬁﬂﬁﬁﬁhﬁ4’%ﬁﬁ£¥. giﬁlﬁ4{}§41ﬂ&* ¥cBE 7 X (agitation)
PR CFIANER AN TEEREPRIFASFTL > L2 TRGERRAFFEAR - SLERFRBTAAFHENF PRE - Brdo ) Bl A
duloxetlne CEFERAUFLBA PRI U ERFEEELR G -
BiEidA LBt —E @RS TF RS R A R A A o 0 BRI A BB RZ B 4 o - WA R (BRY AN HRERET ) AR E bis R
@ﬁ%ﬁ’?ﬁ%ﬁﬁéﬁ%ﬁ%*°Jﬁﬁwﬁ%{?ﬂ%ﬁﬁﬁﬁﬁﬁﬁh%%o%ﬁ’&%%HhﬁM&%W’p LA SRR i 4
LG EEEA LR G- A A GBS SR BpE Y 0 SR RIEL Y L A 6] BRI &2 BER - B4 duloxetine & A Prikw tis g
BAEME & o

5.2 54 1

b ”"2‘ P PR ek blgF 4 300 duloxetine Ja i dup 4 Y o Sut R B4R L ST AENR SRR A 2 transaminase # AR T K 1 S LR E
E I N @%Fmbﬂ Hime SR o o 4 i%f ?ﬁ#@féiﬁﬁlw&mWﬂu&ﬁ’.ﬁﬁﬁmMmMewﬁﬁfér
Wt )5 BEAEE FFESIATERR? duloxetlne

s L A e ¥ g g i transaminase 2 F ¢hdk b4 §ARAR 2 o B @ b B {5484 B transaminase ~ 2’ % 7 alkaline phosphatase < #  # 4 &}

Fi’”‘),%‘”*ﬁl koo

LR F 2 Tk ik 7 o duloxetine ¢ 3 4c .t i transaminase ik & ! & ik & - Duloxetine jn i @ 5 0.3% (92/34,756)<hup ¢ FPFR transaminase

H B A RE B o R transaminase # F Y R L 2B 7 o o) R A X FAERRES 0 LALT AR EE ¥ ol ¥ dup

A @ 5 ALT (alanine transaminase) & Az & % F *Vig 3 & et &) > >t duloxetine io % 2 5 1.25% (144/11,496) > »+ =% & 2 5 0.45% (39/8,716) - =

A AR EERY > REIHELEE > ~REZALT {rAST 2 34280 ¥ P UE 3 Ry A A2 @ ¥ FUE S B FRALT & AST 2 3 &£ 5
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d ** duloxetine £7 jFp < 3 18 % ¥y g SR 3 & iﬁ duloxetine ¢ & % 5 %A & it > ¥ duloxetine 7 # s < R iFp i * s A M % 5

;}?5 A o

53EFH ML B~ pigz E A
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WG B oo B EFELRN R RDFED (ot BREF)L 5 x CYPIA2 | #] [$ R &2 01 &1%%&“(5 12)2 #4523 i F(7.1)] chyp £ 0 2 R

duloxetine & p #| £ 4z #% 60mg s 4 v A b BRE MR G T AR E o ¥ A4 R duloxetine o PR R A E AV KL RSk i) 3 /2 B Brg sk s 4

T s A & 20k duloxetine o o
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5.4 % 7 # 7 % ¥ (serotonin syndrome)

4% SSRIs # SNRIs(¢  duloxetine)¥ fbis ki » B2 F 2T i 22 4 bl FApiH > s L§ & 8@ o % (7% #l(serotonergic
agents)(¢ % triptan~ = 3 4§ # (tricyclic antidepressants) - fentanyl - 42 - tramadol ~ tryptophan ~ busplrone amphetamine % 7 ¥ i #(St. John’s Wort))
E RN o '&Tm&a‘ﬂ(a‘%h A e oA A B2 2 B gk 9 MAOIS( i 4 linezolid 2% # #% ﬁﬂ; B 282 o

i'i%%ﬁﬁﬁm&z;w SR AR CR(CHRS o PR R Fu) s p A 4 (e BB i B R e WEER) -
A Eep Ok (e BT A UL CIERF M 3 REB) S BOR R IR T B ATk (o s Rk~ YR) o

M2 & Rlp A A DR R iR R
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LT ETR O P ENEREERLIREFRE D HEFBL 178mgkg e 2 FLmELE %AE_('%%L‘" FRARZ H R SRT B) & A R
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AHEEG)E iﬁf}?ﬁ%‘f(:flﬁ ) %+ BB ¢ 15 73K 3+ case-control and cohort design)i# sk 8w & * & BB F R L S FH AP L BT NL G o W1 g
SSRIs 2 SNRIs § M edin & e &R ~w/a~ f e gk 3 524 Sadia o

% @ * duloxetine 2 NSAIDs - aspirin & # s § 8 8580 chEHpF > 4 e A 4 ARG M AL R o

56 REARF &

FE* duloxetine ¥ it # 4 BeE A K F 0 ¢ 45 % 25+ = sa(Erythema multiforme) 2 ¢ # %53 # g i ¥ (Stevens-Johnson syndrome, SJS) - £ duloxetine
3 B e SIS 4R 4 F Az - Y& (general population)s1 SIS F 4 F(1-2 A /FH A &)e - S hinF L FTRAME FIZ 3 2F BP i) 2244
AR -

TR - FAoRE AR AR - S e E W EAF itk 0 2 RFIZ PR ik # * duloxetine o
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tp e 4 0 G FRY B e 23 R EWROES o b g 2 BRiEikE o 4ok B & > duloxetine & s i * 3G BRIE R € SR 4

59 ki km

4 h v B H ¢ 45 duloxetine 1 eIt RS 0 TR A D BRI A T AR IO BN 5 A RE B R Rang g T .

5.10 jp 3 i

Duloxetine & A 5 A # (i ¢ s A 7 AP amEh o Gl kA2 PR FARARE - b3 A X FHEREBKY 0 R/ IHEF Tt b0
duloxetine ;5% ‘e % 0.02%(3/12,722) » ++ % &2 % 0.01%(1/9,513) - Duloxetine Ji& -]« & * *t % Fp 5 f'F:}Fs ¢ £ 4

511 & Renp P

ot A ARG BRSO RR Y 0 p AEMRT E% % % duloxetine is i T i0n 1&:‘{3@ 0.5 mmHg > T 153 % 45 & 0.8 mmHg > % &
%Jg»)z‘fﬁ@l 3o M 0.6 mmHg » 4+38 & T 5% < 0.3 mmHg  # 4 (i 4 = = p D) RAFAMFIAERFALL - - Bk FRERAY duloxetlne %
N ﬁﬂf’” ) } ﬁé’% BHEIRBHNEHL BROPEE LEERIRY 200mg - % = i & ToppEa B A o JR® £ F A E 200mg - % - o
BPRELS 12 ) pF o PR T 0K 4 5.0-6.8 T o u BT 5 4 4.7-6.8mmHg (1ei/E) 2 4.5-7 mmHg (475 ) o

e R ;L)E ’ /r@ﬁﬂﬂﬁ%iﬁviﬁ'lii@ [ 2B 2F B (6.7)])

51274 t £ R hEH LT (2

CYP1A2 ¢ CYP2D6 §  duloxetine 1t #f

H s #4858 duloxetine H7 it |+

CYP1A2 #r/#/— fsi# 4. # * duloxetine £ 5 %z CYP1A2 #r & « [ 2B &4 2 3 1% (7.1)]

CYP2D6 #r#/#/— %15 CYP2D6 4£! duloxetine =1t #f » # * duloxetine £ 3 »x CYP2D6 #r#|#4tip| € 6 = » ¥  § 4 4 > duloxetine = # )& = 3
(L3955 60%) - [$BEF 25 7% §(7.2)])

Duloxetine ¥ it 8258 H is &4

A2 d CYP2D6 A #fte77% - — & * duloxetine 2 5d CYP2D6 A L i 352 /o 4y #ic(Therapeutic Index) | sh# 4+ pF» & 3 X ok ffif (= Iﬁ#‘aiﬁﬁ? [(tricyclic
antidepressants)4c nortriptyline ~ amitriptyline ~ imipramine) » phenothiazines 2 Type 1C #u< =% ﬁf%,?(propafenone flecainide) » 2 | w3 RIE o
Duloxetine 22 TCA & pRpF » Jis % ip] TCA el @ Jk & & %% i TCA engi 3 H| € - d * thioridazine & ¢ JER 2 F Vit S e e 3w 27 B 5
+ duloxetine # ¥ ¥ thioridazine # PR o [ B &4 2 3 % #(7.9)]

Hiu ekt £RchEH T (T

/777 —Duloxetine & * « B P ¥ it F JrE R G L o Flt o B 2R B4 P up < PR duloxetine o [SREF 2 LA FAHF(B.2) Fi
T % (7.15)]

7 fgAd i e r #p— 7] duloxetine A & 7% 39 R4 55 F duloxetine % RN H @ P Rl S iTH B (2 F2 T WA PES ) REE ) o o[£
REF23LFAWFGA2) 23 ivr ﬁ(7.16)]

513 M 4

SSRIs 2 SNRIs > # 7 duloxetine » ¥ it 5142 i< & &p\f;r_ F 5kl o Mk g g 4 2 L FL ek A k3§ ik % ¥ (SIADH, syndrome of
inappropriate antidiuretic hormone secretion) =g # - :g: 35 |;|] g P43 kA Mt 110 mmol/L > & 4% *t duloxetine B #E it f o X & Fi
A pE* SSRIs 2 SNRIs % 4 M & 4h g ek "G % o PFJ* TRA R A SRR p A LB e E [ SR EFREREY BFB5)] #20) K s
Btk chpgs 4 &% & & * duloxetine » %3 i § mm)}*f

i‘&ié}t},‘gﬁ’:ﬁ—_ﬂ#fd{(r’!‘ TR A E R RRIRA CASE FAFRET R AR (LY SERSRN AL SR FiE R
M Ju e 22

514,;~)§" R ﬁ)ﬁsﬁv;ﬁo,

Duloxetine * 755 25 B 5 5 ok A iRk 5 Lo § T H :c ¥4 duloxetine Y F 4 ok PR A e o ARAEE B T o duloxetine #-7 &




Hogcd Rk > ¥ vk 2 5 naphthol © § #.7 duloxetine 3 3 i# B S A PRBRTIE ] o o (Blde D R AEAOR L)

Duloxetine ipf § = =L & 3 A LT R & %A i s L 4 PR R A KR SRR o O duloxetine 1 B S AT ¢ 0 1T LD F AR 22 TR
B RS

R R AR SRR s 4 [ SR 2 BF(2.5) EF 2L FAF(G.2) HREEY Fi§(8.9)]

FETH i Bm— WL b T ame (Tt E,‘/@}' <30 mL/min)sgs 4 - Duloxetine i % # ¥ & ESRD(F #47)J ¢ p* > duloxetine » #
BER NFH L P EREAF (AR 2 E(2.5) #HREE T F1§(8.10)]

o Pt A 2 ik BB — R AR A SR TR SRR T 0 R AR A £ 4% duloxetine i 4 s A HIHE o &2 duloxetine H 4k R ¥ Lé”é
o A G @ﬁ&é%ﬂ’ﬁ*ihﬁﬁﬁﬁﬁﬁ123 ib*ﬁi%éﬁi1Mmy&vib%ﬂi3%AmﬁmMQéﬁ;78%°
TR 12 FE MW IR Y 0 &% FA 24P duloxetine is R e 307 L bk B 40 0 20K iE 52 Feigskut £ ¥ ¢ 0 duloxetine in o ke eh
T3a% w fEE A 4 12 mg/dL o — 4 e B *5 i1 11.5 mg/dL - Duloxetine 75 ‘2 s HbA1C 3 4 0.5% > — 4R BB 2 I3 e 0.2% -

S5AS5RRBEE RFT

Duloxetine % gg'ﬁ:&m‘g [e 5k 4 (urethral resistance) =% 4 fé 4§ o Fof AR duloxetine #p B 3 4 $£F B il 0 ) o ot K 8 B A L AR B DT
Wl PR o B G RFTORGRE o I RF T H61L IR duloxetine M 0 F & LIRS R /AR Y %M
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B2 7 AF it T3 2 B H WA
eI~ FrELEEI L HRIFE AL [$RAEES FE 2 ALTAH(G1)]
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o EHM LR 2 BB [FREFE 2L EAH(5.3)]
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e By [$REF2LLTAHGB)]
cREARF R [RREF2 AL LTTH(56)]
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Fehpdkm [4REEF2 2LTHH(59)]
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ER AR B RS A RERY 0 5 12.9%(117/906)PR * duloxetine m}ﬁ', AFR AR iRk e AREGY X 5.1%(23/448) 1R
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XA e 00%)9 ame\h\%ﬁ e DAL B ER M (A R E)DY LA LE o
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AP IR AR A RS BT 2R F AV LR RRAPT A P A f e T 2 3 RERT e
bE p 120mg sh5F 4 FPREAAE P 60mg hF 4 F o C 8 FHINA S 0 THR -~ MR~ BEIVRJG (abdominal tenderness)z % o 9F F a4 o ©
GEVCREGER o e FPRERE S A EH 9 FRAFT BRI KBNMBERIE vg ERF oo F ApERER S B PE SRR T2 ZA SR A G
Foorg o éa*dj!fi #4038 B % 5 5 4 (psychomotor hyperactivity) <1 & ¢ iz st ok e s Rp iz o' o JagmsE R 2 TeipBR A S FRPI LR R
FEBLRE BB~ B BB k(hypertensive crisis) ~ 7 BB B LB EFBBF LB FELF LR EY LR -
6.6 F1H0 A & § gk e i il 4
P -RBHRAREBBLR SR SN R R E RN L - Bl TR AES SR Az MR AF 0 fF iR
BT AREFF A P S0 v 4 B E RS AR R Y IEL % * ASEX(Arizona Sexual Experience Scale) i =8 % - ASEX i ¢ %
RATRER S E > P LB PR LR p L TRARERY 0 L ASEX AR M i B AR RGTIRY & AR 4 0 JR* duloxetine i 4§ P A
M R do R T AT o R AT > B LR A T M o dadat i BALS R DT B 7 duloxetine ja g eh Y MRt B8 0 (ASEX ¥ 4
7)o 12 ASEX 4 ki h =R 138 - duloxeting ip o cnb i enfd 2 i et > 2 F SRR EALSR A i BERB A FF A BA B A [ RAT Y
#R R RO AL o EFL c FERITHFNFALTFILANT LF

#7 - LRI BHHERPBRY » kNS ASEX f 4 chT o

7 pp A @ Lo 42
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(N=175) (N=83) (N=241) (N=126)
ASEX &4 (% 1-51) 0.56° -1.07 -1.15 -1.07
¥ 135 — et -0.07 -0.12 -0.32 -0.24
¥ 23 — AR 0.01 -0.26 -0.21 -0.18
¥ 37 —FAza 4 (T 1)
B (1) 0.03 -0.25 -0.17 -0.18
A4 —EHBBFP2EFEAR 0.40° -0.24 -0.09 -0.13
5 —PEFPRILA 0.09 -0.13 -0.11 -0.17

an=% = ASEX & lgté\&ﬁ?‘-if}?? A A e P B4R p=0.013 - 7 & F A 4prt p<0.001 o

6.7 x4 hprggr

BT A AR TRk s Y 0 p AT s B2 ®1Y » duloxetine i5 g/ T 5 % 0.23 mmHg » 73R BT 353 0.73 mmHg

X A TR T 0% 11 1.09mmHg > 473 R T 0% i1 0.55 mmHg - FHMA(EFZ X F )L B F A S ot in e a R T HFLL [ £
REF2 14 E7H (5.3 5.11)]

i 263~ £ RS R RERY o p ARR T RS B2 1 2% Fd e 4p i duloxetine J5 R i A s Bt po Peid F 4 48 1.37
T (duloxetine i3 ps 4 AR 1.20 7 o % GRS R g 4 EosR 017 7)o

68 XA PHFHAER
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o AP §26.9%(9,337) i A PR* duloxetine T % 6 B " > 5 12.4%(4,317)ix % A PR* duloxetine I » 1 & o T3 T MEA507 L E -7 ST
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1q;@;b*ﬂagﬁ,§4xaﬁ%1:ﬁimzz;@;ﬁ1m;@4i*$19%1:1#1@1&;@; 4 % 1/100~1/1000 ; % % %
UF eG4 12 1/1000 -
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& p R E R * duloxetine in L d%E 2 F o ESEFAME o

6.12 % (3 pFH72 F RIFL

T 7] % duloxetine ¥ b B fe g A A AR o ipl A UF A A HFIAFOFEWA F R OvHE FGETRAZER G F LS Sl
T NTF] R G

PR AR )J’f;é?%%‘rfﬁwa,— duloxetine m/%‘fp B 2ottt DH A AR E AR BRI s BRI R (RS s 2
BE)  FAGHORE SRR R B (BT B ) ﬁ»}?l? L(F PEHZE 2 )~ SR bk~ FURA isz“':’u N AR A2
B BT S g  EAT S B RSB R e B R 2 s RINERS g (restless legs syndrome) ~ B B SRR A (T Lo B B S Beg(F 4 N0 R
{8)~ 9 Fa?*ff?(trismus)i B e

TEHRIiER (lﬁég )

~




CYP1A2 & CYP2D6 § # duloxetine <% ¢ o

7.1 CYP1A2 r|#

§ {2384 (14 i) # JR duloxetine 60mg £ 53 »< CYP1A2 3 »cdir| | fluvoxamine 100mg- duloxetine 2 ¥ % & & (AUC)H#{ 4 ) 6 % > 5 o ¥ k& (Crmax)
# 4 2.5 2 > duloxetine X % # ()3 4v ) 3 & o H s Fr4] CYP1A2 X 3 tch#F 4+ ¢ 32 cimetidine ¥ quinolone #g 424 % - 4o ciprofloxacin £
enoxacin ° [ B &3 2 2 R 71 (5.12)]

7.2 CYP2DG6 Fr#|#|

& * duloxetine(40mg - % - = )¢ paroxetine(20mg - % - =) ¢ # 4= duloxetine AUC ¥ 60%® i ip] paroxetine #| & g} B o e iEH g} A o %5 00D
¥ 4 e 8 @ 5k 2k CYP2D6 741 %| & * (4r fluoxetine - quinidine) - [ % B #:7 2 ;2 L 311§ (5.12)]

7.3  pF$r#] CYP1A2 2 CYP2D6 {535

14 = CYP2D6 i &t it 2 KX ;é—;‘{ » 4 PR duloxetine 40mg - = = =t £2 5 »z CYP1A2 14| fluvoxamine 100mg> % . duloxetine 2- > £ % & & (AUC)
-%E’&r? IS ¢ ;%&(Cmax)?igéf 6 f% °

T4 F: 82 5 F e $ (4 NSAIDs ~ Aspirin 2 Warfarin)

il ERAE G E R e F TR FS o S (O IR & 1 513%3- case-control and cohort design)iEsk AT 0 i * € BB A £ St A
Ffaga vy e o Ay B % NSAID & aspirin 7 it #{ 4c 1 F ek 'k o & 42 27 SSRIs & SNRIs # * warfarin ¢ :c %
Hpton F Ol o & 4R8N F O o 3T B X 2 (n=15) 0 PR * warfarin(# p - % 2-9mg)iE 48 Tk & T & duloxetine # p - & 60 & 120mg e pFE * &
14 xpsmp AR EAREF2% INR(INR %1 T32E = F 5 0.05 2+0.07) - Warfarin %, £ » ¢ 4& R-2&2 S-warfarin(3-v 7% & #L548)2 #H 64 §
(AUC: 55 * Crnaxss & tmaxss)# X duloxetine 3 » #] duloxetine $fu. /| 4= 5 Hfchi®® » & & 3%t warfarin iaf s 4 > § B4R % duloxetine 2 = -
i #* duloxetine p¥ » Jix | R E RIE R [ SR EF 2 AL FIHH(5.5)]
7.5 Lorazepam

Duloxetine (60 mg » % 12 /|- pFpR% - = )¢ lorazepam(2mg » % 12 /| PpR% - =) L2k £ T » duloxetine 2. # s fdich 52 & * F148 -
7.6 Temazepam
Duloxetine (20mg » p&# & * )22 temazepam(30mg > pE#h & * )iE £ Tk & T - duloxetine 2. #F# S #ich £ # % P o
77T H5Y pengp
Duloxetine £ § % %% > 7 iy 2 > B PP 5 %Ik PH E <30 5.5 indniz o A TRz ™ » 2§ % W& ik drduloxetine » 7 it € 'k fE %
naphthol - % £t 75 #&fi £ 4 (B4e - f’vrl_f_ﬁ;f%)ﬁ\/ﬁa A )R * duloxetine B a{E - s o & § % PH @34 cnd - ¥ iy » € @ duloxetine 3£ 5 @t - km »
& PR 40mg duloxetine £ 424% 4|4 #(51mEQ) =t famotidine> % duloxetine v jc sig A £ 42 A & B % 258 & JR & &3 §1iF =414 (proton pump inhibitors)
EF € B8 duloxetine v fz > p A v Adr o [ AR EF 2 1R F3#(5.14)]
7.8 &4 CYP1A2 i #feni s
W ES T % @%@ o duloxetine 7 ¢ 3 ¥ CYP1A2 chja {4 o Flpt > B & AR {7 4p B cfpsk 8% > ¥ 4t iz duloxetine » 7 ¢ 3 4r CYP1A2 %
B (4 theophylline 2 caffeine) s 34 - 48 32 5% &8 ¢ duloxetine 3 CYP1A2 ¢ ffis chodr | & » 5+ = B fok ;8% ¥ 4 3 » & IR duloxetine 60mg - =
= = #2 theophylline 74 > theophylline 12 & % & £ (AUC)T ¥3(90% 12 4 T ¥ )4 4 7%(1%-15%)% 20%(13-27%) -
7.9 %4 CYP2DG6 { #jens 4~
Duloxetine % CYP2DG6 ¢ »cfr|# > § duloxetine(60mg - % = =t )& CYP2D6 = 7 desipramine 50mg ¥ — #| & & * > desipramine 2. AUC 3 *x =
B [4R&F2ALTHH(5.12)]
7.10 5d CYP2C9 © #j{eh#& %
b5k % % BEom duloxetine 7 § ¥4 CYP2CO fi¥ % izt o - 78 Tfk 3% > S-warfarin » CYP2COQ eh- X F > HE 54 15 P Ay £ 5
duloxetine s/ 38 [ 4B # 4 2 3 7% §(7.4)]

741 54 CYP3A s #fen&E s

b 3ok % 5% BT duloxetine 7 § dr 4 & F H CYP3A ¥ % cid | o Tt - BR AR A8 {740 B efk 5% > 7 4 & duloxetine 7 ¢ 3 4r & i i CYP3A
R F(Pder R F2 H W ARGEF DS S
712 54 CYP2C19 & #eniE i~

Bk 2k % Ao i Ok & ehduloxetine 7 € #r4] CYP2C19 i 4 e o Tt B2 2R & A 3E {7 40 B cPfRsk 3% > ¥ 42 % duloxetine 7 ¢ #r+4] CYP2C19
£ Rt e
7.13 ¥ 3§ v gedr)4 (MAOISs)

[2m»2r (27-28) 2@ eEFZ2 1L EHH(54)]
714 5 5% £% A

[5R* =" 2427 -28) #Feif@)2¥F2 1L F7K(54)]
7.15 Pl

% duloxetine &2 iFf B R dic | PR > i = f Pk F o RORR P PR A T o duloxetine 3§ 4o JIFE S AR T E0 0 4 g R il
Duloxetine efgs 42 » 8 3 = &R * duloxetine g 4 B A D (iﬁ’d ALT g2 re i % v A B dq) s Wagirfe g o JoR P A > 5= vt T EA
R TR A S B RF C[SREF2 AL EAH (52 5.12)]
7.16 ¢ fRi m i

[$REF2LLEH(5.12)]
7A7 § i 35 B A FH

d + duloxetine % & s 30 B & FEH o F o Ry B F hv B EEHgp AL @ ¥ duloxetine Tl gt 6 E kR > TR AT AR f o
& > I pEpR* duloxetine (60 & 120mg)# warfarin (2-9mg) > - 2 3 F3 RS & EH > 25 P &% INR 2 S-warfarin & R-warfarin 4, & (#v
FRbtBEaspE)nEre I § [$FREH T 7 §(7.4)]
A EWE T F ( fﬁ*f’éé‘vi“)
8.1 L3
BEAL5C

BEHFE—F AT URE AR TEF 2 4] 24 chduloxetine % #3885 o foduloxetine Z AT f ¢ o s IR E e > L A B2 ARAPF(RY
A H)A BT PR A KA G 2 RA R (120mg/day)2. 4 e 7 BOHE T o X EFERHRIp N EF R o WA BURZ B 2 f 4 2 AR RS
duloxetine A # & ~ EHME2 2B T o FRLANAPFHEE N2 B¥ - T2 FFFF MR NP HET > BN LENRE BER DT E 0 & 1
ek R nEER i BB YR E N BRI S OE T AR A AP B AT R s E AN T e ag A g T A RtiRa Y
& PR * duloxetine -

L

S IIRTA K7F UK e— % PE Hf] SNRIs & SSRIs tr372 g F A Mg Fla FRAE AT f A H e PG o PR HFRET LA
Wtz T D o fRR g F s T L BRE T MR A R RS TR Rl M AR VUSES 2 USRS R R AR
B FEE BB ALE P FFEr o kT 5 SNRIs &2 SSRIs ehE A M 0 L T S EH Ak o R FIA T E ) FR X G REF B
B FkFpEEAAF [$REF2 2L EAH(54)]
Y

3

b




B o ctf— o 3 E RS BT 0 duloxetine $H9ars/Pava s B oA B B E G AR .

= E\IEE’ LIRZ P F(EF A2 H)R* duloxetine #| € £ 45mg/kg/day (3t = & » 5 % 3§ = & £ (the maximum recommended human dose, MRHD)
[120mg/day] > 1 mg/m2 AVEAH AL > S MRHD en7 8) 0 2 F Redrafhendp 2 o R - & P HE G A n 0l ERE > 2 BRSO

€ mﬂfwj % 10mg/kg/day (*+ + & » > MRHD ; ** & > 5% MRHD ¢12 &) -

< Rz b’*:}ha“ﬂﬁ > v JRP S duloxetine r‘é?]ﬂ 30mg/kg/day (3 MRHD 72 ) % B s (M4 8% - X anF;

) B E (D 2 pEE R
PR L) E L e R 3 3 8RR 5 10mg/kg/day ¢ ¢t 0 34 duloxetine ) £ 30mg/kg/day *+# & o H % &
#

RIE:N )%.rijgécﬁﬂﬁg 5

b 4a 1o g BoHE A S o 5T 6 < S B 25 Quloxeline - 3§12 BER: 5 chd £ 914 R S A ST ULE -
8.2 54~
b GHE R

Duloxetine ¢ & ju3t 4 gggtit e o — 1[# S AR T Y 5 B iR e itde -~ duloxetine o Y& K BT 0 duloxetine *t it kR G5 AR Al
& P ER25% o FEF AR 2E p 2 X E(mglkg)H 5 * AAHE 0.14% o of Fe4HaE T 2 B et F 2 344 duloxetine (T F o 2 F N
B MRRT AHBRSA 3R TR ARE- B E o 4252 R duloxetine BFE 2L ) s R o

Hchy
/Eﬂ’{ duloxetine ** & {5 1 > 123 2 © i )b f FLB 52 R L Ml ) o B per L duloxetine 40mg - 2 & 353 o SHE 3

e
JPE(P ) Y RIE R AR A E T 54 ¢ duloxetine thg £ + X E_Tpg/day; iE r B 2E p £ £ 5 i 2ug/kg/day- & £ 3 duloxetine
,x E e AR s P

8.3#%
BB T I AT A pp 4 Bk b B3 10 B2 % AMRES Y @ IlRY . gtp; § 3212k R E R IR A
He A7%% 7 2 11 fh -Duloxetine i g iZ M- & g e e BRi=m F o i@ xa;f{;;ﬁ;—t@i%(PARS) HR L AR B FH [ S R E%F(14.2)] -
ik T 2 ;’17}1),;',4 ﬁ«?}_rﬂ*")ﬁr PR AFE o
FHE—ETALA BEH 103 > X FHER > 800 =717 k2 a‘ﬁ)}i(MDD)ﬂvfi}ﬁs A anRB ¢ @ FEF o * %A duloxetine & EE MR w (Y
Jz,r)%w,fiﬁtg?},&)gyxﬁr%xg L ;,;4}, ﬁ"“*ﬁ”? 04»4«;\,,57;&7 p,fif 2 % PP AFES o
Tk @k ? R ARBELEF 7 2 F e FeEe SR CMWMERES LA °E%E’J%£§iﬁ“'” 28T %&ig * SSRI 2 SNRI 7 B o #3742 < SNRI > 4
duloxetine - ,r%ms”‘ BFoES ZREERMEL A LEFTHR[HRE 72 2F RiF(6.11)]
fﬂu“ﬁﬁ # 0 E > @ * duloxetine FEGTE B AL GE TR F K [$R BT L &332 255 (51
pukid =iy —m‘\ﬂ%; 621 X (B pFd )T 4 15 90 % (& R)% ¢ # 2% B duloxetine » § %iﬂgé‘f EEE 1 sk& B A EES SR B g AR
] r* A R (15 )P HA TR RF B A EDHAFREHOE Y B B F o B RiRG £ RED 2 7% 4 45 mg/kg/day (7%
TEBEEMEL2R)PFHETEEI; A E it z 4 £ & (no-effect-level) 3 20 mg/kg/day( % F>v3% 3 BB ERAE) o

8.4 k& X

2418 = %2 duloxetine  # % £ {5 WA @S p 4 ¢ 0 5.9%(143) 5 65 vt ¥ chup 4 0 1074 i 47 duloxetine B r}y%ﬁ\},ia v BRSO TRk sk
o 4 ¢ 0 33%(357) 5 65 1t b e 4 o 1761 kg b B g BT !—mﬁa& ¥ 5 7.9%(140)% 65 & & 65 & 1 o A E MR~ BB M
P A GO0 2 SRR @B Y o AR 3 o il E R L '*’ﬁﬁrxf[is‘ A 1%* P b enE B B RS WG IR E S L L
e b A R R RS G g L HHE P R 124 o SSRIs 2 SNRIs - é’ duloxetine » &4 £ 5 4 (33024 7 2 5 1F k&) IRTBAE
P EFAR PR M o [FREF2LLFARHG13)]

KN RG] *}‘%%;ﬁﬁg 2 iy~ 47 ¢ o F I * duloxetine i 2 it ARET R %ﬁﬂfw—**‘ B PRk S S o H O 4o ah e 10T rh;};; IS ﬁ%fidfﬁ?ﬁﬁf«\_&
e v o R LR e P TN AR AR R ig*no&w*&mm},%kﬂ“ﬁ% () N Fﬁus il (et B L HgE S H B33 48) 2@ & duloxetine
SRR EER G R P HBREOREE A F Y 8 RS A REH R S i L edr 2 (AR EEZ AL EAW(G.3)E 3 AF BF(6.10)]
Tk E L (6577 ) 41* 14(32-50 f )i=& ¥ = & £ duloxetine 40mg ch& 4 ¢ 4 & o = .@%éﬁ%‘i%’%&%i RERRZALE eE Lt
Bt &k BEAUCHRE (4 25%) X F i &4 L 54 | fo QB R S 8cA 1540 70 2575 2 B o 5 2 550 & 40 h 1 K s dhi 1%
Bn ol E L ARRIF]F RGP - PR A g A HA R LR DRT] R Fp L E A EAE

8.5 5|

g9 22 duloxetine £ EHp4p i o 2 F FIEW B EHE -

8.6 o 3

:}é;‘f—‘r‘{ s duloxetine 2 #8+ *  (AUC). i< 1/3 - *,%Jf:}ér;‘rfbiﬂ‘ HERDEHE o
8.7 fh%

WARFEARER R P RAEHER Sk
8.8 %57 i Higk

A AR A dfwfe\ # duloxetine it s pt 'f 06 ZAFA YRR R M 5 i (Childe-Pugh Class B)},ia 4 s 35 duloxetine ¥ = &£ 20mg » # T
E=1 Jj‘{frs/ﬁ-"‘ HikEEL s FHEuEEZ pé‘—‘ﬁm15% R I 3ar bk EE (AUC)H 4 5 & - B2 2R 4FH i Tt \ﬁxrs i Jf’:)&fi B Fé‘*‘#lﬂ e > fe 3R
PRl R DRER X FEE N3 (R 2 BHQ24) EF2 L LEAH(5.14)]

BIEETH L Bm

Duloxetine & # = % #f %% 7 (ESRD)fs ¢ 2 1‘—' T e 327 duloxetine ¥ = # £ 60mg » &% K ¥ 7 i iR 545 ek 9 T0A H (ESRD) ¢ 0 2
duloxetine # 3 i ':?]{,.kli »"* 2EEBE %":4 i '# JF‘ SR RA o b o RE L L R4y o TR LAY A & ¥4 (4-hydroxy duloxetine
glucuronide £ 5-hydroxy, 6-methoxy duloxetine sulfate » = & & + g i 1)ih 2 & g B 2 (AUCS) 934 7-9 % » 2 sy 5 AL 4 L 5 o
FRED FEARG  ERI Y RT AN R ¥ (R S 0 80 mL/min)#f duloxetine s & A& F R F (4B * 2% £H(24) EF2 i1
LT (5.14)]

9 FFIET 2 R (fﬁi’f’eiﬁi")

9.1 B g

Bk duloxetine K ILAT T L B (AR E S M o

F AT ARk St eaT 3 duloxetine sh#E B % e o TRk kY 2 L PM PR BT },%7 A A FRERGEL o Ra > RIS DB ‘s}ﬁa‘alp ? fEAd
ST B T é‘w"»pé’—’* FRE ARG o Bl FE L e mRp A LE G FRET R ﬁc?i&ﬂvs%ﬁlﬁ’v* C FTREH R T G AET
duloxetine o (b4 @ S I E He at £ 1~ BIEH e 5#54‘" 75)e

9.2 3 Biew 4L

MR OBUE T enEE Y R d 12 3E% ¢ > duloxetine A BT M E S R VA o

10 RFEFE (k2 prieg)

%

10.1 5 b 2 s

d Pk B F FIEBIREEEF L B2 A Geankb o Bl imus Y fi»’?* B FPRFFE >~ 7 HIPpIRY duloxetine B E > 2 K 6] ¢ HE & D
% 1000mg * PR 8 £ stk 2 (¢ 42 5 IR ™ duloxetine & & % & B) e dak 0 R~ £ P RORGE RORE T BB cprEE KL R R
B o

10.2 i £ efie

Duloxetine i2 § # % ehj24 Al > FRFE ML F 2R FHEAEY BB 5K %3 cyproheptadine 2 /& HF 45 4]) e FF 2 ABIREEE > AL N
Fatpgs v B R a2 o
FEFE R 4§ FAF A TR IR bk o AR SURE L A S IR A o dekd 3R T b g g




W™ > AT T F kT e

EAT F 204 duloxeting 3t F % i crfT o A B T T 5 1 AUC & Cha 9 1130 2R/ B G £ 45 FehRi 83 Lo d 3 duloxetine w4
GARAE* o FL AR IR ST R s B 2 E B Fe .

RILIREGER > Y g ST FEE OV FUAR L GIRY £ BT IR i duloxetine s 4 0 AT YR B oz BB EH o LREER
ToZRARMA /A BRAMHFOTH TR ERA PR EIE LS FULFRRBRFORT (FRALDFARLESF I T ) [
REF2ALIARWGAH2ELFT T B@)] FREY RHEFFFHY oI Bnf* FHE AgEAFA -

=R 4 (u!zefle =f)
Apa-Cymba (Duloxetine £ 28 &) 5 ¢ PREF ML FF LD TR F L s jeded| & (SSNRI) o L & £ % (+)-(S)-N-methyl-
-(1-naphthyloxy)-2-thiophenepropylamine hydrochloride » 4 + ;* & C18H19NOS-HCI » 4 + £ 5 333.88 - i 40

0O

CHa
Duloxetine Hydrochloride % v ¢ X fictz v & B8 > Ha 3toK o
% § 7 33.65mg & 67.3mg duloxetine hydrochloride 7% %2 # ¢ 4 ®)4p § >* 30mg & 60mg duloxetine » k-5 B xE1 2 L 1 BH 305 i
BT EE

12 oAk F2 (2% o)

121 5% 43

Duloxeting »+ A R crjn b 4 ~ ° 1Rl frdl 2 Ll oo § 1T P Ao p R ipat (7% 2 H B3 ¢ fwAl 2 & iF § 7 2 (serotonergic) & §
“?7% 74 (noradrenergic)j B o

12.2 % &8

T T 3RS At duloxetine ¥ 3 xR ¥TE A B R B F G Soje o @ i) 5 7 i(dopamine) i wiofz o &8 b 3EB A om0 Duloxetine #t %
»244 (dopaminergic)~ 5+ W—% H (adrenergic)- "%k 1 (cholinergic)~ i 3 v+ (histaminergic) - opioid ~glutamate ~GABA #: ¢ & & 87 ¥ #.£ 4 -Duloxetine
# ¥ H v=§ i pE(MAO) -

Duloxetine & & #2505 if 13k 4 (urethral resistance) 5% # f647 - & * JR* duloxetine 8 B 5 2 2R B 3 it > 14 g ok B E i Ap M o0
GE A

123 &+ &
Dquxetine 2R EFH G 12 FEBT ) WA B RPN HESPTERMES DT o - BPFI I PEFE T 31%,};& Duloxetine i & &

iR enZ B P450 £ fﬁ.ﬁi(CYPZDG % CYP1A2) . Fft lT‘
B e A fi — v PR duloxetine hydrochloride w iz 24 o s e i 2 @ 2t 48 pF I (Tiag)
o] pERE R

o FR“?;GJE%?éﬁs$LaF4}5)§(CmaX)° % ;gfg"
duloxetine mﬁxrﬁ_ﬂ»’{\/x%& i a#ém@wiﬁxﬁnﬁj&k&mfﬁﬁ* v d 6

w2
0] pF o 2 ke b oo e 2 (AUC)G 10% o dp >t &+ JRE > at

PR # #-ae & duloxetine v e 3/ PF 0 4 R 0 BRF 5 1/3
#0454 T 355 1640 L - Duloxetine 22 4 4fx iﬁ{f}‘.»r? FRELE(>90%) L &&e }v 2 aq-acid glycoprotein % & o & A % &= duloxetine £
R § R G L FH ST (00 . Duloxetine 21k v B4 0 3 TRAHEA G RFHP

N B oy —ﬂ * v R “C-#k;z v duloxetine » # . duloxetine » % # e 3 g4k 2 3 i"* o i JI{ s S%miiﬁfﬂ”‘%?c#" % duloxetine > % 7= duloxetine
SR GENHF 5 A HA $ - Duloxetine i & # #ﬂi@?%ﬁ" ;¢ & 3£ naphthyl ring ¥ * » ’i i eNFEE B - HF L o ANRR CYP2D6 22 CYP1A2 ¥ &
i#i* naphthyl ring ¥ it - 3t x ‘Jj&’? Jent#tA 5 4-hydroxy duloxetine glucuronide ¥ 5-hydroxy, 6- methoxy duloxetine sulfate - 37 % fiig ¥ 4 e
RPA P S ARFEIR ) - L WAL R TR BT o W F(<1%) duloxetine 11 R A F G RRE D o £ 384 (4 70%) duloxetme " A WA F SRR

A H20%5 4 T# D - Duloxetine 5 R £ 8> L& AFRHE L& B F L G duloxetine sh#FI iz s -

%32 § 5 #(7 3 17 f)—Duloxetine 4& % fi o Jf’:,.kli BIZE (712 &)~ 35 £ (1317 )2 & 4 ¢ E g i - Duloxetine T 3538 %k fi 0k & & 24
HAp? (sz—a;a 5 )t R 4 4 h 30% o

WHE T »ﬁ v d %s_;\#emér 1 ¢ duloxetine £ ik & x ’]\}a)’g< FOFRFI AL A AP ATRRD R RN 0 2 EEAN S A DRR PR -

13 5pm % 432 (nﬁ#f&

131 Rt~ REBE 47 .;?

Rt —i#duloxetine 2z » 47 ¢ g2 | o Bl & BliE 2 #opp ] 6 EUPR* duloxetine ¥ 140 mg/kg/day (5 + % 3 % £ & # £ [MRHD] 120 mg/day
€16 i 0 0 mgim? 53t B AR o 5 AT e UR & B LR s 4 4 ) bl B2 3 SR P eH 8 50mg/kg (3 MRHD 602 ) ozl ]

EPR* duloxetine ﬁms A€ £ 100mg/kg/day (3 MRHD 74 ) > A8 R E 4 53 4 o

Ppd & BUR duloxetme # B H £ £ 27mg/kg/day (3 MRHD 72 &) &zt « &R * 36 mg/kg/day (3 MRHD ¢33 &) % AR sma 2 5 -

R R o B R 5% (Ames test)AE T duloxetine X 7 R % 14 : IPER R - LCRCRCE - F N AR B A A Fé%ﬁ » 7 &g duloxetine # § & %

¢ iﬁ%%‘l gk ) BT B mre e A e b b K FI R ?ﬁﬁ&(mammalian forward gene mutation assay) - & 1 4’: s (Primary)+ B Fimve ig {7
1ok 2bpt 2 DNA & ﬁv ] % (unscheduled DNA synthesis, UDS)> % 2 7+ duloxetine iz 3 A & o1 @ B § &4 iﬁ’;m”f TN 5% 7 B ot duloxetine

7 g;;;aa; m"Eﬁ_&%‘:,@J R

THEET A pw AP e RAeps BPR* duloxetine # £ £ 45mg/kg (5 A MEBEHAMESNLR) A RBEHIpAL T o
14 ﬁ-}%,ﬁiﬁﬁ (:ﬁv}fk;&i\)
Duloxetine 2 s e g 5+ T FI3F § ¥ F L4 L% -
o £ (MDD) : 3t & A H (714 Bl Fé%ﬂ 1 etk [ 4R R E%F(141)]
-@zﬁﬁﬁ&GNM'3%$A?Wé% 12 admekz 1370212 F o eeFmoed Rk [ LR RFE%F(14.2)]
o Wk 4 5% (DPNP) 1 2 i 5 8 12& & Ak [ 5B iR5k#5%iF (14.3)] -
e HAsuf (FM): 2 B A Fo(~ %5 3B 2 637 ) [ 2R THFRE%RF(144)]-
141 €85
Duloxetine i¢: € # 72 (MDD) s > > 2 4 BAEHs ~ FFp ~ T ERHE - F B E o Pé%;;ﬁ? PR L A E LA (18 -83 ) > * & & DSM-IV
VEEH LR B¢ 2 RS s A HE A ERY duloxetine 60mg - % - :(A Bl 5 123 2 128 =) & FA(4 w5 122 2% 139 =) 54 9
#F5% 3 BiEsk o A LA IR duloxetine20mg & 40mg— Ao (AWiE86i% 91 ) X gH (891) » A 8k % 4 B#E%: }Fﬁ A
584 PR duloxetine 40mg ¢ 60mg - % = =x (& % 5 95 =% 93 =) *«e »}ﬁ"’w (93 1) » 58 8k & ﬂpﬂfiéﬁ-r » & p A 426 60mg ¥
LSRR o
2304 BiFE% Y > duloxetine b & | #| L B F R ok 0 & B2 % .2 HAMD-17 (17-item Hamilton Depression Rating Scale) st 4 (% = 2. #5% 1-4)hic
L AR LR iRE -
AT TR R AR S B E S PR N R R r’;}lﬂ,¢&h)?‘; A AT A PRIk o

- EHRBRIR PR ELER




BRER | SRE i & o<k HAMD-17
T 304 i A #(SD) pAEM2 BT Ferr X A2 LI
39ig ehgg i (SE) (95% ClI)

o Duloxetine (60 mg/day)° 21.5 (4.10) -10.9 (0.70) -4.9 (-6.8, -2.9)
% {A 21.1(3.71) -6.1 (0.69) -

% 2 Duloxetine (60 mg/day)° 20.3 (3.32) -10.5 (0.71) -2.2 (-4.0,-0.3)
% /@ 20.5 (3.42) -8.3 (0.67) -

W% 3 Duloxetine (20 mg BID)P 18.6 (5.85) -7.4 (0.80) -2.4 (-4.7,-0.2)
Duloxetine (40 mg BID)P 18.1 (4.52) -8.6 (0.81) -3.6 (-5.9, -1.4)
% {A 17.2 (5.11) -5.0 (0.81) -

Wk 4 Duloxetine (40 mg BID) 19.9 (3.54) -11.0 (0.49) -2.2(-3.6, -0.9)
Duloxetine (60 mg BID) 20.2 (3.41) -12.1 (0.49) -3.3(-4.7,-1.9)
% A 19.9 (3.58) -8.8 (0.50) -

SD: %% ;SE: ¥ #HAL ;Cl: RHFF > T ALHRBHRN S I AREF R JHRETAE -

Bh AR 2B T iéiﬁmé_ﬁk(%iﬂ,ﬁ\—i % [ #) [Difference (drug minus placebo) in least squares mean change from baseline]

b ezt b gﬁ%iﬁ%f:@ Bz &8

- Tk 0 F 533 =@ & DSM V% @‘E)ﬁz%ﬁ:ﬁ-m/}% 4 $% duloxetine 60mg - = — = in 0 3t 12 F B ciRgeAs e in i o B ¢ 278 s 4
B iR e sk R ok B(EA 1}3; L AEH 10 E % 125 & T AR E  HAMD-17 4, 4 <9 ~ CGI-S(Clinical Global Impressions ofSeverlty)/\Ec
2 2 7 {4 & DSMHIV 87 E @ R 2F) > St 4 SEfE A e T 2 duloxetine 4 e A i (N=136)20 % i (N=142) > 291 6 7 dpfiss
% @A egp 4 0 duloxetine i g 4 5 2 BAEER S APET AT P P RE(Fl- 23#% 5) BEWRRSE LRI £ ¥ 12:% CCI-S A dp i i 4
2. CGI-S » s 22 » > P - v Py P EDSM-IVZHEH RS > G- Av BRI PG P TAS - v PG # TR aiRl .
Duloxetine $t i fps 4 £ W s AFE g o

B - -~ ¢ * Kaplan-Meier ;=i 2. ﬁéf:;,;«, A R 4P ~ v (MDD Study 5)
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Duloxetine i & i1 & J& 7t (generalized anxiety disorder, GAD) e »c > (&1 B IHE G - Fh ~ X AHHEBFEHRZ 2 7 A FHE - s~

L *»ﬁ?;r%» HEERET o3RRI 5 A E P PDE (1883 &) 2 & DSMHIV 2 80 i ft %&(GAD) I -

B BT AEME AR - B FONERA Y AR L 60mg - 3 - S FREE R T Ry AT 30mg - % - iR £ A e

£3 GOmg - - X N5%FHE A YRR AL o V- BEAEHERHLALHE S 30Mg - A - AP -G ERFAFHEL 60mg - x - = o

- BEH ;ﬁw 5 1t # Duloxetine 7 . E'(duloxetme;?h EVAEL 60mg— % - & (N=168)z 120mg - % - =% (N=162))27 % [ & %2 (N=159 2 N=161)

~1;% PO S 10 BT AFHEERY R A ERL R FF DT A E L 104.75mg/day A T H £ #5% 1 & duloxetine #| £ 60mg - = - = (N=168)-

duloxetine # £ 120mg - % - = (N=170)% =% & = (N=175)5 »c > 5 # 9 iF - 82X 120mg/day #| £ &1 & F F»c > & g &% ~ ** 60mg/day

C RSB R EY, £

= tL% # 5 7 »duloxetine +* % & & £ & F % 2o 15 B & % 22 HAM-A(Hamilton Anxiety Scale)i, » (% 8 2z ##2% 1-3)%2 SDS(Sheehan Disability Scale)
BRI T AR LR AL TR IRF o SDS £ - BAFENARFE S 2 FREE LMY PRALFEY 2B RUNER > 2 B R K IT/E

’f&u?ﬁi* R A ER RRS EA TG T e

¥ - tL% Fok i 887 3 &£ DSM-IV-TR 2 %73 B L & g fi(GAD)m}‘ Ao B 26 3 B ke adsde sk ) 0 3% duloxetine 60-120mg - % - =k is

Fro B P 429 4 B iR io ik G ok k,?—( TG A Lr% 2% 2 % 26&?5 ET )RR HAM-A &0 p RS KT S 50%F 2 % 115 2 CGI-

% & 42 % (Clinical Global Impressions of Improvement) > $iz 5 1 & 2)cfup + AL AEH 4 e 3 % 22 * &l € Duloxetine i 2 (N=216)s & F#| =

(N=213) > = ghpd i A TRE o Ngi‘”‘:ﬂﬁk/v\ﬁcrﬂ}lis AW 5 T73% MAENG ok ek il 0 10% s TR G CClERERART I 24K

e 4 h REEA A ¢ 31 & (MINI, Mini-International Neuropsychiatric Interview)s 7 5 B 242 & r (R FHRF L &2 7| 4 g) > & 7

LR rd Bk s o ApECTE FA g ¢ Duloxetine Jaf e < 2 R LN B R AR PR B 0 P RRGE (RS 232 % 4)

FHWMATE AR TR EEFIESA NG R o

i * duloxetine i 5265 & B L4 & Iﬁ)j]r_)l% A2 f ARt AR Y- B A Y 103 HER ‘;’% FargisEn 2 X AR L dehph L 5265 B

2R R E R DSM-IV e & 4 o g g d o s AR 5 30mg - X - 0 S A & R RTRG R F AT TV‘%)%F fe 2 AR

BisAid 2 4R TP 2 30mg 2 B - H B2 3 120mg - & - Gem L0 A BLis R W 2 4 S ® enT 3o 5 50.95mge

¢ * duloxetine s 2 + (N=151)¢r & * % %] (N=140)4p v > 12 Hamilton Anxiety Rating Scale 3./ {1 p a2 kg2 T30 & ka—r k!

L AR g (4 82 38% 5) - @ * duloxetine jsp 7-17 AR LM B R TR A L AR S - BAIE T RIS G L % AR

P ek 445 DSM-IV 2 85 5 B L B o 2 2L ;’;},ia Ao

ALY oA B R S 30mg - X - o A o RRTRH RS F T AR TR £ X Atk o 3F i E 5 30mg 2 e Bk - A 3 120mg -

TS m A AP N0 RISR I 2 A TR Y nT 1ok E 5 57.6mglday o s FTE ¢ o fAANEART # B 02 & kA £ 4 [PARSE (7R L B

&2 BeE R A > @ duloxetine (N=135):c i 42 & 0% FHI(N=137) (% 8 2% 6) -

AN R ERRRRL RS LER
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T 3o 4 B M A #(SD) pAEM2 BT FTrr X FAS 2L LEET
3o chgg 1 (SE) (95% CI)

w1 Duloxetine (60 mg/day)° 25.1 (7.18) -12.8 (0.68) -4.4 (6.2, -2.5)
(HAM-A) Duloxetine (120 mg/day)® 25.1 (7.24) -12.5 (0.67) -4.1(-5.9,-2.3)

% /A 25.8 (7.66) -8.4 (0.67) -
Hk 2 Duloxetine (60-120 mg/day)° 22.5 (7.44) -8.1 (0.70) -2.2 (-4.2,-0.3)
(HAM-A) < /A 23.5(7.91) -5.9 (0.70) -
w3 Duloxetine (60-120 mg/day)® 25.8 (5.66) -11.8 (0.69) -2.6 (-4.5,-0.7)
(HAM-A) % A 25.0 (5.82) -9.2 (0.67) -
#% 5 Duloxetine (60-120 mg/day)° 24.6 (6.21) -15.9 (0.63) -4.2 (-5.9,-2.5)
(#£%) & A 245 (7.05) -11.7 (0.67) -
(HAM-A)
#% 6 Duloxetine (60-120 mg/day)° 17.5 (1.98) -9.7 (0.50) -2.7 (-4.0,-1.3)
(v24) & A 17.4 (2.24) -7.1 (0.50) -
(PARS for
GAD)

SD: 4% ;SE: R84 ;Cl: BHBEA » X ALHBHN? 5 5 LEHEHH S RPTAE -
ahABRSP 2 B T3EHEE (B RL ZFH) [Difference(drug minus placebo) in least squares mean change from baseline]
R S AR e RS R

Fl= ~ i * Kaplan-Meier 3= 2 4 3 5 * } fi 7 4 +* (GAD Study 4)
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Duloxetine J};";%F‘Hf%ﬁl-‘)ﬁ? L 2 B #(DPN)3lAzcid S5 e » S 2 BAEH ~12 X~ Fh ~ BX A FTHE PRRET - FHRE LT
W AR D 6 B0 A A o 52 BRSO TO1 B 4 0 3¢ 5Ot 4 (T5%) R A R H RS 0 S EERGE A B B AR 8

AR R T ELEE R R R L E S 5 124 55 % (painful distal symmetrical sensorimotor polyneuropathy)x > 6 i * o 12 11 4 £
# (11-point scale);®f s A A > A WL 0 AR A AR > 1210 A R A B SRR p A DR R A A ER 24 ‘% 5 pR* duloxetine » % & pF o
TR AR acetaminophen > = = 3 % 4 23 o A ER Y S i A RPEY - = W

&= BBt #duloxetine 60mg - % — =t & - X = =& B ok o Bk — - 5t $% duloxetine 20mg £ % @ g o o

PSR- £ Tk 457 i 4 (342 R duloxetiner 115 R ™ & A i# 5 - & ekl 334 o 4 (226 R duloxetine» 108 PR * % [ #])- Duloxetine
B0mg - % - S A - X Heafl o BMEL AT R A p AR E% S BT 08 R Ak

DGR G o dep ARSUERT S S0%chp A v bl o B2 2 BIZ A R L ARR o A vt B e R R E AR RIS T AR RE BRI LA

AR E o WY BRI E O FolR T o AAAER Y 50%p A o 4 AL E T E B R EAER ) B0%p A P o A RE SRk R A
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Figure 3: Percentage of Patients Achieving Various Levels of Pain Relief as Measured by 24-Hour Average Pain
Severity - DPNP-2
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Figure 4: Percentage of Patients Achieving Various Levels of Pain Relief as Measured by 24-Hour Average Pain
Severity - DPNP-2
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Duloxetine 3z #] 4 aovyg (FM)sh »cie s BAg ~ 5 ~ X EHER - AR OR%RET - F%R PR P2 AR ,ﬂ;];qé‘»: ¢ (American College of
Rheumatology)2. i 7t 7 EFif 2 (# 4 3 B ¥ 10 b R LR Ao ¢ 0 £ 18 B LSRR BTG 1B R L QIR RS L 4 o FM-1 3% 5
ZBY o RATpAdis A FM23ES% A B BT o e TR Bp 4 o ) 26%en i G £ W (MDD) R BT o FM-1 2 FM-2 3% & fcp 874 ik
4o H ¢ BAT i2(B2%)% & 5k o 14 11 A £ 4 (11-point scale);= & s £ 7 > A W14 0~ R4 27 > 12 10 A % 4 B o o 4 AR A i 6.5 4 -
@ #3285 % 1 duloxetine 60mg - % - X & & X 120mg(& FM-1 5 A 4% A FM-2 5 5 p 8- HE L E) 22 A0 - 58 6 B2 angsk? o
FM-2 g #t &m0 3 1 * %% duloxetine 20mg & % [ #|i& 7+t #& - FM-1 £ 2 354 o 4 (duloxetine 234 i » % fg#| 120 =) » FM-2(5% % 1+ > 95%-*
)% Jc g 520 5 4 (duloxetine 376 = » & [ #| 144 i) - & 2 12 duloxetine 60mg & 120mg /v ¥ A ¥ ¥ & St L & eheed p ARTIFR S BT 30
PR TR R A dep ASUE R Y 50% e A vt B 3 hp A ALF F MDD fop 0 8T BB IR R R E o 2R a 0 & MDD %op dhp 4 R R R
EORET RS BRI SRS RRRRLARRSE A B B R L RAIFERT ARME FRE L AR ARG o BY RER IR
Eolm g o AR ARKE 50%:s 4 0 2 Ak FE BRI L AR B0%p 4 Y 0 RREF LB RSB A ARARF LI ARRE 0% F &
B AR R - TR R R 2 R R TR LT R o e i (Rt B8R % Fibromyalgia Impact Questionnaires)
Eop AL B g R 4 (PGl R Az H 2R & Bds% Y A K m 120mg e g Bt 60mg» 2 g OR B L f S 7 LF BE RS D nR G M o
BT~ dhopm L 2 24 ) BT 07 7 I ZI AR R R T8 & RBATR A R R 4 | At (FMH1)
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BUehF — sk B kT (open- Iabel)m” 7* » #-% duloxetine 60mg - % - &2 G ipf F rfgm;ﬁs AAAHERFCE TR o it # % duloxetine =+
% 60mg Axdp o T 4F 8 i o MES 0 R oA L IEELK S ZHEH A Fe 0 4 duloxetine 60mg - % - & & £ 120mg - X - AR B N EINR o A LS
Epf F e A (Bip R F B A S AR T 8 T s B AR AR A gl 514 30%) 0 1R 27 545 4e duloxetine £ 120mg 4p gt s R 1
5 g * duloxetine 60mg > A& 60 s R HAPFILG B L S E TSR F RIRE -

15 & %2 4%

15.1 ¢ %
Apa-Cymba 5 B & #7 > HHE 2 fFd 4o ¢
o HE
30mg* 60mg*
Wf A MG 4 =X
ﬂ%irbgf/,—;w = =

*#p % >t duloxetine 7z £

30 F i E 1 4~1,000 % PTP 4855 ¢ %2 #9950k

60 & s : 2~1,000 4 PTP 4855 ¢ 2 4 gk

15.2 4t %

FikEr 25°C T .

16f5»‘)&4 a:—%&m

c E¥ipHip s F JL-—‘ oA R A RA 2 R A F M duloxetine i e E Btk 0 T REG PR REGPRE S 5L

LAH A T ARR o BB fp A YR duloxetlne B A R L B F R S F R
o« B MR ‘9*’71-#{?@1?5‘ "1,%*'?\‘?*4% FERALTAEMKOE L B b s BEORF T AR PR BRE pI’I? EAIE N s SN 5

g sh(#%zé Fh L BE) R R 2 v rv AR R HEE P BRAR . AR RBE RIS A D2 FHEAF SR AP L L

FAEGRFFARBATIFAQGEER  FEERT A RAFL o F 2 VR REL TR RS FEAFREE R 0 AR UKL S

m?_{mix‘;k,,};ﬁ/\ B % ] R PR o iBE  k T a iﬁz,cp BABEE L PR G Flb e F2y &T*?myﬂ,{z’*v RV i JON S & > [g;ggﬁﬂ;r:-gg s
Bz a3 FAHG1)]

Duloxetine s 2 FE5 PR » 3 Vel BFL» m AT HBRE I RBEPN FHESH WA B RUWR L o 0L DT L RPFE LSRR

i s oy -r duloxetine iao 1-4 381 0 o 4 TR E LR 0 2 R REFE A AR -

-2 degs 4 0 hié % duloxetine in e A ¢ 0 NIRBRE SRR AT FPFH D g3k o 2 kup 4 0 F AIRY duloxetine T A B -
TR RS R LRI IR BT A AT ’kﬂ”f"{ v ”Lﬁfﬁg%%i SLGE R R R 'F“mf&%g# ARGt AR o Bk
& PR 5 7 i 2 it * duloxetine pF 4+ £ %M:“—]p Mo [$FREFHLLEAH(5.2)]

o [Fpt-#2 7% duloxetine 7 § e PP S A2 i 4 @ S e d o i # % duloxetine & & RFWE T A A FE TG L o Tl o < AT F g 4
7 ¥ JR* duloxetine o [ B &% 21 Liiﬁ}“(S 2)41 FH 3 iE* §(7.15)])

ERP R B R AT R F A RN R R BRSR G A E AR EAFTHR 2 H Y A B L ER e
duloxetine & * {4 ¥ &y 4v 3 duloxetme;gsk;gag“L e Bew e [$REFLILEARG.3)]

& O B F-FT L% duloxetine 2 # s i & E L > ¢ 3% triptan ~ = k4 #(tricyclic antidepressants) ~ fentanyl - 42 - tramadol - buspirone -
tryptophan 2 7 # 8 #(St. John's Wort))srp « » & 4ri P 2 b F i #Eab % - [$RELF@E) FF2LLFAWGA2 EHF 213 Fr if
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BEGR F e ES > SRR P FAEY L HESZ ¢
FERAf 2 AP EF T B e [$REFEALTAWGS)]
B&igﬁﬁ -4 o Ao duloxetine ¥ st i F FeE A K F i o itkend LF BV ARG Ao h I VB R é?’ o 2Avp A o B4 KE v RAME
CORER R S Ee AR ERF et BT TRSFFAIELE e o [$REF RS iiiﬂﬁ“(56)1
n»%é*—vn\vlﬂ,ia& ) la%* duloxetine ¥ it g & ~ R B B ABFRTEF - 2k ek s AR fa AR RF ST Mo TL*J@}?;
VO EA AL »t,?gvﬂf'q g T i % duloxetine o [ %R & R ¥ H(5.7)]
B & SRR A -2 R R S0 ¢ B 4 duloxetine o 2 W 0 b 2 d R BEARIEA B ePb g (Blde t RORDA AR %%E'I”ivi B2 REEpBL).
F A A R E B R iz Aok 0 Dl E S S BRI pERRR B R G F R IR AR 2 F Y ans L 4
WRSEHS R o [FLEF2LLiF0(5.8)]
Pk P F kP2 dops 4 R duloxetine T it § i S ARV RE 0 Fl0 AR BAY TN ERA AP F RGP T AT F A FRR B
AR AP FER . FL P RDEL R AP T RRPET VP RS &Y S B o R & SRR AR M’*%’EE~~& " F]E e g A Wﬁ*ﬂiﬁ’fﬁﬁ
MR R EE b Ok & sk (angle- closure) Yo%k B PIF LREE B ESE (G] dodi ‘fﬁv [$B&EF22LF5H(5.9)]
BR-EHIp 4 0 FFRRA R GhR R P e [ &Faai$5514(5.10)]
b RN SRR 4 LR, duloxetine T g A B o [H2EFea AT AR (511)]
oMM EH-dvp A o ML AR XPFRY Sl FH S OTCEF > » FEFFL - AL AP EFRTRFLEHFITEF - [FRT 27 E
W(26-27) FeHp@) EF2 AL LRF(B4-512)2 FH 23 v (7))
Mk -2 g 4 0 12 SNRIZ SSRIGaf » @ 42 duloxetine » & 3 4 i g o Ao & ML Gl Sk o [FREF e L EAH(5.13)]
BREAT gt L AR R P R R R e [FREFR AL EAH(5.14)]
BB FE 22 BGR #F F -Duloxetine 3t - f87 i ggz@g@w%# o FRRRE A FhARE P PRI Fars e P m%ﬁ&% AR o [z FLEgs
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B e BH @i skt o duloxetine ® t A% 18 K IR 2 % 2t zw AFE: o [SRFFAT F R (8.4)]
e HE N A RAPF-T i FH oA HEA G f:"m;ﬁ«f"ﬁ -2 L - ‘L%’ BfTdea 4 o RN RS Y A M7 duloxetine ¢ BB A R~ A
s‘Z #3siad o i duloxetine ¥ it lA=gd 2 TR o FUt o n A P 1T E G BR(E F B 2 )P L] < 0 B FlAE L duloxetine s 2§ BE W PEE
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