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Bk FLBER 42 400 £ 5%,

MULTAQ® 400 mg, film-coated tablets

RBEBRFE 025224 3
- Vel=] ) g

MULTAQ REEBARMEALKESE (NYHA ) 2ERE IV BNLRBREA - SIEERNORBRABERE
BELRCER2MER (FSlER  "WBIRSEE  "HRASHE ) -

ERRBY RAST RS (ANDROMEDA Study ) - T4HEME & RE AR EERBCMRMNZE N
IBENZBELRBAA - #8F dronedarone ERANFETR EARBEME - WERATRBRA
dronedarone ( AR #M"13.3"1 )-

MULTAQ RS ERISKA M0 EEREN AF JRYEA - D BR S A DA M A IEE RS0 E - MULTAQ
S KA OEEERA LTINS TR  PEMNEREBING (FSM' R WRREESIR R’
PREVER ) -

1. BEERERSN
MULTAQ®E AR R 6 BEABEBMEHFE O EMEEE AF) SOEEE (AFL) - BERIERMEER
( sinus rhythm ) IREEMRZE - TREFBREVEREMERNER -

2. AixAE
MULTAQPHIR, AESBBIERE—E - BIEXR 400 mg - BEMR - MULTAQCKIIRAI AN ARB R —it - HER
RGEHR -
MULTAQ®RE YA A AT - B FCIE FAEE | #B30 58 I SR OVE R EEY) ( #0:amiodarone - flecainide * propafenone:
quinidine + disopyramide * dofetilide - sotalol ) 8% CYP3A S%HNHIM ( 40 : ketoconazole ) [#F &' (4 )]+

3. BERmE
MULTAQ®400 mg A—TEO R A SEMZERE - —HZEZRRIRER - 5—HAZERFE4142" -

Amiodarone B/ MULTAQ® Z RERMM BN AR - MAEREY) - RESRBANEE T/ NEST (BR
Ehi 4]

4. BB

MULTAQ®E AR TSR A :

o YHEMERL S (dronedarone)s A # R 2 Hitt i s MIBE HE -

o £ 2 3 MESHWMIY - o2 M RTINS - HIKANT - MEMINAEMRER - O F MW - S AERERS
(slck sinus syndrome) Z/A A (fEFATNRELERZZZEIRIL) -

o DIMREE<50 bpm & -

o HDEBESHFAABBL LZXKAMOERERAGFRANR O BREREREIEME) - ERMAERRTUKE

WEEIRZRA -

o EFMEMEMEENBIAA -

o BERBOEBHFARLSEEEOREERSMERTAHORBE (NYHA ) ZBERE IV FHARIBK

A s

o 8 CYP3A Z4XiN%IME - FliN ketoconazole * itraconazole - voriconazole * cyclosporine *
telithromycin - clarithromycin * nefazodone X ritonavir [#5F "W ZEF" (7.2 )] -

o HEWIEE QT ERMNMY T SR Y EEE Torsades de Pointes B9E%) - I phenothlazines 11 % &
)  SMRERE - FLORMNERENEE (marcrolide ) (i1 erythormaycin) B 55 | #8F158 Il @I
VEREEY  BABTHEYE SRR LEFE (proarrthythmla)lBTER -

e QTc Bazett R > 500 msec I PR B >280 msec & -

o REFIRERZE -

o WEXLER amiodarone HEARIFTMSEEHBRBIL 2R A -

o WE( ¥ XIE ) BRIRLER MULTAQCTIRERHZAL5E - MULTAQ® ZANRERZHNFJAERZMER -
BRAERZUBRASE  NERSPERRER . BENRARBEYRRNEERR [#7 FREH
A" (8.1)]

o BUIRK [#5 "FHREHWES" (8.2)]

5 WRERIESE
5.1 ARPMERA XA OERERA
RBIRE MULTAQ 9B AZE VS E BT ECG &l - EIRFA MULTAQ MRASRA KA EERE) - &
fFILfER MULTAQ ¢
- KAKOEEERA 20 ME ERIE T RLRB
MULTAGQ HENXAMLERBFAZOCMEERTEC(ZTERLERE)RLORIBZAR - R
dronedarone JABMNBABENE=ERASEAHORER - BERAEAAEEMNRNRABTREVER
BN (ES FRRER)FEIZF MULTAQ - MULTAQ #R A0 EBREN R A SE BN S -
- KR EEERA P EZ RS
F— XA EEERA 2 R mLRAHID - dronedarone M AEAIRAILMA - HRIREAE
BYETRIE - MULTAQ FER (E R EEN WS RIRET EREENRDERARZRA -

5.2 GARSBHIRLRIBERNELEWMINBERR ZRA

WABRESH - EHRORIBAVEMRL I ( FI0 - BEIEN - REMEKIE - TR RAERIEN ). MA>
BRETHEN - ERORIBIWIRLIR - BFLER MULTAQ® -
HMRAMEERFARSTAEOEMMINETRMMREE  EREELEZWHINETRR - BFLER
MULTAQ® -

53 HRRE

Multaq L#MERERS - BEFERE(hepatocellulan)FRAME S B R EHGAIITREIE) N ERE
REE -

BEtAAM Multaq Al - FEEITHTINEERDA - WHLBRMAAME— B RFARARES—BER -$°EA - £=/8
BMER - BAMA - £AEA - SABERS+_EAETHINEESR - Wit EHERFINEE



IR AlT(alanine aminotransterase)i&RI{E EABIBIEREH LRMN={ER(>3 *x upper limit of normal
(ULN)) - BEMmETRE - EERR ALT LAEBERELRM= - BEFL Multaq &R - LEZERRA
ZHEGEZE ALT KIGRERE - ARNREUENRE(ESTEEMMNBERLORER) - SRAMTHRIE
BHRESENER - RXEEXRRA Multaq -

TS5 E0 8 A M0 85 £E (0 ) A AV T IR WAV (30 - TR - IR0 - TENL ~ 5048 - O RE « - HEIRAE -
A - REREDEEERSE) - @RESREMIRE -

54 HERFARKME
IR PRI BN 82 IX S TE MR RO LN IR T AE SR D A R R FEARRA - ER AR LA/ O ERE - BTEER MULTAQ 3ERTRYET AR
TR BRI -

5.5 BEfERFEAF KRBTSR MMNER S MEE
T e G 80 ) PR 79 ) 6 35 A 6 880/ R (S D B JE - MULTA QIO 7E BIR B8 AT R AR 32 A R P B M EE 2R M R i
RELEREMER - #£F Dronedarone JARAD A i 55 ) Fl 46 IE £F 2 28 8 U832 R 18 T -

5.6 MRMARK
AABRSERNOTRIIARE - RA vitamin K IERBERABRAEA dronedarone & - EA{THER T H
B5R vitamin K $SRBIR 5 BRI PR REE RIS ELL (INR ) (S RE7.3)-

5.7 QrRERIER

Dronedarone fYSIEEMERE TAEEFE O BE(ECG)IR{E  FliN QT FARPEER( FI94AR 10msec -
EEHREEANRE) (ABEILEREM) . [#TEANZES (11.2) REATE (13.1)] - EHBER
FAAMIETTIENE(B1E ECG) - E QTc Bazett BFF = 500 msec  MULTAQCHEFLIEH [( #£8 "8 "(4)-

58 BIREIEEREIS

E#A dronedarone 4R creatinine RERR LAMNERE B AIURMENRIEEIEERE - #RN
LRBRESTIRSEINELSE - 2HRRGBRIEASHENBEEYARETNERE - B2HEY
RS ThEE o

Dronedarone BtARR®EE® - MY creatinine IREAE/NEIEN 0.1 mg/dL - Creatinine BRI METEA
RERAMEEA - K7 XEDESRY - CEHEREFHERTIY -

59 TBREBERAS
MO ERRERENIRERAZS -

510 EBFEA
MMERR 75 BR(Z)U LAMMSEHBMERAE (BREMB4)-

511 BHBHEL

FREETRFSURNH IR BRMAIFBATIRL - TEIER MULTAQS A FARI IR XA R AVE 2B HE - En4Y
AR - B ERAERAERSHMEN dronedarone #% - WY HMARERGS - Al - BHPBELE
MULTAQ*ARIB LB R XS BEMNERR AR TSR ETREZRT - LURIBEENR2SX #5874
BRBEET (8.1)]

6. FTRRME

THMERSERMERERNGE :

o HIRMHMORIBERNLRIGRE [#£7 FESRLIREER (5.2 )]

o EfEAFEDNRBTMEMEMPEREMBEE [#£7 FELLHER (56)]

o QT BIRER [#5" FELLINEE" (57)]

6.1 ERFREIAR

I E AR RENTY 0 8D ( AF/AFL ) RABBRAMX dronedarone 400 mg MR 2RI - TERERE
L2 MR 4 R RYEEREER-- ATHENA * EURIDIS « ADONIS * ERATO #1 DAFNE - £ E1iE LE S AR 07 3 A RR
A EBIRRAMMAAI 6285 & - Ho 3282 ZHAZHRAMRR MULTAQ® 400 mg - 2875 BRAIRA
REMW - BLESRAOTISARNMS 12 @A - £ ATHENA R P - BRPRRCE 30 EA -

BRSRS - AFRRMEMIRAIERMENR donedarone 5 11.8 % - MBS 7.7 % - IEF MULTAQ®F
HNBRERRARREETRE (3.2 ZHUNRMBEN 1.8 %) & QT IRER (1.5 %HLHRNZRIMAAER 0.5
%)e

HEhEEFRSRS - SHREMX dronedarone 400 mg B & RNFARREEIEIER « 180 « i858 - BILA
#whe -

R 1 RAOEM NS0 ERE) ( AF/AFL ) R AS B IRAMX dronedarone 400 mg 1 2R BEIEARE W
BHNARRE BEERRRMIIK&ARE S B(system organ class) MBS ESERBEMAXEIR - FREY
B MG BR B 8 R0 I [ ST PR R B SR SR 2 -

R1: EL 1M EZRAHRNENFREME - BRERBERRAMAE

Zmm Dronedarone 400 mg —XRR
( AB=2875 A) ( AB=3282 A)
Bimi
iR 6% 9%
3TV 3% 5%
B 3% 4%
Ent 1% 2%
HERRARER R Bk 1% 2%
251
R 3.6% 4.3%
R 5% 7%
DR
IERE 1% 3%
B T A
BIELS (28 - B BEZ A% ). | 3% 5%
B RS - K - BB R

EE MULAQCARMAA S AN BHRBRFRERAEE - BREREIR1% -



UTHREBRATR MULTAQ®400mg HWREIRABRE L ENSH -

#2: REMMREBROEESE F-ERESRTRRE

R Dronedarone 400 mg —XmM
Rx
( AB=2875 \) ( ABE=3282 A )
AMBEYA 5 K - Mo creatinine 140 210% | 21% 51%
&
( AB=2237 A) { AB=2701 N)
QTc Bazett (ER ( B> 450 msec - £ | 19% 28%
> 470 msec )

RBTEMA DA RERIETRE - FINEBIRER - WRBNET—BEREFARENFRRBRER -

6.2 EHiEEMGRR
Multaq EHERERITRARRM - ARRAELEEHENTRRBBEHEOERKFAR - BLMRE
ERRGEABERFYREFR R BRI ZENERME -

DRARRE

gmitLR=E (BR15.2")

SEERAT - OEREE 1 EEMAENERDERES -
FRARRE

FFIhasteif R

Fr4MRa BT RIRM - B14F

EREGHREITMRIB (85R5.3")
MEFRRE

ME% - B3E A MR mE 3%
N NN

B AT e - EIFERGE - Al AE( e
REHEFTRRE

BREE - S KiE

O MWREIE 2O RER( I OEMAEETEN T E BN AF/AFL ) RIFHERE - AT - MOEHERR L TEIEEL Multaq
HABAMHRYTIBEE -
# EB5mAS%HIER Amlodarone &R

7. EYROERA

Dronedarone £E4EH CYP 3A Ui i B R EithilF CYP 3A & CYP2Dé [#5F "MANZEE'(11.3 )-
E it dronedarone KIM$MERZE CYP3A MM (inhiblior ) FHEMA ( Inducer ) MR E - EIK
dronedarone &% CYP 3A 5 CYP 2Dé MIS MMM ELEX G {EMA - Dronedarone B/ HE (CH M5

(in vitro)%& #%l Organic Anlon Transporter (OAT) K9TJ&EE ; Organic Anion Transporting Polypeptide
(OATP) & Organic Cation Transporter (OCT) -

Dronedarone % CYP 1A2-CYP 2C9-CYP2C19-CYP 2C8 K CYP 2B i fEAARAAYHIHILE 1 - Dronedarone
EOREXHIE P-glycoproteins ( P-gP ) R9&EIX -

oAk - WES B - TEEAT]AE SR AYAT H (E B 813E - ZRUPRETM ( beta-blockers ) §58 FIAEIE ( calcium
antagonist ) & digoxin [#5 “"RPZZEE (7.1 )] -

EEEFERD - 182 dronedarone AR A F AR E1E - ZZYEEE ( beta-blockers )« digoxin *
55k FIEB ( calcium antagonist) (B2 HROHIERREEY) - stating RO MM -

7.1 BEYENBHNREER

IER QT MRS ( 2155% 38 Torsades de Pointes & )

2 3t FAWIER QT RS ( fIM - ¥LE phenothiazines - ZIRMEEH - REBRFENERRS | BN
% N IO ETR R ) EREL#Y A% Torsades de Pointes 2O EMHGRZEMNBERIR [£5 &
B (4)]

Digoxin

Digoxin /N dronedarone RYBAEEHMAE ( FIMPRIE AV-RAEEE ) RERSRPTEL - HK
dronedarone £ digoxin ¥ digoxin (I REIRS - BBETENBMERHTEIEMN -
EAaEmEyBhE L WTEER [#8 "RYXSTEA (7.3 )| RBEYEYBNEERGER - MEMERE
F digoxin JAMBIME - £5MMT digoxin AR - G digoxin WEREY  WHRBREARMDRERS
% -

£ 8 - PEL 5

SERE FIRMT M B (sinus ) REZEE (AV-node ) HIFI{ER - HULTTAEE 134 dronedarone FEEE L
IRR -

IR FIAMTMEEENBMNARET FOEEMNMREIRHARFNTSHETERSRE [#7 "AY
R (7.3)] -

Z BBl ( beta-blockers )

#EEEFKSID - dronedarone ¥ beta-blockers RIS - LHRBERBERMIRSE -
ZEIEHMmsEUENERMNA AT - FOEENMREISEARIFONRERTERSHR [#5 "FYT
TR (7.3)] -

EAAHREYHNRNTEERRBEYBRRBEXEER . Bt Z BB EH & dronedarone $fFRRE/ .

7.2 Ef{th#4% Dronedarone FIF

Ketoconazole FIHEM3ERIAY CYP 3A HIHIB

ERETFRYEY CYP 3A i M-ketoconazole WMH dronedarone HIERBRIENM 17 2 - EEMPRE
(Cmax ) &M 9 1S - Fiit - dronedarone 2|7 ketoconazole REfMIMARM CYP 3A HDHIB ( N
itraconazole * voriconazole - ritonavilr * clarithromycin & nefazodone ) R [#5 “&&F" (4)] -
wE Tt

HEMHTE—EDEN CYP 3A %8 - ©®{F dronedarone FIRMBIEN 3 £ - mEMRAE (Cmax )
#4140 2.5 & - Eis - HARMA dronedarone M & M AR E AN -

Rifampin REE CYP 3A FHA|

Rifampicin &{& dronedarone KRB EBIZ(E 80% - AR HRAEE(E dronedarone HIRRE - FtMER%



dronedarone £ riftampicin REft CYP 3A FEWEHFA - I phenobarbital - carbamazepine
phenytoin A St John's wort °

S5 7 pE ErE

Verapamil & diltiazem AP /ERI CYP 3A HIHIM - EMEE dronedarone HRBRIEMA 1.4~1.7F- B
RS  BRARYHHBMZEFARBMHMBHBEEIZEER - At dronedarone REREREEE

AHiNEI{ERSSRE FEREM(FI40 verapamll & dittiazem)H RIS/ [#£5 "RYEZEF(7.1:7.3 )-
Erythromycin

EHRH erythromycin (83X 500 2% - K= - EHAMEA 10 X) WEMEMRE ( steady state ) THY
dronedarone RIBEILINL 3.8 1S -

HAthh[ERY CYP 3A4 HIFIEIREIRE(E dronedarone FYMEREIRD -
Pantoprazole

Pantoprazole E—EWIEE S pH EKHY) - ¥ dronedaone AV EN N E8 I MARE IR/ -

7.3 Dronedarone HH B AR &
Statins

Dronedarone ®{f simvastatin/simvastatin acid HWEREZFIIEN 4 5K 2 & - Dionedarone Wi
atorvastatin KR FRBLEZFIEN%A 1.7 & - Dronedarone W{EZEH OATP EIXM stating RN - 41 :
rosuvastatin - LEEFIRINA 1.4 {2 - B8 statins ( CYPs KIEMER ( transporier )) B EHIZE/EFR N
ILZEGEE CYP 3A & P-gP #I%IAI ( 40 dronedarone ) B - MEIEHA statin B9FEERMER 2 -

E# statin =5 BE I MALFAIER - BLLHERE statin BSREVG - 218 statin (588 21288 - MR EiERREMN
statin B 1A BB K 4 <0 B B BRES AR A DA B 2 iR R Ek -

$5 1%t - PR B

Dronedarone % {i §5&E FFEMTBI( verapamil- diltiazem &} nifedipine )HIRBRERILM 1.4-1.5 S [#£5 "N
PR (71)]

Slrolimus -~ tacrolimus REE AR ERER CYP 3A BH

[1kR dronedarone W% tacrolimus - sirolimus RE AR EGEREWN CYP3A BHEHEY 2 MMPME -
I EELEMN dronedarone (1B - BREARENDTRENESFABHE -

ZESEEH ( beta-blockers ) BE({th CYP 2Dé B

Dronedarone BR{E# W {E propranolol Y REMMEILIN 1.3 {5 - Dronedarone ZREABHEE F metoprolol #Y
REBIZM .6 S [#5 "MYTTEMAE" (7.1 )] - Dronedarone $E A CYP 2Dé BHEBW A ( GIER
A Z EPHERE ( beta-blockers )+ ZIRIEER (tricyclic antidepressants ) RIEIREMIMEREER
WHpEIE ( serotonin-reuptake inibitors )) &I AE(EE LB RO MR BN -

Digoxin 1 P-glycoprotein(P-gP)= &

Dronedarone W&EIiNE] P-gP BYEIATI# digoxin BIMBERINM 2.5 % [#5 “WYZTZEEF (7.1)]
ERFRER . digltalis £ dronedarone {}F] - LERERF digitalis A9 iR E - H o B RIEREIEINAVRE -
Digoxin fE:#1HE2 dronedarone M - F1F{ digoxin MAHIAR - M digoxin BER Y - RN

digoxin fURERBH -
Dabigatran

Dronedarone B P-gP M{E dabigatran ARERIEN - EWMEBHAR » MIGENLREFENLY
MEYERR - REMRER (5 E MRS - ERIZ{E dabigatran RYEIR -
& dabigatran etexilate 150 mg 8X— R dronedarone 400 mg BX 2 R A% - dabigatran &3 AUC,.

24 & Crmox B4 BIIEIN 100%H] 70% - IELLIE® dabigatran M dronedarone $iF&EHRA » BiREL T
BRI IS - RMRE—TRE M - RSB HAREA R RE » IR O E B E(NVAR R A G B
dablgatran #1 dronedarone 1B E1&(EF dabigatran 3fi A< @i 0 E & M0 M B IRl S G2 R o
Hithgy P-gP RH 1B TRERA R AR dronedarone MERRBRIZE -

i P-gP REMMEER CYPIAL N ZMMIREER

Dronedarone W& HI%I P-gP BM%] CYP3A4 MifE & A F Xa (factor Xa)ilHEI Bk R BEIZN - EWE
1S WA NRRESEHEME MR - MERGEES - EREERRRNEF Xa MHMHNEE -

RMEF Xa MHIE
¢ Rlvaroxaban

Dronedarone ®{& rivaroxaban YRR - FLMEHASISNE MR - ZE—IE0 ¥4 - R E
HEHERNEREET - rivaroxaban ] dronedarone # FHEEN S\ {E M rivaroxaban Wi 01E & I &
NiERF220E - TERBBRELMD -

e Edoxaban
Dronedarone 400 mg X 2 RH{5WE 7 KBS 5 Xi5F edoxaban 60 mg E—HH|& » edoxaban #%
AUC R Crmax 3 BIEINT 85% R 46% -

e Apixaban

R EE—TEEWM - PR ARG RRER + apixaban H] dronedarone {# B F & 180 E & M i &
BERRZHER -

RBHABERFABLAKNRINEER - 8% apixaban M dronedarone f}fHABMNREAERRIES
dronedarone HiXHEIRIFH warfarin H#FARMNEA - EXEN(EHRGERALMN - B4 EMRGE
ERTAI L M)A S SRARHE, -

Wartarin & losartan ( CYP 2C9 % H )

Warfarin 2Rt vitamin K 1578

HERIHAEMS - AL FWX dronedarone 600 mg W E S-warfarin IR BBAFZIEM 1.2 & - BY
R-wartarin RIiE AR W - EEMEEERMISELE (INR ) ZEIEF S ARIEIEN -

ATHENA B8 « dronedarone ##F QAR A MMEF - EBEERAE - AESHHAT INR REZ EFA(RS)H
R& - BiEREM%EA dronedarone &r—E2MAMEE « 24T dronedarone #9 i ARG ARIENN -
LTiREERLRD - RS5O vitamin K SBHBEIMKA - Bi%A dronedarone M AAREE A INR EAH YR
& (PSR ABEL M3RSR) - FAYA dronearone £ vitamin K #EABIRGARIE - BER vitamin K ZERBIAY
B 32 R BRI B PR E SRR I BRFFEIES (INR ) -

Losartan

Dronedarone £ losartan ZHEiERARINERTER -

Theophylline ( CYP 1A2 5 )

Dronedarone R & 1%/ theophylline ZEIBERAE ( steady state ) THRER -

[ B 3& 22 2%

22 EBEISIRA dronedarone B OAREIZEE . 3 5K EYIRH ethinylestradiol 1 levonorgestrel IREBET
PEHOERS -



Metformin

A% % dronaderone B metformin B EEM - metformin & OCT1 £ OCT2 M= H(substrate) -
Omeprazole

7x¥7523| dronaderone £ omeprazole BHIZXEEA - omeprazole  CYP2C19 #I5%2H (substrate) -
Clopidogrel
R#AE2E] dronaderone £ clopidogrel BN E{ER -

8. HKIRBAGER

8.1 HAIRX

BRZ2HE X [#5 "RE"(4)]

WBELIRA MULTAQCTIAE R IR B IME - EHMRRD - KBRTF MUILTAQCZ AEREEHME
(MRHD ): REFHRFAESSESEE (MRHD ) —¥ . BAEERKIMNIEREE - ERAER2BEE
BAE - NEREPEEBIRES  BSARATRYREENBERR -

W2 HAREMRA dronedarone ARESM ARREEHREE (MRHD ) (M mg/m2{ERFTHEYE )& - B
BASESMER - POB R B B L IREATY ( HEEESTY - R - MRBINITRL - AR - WEWRE SRS - EhIRET -
FiERy « TRBIRES EE - Ei5k - fhiE - 6HERR X EERM VB A ER/HER ) FMEIEM -
BB % F IR dronedarone HIAEREZHME ( MRHD )( MU mg/m2 {ERFTHEEEE ) (9—2K1% - BIA
8> 20 mg/kg (WU mg/m2{ERFTEESFAIIBNRENR - AR ANERSHEN—¥) RABSKRRESR (19
ERERHH - BATYE ) towREigm -

ENIEORIG/EEIE : KB (>80 mg/kg/day ); &F (=20 mg/kg)

8.2 MU\

SRE MULTAQCERE R S5 AMEIL+D - Dronedarone RE{CEME it ABRRIIL P - MHEIAREBARE
HERTREESIRAET - SERA dronedarone RNERBIEIMEEMMTIEEMN - AREHFSHYES
WA ARRILH D - 20 EARF MULTAQPRI BRI BILIHRM A O AE St EREFR KB BERIR - Bt E 5
miEF dronedarone AN - EFLLIEY [#7F "8BF" (4)] -

83 RHE
ER 18 RLUTREEAFRYHZ S RRYRBEKREL - BEFRBELRAER MULTAQ® -

84 EFA

MULTAQeES REtER T - RRRUDEHRKEIRED ( AF ) LA EHRE) (AFL ) BEE>65 REEEABIE 4500 fil (R
hEEER>75 MAVESE AIRIR 2000 1 ) EERANRYRZSHRERFAREY - IOERAR 75 R LB
P EHBERAE -

8.5 BIEREE
BRSHRDt2IE T BMEFT2NHAER - ER dronedarone IEBREIRMLEAIRIE [#5 “HAMREL
(11.3)] - BIEEALERERE -

8.6 FMmER2&
Dronedarone AXZEHATHKLH - Dronedarone EARPERIMAERERANBKRERAS - MEENRI
BER2BANGRERER - AT RMERANTESEERMERESE [#5' 25 (4) R "EFANEE

(123)] -

9. Bl

EERMERNEREE  EERARANOKREIERME - SMERBEER - RESTRERE -

E 1% <i¥%8 dronedarone RE{HYWR R BHRBIRA AHIR ( MWREN - BTN DBEMN )-
Bre B ERRA -

10. HHuk

Dronedarone HCI 2 benzofuran B—1&%744) - B{L2BMHUT .
N-{2-butyl-3-[4-(3-dibutylaminopropoxy)benzoyl]benzofuran-5-ylimethanesulfonamide, hydrochloride.
Dronedarone HCl 2—TEE @41 - BFRBRK - TEEBRRZEFIR ( methylene chloride ) RS -
THRETE CyHaaN20sS, HC - ¥ S FER 5932 - =0T :

0
“~ \
U ) (CHa)CH,
CH,SO,HN = = (CH,),CH,
\ /> O(CH2)3N<
o (CH,),CH,

HCI

MULTAQ®A»—TE [ ARER A -

MULTAQ® B E 2 &7 400 mg dronedarone ( MIERAFERR )+

IEEMR T ELE
ez SBRP AR ( hypromellose ) 4D ( maize starch )~ IEI& 1R NE( crospovidone ) poloxamer 407 »
9| ¥E K &4 lactose monohydrate ) BB 38 — & {5#/( colloidal silicon dioxide ) BB AEALE( magnesium stearate )
SRBIBINR/EE Y- RRBEAEE hypromellose ) B Z, B2 60000 macrogol 6000 ) Z&{L#K( E171 | titanium
dioxide (E171) )~ EEFE4RHH% ( carnauba wax ) «

1. ERFREAI2E

11 RN

Dronedarone f{EFR1% 884 R T 41 - Dronedarone BB FFA Vaughan-Williams FIFESR R A/ VR AR EEFIE - R
A{EREEAEEH R UROEM -

1.2 WYy

BREBYE

Dronedarone EAFTA Vaughan-Wiliams MEEEMALEFEREY  BAVULCEEL —ERHMY
dronedarone MESRYURREE - A 7E5 dronedarone ¥ 12 BI2LEBEZH (LOBEE - PR R Qlc ) KR
2 BRAMERESHEANS  SELATOREY  HEERSH—R - §R1600mg - ABAKRERR - &
R 8OO mg - FAEE 14 K - ZREBEMAEMR - R 1600 mg - F4AZE 10 X - Dronedarone 400 mg & B AAZE
MRE  EONEESERELIRPRANSL ; EAEHA% 2 R - BR800 mg - AILBEESPEREN
TH&ERE (4 4 bpm ) - PR-BIESE B 2B REZWNEY - EHIER 400 mg BR 2 REF - PR-RIFF M
5 msec - EEBEANE 1600 mg TH 2 R - H PR-BER LN 50 msec - Qlc BIRABEZ MBEDPFREN
R - BHIBRA 400 mg B0 2 RE - Qlc-RARE A 10 msec - EHEIEINE 1600mg BH 2 R - H QTc-



RFRE N 25 msec -

DAFNE B8

DAFNE i ER 24T 1B M O S EAEBAS) ( AF ) IR AFTIENEIR -2 M - tH8 dronedarone %
43 DR AR A 15 MM 92 ( sinus rhythm ) IR - ANEtERFRE FIRY dronedarone BIE7 400 - 600 & 800 mg -
BRGE 2 R - REENEFHRNERIMUEL - BEKHR 400 mg WARESEENEY - BAEEEMNSY
FRAK -

1.3 |yEhae

Dronedarone B# B ZMAH - HEBMNERURRE , BRI - ATTDUIRSERIMAE - IR¥ER
AR 13-19 /B -

IR UL

Dronedarone # AZ B EIRAMBIE L BE B RENRE (first pass metabolism ) - EBY¥ 4 FETIBRTEE
BHBEVMRBOER TR 4% - EHESHEESYRA - BEERTRRIREEAN 15% - TERAIRE
TABRAEZEY - dronedarone REEBAEMRH Y ( N-debutyl i1 ) B1E 3-6 /\BREIRSMPEE -
BT dronedarone 400 mg - AR - A5 4~8 RATIERIREMER ( steady state ) - dronedarone A9
$9EIRLLE ( mean accumulation ratio ) 8517 2.6~4.5 - EEH N-debutyl K MERERETH Cmax KR
TEEE dronedarone [REVEYIEE - Dronedarone K&E N-debutyl {GHMNEEE) N BIEEIBEEHI ( dose
proportionality ) Bif& F AP SRENRYE . EHEIRS 2 8% SSMTRE (Cmax ) REATHERE (AUC)
HIMN0 2.5-3.0 15

PN
Dronedarone 53 N-debutyl tCEITERRIMARET (invitro ) BIMMIRE DMK G H>98%E RIEZIEAM - EMTE(L
EMNEEESEAERAESD (albumin ) - MEFEICESAZE - ARERENS MABRELIR 1400L -

|

Dronedarone EEEH CYP 3A #REZ X - EEIAMRBIE T B4 1 N-debutylation BAFZAE N-debutyl 3E 1 8
¥ - SIEREERRZ R E MM propanoic acid f#Y) - URERECER - BEAHEE—SRALHA
838 30 B LAFRRER B - B dronedarone RYFEM I 4SH Monoamine Oxidases /X3 - N-debutyl
REMINEBEYEEY - BRYARE dronedarone /9 1/10~1/3 -

HEstt/HERR

E-REBFHTMRP - WERIRT ( C-labled ) #Y dronedarone XARARIRT - 195 6%ZENE LU HY
B ( RPRBIRILEEY) ) HHIRIRRSP - N7A 84 %ZEMLUCH WA B EBHEIR - Dronedarone KHE N-
debutyl SEME A YITE MR P ROMETEHER 15% -

Dronedarone TEAFAR;EE 4452 % - EMIFBEMRE ( plasma clearance ) % 130 & 150 L/h * Dronedarone FyHER
HRIM B3~19 /1F -

RIAIERE
%74

3% AR dronedarone REEBLEEMTFIEEE 30% -

723
REHE R EREMIBENNENE HBTMER - 28T - BERARSBNERTLEEER  WHBEM( BEA)
BREB—HE(400mg) % - HREEBNHAEEMN 2 f5 - Dronedarone 2 B HIiERRVZE B DB A -

EFA
£ dronedarone BRI ERAIFTBE B - FH#E>65 BT 73 % - F#R>75 BB T 34 % - FH>65 M
AAH dronedarone REER 65 R TWRABTRT 23 % [£F "HHEHIRAE (84)] -

FFOEEFRE
P EHIEEAENZ A - H dronedarone ISR BECHTIEEIEERZHMZEMT 13 18 E5L N-debutyl
KBV FHERBERARETH 50% - BERABTTERINEAS  HENHHELEME K -

AR EH#ETT Dronedarone ST RENTIIEER 2B A ZEMENV BTG (252 "BF (4)]

BIgEFrE

E# dronedarone BB MHERAILEARIE  ALEEN PEENEARZRHEA - HENE) HERRNBINEELE
HEURER (25 "HHEHNRAE (85)]  RARBBREEERHEIEAE - HEMI NSRBI
HRRARR -

12. FEESFRAYERE

121 BUE - RBYK - EHENER

Dronedarone & # ¥ KE ( RSLAEEIESR 70 mg/kg/day ) /N ( RELHAEEIE S 300 mg/kg/day ) EIT—
TERH 2 EME - HPEF dronedarone BRI /NER ( 300 mg/kg/day AR SEABIER S 5 B
AUC TERELEE % ) &I N/ & IREE ( histiocytic sarcomas ) AVESEHEER « 2% dronedarone BRI M
/NER (300 mg/kg/day HABRSEBBEEMN 8 - B AUC fFRLEEREXE ) EIEMELRIRE ( mammary
adenocarcinomas ) FIEXEER - 35 dronedarone AR AR ( 70 mg/kg/day SABERSEEMEN S
& DLAUC 1ERLEER R ) RIEIEINMER ( hemangiomas ) USSR -

S/ NERFFMAVEER (in vivo ) TIZELER ( micronucleus test) « IR ECAREIZRE 1 ER ( Ames bacterial mutation
assay )* JFF2FF1EMY DNA & AURER( unscheduled DNA synthesis assay )+ SULA SR EEARRRETTRE SN in vitro )
R BRERIGE ( chromosomal aberration assay ) ESRFBE dronedarone BZTENERFM4 - 2Am - ££5-9
BRIER) dronedarone £ V79 transfected R BB EK V79 BRI EBERIE -

ST MM R ERFTERNEB NIRRT - dronedarone EEI M RE REBIRFIAEE S EBBHNAREERS:
EBIE210 mg/kg( B mo/m? (ERETHERE  HERARESEZEMEN 02 ) {ESEREENPLLE -

ERIER 100 mo/kg (ML mo/m? fERSHERSE  HERABRSRANEN 12{5) 5 - SBE  ZHRER
SERRIASITE R B EE T % - SRBHAR ESIE 100 mg/ko/day WEIR - UMEERRGBRESENS
FRE AL -



122 HERENSYE

AT AEADAR dronedarone 280 mg/kg/day ( MM mo/m? fERETBEE - ER ABNRSRARE ) WEE
EENER - AEELIRNNE - ARRSBET ( BERE - R - BRENA T - mRE - EEIRE
DME - BIRE - FERE - TIERSRMOEE  EEE - 5 - SR - SXaEL A2 a 2 R/NE
B ) BRFIZF dronedarone 2 20 mg/kg (B mg/m? HEt HEEFTAIBHRERE  ARARRSEIEN—
) WEIER RRSKRER (MEREREH - BRAEE ) RZEM -

13, ERERSLER

131 ATHENA 5%

ATHENA #HBR2—RZH.0 - TH - $5 - g - AL BN RBANERRE - FHRILWM T 4628 f1EHR
RHEERRR (sinusrhythm ) IRESEEFERHER AR E RIS RIRE - BREZLIR VEMMEEE) (AF) /0B
38 (AFL) MRA - EIEHBNEMNERT T8 dronedarone B EBEEER AR EEREEMSE T E L ME
BRI EFRAIIS A -

BIBRLARE - WAMBMZERFR>70 BE  XFER <70 REZVEE-REREFZ( QESME - ¥R -
PEGFEBMMERI  ZOBEE2 50 mm ADNESTHE ((LVEF) <0.40 ). MARWMRE ZREE R
RAREER>75 5% - NEE70 REEMEF—ERREFE - ATBREN 6 BERAMARRERELEHE
HEEAEN( AF )0 BIEE( AFL ) IR RMEIRR( sinus rhythm )- IBATERE S B - TIREN DB EEREN( AF)
/OEEE (AFL) SPRMEERE - ERIFENRESHZRENFEA - ERZARMBE - SBRBBEHER
ARCB TSR IEE ML -

95 A\ KEBEME 2 #A L 3E2 MULTAQ®400 mg B H 2 & (2301 BRA ) HZRB (2327 BFEA ) 288 - aEH
B&RER 30 EA ( BHIND 22 @8 ) b - BATURREAERIAEONEEREY S8
PRI ( beta-blocker )( 71% ) MENIEE REFIRAGHNHIE ( ACE inhibitor ) SLMENNMESR 1| SEAEFEHIT ( ARBs )
(69% )~ digoxin ( 14% )~ $EBEFREEIE ( 14% ) statins ( 39% )~ OIARIUEEMA ( 60% )- aspirin ( 44% )~ Hit
@M M/ REEZEY (6% ) RFIRE (54% )~

BRI E BB ALE ( primary endpoint ) EF AR A B 2B HRE - ZEROOEERMNERERARKE - 5
ZEEORRMETHRRE - B285RE ERTAREMETHRE - 2EO MEZEREN & RERKRE -
ZEONEEFRERETHEE  RERMBRELCHBIIRIRGNER -

FRAMEER R 23~97 5% ; P 42 %W ARIEET5 5% - WS 47% - LEBBEA (89% ) KEDHIHEA
(#71% ) ERBLRIBRES - DS 3 F PRI 60% - 29%HHEABLDRIBHEE - KSHBRAK L
REBE (NYHA) DERE I EHORIE (17% ) - KEDRRASAESIME ( 86% ) REBHELHR (60%)-

HEBERHRE 3 - MEELME R R EEERRE M T HBEBAER - MULTAQOLE &2 B AR R8T
242%MBER  EEERTTHEERRYLOAEABERNEZE  TRRERLEHEEE (AF) PSRN ER
B8 -

HAE A RISINE 3 - 8EREAERMETRE LG MEZFNERERER - REBREEHE
EREERBERERTNSES  FHRZARSHEBTRRENSEY -

/3 AMERAEGRER

22/ MULTAQ® AL | 95%ESHERM | P &
400 mg - EAM
(AB=2327) | | ( AE=2301)

ETERYEY
A e EEmEEsE | 913 (39.2%) 727 (31.6%) 076 [0.68-0.83] | <0.0001
FHREAMmIET
BYAYNER (BRE
%)
o B IS ER LR 856 (36.8%) 669 (29.1%)
o AEAEREMIET 57 (2.4%) 58 (2.5%)
REMBELY (ABPAOE
AR5 )
EEEEETES 135 (5.8%) 115 (5.0%) 0.86 [0.67 - 1.11] 0.24
B S e 856 (36.8%) 669 (29.1%) 074 [067-082] | <0.0001
EdviEEmmiEls 2™
WAER ( EREH)
o DEMEEEE) (AF ) RE | 456 (19.6%) 292 (12.7%) 0.61 (053 - 0.71] <0.0001

ft EEERAENE

b
o Hith 400 (17.2%) 377 (16.4%) 0.89 [077-103] | oM

Kaplan-Meier B34 MR ( cumulative incidence curves ) I RN BB R REBRSBHMEBEEMERE - B

1 -

EMESHIARERSE T - WEE 2B 30 B BHIPBNE IR -

I 1 BB 53 A 8 RO I e i T (PR et A A IR FE T HY Kaplan-Meier 2 SRR

05

04

03

0.2

L O

0.1

0.0

— RN
|

Ak

T %45 A B (Number at nisk)

&aH rEr/ A
A0 ¢ &agx L0

FERNRREGIEALD ( MAES 1% ) BR (MASS 1%) ROZBLERS (MHEE<%)-




PR REHEREROMEERMERKEATARRAMETHUE FEEHEN — 3 REHDRBESE
BROR M SAEEY RN B (MBI RN ( ACE ) SKMENME || ZREFEHE ( ARBs ); ZEME
B ( beta-blockers )+ digoxin * statins + $58 FPAMIT « FIEE ) (RE 2)

M 2- RASEAEERRE ST | B RELO M B RS R R E ST T AR B 5 E ( MULTAQ® RS
MEME ) & SREHEM -

e N  RR [95% CI] (a) P-value (b)
i 873 0.89 [0.71;1.11

e © 1830 0.71 [0.60;0.83

e 1925 0.75 |0.65:0.87] 0.27
e 2459 0.74 [0.64,0.85

o 2160 077 [0.67.0.89] 0.65
Eﬁﬁ “mﬂh.‘m

e v 1155 0.74 [0.61:0.91

= 3473 0776 [0.68:0.85] 0.85
LIt LORE

b4 2732 0.76 [0.67;0.85

= 1853 0.77 [0.65:0.92] 0.8

Il [LVEF] <35%3R NYHA>=class |
£ 1417 0.74 [0.63;0.87

= 3146 0.77 [0.68:0.87] 0.71
FRLEGIHMELVEF] (%)

<35 179 0.68 [0.44;1.03

>=35 4365 0.76 [0.69;0.84] 0.58
Z. TR

= 3269 0.78 [0.69;0.87

) 1359 0.71 [0.58;0.86] 0.41
iR S ST s 0 152 BT

g 3216 0.74 [0.66;0.83

- 1412 0.79 [0.66;0.95] 0.59
: 629 076 [0.59;0.98
w 3999 0.76 [0.68;0.84] 0.96
= 638 0.63 [0.48;0.82)

++ v ope b J A

3990 0.78 [0.70,0.87] 0.15

T
0.1 1.0 10,0
Dronedaroneist{f BRI

a. &g Cox EERIREY -
b. k18 Cox @ERR AL E N E R R BUARE 7R EFH P E -
c. ELAE LN BKRY ST B - PEL A Y (2 (R PRAS diltiazem ~ verapamil & bepridil -

13.2 EURIDIS K ADONIS 5t8
EURIDIS %1 ADONIS 895RREERPEHIMT 1237 IRA - BERAERRUEHEREBZAZHIRBLE
AEMEBRED ( AF ) BULEEED (AFL) - PR T BR2EMAAREY SN ( EFEORNELE - ZEMEES - ME
DR RS IARBHEI B S ME NN || ZESMEM - @M/ MREEY)  FIBRE - statins - digoxin A £5f - 1HEf
Bl ) WTEPSRZ IR NS MDA T MULTAQ®400 mg BHMIZR (828 A ) NEREME (409 A ) ZBE - BAL
REEARBAN 3 EEA - EMMUB—RLEBMMEMERLEHEEES (AF) /WEHEE (AFL) B8 - B2
MBI (sinus rhythm ) MBERDFFE 1 /0F - IBAREER NI 20~88 5% - KB HBBA97 % BEUSHES
(70%) - REHMENERSSIE (56.8% ) REBMWLRRE (41.5% ) SRETREIKORMZER (218% ) &
ARVEHI® 12 BA -

& EURIDIS #1 ADONIS R9FF RS R ARG ERAVERIBRR - dronedarone BIEAROE BAEEAE) (AF) /
DEIREN (AFL) B RIEHIERA ( ZBEUERS ) VDEMMEEEE (AF) /WEHEE (AFL) NEREZRRAR
£ 2 EANMEABARIET 25 % - 12 BARERIERWVEHEZRER 1% -

13.3 ANDROMEDA &8 ( RELRBMRAGREHIITR)

AR FTWURAE A B BRIL SR/ ODRIBAEA B BRE M2 D E W AR THBEIERR( /L ZEBEEENTEEI( wall motion index )
<12) MERZE - EEEE 24T MULTAQ®400 mg BH 2 RYBHEZ 2R - HXBHEREIRES
FAREZETRZALTIBMERMLER - ANRERR B 1000 BRA - BRBENM 627 BHEA
( dronedarone RZREIHED RIS 310 B8R 317 BFEA ) BRI DAIES 63 X - &t E dronedarone 4
MIFET-RIBSMIZAIPLE - Dronedarone M5 25 BHFATET (8.1% ) LREMITTABR 12 A (38%): &
IREE ( hazard ratio ) %3 2.13 - 95%EBBMAER 1.07~4.25 ; p=0.027 - FTMEEFRER LRIBMIEREL - Ib
%h- dronedarone #E /L MERRMERMABHIBE( 71 ABHRLBEIERN 51 A V22 EEZREF(4 )

ANDROMEDA B ATHENA & ERFFUTEARG S ARRF A BRZE AV E R - ANDROMEDA HERFTULMEIA A - EILRIB
ERAHRESTEER - ARLEIBERBL  BEPENTRSEMMERBNZORIBISERMZ - &
BIRNE BUERATMAAGZRR HERKRTECARE - BfEBECEEERRNRSE - 24
ANDROMEDA FHERHIFEA - AZBRBLXOHLE (NYHA ) DR 18R (40% ) BB I (57% ) BOLR
IBRA - RE 38%mABNEEHEEIE) (AF) /DEIEE (AFL) BIRR ( 25%IEME D EIBE L B A ).
HHEM - 7E ATHENA FHERD - 71%MIBARB LRI - 25%MBATERLOREE (NYHA ) DR EEHEE |
HE R - RB 4%ERE IR - FIENRBASBOESHEERES) (AF) /0EEE (AFL) BIRBSE -

WA EIES| (Medication Guide)

TERBIAARA Multaq SXEREE Multaq AIZMETES - ARIEILEYARIES| - ILEYABESIJESE
MEVER - BEEMILA IR AN IRRYB B RIS REIRR BBV ER -

#IRA Multag Z2Al - HEEEZMIEMNHERMNRR ?
1. BERBORIBFATEZER Multaq - BERELRIBAFRAGER Multaq ZIBINTETHWR - LRIB
HERZ RV L RADE R it MR M L ER 25 -

MRRBEERELRIE - SBAERA Multag :
o (F{o3EEh R T AE3E A R IER 58 {R (shortness of breath) - S {REEFBIEARAE - S/ BB EMEEIFIRE
13
o ERIEN—EBA MERLRBMER - BERIRELLESIRT

MRMERBEAORIERICEISAER - FH LT EEARAEEE
o WIRMEENHE LIRERRHRRNES
BHRIFHEE - BRI (chest tightness) - SUTERFLLIRARR - 7RSIV BIER) RIZ L HEIARIEE
ERFHRNEEMERERRE - 2 RRER
e G AR B B e S B MSRI IR SIS HERR - A BHLARIRAITIR B IR
TERAEAHRRE AIL0 5 BEAVAEE
RV &R =k R BB K A OAZ B AN EE

2. Multaq TTAESHATRREIRE - 2/ REGHETINEERIS - FE Multag AR RAREHIR - BENoIgE&ETT
FIhEEMER - B—LER T URERERELL Multag HYETE -



MRREEE T SR A RIZ SRR EISAER - R ESHIRNEE .
@ AEER - 1B - RN

BiE - OAE - EE

BEIRE

ERERBEENSEEERE)

FEEBRERE

B LI EREEAE

ftEE= Multag ?

Multag 2—BEEF A% - FEREERERER LMNEEMIBRMZ0NEE - ANARESRE 6 BARE
SETER LS ZOBA - M2 LESEEEELEES - BRTIEEAES LHEE - SilEES
SREERABEEHEZRA - ILEYTANZ S MEAE L RE0EHGEFESNLEES ZEA - RELERA
tEBEEMZER - ISR - PEEIHERRE -

Multag % 18 RU THBRERS VP ENZE MR BRI R -

R REZERA Multag?
B ERA Multaq ZAT - TERBZAEMNSEENRM ?°
THIRERA Multag

o RARELRBISALACRBEREERBSENCIFH
o {REBFINEEAE R ERE
o {RFABRFAAYRIY TIBE W 2/ Multaq A SHELEBRYEIE - A2HBATIIEEY
- SAEEREM Nefazodone
- 3B HIV BEERAY Norvir®(ritonavir)
- AEEBER Y Nizoral® (ketoconazole) + Sporanox®(itraconazole) & Vfend®(voriconazole)
- AR A Ketek® (telithromycin) ~ Biaxin®( clarithromycin)
- BREBEEEY cyclosporine
o {RFTAR A BIERTY) O A5 & B BB IR ARR A B EA 12
- SAENE R SA Phenothiazines REEY)
CARERTNSIBNBEDEEY
- ARRR AL REN R0 BB IRREEY
- AR MR REEY
MRBRARATE RN EMREERINNEE
o ZFTHFtMINZ . BAINMAHMERS Multag EEEBEREENER - MRUNEPFEHABHEPHES
HYRAGEERM -
o [HU,chEyEtBIBY, : BRI RANE Multag BEE D WIIRMELTP « RN BEIBACESRER
Multag 8% - IRRZEMRA Multag IR -

7ERYABER Multaq RTFERZ SR IRAYRE 4 ER?
o MNRBH LRI EANEE

® EiRIRMBERIA MRERE AAIEEY) - O FREERIEHEY) - BZFARTT RIFETTEEY) - o R P&
% - Multaq MHEM R LR BE T EERBRERFA
MEECTRANEY: REFREREYMNIIBRE - BIREMRMEYE LRRIEA R BEEN R -

MRIRERALIT Y - AU SRIRAEE TR HEED
o SIMM - figsgsy Rth L FEERBHIZEY)
o R M-PAREIEEM statin ZE4)
o fittzZEy)
® FEmMEY
o BEBEMNEY
® St John's BEfEhELE
B+ FEMEIRERE Multaq FEESBZANEY - SUERESEERIEM -

fRyN{a AR A Multaqg?
o EREIKBIRNEE SRR ATVER
® Multag —XIRBRREBY—ERA  —REBEHH  —REBEGHA -
o FEEILARA Multaq BNERDERIE IR - TREREMEEEEZEN -
o MRMR—BTITHA - BB EMRBERANT —&IzE - NAZ—RRAME - FAEWETR
HImE -

IR Muitaq BB e+ R E 47
HERAEA Multaq & - FEAZSBEEMT - HEMTSENERDPHEE - MESEREER FRANT
10 -

Multaq TIREEEEMEIERBIBLE ?
o LBNRERIE (BB LHEALHER)
o FEMWMERE - !
)
- BB
- M@nt
- BEAEE)EE
- HERR
o FMEHENES
o MM - WAHE - BE  RUR

MBRETAMREER—BEFABRENEER - BEHFIRNEL - ELERIFRA—EEH2RRBMRM Multaq
EEN - IRRTEEEZEM - ARG -

REELN{T % Multag?
Multaq FEZBHER TR CLA MR -



i Multaq RE IR FRIREFAEMBAIMTT -

Multaq B9—#2 &R
B EEYE RN B B8 75 IEEEY) AR 15 8 (medication Guide) PR & - T8 BBEN RS THEAREH Multag
AREL Multaq At AEA - BMEMAIBEBUAEIRSER L —RaABEEEE M -

HARIS B (medication Guide)iBE REEM Multaq BAFTEREH - MRGBREELZHEN !
o A{RAERENAIRE
o HRE{RAYEEEMSRZEENRAR Multaq A BEBEATHNER
o BRI E MR Y AEIEE (medication Guide) + B L www.sanofi.comtw &S B IE BB AR
% 02-2176-5588

Multag RS 23 B HRLE ?

SEMER S dronedarone

FEERM D B | RRPHMEE ( hypromellose )~ 5 ( maize starch ) &R ETD ( crospovidone )+ poloxamer
407 ~ ALHEKEY (lactose monohydrate )~ BAE —&1E# ( colloidal silicon dioxide )~ IEASEEEE ( magnesium
stearate ) B2Z _ &2 6000 ( macrogol 6000 )» —&{E8K ( E171 )( titanium dioxide (E171) )+ EFG1R48# ( carnauba
wax )°

Multag ZBBEEHR A LR (Health Care Professional Information Sheet for Multaq)

MULTAQ®E AR BRI 6 188 NAIE S M siFR M DB A BRE) (AF) BULEEEE) (AFL) - BEERTERRIEER
(sinus rhythm ) IRESHEA - TR ERABRELEBREMERKER -

FEME Multaq BH#ABBRALRESE (NYHA ) 2EHE IV BROTRIBRA - HIEERNORIERAER
HERORABEREMERZRA -

R LRIB

MULTAQ AR ERR EH OB E ( NYHA ) SIEAS IV BHORIBRA - IFERNLORBRAERAYE
DR ERZMER -

FEL R R IR AR P (ANDROMEDA Study ). BHBEMMEERERARABDERB IR ZELRIBE
MZBEOLRIBRA + 4F dronedarone M$ERANTE TR LA BBME - ILERAFRBRA dronedarone

BRIt EZEIRNENEENERRR - a1

® (1F CYP3A4 Z38%IDHIE - TIBEE S Torsade de Pointes Z BT~ MRN8 = B/ D BAREY Z
B/A -

® 525 I RERBEMMN  RBEMAEIREE(sick sinus syndrome) ZBA (EFTHEEMEIZEREBRIN -
LB RE<S0 bpm & -

® QTc Bazett % 2 500 ms 5% PR PR >280 ms & -

o BEMINEERZE -

o RPIIIRL -

B Multag EAKRMEBAR - BSENUTHSRIBRBEMRLE :
1. Bl Multaq fASERIRA
o ELRIIBNEESEMBEEMERA ;| Multag FEEARANLRESE (NYHA) SERE IV KDL
RIBEA - ABERNOEBHEABRALEAGELEREMER -
o SAE TR ERBARPIZEA -
o F - FAHMMNEE—Hl 5 = |l 2 A RREEY) -
o B LMERENEE0AETERE  FLERERAUSBETESE -
2. SHH A BB (E M AR S A S A
o LB AMBREOEIRT(LAICFNGE - 40 ; BEE L0 - KBTS RIEANG - A BIFHE

Bl -
® EHEA Multag ARERIRLLZEMGHR - BYREBETHEY 2RI AZ LB - ARELE L MEMZE
HWEBOREEHERE -

® FERARERZEWIARIES| (Medication Guide) - I EHANE RS -
3. ERAA TR ERA R ERBERARIE
o EHRBRRFAZEALRIERCHEICTIER - JEEREEHEMARF LM Multag -
® FEILE Multaq TIRETERBIARIZEM—ERAAUIE AL creatinine &4y b7t - JBLL W A2 R TNAE
RO -

ARPERLRSORBBCHFA - BEEFRALE - KRESERANARUSHERTG  HREREE
Zi85| « it BRI A sl (F LE 5 A Multaq B93E7R -

BRETRRME
BERBEATRIKARFEBRREIRRESY

X ETRRNR
HERE  30°C ITRE
% : 2-1000 frfRAAEE
# 1% & : Sanofi Winthrop Industrie
KBk 1rue de la vierge, Ambarés & Lagrave, F-33565 Carbon Blanc Cedex, France
=& &, % 8 : BOLLORE LOGISTICS SINGAPORE PTE. LTD.
101 ALPS AVENUE #03-01 SINGAPORE 498793
Bl IR A R 8
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