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| ST R B TR ERT 2 AR

B X
http://www.nihs.go.jp/dig/sireport/index.html  —BEDFEHIZLEA

A5 [T ) B A 17
[ >XFDA (U. S. Food and Drug Administration) ]

o FDA/CDERIZEZZRMEIZBE T 2R ARUET OB E (201551 ) v 2
[EU EMA (European Medicines Agency) ]

o Hydroxyzine & A EHK 5 1 DEA~DEEEN DU 22 Z e/ IME T DT 0 BT 76 AN . 4
[ %= MHRA (Medicines and Healthcare products Regulatory Agency) ]

¢ Drug Safety Update Vol.8, No. 7, 2015

o Tiotropium: W A7 /A AL C[ ‘Respimat’ J&[ ‘HandiHaler’ ]2 tL# L7 TIOSPIR &R

THETEZRITHT TEZETR L oo 6

[ 7% Health Canada)
o Dabigatran[ ‘Pradaxa’ ] : dronedarone[ ‘Multaq’ J¢,L<i% amiodarone[ ‘Cordarone’ ]&DFH A
VBT e 9
e Risperidone : Z8HE BB TOREIRHIBR coocvoveeeeee ettt 12

MEHE S Z RV BT, 2RO 72 R - E R R O M SN D E I D& A
WENUE - MRFTL, BEEEZONAEREFREIT BN LD T,

[FOO0OC’ JoOQOIMEIZBITAMEMAZRL, EFEHFEIFRAIEL TMedDRA-IE AL TV ET,
W58 FEEDOfF, ORIV TliZhttp://ww.nihs.go.jp/dig/sireport/weekly/tebiki.html = Z R Z &,



http://www.nihs.go.jp/dig/sireport/index.html
http://www.nihs.go.jp/dig/sireport/weekly/tebiki.html
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[ >kFDA ]

¢FDA/CDER (Z X5 &MIZ BT 2R RWETOBE (2015 £ 1 A)

2015 Summary view: safety labeling changes approved by FDA Center for Drug Evaluation
and Research CDER—January

FDA MedWatch

1HA A :2015/02/11

http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm433045.htm

CORETIE, FEE ROV ES, 2R, B, (] EoEE, BIEH, B&F HERO%
A OFRFURTER T, RICIFEIENA SET @ AT OY AMARL T4,
%5 : BW (Boxed warning) : #ufl A %845 C (Contraindications) : 2=, W (Warnings) : 22,
P (Precautions) : f#i 1 >3 &, AR (Adverse Reactions) : BIfEH,
PPI/MG (Patient Package Insert/Medication Guide), Pl (Patient Information) : &35 F 15 %,
PCI (Patient Counseling Information) : 2% 17 &Y 7 & #H

KERRA (—#4) BETENT2HH B
PPI/
BW (© W B AR MG
Fragmin (dalteparin) Injection O O O
Remicade (infliximab) O
PPI/
BW (© W B AR MG
Atripla Tablets (efavirenz/emtricitabine/tenofovir O o O
disoproxil fumarate)
Isordil Titradose (isosorbide dinitrate) Tablets O O
Lotensin (benazepril hydrochloride) Tablets O
Nitrolingual Pumpspray (nitroglycerin) Spray O O O O
PPI/
BW (© W B AR MG
Afinitor (everolimus) Tablets and Afinitor Disperz o O
Tablets

A FDA DAY AMBIL, FERDA &I/ T 5K, K ERLOFFRUTICET 2SR AT
T RATED, SEMEHY AT, SETSNICHE R, BB, 223, BEOHTOF BT EHSN
TR MR ROFLHAE DL TED,



http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm433045.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm233672.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm247032.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm225300.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm225300.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm433322.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm194338.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm433470.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm433415.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm433415.htm
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Biaxin (clarithromycin) tabs, granules, XL Filmtabs

Depakene (valproic acid) Capsules and Oral Solution
Depakote (divalproex sodium) Delayed Release
Depakote ER (Extended Release) Tablets

Depakote Sprinkle Capsules (divalproex sodium
coated particles in capsules)

Depacon (valproate sodium) Injection

Depo Provera and Depo sub-Q Provera
(medroxyprogesterone acetate) Injection

Gleevec (imatinib) Tablets

Imbruvica (ibrutinib) Capsules

Reclast (zoledronic acid) Injection

Savella (milnacipran) Tablets

Tasigna (nilotinib) Capsules

Zemuron (rocuronium bromide) Injection

Zometa (zoledronic acid) Injection

Zortress (everolimus) Tablets

Oj]o|lo|]O0O|lO0O]J]O]0O0O|0] O

BW

S/ O|lO0O|J]O|J]O]J]O|O|lO]O] O

e

AR

PPI1/
MG

Loniten (minoxidil) Tablets

O

Pletal (cilostazol) Tablets

Procardia Capsules and Procardia XL (nifedipine)
Tablets

Zytiga (Abiraterone) Tablets

BW

AR

PPI1/
MG

Provigil (modafinil) Tablets

Vyvanse (lisdexamfetamine dimesylate) Tablets

BW

AR

PPI/
MG

Busulfex (busulfan) Injection

PCI



http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm258816.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm360487.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm360487.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm360487.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm360487.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm360487.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm360487.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm433524.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm433524.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm255333.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm433426.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm250242.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm203615.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm218929.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm433052.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm244411.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm303659.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm433320.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm433414.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm433053.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm433053.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm314608.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm233612.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm234015.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm262577.htm
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[ EUEMA ]

eHydroxyzine &8 EZKF | DE~DBEMDOV R 25/ MU T BT b BT ikt R Bk

PRAC recommends new measures to minimise known heart risks of hydroxyzine-containing
medicines

Referral

1B H :2015/02/13
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/referrals/Hydroxyzine/huma
n_referral_prac_000043.jsp&mid=WC0b01ac05805c516f

Hydroxyzine & A R385 1S, Friz2HlRAs% T2 BT, 4% AGRE)S CHEHANFTHETHS,
OO0

EMAD Y 7—=<ab YT U277 HiZE B4 (PRAC) A, HiexZ I dhydroxyzineZ &
AT HEEGICETALE 2—%52 T L7128, Hydroxyzine & A £ 3£ i XiZ & A L OEUM M E T
HRFESILTWDS, RIFEOE I K0 DRI BN M SRS AL, LE 2 — RS
T, [FIZEO KGRI X E Z L2720 IR > TWDN, REREFEDOIEHE, EOFEREDRER,
TR, MENRPE S OTEHR R E Th D,

Hydroxyzine®> i i, QTHIFER ML —R K A7 b (LR EXHNEBI O B H T, L
FARRFEMEILEZZTTBZENNHD) DVARZE, DT TIEHIHMEIZEEL ThbHE
PRACITHIWT L=, R L7=T —ZI2LAUE, ZOVAZ LI L DE O 7e<, PRACIE, (i
HEREEDY RV /M3 DR K 25 Uz £ CrlEfiXhydroxyzineZ {3 52N TEAHLEE
L7z,

KRDO—21F, FFEEE/NANETTELHETEMBEOMEHICEEDHZEThD, £, Eiln
FCOMEHITHELEL 720, LH R KM &EIZF A TL00 mg (Filind D025 H T 55681
50 mg), KE40 kgE TO/NRTIIAREL kghH7=02 mgETET 5, T TITOLFHEREEDY AVA
FOHLHBER, QTIER DYAY % 50 Do 3 5t & Hh oD F8 38 T, hydroxyzine A =
FEELOAE FHZBET 72T AUTR B0 DB A D S 23K, D AREAIR TSED
JOREAL LDREREEOVAIZEO L0, ZNHOEAEZHFHL TWHEFITB VT
hydroxyzine & A i FHIZEE 2555,

PRACOENE X, ARSI, EMIR L RME=2) 7 bDT —4%, /NERHEL I
S EEEMENOO /2L, AFRERTE T U AEFEMICL E 2 — LIS R, 7oz
HLD T %, PRACIE, hydroxyzine D I EOQTRIRIE R oL —R R W7 RN 5
AREMENHDEVIBEII DV A Y B L, ZIHDORIWER DN EZ D AT REMEIZV AV R D b5 BE

A Pharmacovigilance Risk Assessment Committee
B Hydroxyzine Lt =—|%, ¥§4F 2001/83/EC %5 31 SKITHhE3&, N AV —DEEFEIZL->T 201444 J 25 H
WZBRlAS Tz, RS2 2P IEU EMA]VoI.12 No.13(2014/06/19) 2R,


http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/referrals/Hydroxyzine/human_referral_prac_000043.jsp&mid=WC0b01ac05805c516f
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/referrals/Hydroxyzine/human_referral_prac_000043.jsp&mid=WC0b01ac05805c516f
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THRbEWIEIZE H UL, LI C, DR E OU A7 D3 b @O i T Dhydroxyzine D
MZEHIRL, FEERA~OBRBELEHTH2LT, UAZEK T SEHZENFRETHS, PRACIE, 21
BOX R OB IINEEMEGR T D720, EHITHIERCET=LV T 2T IS LT, £, Tt
WL ERAUGET T R&ETH D,

PRACO#) 134 % CMDh (f FLR8RE 5 B L Oy i & 7 RoFi# s L —7) Clcikbh,
CMDhI T #7227 55 (final position) 2 E L, BE BIONEBREFE MTOT AL o AzHk
THTETHD, TOM, BEOHLEFNL, Y OEE XA ICHE T & THD,

OHydroxyzine& A EERHIZ2OWT

Hydroxyzinel%, EUME 224 [E (A —AR) T, ~)X— TN HVT, F 7R, FoattfiH,
T —=l, TA TR, TITUA, RAY, TV, N B —, TANTUR, AZVT, Vo7
NI NE F TR IR—F R, IRVRH IV, ARRKT | ANRA[Y | AT =—F o BIOEE)
L, Y= BRUTARTURIZBNT, FEL L TRBINTOD, £ A — R Th2
D5, AR AWSNLZEbH 5, [ Atarax’ 172E, SESERpH M4 TIRIEESN TN D, KR
TS XENC Ko TRZRD, NEZEF ORI, ZOFEIE GEMRBIZLDZIFERE) O, iy
ATPCHE, BEARRE DT E b 5,

O BETIEEMZLMEER
[EU EMA]Vol.12 N0.13(2014/06/19)

RAER
©Hydroxyzine (e N Mg, Hydroxyzine Hydrochloride (JP), ER a3 T /REfigl,
Hydroxyzine Pamoate (JP) , HySe BRI HIHE, HURZeHE) EN  J8 783 MBSt Je

€ Coordination Group for Mutual Recognition and Decentralised Procedures - Human



Bl

3L 22 MRS ) Vol. 13 No.06 (2015/03/25)

Vol.13(2015) No0.06(03/25) R03

[ ZEMHRA ]

eTiotropium: & AT /A AELT[ ‘Respimat’ 1&[ ‘HandiHaler’ 1zt L7z TIOSPIR RBRT
HETRIZERERL

Tiotropium delivered via Respimat compared with Handihaler: no significant difference in
mortality in TIOSPIR trial

Drug Safety Update Vol. 8, No. 7, 2015

1HA H :2015/02/12

https://www.gov.uk/drug-safety-update/tiotropium-delivered-via-respimat-compared-with-handihale

r-no-significant-difference-in-mortality-in-tiospir-trial

(Web 5 T H :2015/02/16)

DR BB BB O — 5 (TIOSPIRFBR 72 & ddtiotropium o [ K i BR TIE R R DRSS T
72)12, [ ‘Respimat’ JE721Z[ ‘HandiHaler’ %W A 7 /3 2 & L Ctiotropium% &L 05 4554, /L
MAEENEFH DY A ZB EIZANDLTE,

OO0

- B ZE M T %6 HR (COPD) Bod il [ ‘Respimat’ 1 E7-13 [ ‘HandiHaler’ 1% A5 /3 A 2L
L Ctiotropium%z ¢ 5- 92356, FrtllET XEThHD,

o LLTDXH72 31T, tiotropiumDFi=V ANAEH DOFEEL 5T H el REMER D D720, L E F
TEHDYV A B EIZANDZLE,
O IcilT64 H LINIZ DM i 36 580 LT JR
o REERAIENR, FTEMEENTBENOHLREREA T HEE
O AU B—=Ruiay, FITEMRIEOE R 2 LT DA /E ZOVFEUNIZHIEL -

BE

o ZOUFELIPIZOAA (NYHADKERE DN £721XIVEE) CIC X0 ABE LT B

o LELOEFITKIL, tiotropiumd il B 4A# T IR BB LGB 1T HE 75896425
Z&, ZTNBOFE RO BFE L, TIOSPIRFERZ: E Dtiotropium® G R RER T, xR 5ERIL
ST,

o HEREELEEO—EREL T, tiotropiumZ 3 TIZEE AL TWD T R TO BT OV TR
D RELEATV, tiotropiumiZ LDVERR Akt 352 LN U Th o a3 228, (Dl AE
FLOYVATDEWEBEIZOWTE, EHICIERO RELEZITHIZE,

A A Randomized, Active-controlled, Double-blind, Double-dummy, Parallel Group Design, Multi-center Trial to
Compare the Efficacy and Safety of 2.5 pug and 5 pg Tiotropium Inhalation Solution Delivered by the Respimat
Inhaler With Tiotropium Inhalation Capsules 18 ug Delivered by the HandiHaler

B chronic obstructive pulmonary disease

© NYHA (New York Heart Association) CMHE/EH R D | FENDIRGEED IV EET 4 BRI, GRIE)


https://www.gov.uk/drug-safety-update/tiotropium-delivered-via-respimat-compared-with-handihaler-no-significant-difference-in-mortality-in-tiospir-trial
https://www.gov.uk/drug-safety-update/tiotropium-delivered-via-respimat-compared-with-handihaler-no-significant-difference-in-mortality-in-tiospir-trial

= 3R i 2 A ¥ Vol.13 No.06 (2015/03/25)

o 1HI1MOHELIHEZMZ NI, BEICEELIRTIE,
e TiotropiumE7= IO EDEIKILIZHOWTY, BIEHAD DD E1XYellow CardlZiftd
THZLD,

Tiotropium[ ‘Spiriva’ J1%, COPDDIENRFEFNZ B & LT-KUE SIRIRMERFRIEE L ORRE %
175, Tiotropiuml TR O2FEFAD & 5-1E038% -
1. FIATE = A28 [ ‘HandiHaler’ 1% fv ¢, tiotropium 18 pga & e 7 &L751 HlH
e Ao
2. YT7RIANME ARO[ ‘Respimat’ ]Z AT, 1H 1E20% A (108 (1% A) & 7-Ytiotropium
2.5 ugl,

@ TIOSPIRFER

Tiotropium|{ZB89- 521V E TOMFFE T, tiotropium[ ‘Respimat’ 1D B TliX, 77
BF, BLUtiotropium[ ‘HandiHaler’ J i HBF LV, FECHINL N ENRIBSAL T, oD
T E DI D Z L3Ny o TS HEE Cldtiotropium [ ‘Respimat’ ] O 4% G-I E E 217919, =
nETHFENTERY,

TIOSPIR# B2 T 1%, tiotropium [ ‘ Respimat’ ] (2.5 pg%£7-135 pg% 1 H 1[8]) & tiotropium
[ “HandiHaler’ ] (18 pg#-1 H 1[0]) D% LA MEAD i S 472, TIOSPIRGAER (ZI1ZCOPD A
17,135 ADHEA A G, 152 B4R BB S 4172, 228t T BREMH B (338 T (R R A [
720N ECOHIMT, ZIUTKVRERIOIE T OFRTY AT R STz, A 2h Mo FEZRFHGHE B 1%
I WOCOPDEYEF COMM CTH 7=, D E DML ST,

OfE R

Tiotropium[ ‘Respimat’ ]5 pg7=1%2.5 pgk, tiotropium[ ‘HandiHaler’ &% LL# U7 fE 5, 56
E URAZRMDRN) OUAZ A B ZITFRO bivei»- 7= (tiotropium[ ‘Respimat’ 15 ng® %t
tiotropium[ ‘HandiHaler’ 118 pg : /% —KIt 0.96; 95%/5#E X i (CI) [0.84~1.09]), K HI]D
R (D MEFGICEIDETEET) &, FELMEREFEFROBARR, PR CRRET
ool HAIDOCOPDH DY AV ZIFA E AL ALV 7= (tiotropium[ ‘Respimat’ 15 g %}
tiotropium[ ‘HandiHaler’ 118 ug: ~#—KLt 0.98; 95%C1[0.93~1.03]).

REROBEDOHLEFH TIX, BT (RKZMDRV) ODURZIZ-D T, tiotropium
[ “‘Respimat’ ]5 ug&tiotropium[ ‘HandiHaler’ J18 ug CH E ZX 720 >7- (N —RE 0.81;
95%CI1[0.58~1.12]),

P Yellow Card A>T 1 & %55 www.gov.uk/yellowcard
E Tiotropium [ ‘Respimat’ JOO7KZRHFLIZ 5 ng THAT20, 2.5 pg IZOWVTDF —ZITREFL TR, 2.5 ug T
DT —H L3R 2) 5 IR,



http://www.gov.uk/yellowcard
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OHRIER
MHRAIZ, TIOSPIRGER 3 L UMD BEIRERBRDORE KA B EL, Lk L7 B3 Tldtiotropium%
HEICH 53589120 Ztiotropiumd L SLAE I BN L 7=,

SCHRIS KOS E B R

1) ‘Tiotropium: safety studies of Spiriva Respimat’ Drug Safety Update Nov 2010 volume 4, issue
4: H2 (viewed 11 February 2015)
<RI L 2 2 EE R [ JEMHRA] Vol.8 No.25 (2010/12/09)

2) Wise R and others. ‘Tiotropium Respimat Inhaler and the Risk of Death in COPD’ New
England Journal of Medicine 2013: volume 369, pages 1491-1501 (viewed 11 February 2015)

BAE R
e Tiotropium[ ‘Respimat’ ] %4 52 (summary of product characteristics)
https://www.medicines.org.uk/emc/medicine/201341
e Tiotropium[ ‘HandiHaler’ o> FL A5

https://www.medicines.org.uk/emc/medicine/10039

O BE DR R ML EMEER
[$MHRA]Vol.8 N0.25(2010/12/09), [*KFDA]Vol.8 N0.03 (2010/02/04) 1%7)>

AIE
©Tiotropium Bromide (T4~ A BALY7K #0147, Tiotropium Bromide Hydrate,
BRI LAT L SARFETURE, KA SCHRIRFE [EN  FE 80 Vs JEo0 v
KENTH, A= AR 72118 pg (HFHOWAZGE (N T 4~T—) 2 TR
A), BEOAEY =325 ngb A< M RFESL TS,


https://www.medicines.org.uk/emc/medicine/20134l
https://www.medicines.org.uk/emc/medicine/10039
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[ &% Health Canada ]

eDabigatran[ ‘Pradaxa’ ] :dronedarone[ ‘Multaq’ 1% L<i% amiodarone[ ‘Cordarone’ ]&D#H
HYEH

PRADAXA (dabigatran) and MULTAQ (dronedarone) or CORDARONE (amiodarone) -

Drug-Drug Interaction

Safety Reviews

1HA H :2015/02/12

http://mww.hc-sc.gc.ca/dhp-mps/medeff/reviews-examens/dabigatran_dronedarone amiodarone-eng.php

PLEE#EDdabigatran[ ‘Pradaxa’ ] &, HiA# k% Ddronedarone [ ‘Multaq” 1% L <{Zamiodarone
[ “Cordarone’ JEDFHAAEANZEIL, AF A RER G MA TN T 5720, KL E 2 — 3k S
N ZOMEAERANELT-H4, dabigatrand L P EENS ERL, 20 273 & x5
BENDH5, Dronedaronesdabigatrant OFH FAEAICRIL T, EMARFEML /-t 7 2D 25
), Health CanadaZ?> AF LI TE 7 U ANEFHIAILTET/20D, ZOLE a—NEMSIT,

(SRR

*E X
Dabigatran, amiodarone, 33X Udronedarone® 74 COARE I

Dabigatrani®, A T HBIEIEHLITC N TR BIETE N A2 1 7B E LT, TS io# Ik
MAeZIaHR - T 27 Hineind, £z, LEMEIDEE T, BElslIiz oM =e i & PA
FEOTRHbEINEL TN,

AmiodaronelZ, ‘L= MEARTENROIAH & i & LT\ 5, Dronedaronel, (L5 MEh O 1R % i
JEEL TS,

Amiodarone D> = Uy 78l int B2 THEGE I T 573, dabigatran&dronedarone > =
EVD 4 ST EvA AN

OHIfLDYRZ

Hi1f i X dabigatran®V A7 L THIGAL TV %, Dabigatrand i FIZ LY, BREE O PN H )5 K H
MICELET, SEXERBESCHEIEEOHMNHIROHOLDHEAIE D ATRENER S D,
Amiodarone~dronedaronel:, dabigatranZ (&S ~HEH o867 D—> (P-FEE A) ZPHET 57
REMED DD, ZHUZLY, dabigatrand I R EEDS EA-L, LAY RN EELBENRHD,

®E W
ARLE=—0 H ML, dabigatran&dronedaronet, L<iXamiodarone: D+ BAEFHICEIL, AFH]
HERTE T VARG THZETh o7, BT X TCORERERG®E, B Uik, ek To%


http://www.hc-sc.gc.ca/dhp-mps/medeff/reviews-examens/dabigatran_dronedarone_amiodarone-eng.php
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Bl

BVET —Z BRI ERS, 2O EERGEOE BT 207 # ERA TOM A ARG
2o LE 2—TEVRZDFHlZATVY, VA2 ZR/ MET D0 AR E LT,

& LA R

{Dabigatran, amiodarone, 33X Udronedarone® 4 O RIS
Amiodarone{%19944F, dabigatrani%20084F, dronedarone{%20094F|Z 4 C Efidiviz, AT

L7t #iz s, dabigatrandD#B AL 7 14550132008 ~20104F (21D 72 - 7273, 2010~ 2012412

I,

OHFZ THRESN - ZOIRWME BRI LD H M

Health CanadalZiZ AL B =— DK T, dabigatran&dronedaroneZ ff H L Cu 7= B35 T Hi i
JEB 2365 i 5 STz, 7=, dabigatraniamiodaroneZ (i F L Cu 7= B 3E T oo HA L JE 51 19451
¢, Health CanadalZ#fii5 4L T, #AE CF SV CWZEIWERIE, BRI, B H i,
A, oK H, OFEEETE, INR? ER (MEEE R OER), ~E7ae 5 (R ik
WD) el Thote,

Hi I JE 1) 0 5 %, 441 T 1 & dabigatran & dronedarone & @ 48 A I, 7 5] < 1% dabigatran &
amiodarone& DAH A{E L DB EE 0415 £ Health Canadal T HllErL 7z,

ORI OB

Dabigatran&dronedaronet, L<{Xamiodarone: O A AEFIZBIL CTRHZSCHR CRFESNIZ=E
7 AL LTI, dabigatran&dronedarone dFH A.AFEHIZEE 51> DEE K ER O #05% (Brunetbiz
EBHFFE DB, 20114E) 20, JiE {5 4 5 3451 (dabigatran & dronedarone & o> FH AL B Fi 1451,
dabigatran&amiodarone: DFH A A/EH261) 72 E 3o 7=,

ATRC DR IRFABR I, RN T T4 T 16 N Xt G T 7273, dronedarone D i 12 &Y
dabigatran~OWREFEESHINL, [ HREEE G R ANE &5 2 EvRg Sy,

Dronedarone - dabigatran& O A8 A./E I B3 S iE 5] & T i, dabigatran7s /(2 i il & BHE L
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