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Drug labels for the Tumor Necrosis Factor-alpha (TNFa) blockers now include warnings
about infection with Legionella and Listeria bacteria
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Abnormal heart rhythms may be associated with use of Zofran (ondansetron)
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Advisory Committee:Drug Safety and Risk Management Advisory Committee? & A% %2011
12 8 HIZEFE L, drospirenoned A BEIEIRDY A7 L_ T 4wk, T MDY ZZI1ZHONT
BT HIEETEL TV,

Drospirenone & A AT 3D —F 2 SURORITR T,

A http://www.fda.gov/Drugs/DrugSafety/ucm257164.htm
3R fh 22 S [k FDAIVoL.9 No.14 (2011/07/07) 2[R
B http://www.gpo.gov/fdsys/pka/FR-2011-09-23/html/2011-24532.htm
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BE, EOBTEEHE R TR0 5RIC, HYEEIEEEICE HOMBRYRZIZOVTHE
FTHIL, MRVAZZRDBIAZRTLLTALNTWBLD, BEROFERZER LT 54
DORFITMZ., BE, BAE (BRH), FEO MREDBEERETHD,

ERAEEE IS, BifEdrospirenone® A BEERZH AL QWD HEICxIL, MARYARS DO FIEEM
oW THBEBZE, FDAIZ T TIZ20114E5 H 31 B ICZNHDOREAIC BT 28 B B H21R
HELTVBA,

OERBNEEE ~DEMEHR

- AR T AR (R IR I AR ZEARE : VTE) DV A7 D35 B3 121X, drospirenoned A 1% IR & HLEEIT
AT T DRNS, FRIFEDVRTERRT 4 NeAfit 528,

- Drospirenone & A3 % L BEAE S DOVTEY 27 (levonorgestrel & 4 1% 1 BELE 3K L D L) 12OV,
B R COME A BE 1B E 3528,

BEEIR O FAF CVTED YR Z @ LK 1%, 1A B oM 2 2B L3 5o R
FATINA, BRRE, T, ZIEOVTEBE TH D,

- AR A7 2R L 7-BF5E1%, 3 mgdodrospirenonet0.03 mg@ethinyl estradiol (m AR ) 2R
A LT R E Ddrospirenone & A 3G D A a it Gl L TnD, ZIVHLOBFEDFERD, IVIKH
Box A (112.13£0.02 mgDethinyl estradiol) 7R & L7 o>drospirenone & A BEAE 52
HYTIELNEINIIARATHS,

<% RSSO A A 5 5:0E, FDA MedWatch” 12 MM 45 226,

OF —FDEHK)

FDAIZ, drospirenone A kEALSEAH H o O Ze kT e (B R A2 €42 SE : VTE) DU AR %
L 726 D DIE M IEE L B a— Uiz, ZIBOIFZEIEAE K T 55 R AR L Tz, 2-21XFDA
LRI HL I RS B R L7 iR P22 Tdo o 72723, drospirenone s A L3 L, levonorgestrel
FIIO TS AT EGRHTIRE ORI, VTEVAZIZEN DT ITMEL CQvieho7z, L
7L, 20094FLLBE D22 D5 LI, drospirenone A BEALSE D F 75 Cl, levonorgestrel & 15 i8¢
IR DM A T ARVTEY A2 3L~ 2% mp o 72 S i L Cna Y, <R T, 20114E 1S
British Medical Journal3&iZ & & 7-2->D 5 1, drospirenoned; A %% B SR O F 4 Tl
levonorgestrellZ b, M) 27232 ~3fEm Do T LA LT 520 B DJE A FeHS 5 Thh D
0, FEGmBOMENFEL TBY, ZROOMHK T 555 ROMRAEHEIZL T D, FDAIL,
drospirenone & A WEAL 34 95 L ME T O ARV AZ IZOWTHERRIZIZZEL TR0, YA
DEOATREMEIC DWW TR E IR EE AL T0D,

Levonorgestrel & A B34 5, SES E2RR/LE L REESK L i ke & B 4§~ 7- FDAB)
FROFEFFFEDDAF O T — 21X, 2009~ 201 14| ZRF ST ROFE T L —FHL T D
FIHNTRZ %, FDADL E 2 — X#ITH TH DD, FDAD B IE0 A7 TR T — X1,

€ MedWatch Online ®# 1 https://www.accessdata.fda.gov/scripts/medwatch/medwatch-online.htm
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drospirenone & A AT O F # Tl AL E L BT HE & Le TR Y 27 391565 2 &
ZRBEL TS, ZOVAZZH YA TR &, MoAVEBESEZL AL THD T ol
TR A2 53175 N FPKI6 AN &9 5L, drospirenone s A % M REE 3R A0 FH L QWA T e
TeRUAZIE, 15 NHHKITOAN 2%, FDADBIRAFFEIC DWW TRELIIMIIET A 1A S i
DZEP, ZOMRFEOEEWEL, FDANTE T 5 T EDHIERMREOLE 2—LE8 12, 201145121
@ Advisory Committee for Reproductive Health Advisory Committee>Drug Safety and Risk
Management Advisory Committee DA [Fl£33% CTH R I, ifikSiLD TETHD,

X
1

Bk
Seeger JD, Loughlin J, Eng PM, Clifford CR, Cutone J, Walker AM. Obstet Gynecol 2007; 110
(3):587-93.

2) Dinger JC, Heinemann LA, Kiihl-Habich D. Contraception 2007; 75:344-54.
3) Lidegaard @, Lokkegaard E, Svendsen AL, Agger C. BMJ 2009; 339:02890.
4) Van Hylckama V, Helmerhorst FM, Vandenbroucke JP, Doggen CJM, Rosendaal FR. BMJ
2009; 339:h2921.
5) Parkin L, Sharples K, Hernandez RK, Jick SS. BMJ 2011; 342:d2139.
6) Jick SS, Hernandez RK. BMJ 2011; 342:d2151.
% KGR A Ddrospirenoned A #% M BEE R
P4 —fR4
Drospirenone and ethinyl estradiol Drospirenone 3 mg&ethinyl estradiol 0.03 mg
Ocella Drospirenone 3 mg&ethinyl estradiol 0.03 mg
Safyral Drospirenone 3 mg, ethinyl estradiol 0.03 mg,
¥ L levomefolate calcium 0.451 mg
Syeda Drospirenone 3 mg&ethinyl estradiol 0.03 mg
Yasmin Drospirenone 3 mg&ethinyl estradiol 0.03 mg
Zarah Drospirenone 3 mg&ethinyl estradiol 0.03 mg
Bevaz Drospirenone 3 mg, ethinyl estradiol 0.02 mg,

Y F L Clevomefolate calcium 0.451 mg
Drospirenone and ethinyl estradiol Drospirenone 3 mg&ethinyl estradiol 0.02 mg
Gianvi Drospirenone 3 mg&ethinyl estradiol 0.02 mg
Loryna Drospirenone 3 mg&ethinyl estradiol 0.02 mg
Yaz Drospirenone 3 mg&ethinyl estradiol 0.02 mg

A E

ATHTZBIL TR H A CQ&AL STV,
http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetylnformationforPatientsandProviders/

ucm273039.htm
- FDA®Ddrospirenone 38 {7 i Y1 ~

D http://www.fda.gov/Drugs/DrugSafety/ucm274292.htm
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http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetylnformationforPatientsandProviders/
ucm257168.htm

BEFR

KAMEIZRAL TETCANLLIEEE S TV D,
Medicines Safety Update Vol.2 No.5; 2011 [Drospirenoned A% BT ([ “Yaz' IR LW
[ “Yasmin’ ]) LEf kIR ZERRIE | http://www.tga.gov.au/hp/msu-2011-05.htm#oral

FANME W

©Drospirenone/Ethinylestradiol [ & {475 /L& FIIRRAAR L&), #8003 [EPN 9658
Mok FE 58
XEPNIZIS T D 13 A R EEE

©Levonorgestrel (LR 2 /L7 AR L, BARARVE LA, % 0REESE) EN  J8585 WAL F88%%

Vol.9(2011) No.21(10/13) R05

[ >k FDA ]

o FDA/CDER (2L Z &M B 2R ETOME (20114 8 A)

2011 Summary view: safety labeling changes approved by FDA Center for Drug Evaluation
and Research CDER—August

FDA MedWatch

A H :2011/09/19
http://www.fda.gov/Safety/MedWatch/Safetylnformation/Safety-RelatedDrugLabelingChanges/defa
ult.htm

ZOMETIE, & EEN A O AEL, B, 5, I LordE, AIEM, B AN
WMOEIE B OFRYEET 2T, RICTEI R4 LUGETEFT OV AN, EFEMR ACiEsETSh
TZHEE SN, M AEE E3EE S, BT S B Sn o2 areiE o s
D
%5 : BW (boxed warning) : #5504 245 | C (contraindications) : 25 =, W (warnings) : 45

P (precautions) : ] £ E:, AR (adverse reactions) : GI1EM,
PPI/MG (Patient Package Insert/Medication Guide) : #3& Jf{# #, REMS (Risk Evaluation
and Mitigation Strategy) : U A7 #FAffi - #8880k} 3, PCI: Patient Counseling Information

A ZEHIRRIE FDA OFRUGET VA
(http://www.fda.gov/Safety/MedWatch/Safetylnformation/ucm268289.htm) CTEIK L4 227V v /452 LI LVEE
2B CX D,

13


http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/ucm257168.htm
http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/ucm257168.htm
http://www.tga.gov.au/hp/msu-2011-05.htm#oral
http://www.fda.gov/Safety/MedWatch/SafetyInformation/Safety-RelatedDrugLabelingChanges/default.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/Safety-RelatedDrugLabelingChanges/default.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm268289.htm

[ 34 0 22 MRS ) Vol.9 No.21(2011/10/13)

BETS AU IH B

KIS (— ) o w | e | ar |V

Accolate (zafirlukast) tablets PPI

Celexa (citalopram hydrobromide) Tablets and
Oral Solution

Reclast (zoledronic acid) Injection MG

Ol0l O |0 |0

Saphris (asenapine) Sublingual Tablets PCI

Actos (pioglitazone hydrochloride) Tablets

Bentyl (dicyclomine hydrochloride, USP)
Capsules/Tablets, Oral Syrup and Injection

O|0lO0|0| O
O

Betapace and Betapace AF (sotalol HCI) Tablets

BiCNU (carmustine for injection)

DepoCyt (cytarabine liposome injection)

Ditropan (Oxybutynin chloride) Tablets

Dostinex (cabergoline) Tablets

Exjade (deferasirox) Tablets for Oral Suspension

Haldol (haloperidol) Injection and Haldol
Decanoate IM Injection

Hyzaar (losartan/hydrochlorothiazide) and Hyzaar

. PPI
(losartan potassium/HCTZ) Tablets

Kerledex (betaxolol hydrochloride/chlorthalidone )
Tablets

Kerlone (betaxolol hydrochloride) Tablets

OlO0]O0O|]O0O|O|O|]O|I0O]O]O|0O|O0]O0]|0O] O

OO0 |0 |00

Lamictal (lamotrigine) Tablets, Chewable
Dispersible Tablets, Lamictal Orally Disintegrating
Tablets, and Lamictal XR Extended-Release Tablets

O
O

Mobic (meloxicam) Tablets and Oral Suspension

O

Multag (dronedarone hydrochloride) Tablets

Neurontin (gabapentin) Capsules, Tablets, and Oral
Solution

Platinol (cisplatin for injection, USP)

Prinzide (lisinopril/hydrochlorothiazide) Tablets

Sensipar (cinacalcet) Tablets

Tenoretic (atenolol/chlorthalidone) Tablets

Tenormin (atenolol) Tablets

Thallous Chloride [TI-201] Injection

Olo0]O0|]O|lO0O]O]0O|0|0O
O
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WETSNTH B
KER A (—4) PPI/
BW C w P AR
MG
Zoloft (sertraline hydrochloride) Tablets and Oral
O O
Concentrate
Aceon (perindopril erbumine) Tablets O
Actoplus Met (pioglitazone hydrochloride and
metformin hydrochloride) fixed-dose combination
Tablets O
Actoplus Met XR (pioglitazone hydrochloride and
metformin hydrochloride extended-release)
fixed-dose combination Tablets
Altace (ramipril) Tablets
O

*NSAID interaction

Augmentin ES-600 (amoxicillin/clavulanate
potassium) Powder for Oral Suspension and O
Extended Release Tablets

Avapro (irbesartan) Tablets

O

*NSAID interaction

Duetact (pioglitazone hydrochloride and
glimepiride) fixed-dose combination Tablets

Starlix (nateglinide) tablets

Tarka (trandolapril/verapamil hydrochloride)
Tablets

Tykerb (lapatinib) Tablets

Uniretic (moexipril
hydrochloride/hydrochlorothiazide) Tablets

O] O |O] O |0O] O
O

Univasc (moexipril hydrochloride) Tablets

Zestoretic (lisinopril and hydrochlorothiazide)
Tablets

O

*NSAID interaction

Zestril (lisinopril) Tablets

*NSAID interaction

Zyban (bupropion hydrochloride) O
Sustained-Release Tablets

Dulera (mometasone furoate and formoterol

fumarate) Inhalation Aerosol ©
Lyrica (pregabalin) Capsules and Oral Solution @)
Xanax (alprazolam) and Xanax XR O

2EEH
*NSAID interaction: & H O [§ £ 3L NSAID (COX-2 N IR ES A S o) OFF FHIZBIL, [ H
FOEEIOHIC, SVEBAREEE TR T RBIOMER ROREI BB INSNT-,
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[ EUEMA ]

o WHO D EIBRERIRRBBRELT T 7+ —2 EIC EU BRERRBR G [ E B8 ek LU TB#k
Shb

EU Clinical Trials Register recognised as ‘primary registry’ of WHO's International Clinical

Trials Registry Platform

News

1WA H :2011/09/14

http://www.emea.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2011/09/news_detail
001337.jsp&murl=menus/news_and_events/news_and_events.jsp&mid=WC0b01ac058004d5c1

(k)

WHO (SR R B ) A3, RN JEE 4 o i R 34 B %% 4% (European Union Clinical Trials
Register : EU-CTR) B4 [E R PR 3k Bk 58 7"~ b 7 +— 4 (International Clinical Trials Registry
Platform: ICTRP) “lZ 8708k * 1 > 1 DL T L=,

ICTRP (3, #RDSES 22K ERDIEILMERICT 7 A TE LY =7 EOR—2)1
PANTHD,

EU-CTR 2% ICTRP IZHE S 7=Z 81T, 2011 AR ETITIFRIREO BRI 7 2 e AN TE TL
ToRERLC, ZOR—HLH Al T EU-CTR OIFE SN AT A REERDZEEERL TND, 20D
ICTRP ~D i, FRRGRER K, F9EF, Ml B, BURHE S22, KR EBROSINE
IZH EU-CTR OB EMARFET HH D THH D,

BEER
*1:WHO @ ICTRP O~— T, TEEZRER ZRL T, THA, B4, 77, @
B, BATAIRE ), BB DWW TRE D REA 72T 6D | EFHL TWD, BLE, ZHbH0
BRI 7298 8k, A ARDRERAR SRS & (http:/rctportal.niph.go.jp/) & T 14 2,
ICTRP OO =272 %Gk | (D-~—: http://www.who.int/ictrp/network/primary/en/index.html

O HETHERMZEMER
[EU EMA]Vol.9 No.13(2011/06/23)

A http://www.who.int/en/
B https://www.clinicaltrialsregister.eu/
€ http://www.who.int/ictrp/en/
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[NZ MEDSAFE]

e Dabigatran[ ‘Pradaxa’ ]: LY R

Dabigatran — is there a bleeding problem?

Prescriber Update Vol. 32 No.3

1#A1H :2011/09
http://www.medsafe.govt.nz/profs/puarticles/dabigatransept2011.htm

Dabigatran etexilate [ ‘Pradaxa’ ]i%, 20114-7H 1 H »»6 == — ¥ —F K (Pharmaceutical
Management Agency:PHARMAC) &A4~—AMZU 7 O [E TH Bk T DXkt G &ie> T Dkt
[ 3T 5, Dabigatran|IE I B U AEHK T, =o—Y—F R TIE TRez s &L TR
ANQAYH

AR RN O B CORIRMARZERSE (VTE) TF5
DA BN COMRMAE RS M EERIEO TR, BEOME BRI LD T O

Z O fkEE H L, warfarinZ £ ] T & 720 3 Pwarfarin TINR (International Normalized
Ratio: [EEREEHELL) 2+ 432 b — L TERWBF IZE > TOwarfarin DR RIE DL DO TH D,
L5 B BB T Bz Hh - B L%t 3 D dabigatranfi FH O HERE L, WS ODDERIR T AR T A2
SN TS, il 213, European Society of Cardiology, Canadian Cardiovascular Society®,
American College of Cardiology?2’3MER LT T AR T AL 728 T %,

A5, dabigatrandDHESE F B AVK GRS NIZ2 O DN IE TRARDZE, £z, HE D BER

TIIH EREO MBS B HZLIZFEE T RETHDH, ZNHERITTT,

WIFENNE, T4 — N CREE WA T S TR T DI T27, 172V BRI 5%
PEEREEDH MY A7 AT 728D, BT TERB220,

WarfarinZ>Hdabigatran ~D B0 2 ITIXE=FV U VN ETHLD, b ETNERELT,
warfarinlZ L2 7a# 4 W 1 L7- % dabigatranZ Biaa 32121, INRDS2ZREE T T A0 iE7%e
B2V, FEAflidabigatranT —4 o —MIFLHiE LTS,

EOHBEEFE T PRSI, FREWE-IZH L THD,

BEIRBFIEIC LAV, VIEFRHEE L T L7=854, dabigatrano H 1LY 2~ | Fenoxaparin & [F]
BETHHIENRREN TS,

A Za— V=T RO SCE
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%% : Dabigatran i 42

VTET B DN RE DR TR
B 220 mgZ 1 H 1[5 150 mg#Z 1 A 2[5
WA RE Y M RE MR E (30 ~50 | 150 mg&1H 1F] 150 mg%1 A 2[El
mL/min CrCI)
HOE R OB RE R E (<80mL/min | ZE 22
CrCl)
80 AR 2 Dt 220 mg%1H 1[H] 110 mgZ1 H 2l
185% LA F D/ L tiiEA s
R R AN RN
rhay — vt = =
TR 7RP-HE R (VB RA B 150 mg#Z1 A 18], verapamil D | FABRE
(amiodarone, quinidine, verapamil) | BRABIZEETBZE
DA
fthOP-FE &R I E PR E K R AN RN
(clarithromycin) & DO
P-P5 & B'E 355 A4 (rifampicin) HELEE7, DabigatranoD M B 03 24253 LU RIS o 7oA, BRMER K
LDOPEH 4 5UVR7HY,
HiY 227 Ddb5 A (ofikEE | HRTEsAEREN RN 110 mgl A 2Bl & ¥Rt
WrEHFOBREEET)

RE-LY#BER IC L IX, LEMBEF IR ITHH MO Y A7, dabigatranft 3 @ J5 03
warfarinfi FH# L0 o 72 (16.4%%118.2%) 73, B R HH 1i.o> 38 4E %1 ddabigatrand 5 23 i)~ >
71—:4,5)

DOHUEEEFES [FAR Th D23, dabigatranz{f o B 1, HlL-0= M O EESBLAL2)
F=HN TS RETHD, =HVEEEREE (Ecarin Clotting Time: ECT) (S Hi 1Y 227 @ Tk &
LTHROBENEWD, TELRTFH T & THL, HHEE s a R 72%/H%EF'3
(@PTT) DAL, ElinE 7L, mmemx%m%zgmé%ﬁ CHHATHAY, INROHIE
dabigatran?® 52 8% 5% 1F 720 V=, dabigatrand B EEH OE=XU> 7 LTl i{ﬁﬂﬁ“/\é‘f@
Y,

DabigatraniZ % 3 2R AV 5P IT E 72 o0 o TvZeuy, i -<eild & H 054, SHE
PRIERH U SR EEHELET 57,

Dabigatranid 7~ b7 10 AP4S0R% & TILAREI S LW, PR A E ORI ThoH, P-HEEHE
ﬂiﬁfﬂﬂ 2358 117238 1 X dabigatran I S 2 @ CH MU AZ & B J/-SE 5 aREMEN B 5, P-HE

'E 5 A 1 XdabigatrandD I ER L4 T, i 1a kbR o REE R H 5, P-HEE R EEZD
%%@3 E~DIERIZOWTELISFEMRTE UIIA S ORDFEFICILMS N TS,

EOFFG FIER THL, BEITH FERISEFONDIER P BN 2WVINEERSE=F—F
= THD, DabigatraniZ B L 72 E SOV ABHIVUL, HEKIGE=XV> 75— (Centre
for Adverse Reactions Monitoring: CARM) |2 153 R&TH S,

B JE3CIX No adjustment recommended
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R CEE R A B —

- Dabigatran[ ‘Pradaxa’ JIZFEEAVEL T OVTETBL, BIOWLEMENEE 2B DM
PPBiEmESE L KRS T,

- AR ISR I KV 725720, WIFIZEEL CHEICHER T2 ERHD,

- tHif i ZdabigatranfE BT ED EBEVRZ THLHT20, BFICHMLOBER W NE=X) T
FRETHD,

P-FEE AE OMHEEHSCHEEH OO E K M Xdabigatran & AAEH 32 ATREME A B D
728, BTN LEIGANHD,

- HE OB FEREREE (CrCl < 30 mL/min) 23 21 dabigatranZ 5 I L Cld7Ze b7z,
-Dabigatranzff D BF, Kl B REREE L T2V A7 DHLBHFITIT, BHREDE
=2V T BIRG B 1N %,

X R

1) Cairns JA, Connolly S, McMurray S et al. 2011. Canadian Cardiovascular Society atrial
fibrillation guidelines 2010: Prevention of stroke and systemic thromboembolism in atrial
fibrillation and flutter. Can J Cardiol. 27:27-30.

2) Boehringer Ingelheim (NZ) Ltd. 1 July 2011. Pradaxa data sheet.
http://www.medsafe.govt.nz/profs/Datasheet/p/Pradaxacap.pdf

3) Friedman RJ, Dahl OE, Rosencher N et al .2010. ‘Dabigatran versus enoxaparin for prevention of
venous thromboembolism after hip or knee arthroplasty: a pooled analysis of three trials” Thromb
Res; 126: 175-82

4) Connolly SJ, Ezekowitz MD, Yusuf S et al .2009. ‘Dabigatran versus warfarin in patients with
atrial fibrillation” N Engl J Med 361: 1139-51

5) Eikelboom JW, Wallentin L, Connolly SJ et al. 2011. An analysis of the randomised evaluation of
long-term anticoagulant therapy (RE-LY) trial. Circulation; 123:2363237

6) PHARMAC. Guidelines for testing and perioperative management of dabigatran. August 2011.
Wellington. Accessed online:
http://www.pharmac.govt.nz/2011/06/13/Dabigatran%20testing%20and%20perioperative%20man

agement.pdf
7)PHARMAC. Guidelines for management of bleeding with dabigatran. August 2011. Wellington.

Accessed online:
http://www.pharmac.govt.nz/2011/06/13/Dabigatran%20bleeding%20management.pdf
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BEER
¢ Medsafe’) 5, 9H 15 H £ (10 A 3 H B 387) TAZE S 7-Questions and Answers T, dabigatran
[ “Pradaxa’ JIZBIL CCARMMZ 7o A F S EEIZE LT\ D,
http://www.medsafe.govt.nz/hot/media/2011/dabigatranganda.asp

CARMIZ, 20114E9 A 15 H O 5 TF — 4~ — % | |Zdabigatran[ ‘Pradaxa’ (2B 42 53122
&% LB T D, BITEE TIZCARMM 21T 72 #t i ClE, dabigatraniZ L2 BERY e HY M58 D
FEBNIFFES N TR, HILOWE DH 7= DEHIL, hofEEEEEZ ML Tz, £z,
L DFEFITIL, YFEAN IR T AR O S L0 E IO G R BN R ESh Tz,
MEDSAFE(Z, DabigatraniZL TCARMMSZ 1 7= i 13, #rIC B9 2 MiE L L TS O3 Tl
7RNEL TS (Weberdh &5 2 Td),

RAE R
© Dabigatran (¥ E W T > =7 % 7 — MAKX 2 A L7k Bk ¥, Dabigatran Etexilate
Methanesulfonate (JAN) , HLILHEEERE S, BN B U BRAESK) [EN 8725 S 36785
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o« KM AR P-HEEBAEDOEE

Medicines interactions: the role of P-glycoprotein

Prescriber Update Vol. 32 No. 3

1H%1H :2011/09
http://www.medsafe.govt.nz/profs/PUArticles/P-glycoproteinSept2011.htm
http://www.medsafe.govt.nz/profs/PUArticles/PDF/PrescriberUpdate SEPT 2011 v3.pdf

P-HEEE B b I<HD I I EDB R R T o AR — 2 —ThD, 1970 RIS IS 1T
HEFMPEA S ST EAELL TR AShi,
BUE, PR ABEIIA EWENLERZTOMELL TULTOIEMZA 52 L0 AL TS,

© W ED ORISR 2 E PRI HE %
- MEAMBA M O e e A ERF 475
- Y EBIEEATIED DTN E IR ENBITHTHE 5
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OPSEEBHE LKW AIEA

P-BEEE VL, BHRATIRRZ N 237U T T2 AD— 5 E > TD, ZORERHHERIX
R HIENHY, ZOEY )T T ANAEFITFHESNLE, Y — KM FT 3 — &
snOFH BEAEH &L FREMED 8D,

KNT P-HEE AEDNTET 20 BEAEADNEZ DTS ESETHY, HAERARHVFL)
BHDVNIERIR LR Z T 2 DI/ ZEHE TH D,

%1%, loperamide (1175 35) & quinidine (FTATENREL) OFH AAEAIL, MEAMBIFT T P-HEE H
EPRFEINDZEIZESTRIY, HFARMRERICH EERE KE T, £z, digoxin (FR03) &
verapamil (FTANEENRER) DOAH A AEHNE, IFiEE Bl P-HEE FH/E T2V, digoxin Ok &3
DI B,

S BNRERFIED , P-HEE OE DN TET DM AAERICEEE 52 5, 1 ZET X TORIBE N HR
IRSNDED)L, P-FEE AE O EWE O EAEHOEEZZFIZN, Fiz2, FIRNE S-S
NDLEY)T, BE D P-HEE VE N ET DF BAERH LM IEBIfR CH D, Ketoconazole (4T
H %) & dabigatran (FLEE[E ) OFH AVEAITIGE CEZY, dabigatran etixilate (dabigatran ™~
R Ty 7) ORILEDHINT S A,

OPWEEHENNMET DK LERREEIEM

ZIVETIZ PR A EOREE ThAZ LN RSN HWY) I digoxin & B HERTFED talinolol (=
2=V —=FU R TIERIEEIL TR DA THDHN, ZbHiETF hrms P50 TIXAREHH IR,

PLEE[E FE D dabigatran b P-FE & F1E O 8% 5T HZ L3 B AL CUVD, Dabigatran etexilate 3
TuRZy 7T, BE ORI TIEPEMR (dabigatran) 128 #4115, Dabigatran etexilate (3
P-BEEE HE DO IE THDHN, IHMERD dabigatran 13 P-BEE FE O HE Tldiauy,

Dabigatran etexilate (X1 8EEAFgD =277 —BIZL> TRGHIZIEMEIRIZ A BaZI N D729, P-
BER VE AN TET D EAERIIIGE O TR D, 2028, W7 HEWEEOMELERD
Ba R EOBEEMNSESETHHIEAERL TWD, #1212 clarithromycin (w727 A R R4
') 1%, digoxin DI i H i A B NS5 (M AAEH O ERALIXRENK) 23, dabigatran & 1X R R
RAFEAER AR 2S00 R AAEF O BTG E) **,

W, P-REE AR SET DM AVEM T CYPAS0 M3 ET D AAEMIEE ST M PR %
A St720, Dabigatran DSAFEINDET, P-HEE AN ET DM BEERIT, 16ERED
U digoxin [IZOWTO AR FEEThH-7, LIeR-> T, fHAEMIZET o)A #72 M 9tIX
digoxin (ZOWTITHOIVTET, BUFE, P-HEE HE 2N TE T DF AAEAICEY digoxin D Crgy <2
AUC % 2 {FLl EEfbs 7ot E STV 531X, valspodar, quinidine, amiodarone,
ciclosporin ™ 4 SDOH T Db,

P-FEE FVEIC B2 AT, F72i3 P-FER BB SN FTREE D & 5 EHE S D] 2
RITTT,

A FAEEHIZLY dabigatran etixilate 23HEH SN2, FERELTRINEN X 522 5N5, (GRIE)
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EIEIEFA TR, W73 HEHEZOWT PR A ENNETHERRH EAEHAEZ
ATREPEDN 20D, I XEFE SR 5I00E 42,

® P-EEBHEOMEEATCIFEEAOHOIERME, BLOEHLRDERM

HEERAOHDIERK RS FEEROHDERLE BEELRDERS
Amiodarone Rifampicin Digoxin
Ketoconazole ltraconazole LR Va—r X U—h Loperamide
Clarithromycin ~Erythromycin Carbamazepine Colchicine

Ciclosporin

Verapamil

Diltiazem

Quinidine

a7 7 —YHERK
Sirolimus,Tacrolimus
T—TITN—=I 2— A

Phenytoin

Dabigatran etexilate

X #R

1) Fenner KS, Troutman MD, Kempshall S et al. 2008. Clin Pharmacol and Therapeut. 85 :173-181
2) Lee CA, Cook JA, Reyner EL et al .2010. Expert Opinion Drug Metab Toxicol. 6: 603-619.

3) Horn JR and Hansten PD .2004. Pharmacy Times. 45-46.
4) Sawyer J, Sharp J, Baxter K .2011. 286: 595-6.

5) Baxter K (ed) .2010. Stockley’s Drug Interactions. Pharmaceutical Press, London

SEBER

% 1:NZ MedSafe D7 —4 > —h (AT 3CE) (21X, 9538 T dabigartan & clarithromycin
DOOFHIZLY, dabigartan ~DIRFEAS 15% b5 L7223 IR EOZ 2MEIREI TRV ERtilS
N5, —77, EMA @ SmPC Ti, LFRoaBrfs ROFEHITHEN T, B LB e fH A
TERERETHIEIETERNWEDOFHEAHY, BEOEBIRVE=LI T RLETHH L

FIZFE KL TS,

*Pradaxa @ New Zealand Datasheet:

http://www.medsafe.qgovt.nz/profs/datasheet/p/Pradaxacap.pdf

*Pradaxa ® EMA @ SmPC

(2011/08/23 Update)

http://www.ema.europa.eu/docs/en GB/document_library/EPAR - Product Information/hu

man/000829/WC500041059.pdf
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