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Dosing & Indications

DOSING & INDICATIONS Dronedarone Hydrochloride D) TR | P
Adult Dosing
Pediatric Dosing . R D
Dose Adjustments DrugPoint® g Sy
FD&-Labeled Indications
Non-FDA Labeled Indications YyDOSING & INDICATIONS

BLACK BOX WARNING ~ Adult Dosing

CONTRAINDICATIONSAVARNINGS

Contraindications
Frecautions
Fregnancy Category

Breast Feeding m strong CYP3A4 inhibitors (29, ketoconazole) and Class | or Il antiarrhythmics (g, amiodarone, flecainide
DRUG INTERACTIONS (SIMNGLE) propafenone, quinidine, disopyramide, dofetilide, sotalal) must be discontinued prior to initiating dronedarone
hydrochloride [1]
ADVERSE EFFECTS _ o _ _ o _ _
Common m Atrial fibrillation, Paroxoysmal or Persistent: 400 mg ORALLY twice daily with meming and evening meals [1]
Serious
NANE INFO \J_Pediatric Dosing J
LS Trade "7~

<w 1. Dronedarone £ nfEZCYP3AA s3I (1 H]

e 2. [HEFH dronedarone FAER{F FHEE—HERIEE = SHPU LR BEEEY)
0 3. g (paroxysmal) OR F4E M (persistent) AF: 400mg BID
HOW SUPPLIED

TOXICOLOGY
Clinical Effects

T em b == b



Dosing & Indications

OVERVIEW DRONEDARONE 9w | &

DOSING INFORMATION o e [ FEIEURER
Drug Properties DRUGDEX® FH=

Storage and Stability
Adult Dosage y DOSING INFORMATION +| 2BREAE | - 2ERAE | 4+
Pediatric Dosage ~ Adult Dusage

PHARMACOKIMNETICS
Drug Concentration Levels

ADME Mormal Dosage
CALUTIONS Dosage in Renal Failure
Black Box Warning Dosage in Hepatic Insufficiency

Contraindications

Precautions Normal Dosage

Adverse Reactions Important Mote _
TeratogenicityEffects in Dronedarone Hydrochloride
Fregnancy/Breastieeding Important Note

Drug Interactions ) Strong CYP3A4 inhibitors (eg, ketoconazole) and Class | or Il antiarrhythmics {eg.

CLIMICAL APPLICATIONS amiodarone, flecainide. propafenone. quinidine. disopyramide, dofetilide. sotalol) must he
Monitoring Parameters discontinued prior to initiating dronedarone hydrochloride [1].
Patient Instructions

Place In Therapy Dronedarone Hydrochloride

Mechanism of Action / Pharmacalogy Oral route
Therapeutic Uses Atrial fibrillation, Paroxysmal or Persistent
Comparative Efficacy / Evaluation With 1) To reduce the risk of hospitalization due to atrial fikrillation (&AF) for
Other Therapies patients in sinus rhythm whao have a history of paroxysmal or persistent
REFEREMNCES atrial fibrillation, the recommended dosage of dronedarone hydrochloride is
400 milligrams orally twice daily with the morming and the evening meal
[3]-

Dosage in Renal Failure
A) Dronedarone Hydrochloride

1) Mo dronedarone hydrochlonide dosage adjustment is recommended in patients with renal
impairment [3]



Monitoring Parameters

OVERVIEWY

DOSIMNG INFORMATION

Crug Properties
Starage and Stability
Adult Dosage
Fediatric Dosage

FHARMACOKIMNETICS

Drug Concentration Levels
ADME

CAUTIONS

Black Box Warning
Caontraindications
Precautions

Adverse Reactions
Teratogenicity/Effects in
Fregnancy/Breastfeeding
Drug Interactions

CLINICAL APPLICATIONS
Manitoring Parameters
FPatient Instructicns
Flace In Therapy
[Mechanism of Action / Fharmacology

b
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» CLINICAL APPLICATIONS HEHER | D 2ERE | + B

¥ Monitoring Parameters

A) Dronedarone Hydrochloride
1) Therapeutic

a) Physical Findings ==, N
= D
1) Manitor ECG for normalized sinus rhythm = r$ L 1,%

2) Taxic + I = VAN N /\‘"‘6 & ELSH T -
) Laboratory Paramsters B R AT a5 EARY =5 6415 H B HIFFDAE
1) Monitor hepatic function, periodically, especially during the first 6 months of therapy [5]
2) Manitor renal function pericdically during therapy [8 NVAN == A SHIEEXY &t
| periodically dumg therpy 1 et HATA] 2 HASE R Tae
b) Physical Findings
1) Manitor ECG for QTc (Bazett) interval prolongation not greater than or equal to 500 milliseconds

Comparative Efficacy / BEvaluation With
Cther Therapies

} Patient Instructions QTFEFJEE<500%*I/\

REFERENLES

P Place In Therapy
P Mechanism of Action / Pharmacology

P Therapeutic Uses



Comparative Efficacy /

Evaluation With Other Therapies

OVERVIEW

DOSING INFORMATION

Drug Properties
Storage and Stahility
Adult Dosage
Fediatric Dosage

PHARMACOKINETICS

Drug Concentration Levels
ADME

CAUTIONS

Black Box Warning
Contraindications
Precautions

Adverse Reactions
TeratogenicityEffects in
Fregnancy/Breastfeeding
Drug Interactions

CLINICAL APPLICATIONS

Monitaring Farameters

Fatient Instructions

Flace In Therapy

Mechanism of Action / Pharmacology
Therapeutic Uses

Comparative Efficacy / Evaluation With
Other Therapies

REFERENCES

DRONEDARON“E K ) ) mRRE | &
DRUGDEX® F& L

} CLINICAL APPLICATIONS + ZEER | - REHRE | 4

T TTTTTTIr S

» Mechanism of Action / Pharmacology
» Therapeutic Uses

¥ Comparative Efficacy / Evaluation With Other Therapies

Amiodarone Hydrochloride
Atrial fibrillation

a) Amiodarone was more effective than dronedarone to prevent the recurrence of atrial
fibrillation (AF} but dronedarone may have a better safety profile in the Randomized, Double-
Blind Trial to Evaluate the Efficacy and Safety of Dronedarone Versus Amiodarone for at Least
6 Manths for the Maintenance of Sinus Rhythr| in Patients with AF (DIONYSUS). |Patients
(n=504; mean age, b4 +/- 10.7 years) with documented AF for mare than 72 hours with an

DIONYSQOS Study
ME——{EEL amiodarone #{TEHZELLEAITSE

hypertension (bb.4%), while £1.b% had congestive heart tallure, and 1b_5% had lone Ar. Most
patients had persistent AF (62.9%), while 21.6% were in their first episode. Patients in the

1 Fea a




CLINICAL APPLICATIONS + 2EFER | - 2EMHFE | -_-E:)
* Mechanism of Action / Pharmacology

» Therapeutic Uses
¥ Comparative Efficacy / Evaluation With Other Therapies

Amiodarone Hydrochloride (P
Atrial fibrillation °

a) Amiodarcne was more effective than drenedarcone to prevent the recurrence of atrial fibrillation (AF) but dronedarone may have a

better safaty profile in the Randomized, Double-Blind Trial to Evaluate the Effieacy and Safetyof Dronedarone Versus Amiodarane

for at Least 6 Months for the Maintenance of Sinus Rhythm in Patients with &F [DIONYSUS} Patients (n=504; mean age, 54 +-

1D 7 years) with documented AF for more than 72 hours with an indication for Tard orand antiarrhyythmic treatment, and who
were receiving oral anticoagulation, were randomized to receive dronedarone 400 mg orally twice daily (n=249) or amiodarone 500

mg orall*. daily fnr 28 days fD||D.|".-'Ed by ZDD mg orally dEII|_-f' (n= 255} fc:ur at Ieast G rm:unths If cony ersmn to normal smus rl1,fthrr1 dld

1. DIONYSOS Study-£ i {1 amiodarone 17 H BEEEFEYEHZE
(RCT) ~ A {ffHi% amiodarone 7 Fi4& M0 5 AR AEBR S B & EI i
2400 mg & H —Zx dronedarone 2HE2 amiodarone 2H (528 K& H —:
amiodarone 600 mg * 774200 mg & H—%) * 548 A 249 A Ei255 A >

2. e R A T8 H - fEBEHEL2(E H R0 e SR AEBREN 5;‘73@
amiodarone &}~ dronedarone (42% vs. 63.5%) > I (MEE
(cardioversion) & FEZX{E %% }51H amiodarone JREL dronedarone /I\
(24.3% vs. 36.5%) ; {H dronedarone 4HAVHE F{=&5LE{4#: amiodarone
/1> (10.4% vs. 13.3%)

3. T DIONYSOS Study - amiodarone f£[#F (R B4t ERE) {8 23 8
[/> dronedarone - dronedarone 11 FH IR BR A(HIEE U5 T 2 2 14 & ((E
dronedarone 5 ZEI{EFRIZ%5Y amiodarone) -
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» CLINICAL APPLICATIONS +
p=U.03117). I'he median duration of treatment with study drug wa
months). After 12 months of treatment, the composite primary e
(recurrence of AF or premature drug discontinuation due to lack
(premature drug discontinuation due to intolerance) was significe
arm (75.1%) versus the amiodarone arm (58.8%; hazard ratio (H

REFERENCES 'Sti'l?
[42] Le Heuzey JY, De Ferran GM, Radzik D, et al: A short-term, r:|
randomized, double-blind, parallel-group study to evaluate the th
efficacy and safety of droanedarone versus amiodarone in patients with —
persistent atrial fibrillation: the DIONYS0S study. J Cardiovasc -
Electrophysiol 2010; 21(8):537-605. o, th
PublMed Abstract: http:/fwww.ncbi.nlm.nih.gow/. I 4L E .
PubMed Article: http://'www_nchinlm.nih.gow/._. ﬂk_\\\njﬁié gd
25
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|Amiodarcne HCI =] |Dronedarcne Hydrochleride =]

o

4+ BEE | Dosing & Indications | Black Box Warmning | Contraindications/Warnings
Action/Pharmacokinetics | Administration/Monitoring | How Supplied | Toxicology

Amiodarone Hydrochloride
[Amiodarone HCI]

83 DRUGDEX chayssamissll »

Dosing & Indications

| Drug Interactions (single) | Adverse Effects | Name Info | Mechanism of
| Clinical Teaching | References

Dronedarone Hydrochloride

%35 DRUGDEX chf s »

Dosing & Indications

Adult Dosing
@78 DRUGDEX chasimizs »

m Advanced cardiac life support: 300 mg NMINTRAOSSEOUSLY by rapid infusion; a single-dose of
150 mg MIINTRAOQSSEQUSLY may be repeated [2]

m  Supraventricular arrhythmia: initial, 600 to 1200 mg ORALLY daily for 1 to 2 wks, tapered to 400 to
600 mg ORALLY daily for 1 to 3 wks, tapered to the lowest possible maintenance dose

Supraventricular arrhythmia: maintenance, 200 mg ORALLY daily
Supraventricular arrhythmia: WIORAL regimen; 300 mg IV for 1 hr, then 20 ma/kg for 24 hrs. then

Adult Dosing

1835 DRUGDEX chEgsfimirsf »

m strong CYP3A4 inhibitors (eg, ketoconazole) and Class | or Il antiarrhythmics (eg, amicdarone,
flecainide, propafencne, quiniding, disopyramide, dofetilide, sotalol) must be discontinued prior to
initiating dronedarone hydrochlonde [1]

m  Atnal fibnllation, Parcxysmal or Persistent: 400 mg ORALLY twice daily with morning and evening
meals [1]

| |
G00 mg ORALLY daily for 1 wk, then 400 mg CQRALLY daily
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( Risk Evaluation and Mitigation Strategy; REMS )

Dronedarone Hydrochloric

Oral - FTTEECICEEETT T
360° TR BRI | « MER 412 RieSRA A % ,[\2[ %E;ﬂ{ru" e,
2L ¢ .
*
—m— *
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. q
’0’ RISK EVALUATION AMD MITIGATION ’0'
Adult Dosing Breast Feeding Mechanism of '~..QTR~TE,_-.IE°~ (REMS) _“"
-
Pediatric Dosing Drug Interactions (single) Action/Pharmacokinetics ﬂﬂj'""-“
Dose Adjustments Adverse Effects - Commaon Administration/Manitaring PRODUCT LCJDT
FDA-Labeled Indications Adverse Effects - Serious How Supplied Tox & Drug: Dronedarane Hydrochloride
Mon-FDA Labeled Indications S Trade Mames Toxicology - Clinical Effects Martindale: Dronedarone Hydrochloride
Black Box Warning Class Toxicology - Treatment .
Contraindications Regulatory Status Toxicology - Range of Toxicity DRUG CONSULTS (3 i=%)
Precautions Generic Availability Clinical Teaching ATRIAL FIBRILLATION - DRUG TREATMENT
Pregnancy Category FReferences GLIDELIMNES
MEW DRUG APPROVALS - 2009
iR fr v | S MICROMEDEX MEWS

RISK EVALUATION AMD MITIGATION
STRATEGIES (REMS)
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RISK EVALUATION AND MITIGATION STRATEGIES (REMS)
w1

O RS TR 7 B ZOT A 2
JE E=S N\ N

The Food and Drug Administration Amendments Act of 2007 (FDAAA) gave FDA the authority to require Risk Evaluation and Mitigation Strategies (REMS) from
manufacturers to ensure that the benefits of a drug or biological product outweigh its risks. A REMS may contain:

i

m A timetable for submission of assessments at 16 months. 3 and 7 years after the date of REMS approval is required

m Any or all of the Additional Potential Elements: %ﬁkﬁﬁj@ﬁ%ﬂ

n Medication guide

AZ. LN
m Patient package insert that may reduce a serious nisk of the drug BEP{&E%EEWRR
m Communication plan targeted to health care providers %Zﬁ?%%‘l‘%

m Elements to ensure safe use (ETASU) may be required when the above Additional Potential Elements are not sufficient to reduce the serious risks associate
with the drug. The ETASU may include:

/~ m Cerification of prescribers | Eﬁ{%l—ﬁ{éﬁ :%{tl:

n Certification of dispensers

n Dispensing limited to certain healthcare settings, such as a hospital

A

Dispensing to patients with evidence of safe use, such as laboratory test results

Specific patient monitoring requirements

_ Patient registry enroliment

n Implementatlnn system may be requlred to monitor and evaluate the |mplementat|nn of the REMS ETASU and to improve the implementation of these

T B BT

Distribution Requirements of Providing Medication Guides

m Inpatient
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RISK EVALUATION AND MITIGATION STRATEGIES (REMS)

=

m Inpatient
m Patient or patient’s agent re

m Drugis subject to an ETAS

m Outpatient when a healthcare p nent, outpatient

1. U5 Food and Drug Administration (FDA) Guidance Medication Guides
— Distribution Requirements and Inclusion in Risk Evaluation and Mitigation
m At time of first dispensing Strategies (REMS). 5. Food and Drug Administration (FDA). Silver Spring,

a When Medication Guide cor :uﬂzD_ 2011, Available from URL: http2/www fda.go... . As accessed 2011-12-

m Patient or patient’s agent re

m Drugis subject to an ETAS

m Outpatient when dispensed dire les)

m Patient or patient’s agent re

m Each time the drug is dispel

[1]

m A list of drugs with the FDA ap

FIEN & FHEA 3¢

m  http:ffeww fda gov/Drugs/Dr

m A list of Medication Guides is a

m httpfewiw fda.gov/Drugs/DrugSafety/ucm085729 htm

Reference

1. U.5. Food and Drug Administration {(FDA): Guidance Medication Guides — Distribution Requirements and Inclusion in Risk Evaluation and Mitigation Strategies
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Ato Z Index | Follow FDA | FDA Voice Blog
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Vaccines, Blogd & Biologics

FDA Drug Safety Communication: Multaq (dronedarone) and
increased risk of death and serious cardiovascular adverse events

This information has been updated in FDA Drug Safety Communication: Review
Lpdate of Multag (dronedarone) and increased risk of death and serious cardiovascular
adverse events 12192011,

Safety Announcement

Additional Information for Patients

Additional Information for Healthcare Professionals
Data Summary

Safety Announcement

[0F-21-2011] The L5 Food and Drug Administration (FDA) is reviewing data from a clinical trial that was
evaluating the effects of the antiarrhythmic drug Multag (dronedarone) in patients with permanent atrial
fibrillation. The study was stopped early after the data monitaring committee found a two-fold increase in
death, as well as two-fold increases in stroke and hospitalization for heart failure in patients receiving Multag
compared to patients taking a placeho. Currently Multag is approved for use in a different, but related patient
population (see Facts about Multag baox). The approval of Multag was hased on another trial (ATHEMA) in
which use of Multag was associated with a decreased number of deaths compared to placebo.?

http://www.fda.gov/Safety/MedWatch/Safelnformation
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Multaq (dronedarone): Drug Safety Communication - Increased Risk of Death
or Serious Cardiovascular Events
[Updated 12/19/2011]
FDA 5% sk — 38 Multaq (droneodarone) % 2 % & - 1538 % & 3R 80 Multaq & 3¢ jv
FLE i B R R A9 0 B K A M S B B8 % (permanent atrial fibrillation) % % {# A
Multaq # £ § 3 ot & &R - ZIAF E 7| H 89X KR B 7> 18 B R 35 -
PALLAS #Fv ATHENA - 413 Multaq 3 jo. fo 5 5 5 898 K » FDA 3244 37 693
3k ; Multaq 8945 F 04537 T 48 A 22 3% -
;7 ® A KA Mo % Ba#)(permanent atrial fibrillation) #9 & % R B A >
Multaq » H & Multaq & 38 joiz $8 8 2 690 o B = I8 8958 F > fof B
S FE IR B E F o
® ({FR Multaq 5 > 2 V=18 A H & BB RSE - FH ok BEHE
A0 BILFPAFR D FERATR > BGREZVSHERE-
® Multaq A 7§ K JF K A P2 5 B8 %) (non-permanent AF, paroxysmal or
persistent AF) &9, 8 & a94E e £ -
® & 2iF Bl Multaq iF » B HE% 8% e 257 -

- e o e e o e .y
-_ees - - - - e e e . -

— . . . S S S S S S S D D D D D D D D D e B B B B B B B B e e e e e e
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ERHERSEEIERE (EMA) iR H 2754 dronedaronefl 5 B2 5 = FSE2 288 » fH4EEARE SIS
(PALLAS study) 22201158 55885, A0k EREE S EU R PGLT (hER - BB it a5
SRR R E ST R B LS e - NI RIAEIE R E T e - R
S IR Y, EIS e RN T -

T BRI 6HIEES dronedarone (S EES, » P S En [RESERE] » Hirhs
B [Muttaq| » FEBSEGETET Mt - SRR SREES - CRARESHEHE SN
ESAEE (5 B S TS - s  pE i s (R (N0 R e A S TR TR
EUREESEEN(AT) » B EATER S EHE (sinus|hvthm) 4555 - TS SR MMEREEE >
R R B AR EN T » S5 E A - Drdnedarone FR] S S UM EE MASEREED - /[ RES
18 - B S E B B8 Aminodaronsah Sl — B IR T ESE T o AR SEEEG s A RE
SRR ESIH, (R E I - BETHAE 5 DHIERE 2 8vil | e FERES R A FFTHAE - B B fasy
B SRR TETT I A S S T B - T S - S T RISE R R - FE S EIE i s AR
E’rﬁ o
& B SRS T B S ST B S| + [ BT B BRI AR SR O] » Sl
ERALLE, - BEEETIER DU B > Fiase i T O = Ry
ﬁﬁ%ﬂ$ﬁﬁﬁﬁiﬁ’ﬁﬁWﬁﬁ%ﬁE§mﬁé@%ﬁ&ﬁE%WQQQM e
ERESREEEEF02-2396-0100 » #duh o http/adr doh gov .t ™

* FRCR | (TR 4 B S B E S http://www.doh.gov.tw
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($51] : Pioglitazone, TNA-alpha Blocker)

® T (f51 : propoxyphene)
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» THRBEZEEmMEETIEFR2012/1/3 (Z) BMEZE2EH
aliskiren (Rasilez®) ZFH¥ERM (¥4 HH2012-01-03)

BMBRREEES(EMA)RBERHHMEDL - AREmERRaliskiren (BRA%MWRasilez®) Z2WBFFIERBEBRER
IE—IR Taliskiren® A BRMEMEZ BRARR,) - ZHEME2 BRSURE SN Aaliskiren R E BRI & BUE R SRS DN
(ACEN)ZMEBUERZMEMN(ARB)NE_RRMERARE - ARRHARDEFTLATERNOMELRFRL ZEERIFAA » ¥
HREEBTILREON EERFARBERERNRERRICER - RS ERRTZREFRARRZRBEA R - Al 88 MR

FE - BmE - EmE - BROEFESRR - REZREATA LY TFalE2 BRAR -

RERVEERARERTARRZS - ERSFLENSREITEME BAARE - WRERERMZERAR R
BERENZLER - *REYEERREEHEHERRRREBRY

WE/BI7F9A 1088 ERaliskiren N RRTAIE - BRISZRNI RGBT IEHOR - BT ZBWES TaRSmE,
HARLERBZES  REOATHREER  ACHRLUBEERKRVEES  LAERTRABRKERAWNY - 88 26
EYARREEEES - @R 1A FRETRREGEERS - EREFRFE—PHEERZN  RREVERRRABMEL

B EFEGE R aliskirenfURRER A B E - 1SR IE R F I B U R WAL RS 1D ) st B W R 2 R FE Y - ¥ Aaliskiren » 38
BAEAFRREWF - RAZRSRBZBWRFEE  FOHEGCE - BEZHEIIRTZEARE -

RREYVEERERURVZLEATHELES RERYFARREERARGZI  HREZLAMME - PERETHRE « 1
RERRZARZ2  RERR\AARNRBEREACH (RE) ERSBFRRERER - #UNSRLTEETRE 2 LEEY
FRREERSD - BYFRREEHRER02-2396-0100 + 483 © http://adr.doh.gov.tw e

"ERRR: THRGEERmEEEIER http:/goo.gl/lgYCMO
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Proarrhythmic Potential of Dronedarone: Emerging Evidence from Spontaneous
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Clin Ther. 2011 Oct;23(10):1433-1490.e3. Epub 2011 Sep 29.

Evaluation of dronedarone use in the US patient population between 2009 and 2010: a descriptive
study using a claims database.

Gao &, Juhaeri J, Schiappacasse HA, Koren AT, Dai WS,

Global Pharmacovigilance and Epidemiology, Sancfi, Bridgewater, New Jersey, USA. shujun.gao@sancfipasteur.com

Abstract

BACKGROUND: The utilization pattern of dronedarone was unknown, especially regarding prescribers’ compliance with the product's prescrbing
information (PI) following its availability and the implemeantation of the Food and Drug Administration-approved risk evaluation and mitigation strategy
for the drug in the United States.

OBJECTIVE: This study was designed to evaluate the dronedarone prescribers’ adherence to Pl regarding the following contraindications: (1) patients
with heart failure (HF} with a recent decompensation requiring hospitalization or referral to a specialist, (2) concomitant use of potent CYP3A4
inhibitors, and (3) concomitant use of QT-prolonging drugs.

METHODS: Patients prescribed dronedarone between July 2009 and August 2010 were identified through LabRx. The following rates surrounding
dronedarone use were examined: (1) atrial fibrillation or atnal flutter in the past year, (2) worsening or hospitalization for HF within the month before
prescription, and (3) concomitant prescription of potent CYP3A4 inhibitors and concomitant prescription of QT-prolonging drugs within the following
month.

RESULTS: A total of 4595 dronedarone prescriptions were filled by 1820 patients. More than 34% of the participants had =1 diagnosis of atrial
fibrillation or atrial flutter in the previous year. Worsening of or hospitalization for HF was found in 61 (3.4%) patients within the month before receiving
dronedarone, including 18 patients with HF as the primary cause for hospitalization. Potent CYP3Ad4 inhibitors were prescribed to 10 (0.6%) patients
within a month following dronedarone initiation, & of whom received them for topical use only. QT-prolonging drugs were prescribed to 67 (3.7%)
patients within 2 month following dronedarone initiation, among which >90% were other antiarrhythmics.
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Clinical Therapeutics/Volume 33, Number 10, 2011

Evaluation of Dronedarone Use in the US Patient Population

Between 2009 and 2010: A Descriptive Study Using a Claims
Database

Shujun Gao, MD, MPH, PhD"; Juhaeri Juhaeri, PhD"; Heather A. Schiappacasse, PharmD, MBAZ;
Andrew T. Koren, MD?; and Wanju S. Dai, MD'

TGlobal Pharmacovigilance and Epidemiology, Sanofi, Bridgewater, New Jersey; 2US Risk ldentification,
Surveillance and Communication, Sanofi, Bridgewater, New Jersey; and SUS Medical Affairs, Sanofi,
Bridgewater, New Jersey
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Drug Interaction Facts

David S. Tatro, PharmD

Drug Interaction Facts”
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[Systemic] [Warfarin] @ in anincreased risk of bleeding.
Contraindicated
&R A F HEAE
ERZ S 7
=5 (KA
Drug-Siiedk #HE FAH (FRERR )
Drug-&%y tHE {FH (6)
-2 EEHE 5 &k -
WARFARIM SODIUM [Systemic] [Warfarin] . Good Concurrent use of WARFARIM and POMEGRAMNATE may
o Major resultin increased warfarin plasma concentrations and
increased risk of bleeding.
WARFARIM SODIUM [Systemic] [Warfarin] ) Good Concurrent use of WARFARIM and CRAMBERREY JUICE
o Major may resultin an increased risk of bleeding.
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INTERACTION DETAIL

Warning:
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Concurrent use of TAMOXIFEN and WARFARIN may result in an increased risk of bleeding.

periodically.

Clinical Management:

Concurrent administration of tamoxifen and coumarin-type anticoagulants, including warfarin, is
contraindicated in high-risk women and women with ductal carcinoma in situ where tamoxifen is used
to reduce the incidence of breast cancer. In other clinical situations where tamoxifen is used
concurrenthy with warfarin, consider using lower warfarin doses and closely monitor the MR
(international normalized ratio) with the addition and withdrawal of treatment with tamoxifen and

Onset:
Delayed
Severity:

Contraindicated

Documentation:
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Concurrent use of WARFARIMN and CRAR
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Warfarin Losartan Potassium
Warfarin Sod Metformin Hydrochlonde
Warfarin Sodium Tamoxifen Citrate
Warfarin
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Drug Interaction Results « ¢ Rl Z AR

L5 - 2 oAl w | BREHE: w | #EEY - 4 v

R - = (1) | =R (0) | EEEE | FE=E() | EZ=E) | mEELEF (@)

Drug-@&aeik 5 FH (FERA])

Drug-&% #H fFH (7)

=Y - EEE- fF - =k -

WARFARIMN 20ODIUM [Systemic] [Warfarin] Good Concurrent use of WARFARIMN gnd FOMEGRAMNATE may
resultin increased warfarin plastmia Concentratons and

increased risk of bleeding.

Major

WARFARIM SODIUM [Systemic] [Warfarin] Good Concurrent use of WARFARIN gnd CRAMBERRY JUICE

may resultin an increased risk of Bleeding.

Major

WARFARIM SODIUM [Oral (systemic)] [Warfarin] Good Concurrent use of WARFARIN and EMTERAL MUTRITIOM

Moderate

may resultin decreased PT/IMNR MESPONSE 10 wanari andg
development of warfarin resistance.

—

Moderate in risk of acquiring warfarin resistance.

WARFARIM SODIUM [Systemic] [Warfarin] Good Concurrent use of WARFARIN 2nd HIGH-FROTEIM DIET

Moderate may result in reduced warfarin AFICOS0UTANT ETeCIVEness,

WARFARIM SODIUM [Systemic] [Warfarin] Excellent Concurrent use of WARFARIM and VITAMIM K FOODS may

Moderate resultin altered anticoagulant efeCivemess,

LOSARTAM POTASSIUM [Systemic] Good Concurrent use of LOSARTAMN 3nd GRAFPEFRUIT JUICE
may resultin increased half-life 2 ranmddecregsedarea
under the concentration time curve (AUC) of losartan's

active metabolite (E3174).

Minor

WARFARIM SODIUM [Systemic] [Warfarin] 0 Good Concurrent use of WARFARIM and MOMNI JUICE may resu
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Cancel § Enter the drug name here

» Mobile website: all devices

> Comprehen5|ve drug 12 Hour Cold Maximum Strength (Ps...
iInformation 14C Urea
. . 3 Day Vaginal Cream (Clotrimazole)
» Access at the bedside (point
Of Cal'e) 4-Way Long Lasting (Oxymetazoline ... -

4-Way Saline Moisturizing Mist (Sodiu... -

» NO FEE
8-Mop (Methoxsalen)
A-G Profen (Ibuprofen)

A-Hydrocort (Hydrocortisone Sodium...

A-Methapred (Methylprednisolone S... -

DD

oD

—)_)

BlackBerry.




Medical App: Micromedex Drug

Information

1st Generation Cephalosporin

ﬁﬁjﬁ?—?% on Sulfor ﬁ‘{%ﬁ_

2nd Generation Cephalosporin
2nd Generation Sulfonylurea
3rd Generation Cephalosporin
4th Generation Cephalosporin
5-Alpha Reductase Inhibitor
5th Generation Cephalosporin

ACE Inhibitor

Dronedarone Hydrochloride

Generic Names

Dosing and Indications

Black Box Warning @
Contraindications/Warnings
Drug Interactions

Adverse Effects

Drug Name Info

Mechanism Of Action

Pharmacokinetics
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Medical App: Micromedex Drug
Information

]

. .l £ @ T 4:13

T @ T F5413
Adult Dosing

Dronedarone Hydrochloride

e strong CYP3A4 inhibitors (eg, ketoconazole) and Class I or
IIT antiarrhythmics (eg, amiodarone, flecainide,
propafenone, quinidine, disopyramide, dofetilide, sotalal)
must be discontinued prior to initiating dronedarone
hydrochloride

Generic Names

DOSing and Indications e Atrial fibrillation, Paroxysmal or Persistent: 400 mg
ORALLY twice daily with morning and evening meals
Adult Dosing b
Pediatric Dosing > % lg ﬁ %H"j qu 33
Je2 I =
Dose Adjustments ®
Indications ®

Black Box Warning @

Contraindications/Warnings

Drug Interactions
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