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Dronedarone Hydrochloride (#ams : Dronedarone]

Org Classes: Antantyinmic | Benzofuran | Al Dronedarone Hydrochloride pzssayms : Dronedarone]

Adult Dosing
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1151 680 BUFSHEIAIEER “Dronedarone Hydrochloride™

 sron CYP3A4inhibiors (eg, ketoconazele) an Cass | oI antianhythmics (o, amiodarone, lecaiide, peo
lon FDA Uses .
Hon FOA LS Ll Dronedarone Hydrochloride
Dose Adjustments « Atral iilation, Paroxysmal or Persstet: 400 mg ORALLY tvice iy with moming and avening madis [1] Oral
Administation Drug: Summary topic
Comparatve Efficacy Drug Consuits 4 DRONEDARONE
Place n Therapy &MC SmPC (UK) Drug: Detailed evidencebased information
Index Nominum
e MULTAQ 0 cpr 1 400 mg
Coneny IT- Dislogo Sui Farmaci armaco: Sintes celle Informazioni del Prodotto (Dialogo sui Famac)
Contraindications
Martndale Muttag 400mg tablets
Procautons Product Lookup - Martindale Drug: Summary of Product Characteristis (e4C)
Adverse Effects Product Lookup - RED Book
riine

NEW DRUG APPROVALS - 2009 MIGROMEDEX NEWS
rug: Evidence-based drug report (Drug Consults)
Product Lookup - Tox & Drug

e ATRIAL FIBRILLATION - DRUG TREATMENT GUIDELINES
R g: Evidence-based dug report (Drug Consuits)
IV Compatibilty (single) [ HANDLING CYTOTOXIC AND OTHER HAZARDOUS AGENTS
Pregnancy & Lactation 600y Drug: Evidence-based drug report (Drug Consuts)
- 30 (654) BEERS CRITERIA- A SUMMARY OF POTENTIALLY INAPPROPRATE MEDICATION USE AMONG THE ELDERLY
h rug: Evidence-based dug report (Drug Consuts)
e DRONEDARONE
E220) Toxicology: Summary topic
wicmn 6)
DRONEDARONE
3 (1) Toxicology
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Dronedarone| Q
oosing Dronedarone
|Adverse Effects Dronedarone
Indications Dronedarone
Dronedarone Hydrochloride interactons Dronedarone.
Drug Classes: Antiarrhythmic | Benzofuran | All Dronedarone Hydrochloride.

Dosing Dronedarone Hydrochioride.
|Adverse Effects Dronedarone Hydrochioride.
1ncican sheteochioride.

Routes: Oral

B s sRe
treatment Q Dosing/Administration -
Dosing/Administration 8
g

165 results FEB treatment

~ Adult Dosin

) Aduit — Pediatric Dosing
1) In a multinational, randor| Zfﬁ FUSAESUSES {d clinical trial (the ATHENA trial; n=4628), freatment with dronedarone decreased the risk of hospitalization due to cardiovascular (CV) events or de:
compared with placebo in P _ poe Adiustments atrial fibrillation (AF} or atrial flutter (AFL). Eligible patients (mean age. 71.6 +/- 9 years (yr); female gender, 46.9%) included those with a history of
paroxysmal or persistent AR _ Agriristration hythm (demonstrated by electrocardiogram (ECG)) and were either 75 years of age or older or were 70 years or older had at least one of the following risk
factors: arterial hypertensior _ Comparative Efficacy ‘& agents in different classes); diabetes mellitus; previous stroke, transient ischemic attack, or systemic embolism; left atrial diameter of 50 millimeters or
greater; left ventricular eject| — Place In Therapy CG demonstrating AF or AFL within 6 months of randomization. Patients who currently had AF or AFL could participate in the study following cardioversion
and anticcagulation. Patient{ Medication Safety Mtiarthythmie agents were excluded. Treatment censisted of oral dronedarone 400 milligrams (n=2301) or placebo (n=2327) twice daily. At a median follow-up
of 22 months (range, 1to 2.~ Contraindicaticns nedarone am required hospitalization due to a CV event or death (primary endpoint) compared with 917 patients (39.4%) in the placebo amm (hazard ratio
(HR), 0.76; 95% confidence| -~ Precautions n 0.001). The incidence of first hospitalization due to a CV' event was also significantly less in patients who received dronedarone compared with placebo (675
(29.3%) versus (vs) 859 (36, - Adverse Effects 710 0.82: p less than 0.001). Death from any cause occurred in 116 (5%) and 139 (6%) patients in the dronedarone and placebo arms, respectively (HR, 0.84
95% Cl, 0.6610 1.08; p=0.1) ~ E'E;Iksﬁox Warming se (nonarthythmic cardiac cause. cardiac arthythmia, noncardiac vascular cause (eg. stroke)) was reported in 63 (2.7%) and 90 (3.9%) patients, respectively

(HR, 0.71, 95% CI, 0.51 to
(5.3% vs 3.1%; p less than
patient who received droned|

led significantly more often in the dronedarone arm compared with the placebo am included diarrhea (3.7% vs 6.2%, resp p less than 0.001), nausea
p less than 0.001), rash (3.4% vs 2%; p=0.006), and QT-interval prolongation (1.7% vs 0.6%; p less than 0.001). Torsades de pointes was reported in one
3d adverse event rates were not significantly different between the 2 arms [5]

~ Drug Interactions (single)
~ IV Compatibility (single)
~Pregnancy & Lactation

2)1n 2 multinational, randor| ~ — Monitofing {d clinical trials (the EURIDIS and ADONIS trials), treatment with dronedarone decreased the median time to arrhythmia recurrence compared with placebo in
patients with a history of atri _~ Do Not Confuse ~ L), Eligible patients were 21 years of age or older (mean age, 63 years: male gender, 63%), in sinus rhythm for at least one hour prior to randomization. and
had at least one episode of AF or AFL (ECG)) within 3 months of randomization. Patients who currently had AF or AFL could participate in the study following successful cardioversion.

Patients with New York Heart Association class Il or IV heart failure or who were taking class | or [l antiarrhythmic agents were excluded. Following a 7-day screening period, patients were randomized (2:1) to receive oral
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FDA Uses e
BOM MERS BRREER The Micromedex Eficacy. Strength of Evidence and Strength of Recommendation definitions are outlined below
Dronsdarone Hydrochloride Table 1. Strength OF
:}:“‘ [elaten, &ﬁf}jﬁ;f‘ygﬁf’:ﬂ‘s""‘ Ci /& given test or treaiment has been proven to be useful, and should be performed o
Corgesiv pear e, S Class Ta n Most Cases [The given test, or treatment is generally considered to be useful, and is indicated in most cases
maneat il flaten Class b In Some C: fest, or treaiment may be useful_and is indicated in some, but not most, cases
Auial fibilation, Paroxysmal or Persistent lass Il ot e giventest, or reatment s not useful, and should be avoided
DA Labeled Indication jass ce Inconclusive
a) Ovenvew
FDA Approval: Adu, yes; Pediatc, no
Efficacy: Adut, Evidence favors effcacy. [Table 2_Strength Of Evidence
Recommendation: Adul Cass b ategory|Category A evidence is based on data derived from: Meta-analyses of randomized controlled tials with homogeneity with regard to the directions
Strength of Eidence: Adut, Category B A Jand degrees of resuls between individual studies. Mutiple, well-done randomized clnical trials invoiving large numbers of patients.
f mmesl tegony|Category B evidence is based on data derived from: Meta-analyses of randomized confrolled trials with conflicing conclusions with regard to the
B lairections and degrees of results between individual studies. Randomized controled trials that involved small numbers of patients or had significant
flaws (e.g., bias, drop-out rate, flawed analysis, etc.). Nonrandomized studies (e.g., cohort studies, case-control studies,
egony|Category C evidence is based on data Gerved from: EXpert Opinion or COnSensus, Case [eports or Case senes.
c
0
[Evidence]

able 3_Efficacy
Tass[Efective [Evidence andlor expert opinion suggests fhat a given drug treatment for a speciic indication s eflecive

Jof evidence and/or expert opinion favors eficacy.

I Iass [Evidence Favors [Evidence and/or expert opinion is conflicting as (o whether a given drug ireatment for a specific indication is efieciive, but the weight

efEudenca  [ewdence andor ‘expert opinion is conflicting as to whether a given drug treatment for a specific indication is effective, but the weight
Jof evidence and/or expert opinion argues against efficacy.
lassjnefiective [Evidence and/or expert opinion suggests that a given drug treatment for a specific indication is ineffective.
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Drug Interaction Results  «
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Drug Methyiphenidate
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Concurent use of BUPROPION and METHYLPHENIDATE may resultin

increased risk of seizure.

DONEPEZIL - SEIZURE LOWERING AGENTS X Fair Concurent use of DONEPEZIL and SEIZURE LOWERING AGENTS may
(s T resultn reduced seizure threshold.

Drug-Z8% fHEfER (1)
ny: Bl

© v
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Concurrent use of METHYLPHENIDATE and ETHANOL may result in
addiive CNS effects.

ETHANOL [Systemic] ~ METHYLPHENIDATE [Systemic]

Drug-f£2 fHEER (1)
E N BEE -

PREGNANCY 0 Moderate

X2 58 -
METHYLPHENIDATE [Systemic] Unknown Methylphenidate is rated as US FDA Category C. Animal studies have
erse effect and there are no adequate and wellcontrolled
studies in pregnant women. (OR) No anima studies have been conducted
and there are no adequate and wellcontrolled studies in pregnant women

Drug-B§L.1 AHEfEA (1)
E N BEE -

X2 58 -
LACTATION - METHYLPHENIDATE [Systemic] Unknown Infan i cannol b uld ot: Avaiableevidence and/ar exprt consensus
is inconclusive or i inadequate for determining infant risk when
Methylphenidate is used during breast.feeding. Weigh the potential benefits
of treatment against potential nsks before prescribing Methylphenidate
during breast-feeding
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Drug Comparison Results .+ ##&
i FUEn
EMET 1 EFET 2
PROzac v | Zoloft v
| Fs
B3] : ¢ HE | Dosing & Indications | Black BoxWarning | C | Drug (single) | Adverse Effects | Name Info | of. | How Supplied |
Toxicology | Clinical Teaching | References

Fluoxetine Hydrochloride Sertraline Hydrochloride @
[PROzac] [Zoloft]
#i8 DRUGDEX ‘PAVSEEAE » 17 DRUGDEX "PSSHEAER >
I L
Adult Dosing Adult Dosing
il DRUGDEX hADZEAREER »

il DRUGDEX "PHIEEIH

n
* dose change: clinical effect may not be evident for several weeks due ta the lang elimination haltlife of luaxetine and its
majar active metaholite, affecting dose fitration and withdrawal from therapy (E](2][1 0]

* discantinuing treatment: gradually reduce dose to avod withdrawal symptoms; if intolerable symptams develon,
consider resuming therapy atthe previously preseribed dose and taper at a slewer rate (Z](2][1 0]

« MAOI use: discontinue MAOIs intended to treat psychialric disorders atleast 14 days priorto initiation of fluoxetine; at
Ieast § weeks should elapse after luoxetine discontinuation hefore an MAO! is initiated; If urgent treatment with linezalid
or IV methylene blue is required, immediately stop fluoxetine and closely manitor the patient for 5 weeks or uniil 24 hours

aftertiie last dose, whichever comes first luoxetine rmay be resurmed 24 hours after the |ast dose of linezolid or i
mettiylene blue [][5)[10]

* Major depressive disarder. 50 mo/day ORALLY as a single dose in the moming or the evening; may be increased at
intervals of atleast 1 week o a MAX dose of 200 meiday [3]

* Ohsessie-compulsive disorder 50 muiday ORALLY a5 a single dose inthe moming orthe evening; may be insreased
atintervals of atleast 1 week o a MX dose of 200 maiday [3]

« Panic disorder: 25 mu/day ORALLY as & single dose in the moming or the evening for 1 week, then increase to 50
mg/day, maythen be increased at intervals of at least 1 week to a WX dose of 200 mofday 3]

« Posttraumatic stress disorder. 25 mafday ORALLY as a single dose inthe maming or the evening for 1 week, then
increase to 50 mgiday, may then be increased at intenvals of at least 1 week to a MAK dose of 200 mofday (9]

= Premenstrual dysphoric disorder: daily dosing, 50 mgiday ORALLY as a single dose in the morming or the evening
throughout the mensirual cycle; may be increased al 50-mg increments/menstrual cycle up to 150 moiday (3], OR

* Fremenstrual dysphoric disorder: luteal phase dosing, 50 marday ORALLY only during the luteal phase; may he

increased up to 100 mgiday if needed; if100-ma dose 5 necessary, each new luteal-phase tosing eyl should begin
with 50 mgJday Tor 3 days hefare increasing to 100-mgiday dose [3]

« Bulimia nervosa B0 mg ORALLY once daily in the morming; may iniiate at & lower dose and titate up; doses greater
than 60 mo/day have not been evaluated (E][10](11]

* Deptessed hipolar | disorder, In combination with olanzaping: (Pulvule(R)) initial, 20 my ORALLY once daily in the
evening in combination with olanzapine & mg [4]

+ Depressed hipolar| disorder, In combination with olanzapine: (Pulvule(R) firate to clinical effect and talerability within + Social phobia: 25 mgday ORALLY as a single dose inthe morning or the svening for | wesk, fhen incraase to 50
the dnse ranae, funxeting 20 1o 50 mg/olanzapine & to 12.5 mg ORALLY once dally each evening, safely of 40985 Grealer |y oew 1aviien be increaned At intervals of &t leact 1 week to & WA dose of 200 fojday
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Selected Drug: [7] Amphotericin B conventional colloidal
|| Solution || Y-Site | [Admixture][ Syringe |[TPN/TNA EEE Al >
Common Solutions Test Detail Rating Solution Information
DSW(DSW-Dextrose 5%) o EBE More Solution Information
D10W (Dextrose 10%) o HE More Solution Information
D5LR (Dextrose 5% in lactated Ringers) Q TaE N ———
D5NS (Dextrose 5% in sodium chloride 0.9%) e ES o Kitee Salition Wforaatan
D5W - 1/2 NS (Dextrose 5% in sodium chloride 0.45%) = ES
R
S (Normal saline- Sodium chioride 0.9%) e FHEE More Solution Information
1/2 NS (Sodium chloride 0.45%) = S
RIElE
Other Solutions Test Detail Rating Solution Information
Diexiraset % o EE More Solution Information
Bexifesoia0t o EE More Solution Information
Fat emulsion (intravenous) e FEE More Solution Information
Lactated Ringer's Injection e A More Solution Information
Peritoneal dialysis solution & Fer
Selected Drug: Amphotericin B conventional colloidal
I8 ¢ Fungizone intravenous, Amphocin
Hffiefg: REIHAE -
pH range: About pH 5.7 at 0.1 mg/mL in dextrose 5%
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1. Paracefacod (FM) (FomNotGiven) ~ AdcockIngram, S Afr South Afiica 8150268 ACETAMINPHEN - DRUGDEX®
ASCORBIC ACID - DRUGDEX®
CODEINE - DRUGDEX®
2. Paracetacod (FM) (Form NotGiven)  Ratiopham, Ger. Germany 8124430 ACETAMINOPHEN/CODEINE PHOSPHATE -DRUGDEX®
3. Paracetal (FM) (FormNotGiven)  Bright Future, Hong Kong Hong Kong 7975543 ACETAMINOPHEN - DRUGDEX®
4. Paracetamol and Caffeine Tablets BP2014  (Form Not Given) 8025568 ACETAMINOPHEN - DRUGDEX®
CAFFEINE - DRUGDEX®
5. Paracetamol Capsules BP 2014 (Form Not Given) 8024402 ACETAMINOPHEN - DRUGDEX®
6. Paracetamol C & F (FM) (FomNotGiven)  Phamaniaga, Hong Kong Hong Kong 8164625 ACETAMINOPHEN - DI X

RUGDEX®
CHLORPHENIRAMINE - DRUGDEX®
PSEUDOEPHEDRINE - DRUGDEX®

Paracetamol C & F (FM) (FormNotGiven) ~ Pharmaniaga, Malaysia Malaysia 8047388 ACETAMINOPHEN - DRUGDEX®
CHLORPHENIRAMINE - DRUGDEX®
PSEUDOEPHEDRINE - DRUGDEX®

8. Paracetamol, Codeine Phosphate and Caffeine  (Form Not Given) 8140215 ACETAMINOPHEN - DRUGDEX®
Capsules B 2014 CAFFEINE - DRUGDEX®
CODEINE - DRUGDEX®
9. Paracetamol, Codeine Phosphate and Caffeine ~ (Form Not Given) 8140566 ACETAMINOPHEN - DRUGDEX®
Tablets BP 2014 CAFFEINE - DRUGDEX®
CODEINE - DRUGDEX®
10. Paracetamol comp (DI) (FormNotGiven)  Apotex, Neth Netherlands 8105876 ACETAMINOPHEN - DRUGDEX®
CAFFEINE - DRUGDEX®
1. Paracetamol comp (FM) (FormNotGiven)  Aliud, Ger. Germany, 8122478 ACETAMINOPHEN/CODEINE PHOSPHATE - DRUGDEX®
12. Paracetamol Oral Suspension BP 2014 (Form Not Given) 8114371 ACETAMINOPHEN - DRUGDEX®
13. Paracetamol plus (FM) (FormNotGiven)  CT, Ger. Germany, 8112003 ACETAMINOPHEN - DRUGDEX®
CAFFEINE - DRUGDEX®
14. Paracetamol Plus (FM) (FormNotGiven)  Phammaniaga, Malaysia Malaysia 8103801 DEXTROMETHORPHAN - DRUGDEX®

ACETAMINOPHEN - DRUGDEX(
PSEUDOEPHEDRINE - DRUGDEX®

E § ﬁ Eﬂﬁ BE i\\ EI Shou Ray Information Service Co., Ltd.
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