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Attached herewith are latest safety updates on dronedarone (Multaq®) and moxifloxacin (Avelox®). If
physicians, pharmacists or other healthcare professionals suspect any kind of adverse reaction
subsequent to the use of the above or any other medication, please report through any of the following
methods :

®  Online - http://www.ssm.gov.mo/design/webservices/c_wservices_main.htm

e Mail to - 51 Avenida do Sidonio Pais, Edificio China Plaza, 2™ F loor, Macao S.A.R., China

® Faxto - 853-28524016

The report form can be collected in person at Department of Pharmaceutical Affairs or downloaded
from the website designated as http://www.ssm.gov.mo/design/services/serpt chn.pdf. Should you
have any query, please contact Ms. Beatrice Young or Mr. Jeffrey Lam at 8598-3517 or 8598-3439
respectively from the Division of Pharmacovigilance and Pharmacoeconomics during office hours. In
case of urgent situations during off hours, please page 85008068.

Thanking you in advance for your attention!

Chief, Department of Pharmaceutical Affairs
OCe. _
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® Dronedarone (Multaq”) and severe hepatic injury

The United States Food and Drug Administration (USFDA) notified healthcare professionals

about the potential risk of liver injury associated with dronedarone (Multag®), a drug indicated for

patients with atrial fibrillation (AF) or atrial flutter for the past six months. The Agency received

cases of rare, but severe hepatic injury, including two post-marketing cases of acute liver failure

requiring subsequent liver transplants. In view of this observation the following recommendation

are advised for the physicians, pharmacists and other healthcare professionals :

1)  consider obtaining periodic hepatic serum enzymes and bilirubin especially during the first 6
months of treatment.

i) if hepatic injury is suspected, discontinue Multaq® and request testing on serum liver
enzymes and bilirubin immediately. If hepatic injury is found, appropriate treatment should
be initiated. 7

iii) do not restart Multaq” in patients who experience hepatic injury without another explanation
for the observed liver injury.

iv) advise patients to seek medical help immediately if they experience signs and symptoms of
hepatic injury or toxicity (anorexia, nausea, vomiting, fever, malaise, fatigue, right upper
quadrant pain, jaundice, dark urine, or itching) while taking Multaq®.
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Reserve oral moxifloxacin (Avelox™) for second-line use

As recent data indicated an increased risk of life-threatening liver reactions and other serious risks
(such as QT interval prolongation) are asssociated with the use of moxifloxacin(Avelox®), the
British Medicine and Health Products Regulatory Agency (MHRA) announced that Avelox®
should be used only when it is considered inappropriate to use antibacterial agents that are
commonly recommended for the initial treatment of the infections namely mild to moderate
pelvic inflammatory disease(PID), acute bacterial sinusitis, acute exacerbations of chronic
bronchitis, and community acquired pneumonia (except severe cases).

Division of Pharmacovigilance
and Pharmacoeconomics(DFF)

2= %7 Fl/References and websites :
http://www.fda.gov/Drugs/DrugSafety/ucm240011.htm
http://www.mhra.gov.uk/Safetyinformation/DrugSafetyUpdate/CON105760
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