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Attached herewith is a latest safety update on terbutaline. 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

L] Mail to - 51 Avenida do Sidonio Pais, Edificio China Plaza, 2nd Floor, 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!
LY EBGRE ER

Chief, Department of Pharmaceutical Affairs
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Terbutaline, approved by United States Food and Drug Administration(USFDA) to treat and prevent
bronchospasm associated with asthma, bronchitis, and emphysema, is sometimes also given in the acute
obstetric conditions namely treating preterm labor and uterine hyperstimulation. After reviewing
postmarketing repots, USFDA concluded that the risk of maternal dealth and serious cardiovascular
adverse events outweighs any potential benefit to pregnant women receiving prolonged treatment with
terbutaline injection(beyond 48-72 hour), or prolonged treatment with oral terbutaline. In view of the
above, we recommend the following to physicians, pharmacists, and other healthcare professionals -

1. be aware that deaths and sérious adverse reactions (increased heart rate, transient hyperglycemia,
hypokalemia, cardiac arrhythmias, pulmonary edema, and myocardial ischemia) have been reported
after prolonged administration of oral or injectable terbutaline to pregnant women;

2. injectable and continuous infusion-pump administration of terbutaline should not continue beyond 48
to 72 hours. In particular, injectable terbutaline should not be used in the outpatient or home setting;

3. healthcare professional may decide under certain obstetrical conditions when the benefit of using

terbutaline injection for an individual patient in a hospital setting clearly outweighs the risk;

oral terbutaline is contraindicated for the treatment or prevention of preterm labor;

remind patients to talk to their healthcare professionals if they are taking terbutaline for another

medical condition(e.g., asthma) while they are pregnant or become pregnant.
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Note * The oral and injectable terbutaline authorized for distribution in the Macao market include Bricanyl,
Britaline, Eurobutal, Terbuline “Synco”, Terbuta “Christo”, Terbutaline “Jean-Marie” and Terbutaline
“Quality”.
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http://www .fda.gov/Drugs/DrugSafety/ucm243539.htm
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