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28 September 2011
Dear Healthcare Professional

Withdrawal of dextropropoxyphene-containing medicines
This letter provides information on the withdrawal from the market of dextropropoxyphene-containing
medicines, following the Medicines Control Council’'s (MCC) resolution of 14/15 April 2011.
Dextropropoxyphene is an opioid analgesic used to treat mild to moderate pain.

The dextropropoxyphene-containing medicines marketed in South Africa are Distalgesic, Doloxene,
Doloxene Co-65, Doxyfene, Lentogesic and Synap Forte.

Dextropropoxyphene causes dose-related cardiac conduction abnormalities, which may lead to dangerous
irregularities in heart rhythm and rate, including cardiac arrest and death. These adverse effects on the
heart have been observed even in healthy young adults and at usual dosages.

Since dextropropoxyphene and its active metabolic product, nordextropropoxyphene, are excreted by the
kidneys, the elderly and those with impaired renal function would be especially vulnerable as these products
can accumulate and reach toxic levels in their bodies.

Following a review of the safety and efficacy of dextropropoxyphene-containing medicines, the MCC
concluded that their risks are greater than their benefits.

The Council therefore resolved to cancel the registration certificates of these medicines. The manufacturers
were given 3 months to withdraw these medicines from the market to allow time for the transfer of patients
to appropriate alternative therapies.

Healthcare professionals should therefore:
e Stop prescribing and dispensing dextropropoxyphene-containing products to patients.
e Discuss alternative pain management strategies with patients currently using dextropropoxyphene.

e Be aware of the possible risk of cardiac conduction abnormalities (prolonged QT interval) in patients
taking dextropropoxyphene and assess patients for these events if they present with any signs or
symptoms of dysrhythmia.

e Report any adverse events associated with the use of these medicines to the MCC’s Pharmacovigilance
unit on 012 395 8176/7/8 or by fax on 012 395 8775 or alternatively to the National Adverse Drug Event
Monitoring Centre (NADEMC) by telephone on 021 447 1618 or by fax on 021 448 6181.

Respectfully

Ms Mandisa Hela
Registrar of Medicines
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