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Restrictions on the use of domperidone

The Saudi Food and Drug Authority (SFDA) would like to inform
healthcare professionals that it has evaluated the safety profile of
domperidone, a peripheral dopamine D2- receptor antagonist with
gastrokinetic/antiemetic properties, following concerns on its association
with risk of serious adverse reactions.

The review concluded that the use of domperidone might be
associated with serious adverse reactions such as sudden cardiac death
and ventricular arrhythmia. Therefore, the following recommendations
must be followed in order to ensure the positive risk/benefit balance of
this product:

1. Domperidone should only be used to treat nausea and vomiting.

2. In adolescents and adults weighing 35 kg or more, the daily dose of
domperidone should not exceed 10 mg three times daily by mouth or
30 mg twice daily as suppositories. In children and those weighing
less than 35 kg, the dose should not exceed 0.25 mg per kg three
times a day. The medicine should not normally be used for longer
than one week.

3. Domperidone should not be used in patients with certain heart
conditions including heart failure, previous heart attack, angina (chest

pains) and heart arrhythmia disorders.
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For further information please contact us using the following
information:

National Pharmacovigilance and Drug Safety Center (NPC)
Saudi Food and Drug Authority-Drug sector

3292 Northern Ring Road

Al Nafal District

Riyadh 13312 — 6288

Kingdom of Saudi Arabia

Toll free number: 8002490000

Tel: 0112038222 ext. 2317, 2353, 2356, 2340, 5721

Fax: 0112057662

Email: npc.drug@sfda.gov.sa

You are also encouraged to report any adverse events through this link:

https://ade.sfda.gov.sa
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