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Subject: Internationally reported death cases associated
with to the use of sildenafil to treat pulmonary arterial
hypertension (PAH) in pediatric population

The Saudi Food and Drug Authority would like to inform healthcare
professionals that there were several internationally reported death
cases associated with the use of sildenafil to treat PAH in pediatric
patients. Studies that have reported those death cases have shown that
the risk of death in pediatric population increases with the use of high
doses of sildenafil.

It should be noted that sildenafil is not approved to treat PAH in Saudi
Arabia.

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
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