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Safety Warning

Subject: Fleet ready-to-use enema

The Risk of using Fleet ready to use enema in patients under 2 years old

The Saudi Food and Drug Authority (SFDA) has received one death report of 9
months child following the use of Fleet ready-to-use enema produced by (C.B. Fleet
Company, Inc.) to treat constipation. The SFDA would like to remind healthcare
professionals that fleet ready-to-use enema is contraindicated in patients less than 2
years of age as per the approved Summary of product characteristics (SPC). Therefore,
SFDA advise all healthcare professionals to avoid using this product in patients less
than 2 years old because it may lead to serious adverse events.

Report adverse drug reaction to the SFDA:

For more information, please visit the Saudi Food and Drug Authority website:

www.sfda.gov.sa . To report an adverse drug reaction using online reporting form, you

can visit the website of the National Pharmacovigilance Center at: www.sfda.gov.sa/npc
or by reporting to the fax number: 0112057662.

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

Tel: 0112038222 ext. 2317, 2353, 2356, 2340
Toll free no. : 8002490000

Fax: 0112057662

Email: NPC.Drug@sfda.gov.sa

Website: www.sfda.gov.sa/NPC
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