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Histafed Compound Linctus Syrup
2070
:0"7on (N'od) " 5%
Pseudoephedrine HCI 30mg
Codeine phosphate 5mg
Triprolidine HCI 1.25mg
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Antitussive syrup for the symptomatic relief of cough accompanied by nasal congestion and
congestion of the upper respiratory tract.
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e [8-15-2012] The U.S. Food and Drug Administration (FDA) is reviewing reports of children
who developed serious adverse effects or died after taking codeine for pain relief after
tonsillectomy and/or adenoidectomy for obstructive sleep apnea syndrome. Recently,
three pediatric deaths and one non-fatal but life-threatening case of respiratory depression
were documented in the medical literature. These children (ages two to five) had evidence
of an inherited (genetic) ability to convert codeine into life-threatening or fatal amounts of
morphine in the body. All children had received doses of codeine that were within the
typical dose range.

e Taking codeine after tonsillectomy and/or adenoidectomy may increase the risk for
breathing problems and death in children who are “ultra-rapid metabolizers.” The
estimated number of “ultra-rapid metabolizers” is generally 1 to 7 per 100 people, but may
be as high as 28 per 100 people in some ethnic groups.

e Health care professionals should be aware of the risks of using codeine in children,
particularly in those who have undergone tonsillectomy and/or adenoidectomy for
obstructive sleep apnea syndrome. If prescribing codeine-containing drugs, the lowest
effective dose for the shortest period of time should be used on an as-needed basis (i.e.,
not scheduled around the clock).
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Codeine use in certain children after tonsillectomy and/or adenoidectomy may lead to rare,

but life-threatening adverse events or death®
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http://www.fda.gov/Drugs/DrugSafety/ucm313631.htm
http://www.fda.gov/Drugs/DrugSafety/ucm313631.htm

