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Attached herewith is an update about cautioning use of dextromethorphan in children less than two years
old. If physicians, pharmacists or other healthcare professionals suspect any kind of adverse reaction
subsequent to the use of the above or any other medication, please report through any of the following
methods -

®  Online - http://www.ssm.gov.mo/design/webservices/c_wservices_main.htm

® Mail to - 51 Avenida do Sidonio Pais, Edificio China Plaza, gnd Floor, Macao S.A.R., China

o Fax to - 853-28524016

The report form can be collected in person at Department of Pharmaceutical Affairs or downloaded
from the website designated as http://www.ssm.gov.mo/design/services/serpt_chn.pdf. Should you
have any query, please contact Ms. Beatrice Young or Mr. Jeffrey Lam at 8598-3517 or 8598-3439
respectively from the Division of Pharmacovigilance and Pharmacoeconomics during office hours. In
case of urgent situations during off hours, please page 85008068.

Thanking you in advance for your attention!
LY EHEARER

Acting Chief, Department of Pharmaceutical Affairs
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Subject - Cautious use of dextromethorphan in children less than two years old
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Antitussives elicict their clinical effect by directly inhibiting the cough center in the brain, of which
codeine and dextromethorphan are compounds found in cough medicines. Dextromethorphan has equal
antitussive effects as codeine but does not possess analgesic property. It is generally safe and well
tolerated, but serious toxicity including respiratory distress can be seen at doses of 10 mg/kg or greater.
Approximately 10% of the population are slow metabolizers of dextromethorphan, owing to a genetic
polymorphism for its enzymatic degradation, the plasma concentration of the medication in this group of
patients will be elevated, placing them at higher risk. Adverse effects with dextromethorphan are rare, but
nausea and/or other gastrointestinal disturbances, slight drowsiness, and dizziness sometimes occur.
Currently, it is not well documented that dextromethorphan being regularly used in children <2 years of
age.

Since the absence of dosing recommendations of dextrommethorphan and the safety has not been

established in children less than 2 years old, Division of Pharmacovigilance and Pharmacoeconomics

would like to recommend the following important messages for physicians, pharmacists, and other
healthcare professionals:

1. physicians should avoid prescribing dextromethorphan-containing medication for pediatric patients
less than 2 years old unless, otherwise, absolutely necessary after cautious clinical valuation validating
benefit over risk. In situation that warrants such use, dosage of dextromethorphan for this group of
patients must be individualized.

2. remind parents and caregivers to strictly adhere and follow the instructions as given by the prescribers
when administering dextromethorphan-containing medication to their children. Seek for immediate
medical attention in case of adverse reactions.

3. remind the public that as dextromethorphan is classified as Prescription Medication Only (PMO),
ensure strict adherence to the instructions as given by the prescribers when administering
dextromethorphan-containing medication.

Division of Pharmacovigilance

: and Pharmacoeconomics(DFF)
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