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Health Canada notified healthcare professionals about the revised labelling of promethazine
hydrochloride injection, an antihistamine medication, requiring the following information added to
the drug leaflet:

1. Respiratory depression in pediatrics
Promethazine hydrochloride injection should not be used in pediatric patients less than 2
years of age because of the potential for fatal respiratory depression. Post-marketing cases of
respiratory depression, including fatalities, have been reported with use of promethazine in
pediatric patients less than 2 years of age. Caution should be exercised when administering
promethazine hydrochioride injection to pediatric patients 2 years of age and older. Health
care professionals are recommended to use the lowest effective dose, and concomittant use of
drugs that may also slow down the breathing mechanism should be avoided.

2. Severe tissue injury, including gangrene
Promethazine hydrochloride injection can cause severe chemical irritation and damage to
tissues regardless of the route of administration. Irritation and damage can result from
perivascular extravasation, unintentional intra-arterial injection, and intraneuronal or
perineuronal infiltration. Adverse reactions include burning, pain, thrombophlebitis, tissue
necrosis, and gangrene. In some cases, surgical intervention, including fasciotomy, skin graft,
and/or amputation have been required.

3. Due to the risks of intravenous injection, the preferred route of administration of promethazine
hydrochloride injection is deep intramuscular injection. Subcutaneous injection is
contraindicated. Regardless of the body parts where the drug is injected, promethazine has the
potential to occasionally cause chemical irritation and in rare cases severe tissue damage at the
site of injection, including cases of gangrene. Healthcare professionals should encourage their
patients to immediately report any persistent or worsening pain or burning sensation they feel
at the site of injection.

If physicians, pharmacists or other healthcare professionals suspect any kind of adverse reaction
subsequent to the use of promethazine hydrochloride injection or any other medication, please
report through any of the following methods :
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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!

EMBEGEARER
Acting Chief of Department of Pharmaceutical Affairs
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Ng Kuok Leong

2 ¥ FHReference and website :
http://www hc-sc.gc.ca/ahc-asc/media/advisories-avis/ 2010/2010_58-eng.php#note
— http://webprod.hc-sc.ge.ca/dpd-bdpp/info.do?lang=eng&code=5089
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