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Treatment of infected burn wounds, leg ulcers and pressure sores.
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4.4  Special warnings and precautions for use

Life-threatening cutaneous reactions (Stevens-Johnson syndrome (SJS) and toxic
epidermal necrolysis (TEN)) have been reported with the use of silver sulfadiazine.
Patients should be advised of the signs and symptoms and monitored closely for skin
reactions. The highest risk for occurrence of SJS or TEN is within the first weeks of
treatment.

If symptoms or signs of SJS or TEN (e.g. progressive skin rash often with blisters or
mucosal lesions) are present, silver sulfadiazine treatment should be discontinued.
The best results in managing SJS and TEN come from early diagnosis and immediate
discontinuation of any suspect drug. Early withdrawal is associated with a better
prognosis.

If the patient has developed SJS or TEN with the use of silver sulfadiazine, silver

sulfadiazine must not be re-started in this patient at any time.
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4.8 Undesirable effects

[...]
Skin & Subcutaneous Tissues Disorders
Common: Pruritis, Application site rash (including eczema and contact dermatitis).
Rare: Argyria
Very rare: Severe cutaneous adverse reactions (SCARs), Steves-Johnson syndrome
(SJS) and toxic epidermal necrolysis (TEN) (see section 4.4).
[...]

6.4 Special precautions for storage
Store in a dark place below 25°C.
The medicine can be used for up to 12 months after first opening but not after the expiry
date.
The contents of one tube are for the treatment of one person.
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