FUSTADIN® CREAM 2% w/w

Ingredient(s):

Each gram contains:
Fusidic Acid
Methyl Paraben (as preservative) ..
Propyl Paraben (as preservative) ...

2% wiw
. 0.1% wiw
0.1% wiw

Pharmacology (Summary of Pharmacodynamic and Pharmacokinetic):
Pharmacodynamic:

Fusidic acid is an antibiotic with powerful antibacterial activity against a number of
gram-positive organisms. Staphylococci, including the strains resistant to penicillin or to
other antibiotics, are particularly susceptible to fusidic acid. Besides pronounced
antibacterial activity against the majority of organisms responsible for skin infections,
this product also possesses unique ability for penetration to the focus of infection, even
when applied to intact skin.

Pharmacokinetics:
Fusidic acid is bound reversibly to plasma proteins, the binding being about 95%.
Fusidic acid is metabolized in the liver and metabolites are excreted with the bile.

Indication(s):
This cream is indicated for treatment of skin infections caused by staphylococci,
streptococci, Propionibacterium acnes, Corynebacterium minutissimum and other
organisms sensitive to fusidic acid. The most important indications being:

- Impetigo

- Infected wounds

- Folliculitis

- Boils

- Sycosis barbae

- Carbuncles

- Hidradenitis

- Paronychia

- Erythrasma

Dosage and Administration

Apply to the affected area 2-3 times daily, generally for a period of 7 days, except in
treatment of acne where therapy should be extended for a longer period according to the
nature of this disease.

Mode of Administration:
To be applied topically.

Contraindication:
Infections caused by non-susceptible organisms. Patients with hypersensitivity to any of
the ingredients.

Precaution(s) / Warning(s):
Incompatibilities: This cream is a ready-to-use preparation and should, therefore, not to
be mixed with other ingredients or preparations.

Interaction with Other Medicaments:
Not known.

Pregnancy and Lactation:

There is inadequate evidence of safety in human pregnancy. Animal studies and many
years of clinical experience have suggested that fusidic acid is devoid of teratogenic
effects.

Safety in nursing mothers has not been established.

Side Effect(s) / Adverse Reaction(s):
This cream is remarkably well tolerated, and there is an extremely low frequency of
hypersensitivity reactions.

Symptoms and Treatment of Overdose:
Acute overdose is very unlikely to occur. When the symptoms of overdose present,
application of the product should be discontinued and appropriate therapy instituted.

Shelf-Life:
3 years from the date of manufacture.

Storage Condition(s):
Store at temperature below 30°C.

Product Description and Packaging available:
White to off-white cream.

Aluminium tube of 10g, 15g and 20g.
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