
NAME AND STRENGTH OF ACTIVE SUBSTANCES:
Cream: Fusidic Acid 2.0% w/w and Hydrocortisone 1.0% w/w. 
Ointment: Sodium Fusidate 2.0% w/w and Hydrocortisone 1.0% w/w.

PRODUCT DESCRIPTION: 
Cream: A white cream.
Other ingredients: Propylparaben, Methylparaben, White Soft Paraffin, Cetostearyl Alcohol, 
Cetomacrogol 1000, Propylene Glycol, Liquid Paraffin and Purified Water.
Ointment: A colourless ointment.
Other ingredients: Liquid Paraffin and White Soft Paraffin.

PHARMACODYNAMICS: The antibacterial action of fusidic acid and its salt results from 
inhibition of bacterial protein synthesis. The drug interferes with amino acid transfer from 
aminoacyl-tRNA to protein on the ribosomes. The spectrum of antibacterial activity of Fusidic 
acid is primarily toward Gram-positive organisms, demonstrating particularly high activity 
against Staphylococcus aureus.
Hydrocortisone has anti-inflammatory, antipruritic and vasoconstrictive properties. The mechanism 
of the anti-inflammatory activity of topical corticosteroids is generally unclear. However, 
corticosteroids are thought to induce phospholipase A2 inhibitor proteins, preventing arachidonic 
acid release and the biosynthesis of potent mediators of inflammation.

PHARMACOKINETICS Fusidic acid and its salt are widely distributed in tissues and body fluids, 
including bone, synovial fluid and pus. They penetrate into cerebral abscesses but do not enter 
cerebrospinal fluid in appreciable amounts. They have been found in foetal circulation and in 
breast milk. About 95% or more of Fusidic acid or Sodium fusidate in the circulation is bound to 
plasma protein. Fusidic acid or Sodium fusidate is excreted in the bile, almost entirely as 
metabolites, some of which have weak antimicrobial activity. About 2% appears unchanged in the 
faeces. Little is excreted in the urine or removed by haemodialysis.
Corticosteroids are rapidly distributed to all body tissues. They cross the placenta to varying 
degrees and may be distributed in small amounts into breast milk. Most corticosteroids in the 
circulation are extensively bound to plasma proteins. They are metabolized mainly in the liver but 
also in other tissues, and are excreted in the urine.

INDICATIONS: For the treatment of dermatitis including atopic dermatitis and contact 
dermatitis, where an infection with  bacteria sensitive to fusidic acid is suspected or confirmed.

CONTRAINDICATIONS: Hypersensitivity to Fusidic  acid and its salt, hydrocortisone or other 
components in the base. Bacterial infections due to non-susceptible organisms, fungal 
infections, tuberculosis of the skin, syphilitic skin infections, chicken pox, eruptions following 
vaccination and viral disease of the skin in general.

DRUG INTERACTIONS: Unknown.

ADVERSE EFFECTS: This product is generally well tolerated. Adverse effects reported include 
irritation at the site of application and flare up of dermatitis. Other adverse effects include : 
dryness, itching, burning, striae, skin atrophy. Telangiectasis, hypertrichosis, change in 
pigmentation and secondary infection. Acne rosacea or perioral dermatitis can occur when 
applied to the face.

WARNINGS AND PRECAUTIONS: Long-term continuous therapy should be avoided in infants 
as adrenal suppression may occur. Caution should be exercised when the product is used near 
the eye since hydrocortisone can cause glaucoma if the preparation gets into the eye. Steroid 
antibiotic combination should not be used for more than 7 days in the absence of any clinical 
improvement.
Pregnancy and lactation: Topical corticosteroids should not be used extensively, in large 
amounts or for prolonged periods in pregnant patients, as foetal abnormalities have been seen 
in animals due to systemic absorption.There is inadequate evidence of safety in human 
pregnancy. Safety in nursing mothers has not been established. Topical corticosteroids should 
not be applied to the breast prior to nursing.
Effects on ability to drive and use machines: Not applicable.

ROUTE OF ADMINISTRATION: Topical.

RECOMMENDED DOSAGE: Adult and children: Uncovered lesions: apply gently 2-3 times a 
day. 
Covered lesions: Apply less frequently.

SYMPTOMS AND TREATMENT FOR OVERDOSAGE AND ANTIDOTE(S): Acute overdose is 
very unlikely occur. However, chronic overdosage or misuse may result in increased risk of 
topical or systemic side effects.

PACKING: 5g and 15g collapsible aluminium tubes.

STORAGE: Keep containers well closed. Protect from light. Store below 30°C. For external use 
only. Keep out of reach of children.

Recommended shelf life: 3 years

Manufactured by:
HOE Pharmaceuticals Sdn. Bhd.
Lot 10, Jalan Sultan Mohamed 6, Bandar Sultan Suleiman,
42000 Port Klang, Selangor, MALAYSIA.  
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