EZENIDE LOTION 0.05% w/w

Name and Strength of Active Substance: Desonide 0.05% w/w.

Product Description: Off-white opaque viscous lotion with characteristic odour.

Other ingredients are Disodium Edetate, Citric Acid Anhydrous, Xanthan Gum, Sodium Benzoate,
Disodium Hydrogen Phosphate Dihydrate, Saccharide Isomerate, Polysorbate 60, Cetostearyl
Alcohol, Sorbitan Monostearate, Macrogol 400, Squalane and Purified Water.

Pharmacodynamics: Desonide is a topically active, nonfluorinated corticosteroid which has
anti-inflammatory, antipruritic and vasoconstrictive actions.

Pharmacokinetics: Corticosteroids are extensively bound to plasma proteins. Only unbound
corticosteroids have pharmacological effects or are metabolised. They are metabolised mainly in
the liver and also in the kidney, and are excreted in the urine.

Indications: For the relief of inflammatory and pruritic manifestation of corticosteroid-
responsive dermatoses.

Contraindications: Hypersensitivity to Desonide, other corticosteroids, or any component in
the base.

Adverse Effects: Reported local adverse reactions are burning sensation, itching, irritation,
dryness, folliculitis, hypertrichosis, acneiform eruptions, hypopigmentation, maceration of the
skin, secondary infection, skin atrophy, striae and miliaria.

Precautions/Warnings: Discontinue use if irritation, sensitivity or other reaction develops and
institute appropriate treatment. Corticosteroid applied to the skin can be absorbed in sufficient
amount to produce systemic effects such as hypothalamic-pituitary-adrenal axis suppression,
manifestation of Cushing's syndrome, hyperglycaemia and glucosuria. Thus suitable precautions
should be taken during prolonged treatment, when treating extensive body surface areas, when
using the occlusive technique and when treating children (because of a larger skin surface area
to bodyweight ratio). The safety of using topical corticosteroids during pregnancy and lactation
has not been established.

Route Of Administration: Topical.

Recommended Dosage: Apply a thin film to the affected areas two or three times daily or as
directed by your doctor or pharmacist.

Overdose and Treatment: If hypothalamic-pituitary-adrenal axis suppression is found, then
the drug should be withdrawn, reduce frequency of application or a weaker steroid can be used.
Supplemental systemic corticosteroids may be required if signs and symptoms of steroid
withdrawal occur.

Packing: Plastic bottle of 30ml.

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

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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