Desoster (Topical gel 0.05%)

COMPOSITION:

Each 1 g of Desoster topical gel contains 0.5 mg desonide.

EXCIPIENTS:

Glycerin, Propylene glycol, Disodium edetate, Methylparaben, Propylparaben, Sodium
hydroxide, Carbomer, Purified water.

PROPERTIES:

Topical corticosteroids share anti-inflammatory, antipruritic and vasoconstrictive properties.
Corticosteroids are thought to act by the induction of phospholipase A2 inhibitory proteins.
These proteins control the biosynthesis of potent mediators of inflammation by inhibiting
the release of arachidonic acid. Arachidonic acid is released from membrane phospholipids
by phospholipase A2.

PHARMACOKINETICS:

The extent of percutaneous absorption of topical corticosteroids is determined by many factors,
including product formulation and the integrity of the epidermal barrier. Occlusion, inflammation
and/or other disease processes in the skin may also increase percutaneous absorption. Topical
corticosteroids can be absorbed from normal intact skin. Once absorbed through the skin, topical
corticosteroids are handled through pharmacokinetic pathways similar to systemically administered
corticosteroids. They are metabolized primarily in the liver and then are excreted by the kidneys.
Some corticosteroids and their metabolites are also excreted in the bile.

INDICATIONS:

Desoster is indicated for the treatment of mild to moderate atopic dermatitis in patients 3 months
of age and older. Treatment should not exceed 4 consecutive weeks. Desoster should be used in the
minimum amount because of the potential of suppressing the HPA axis
CONTRAINDICATIONS:

Desoster is contraindicated in patients with known hypersensitivity to desonide or any of its other
components.

SIDE EFFECTS:

The most common local adverse events are application site burning and rash followed by
application site pruritus. Additional adverse events observed include headache.

The following additional local adverse reactions have been reported with topical corticosteroids.
They may occur more frequently with the use of occlusive dressings. These reactions include:
folliculitis, acneiform eruptions, hypopigmentation, perioral dermatitis, secondary infection, skin
atrophy, striae, and miliaria.

WARNINGS & PRECAUTIONS:

« The safety of Desoster has not been established beyond 4 weeks of use.

« Conditions which augment systemic absorption include the application of topical corticosteroids,
over large body surface areas, prolonged use, or the addition of occlusive dressings. Therefore,
patients applying a topical corticosteroid to a large body surface area or to areas under occlusion
should be evaluated periodically for evidence of HPA axis suppression.

« If irritation develops, Desoster should be discontinued and appropriate therapy instituted.

« If concomitant skin infections are present or develop, an appropriate antifungal or antibacterial
agent should be used. If a favorable response does not occur promptly, use of Desoster should be
discontinued until the infection has been adequately controlled.

* Desoster should not be used in the treatment of diaper dermatitis.

« Other corticosteroid-containing products should not be used with Desoster without first consulting
with the physician.

« Recommendations for use of desonide in elderly patients and children are the same as those for
all topical adrenocorticoids.

« Safety and effectiveness of Desoster in pediatric patients less than 3 months of age have not been
evaluated, and therefore its use in this age group is not recommended.

« Children may be more susceptible to systemic absorption leading to HPA-axis suppression.
PREGNANCY AND LACTATION:

« Pregnancy: Pregnancy Category C. Desoster should be used during pregnancy only if the potential
benefit justifies the potential risk to the fetus.

« Nursing Mothers: It is not known whether topical administration of corticosteroids could result
in sufficient systemic absorption to produce detectable quantities in human milk. Because many
drugs are excreted in human milk, caution should be exercised when Desoster is administered to
a nursing woman.

DOSAGE & ADMINISTRATION:

Desoster should be applied as a thin layer to the affected areas 2 times daily and rubbed in gently.
Therapy should be discontinued when control is achieved.

Treatment should not exceed 4 consecutive weeks.

Desoster should not be used with occlusive dressings.

Avoid contact with eyes or other mucous membranes.

OVERDOSAGE:

Topically applied Desoster can be absorbed in sufficient amounts to produce systemic effects.
Systemic absorption of topical corticosteroids can produce reversible hypothalamic-pituitary-
adrenal (HPA) axis suppression with the potential for glucocorticosteroid insufficiency after
withdrawal of treatment. Manifestations of Cushingys syndrome, hyperglycemia, and glucosuria
can also be produced in some patients by systemic absorption of topical corticosteroids while on
treatment.

STORAGE CONDITIONS:

Store at room temperature (15°- 30°C).

PACKAGE:

30 g in plastic tube.

Rev. No:11605

THIS IS A MEDICAMENT

- The medicament is a product which affects your health, and its consumption
contrary to instruction is dangerous for you.

- Follow strictly the doctor's prescription, the method of use and the instructions
of the pharmacist who sold the medicament. The doctor and the pharmacist are
experts in medicine, its benefits and risks.

- Do not by yourself interrupt the period of treatment prescribed for you.

- Do not repeat the same prescription without consulting your doctor.

KEEP THE MEDICAMENT OUT OF THE REACH OF CHILDREN
Council of Arab Health Ministers Arab Pharmacists Association

DIAMOND PHARMA - Damascus suburb — Syria
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