Haloxa®

Halobetasol Propionate USP 0.05%

DESCRIPTION: Haloxa® (Halobetasol Propionate 0.05%) is a super potent corticosteroid which
has anti-inflammatory, anti-pruritic and vasoconstrictive actions.

MODE OF ACTION: Halobetasol Propionate 0.05% is thought to act by the induction
phospholipase A2 inhibitory proteins (collectively called lipocortins). It is postulated that these
proteins control the biosynthesis of potent mediators of inflammation such as prostaglandins
and leukotrienes by inhibiting the release of their common precursor, arachidonic acid.

COMPOSITION
Haloxa® Cream: Each gram cream contains Halobetasol Propionate USP 0.5 mg.
Haloxa® Ointment: Each gram ointment contains Halobetasol Propionate USP 0.5 mg.

INDICATION: Haloxa® is indicated for the relief of the inflammatory and pruritic manifestations
of corticosteroid responsive dermatitis.

DOSAGE & ADMINISTRATION: Apply a thin layer of Haloxa® Cream or Ointment to the
affected skin once or twice daily based on the severity of diseases as directed by the physician
and rub in gently and completely. Haloxa® is a super potent corticosteroid; therefore, treatment
should be limited to two weeks and amounts greater than 50 g/week should not be used. If no
improvement is seen within 2 weeks, reassessment of the diagnosis may be necessary.

CONTRAINDICATION: Halobetasol Propionate 0.05% is contraindicated in those patients with
a history of hypersensitivity to any of the components of the preparation.

SIDE EFFECTS: The following side effects have been reported infrequently with topical
corticosteroids- burning, itching, irritation, dryness, folliculitis, acneiform eruptions,
hypopigmentation, perioral dermatitis, allergic contact dermatitis, secondary infections, skin
atrophy, striae and miliaria.

USE IN PREGNANCY & LACTATION: Halobetasol Propionate 0.05% should be used during
pregnancy only if the potential benefit justifies the potential risk to the fetus. It is not known
whether topical administration of Halobetasol Propionate 0.05% could results in sufficient
systemic absorption to produce detectable quantities in breast milk.

PRECAUTIONS: Systemic absorption of topical corticosteroids may cause reversible
Hypothalamic-Pituitary-Ad renal (HPA) axis suppression, manifestations of Cushing’s syndrome,
hyperglycemia and glycosuria. Patients receiving large dose of a potent topical steroid applied
to a large surface area or under an occlusive dressing should be evaluated periodically for
evidence of HPA axis suppression by using the urinary free cortisol and ACTH stimulation tests.
If HPA axis suppression is noted, an attempt should be made to minimize this side effects.

INTERACTION: Medicine used on the skin is not likely to be affected by other drugs. Risk or
severity of hyperglycemia can be increased when Halobetasol Propionate 0.05% is combined
with 2, 4-thiazolidinedione & Acarbose. The risk or severity of hypertension can be increased
when Halobetasol Propionate 0.05% is combined with Aldosterone.

OVERDOSE: High doses or long-term use of Halobetasol Propionate 0.05% topical can lead to
thinning skin, easy bruising, changes in body fat (especially in face, neck, back and waist),
increased acne or facial hair, menstrual problems, impotence or loss of interest in sex.

STORAGE: Keep out of reach of children. Store in a dry place, below 25° C temperature and
protected from light.

PACKAGING
Haloxa® Cream: Each carton has a tube containing 20 gm cream.
Haloxa® Ointment: Each carton has a tube containing 20 gm ointment.

Manufactured by
Opsonin Pharma Limited
Opsonin Pharma Rupatali, Barishal, Bangladesh
ideas for healthoare ® Registered Trade Mark.
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