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e o Pagage I."sen P Indicated for the relief of the inflammatory manifestations of corticosteroid-

j— : ne Dipropionate Cream US responsive dermatoses such as: psoriasis, contact dermatitis (dermatitis
I ™ venenata), atopic dermatitis (infantile eczema, allergic dermatitis),
= neurodermatitis (lichen simplex chronicus), lichen palnus, eczema (including
SKIN CREAM nummular eczema, hand eczema, eczematous dermatitis), intertrigo,
Composition dyshidrosis (pompholyx), seborrheic dermatitis, exfoliative dermatitis, solar
Each gm contains dermatitis, stasis dermatitis and anogenital and senile pruritus.
Betamethasone Dipropionate USP 0.64 m:
In a cream base q.z. tg make 1 ¢ 0 Recommanded Dose
Product Description Athin film of DIPVITE Cream should be applied to cover completely the affected
. . area twice daily, in the morning and at night. For some patients adequate
Awhite smooth cream, free from foreign matter. maintenance therapy may be achieved with less frequent application. In some
Pharmacodynamics cases of moderate to severe psoriasis or atopic dermatitis, once-a-day
application may suffice.
Dipvite Skin Cream preparations contain the dipropionate ester of
betamethasone which is a glucocorticoid exhibiting the general properties of Mode of Administration
corticosteroids. Betamethasone skin preparations are applied to the skin in a thin film using the
In pharmacological doses, corticosteroids are used primarily for their anti- minimal quantity possible to the affected skin areas once or twice daily.
inflammatory and/orimmune suppressive effects. DIPVITE SKIN CREAM is not to be used with occlusive dressings.
Topical corticosteroids such as betamethasone dipropionate are effective in the Topical 2
treatment of a range of dermatoses because of their anti-inflammatory, anti- . §'
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pruritic and vasoconstrictive actions. However, while the physiologic,
pharmacologic and clinical effects of the corticosteroids are well known, the
exact mechanisms of their action in each disease are uncertain.

Pharmacokinetics

The extent of percutaneous absorption of topical corticosteroids is determined
by many factors including vehicle, integrity of the epidermal barrier and the use
of occlusive dressings.

Topical corticosteroids can be absorbed through intact, normal skin.
Inflammation and/or other disease processes in the skin may increase
percutaneous absorption.

Occlusive dressings substantially increase the percutaneous absorption of
topical corticosteroids.

Once absorbed through the skin, topical corticosteroids enter pharmacokinetic
pathways similar to systemically administered corticosteroids. Corticosteroids
are bound to plasma proteins in varying degrees, are metabolised primarily in
the liver and excreted by the kidneys. Some of the topical corticosteroids and
their metabolites are also excreted in the bile.

Rosacea, acne, perioral dermatitis, perianal and genital pruritus.
Hypersensitivity to any of the ingredients of the Dipvite skin cream
presentations contra-indicates their use as does tuberculous and most viral
lesions of the skin, particularly herpes simplex, vacinia, varicella. Dipvite skin
cream should not be used in napkin eruptions, fungal or bacterial skin
infections without suitable concomitant anti-infective therapy.

Warning and Precautions

Systemic absorption of topical corticosteroids has produced reversible HPA
axis suppression, manifestations of Cushing’s syndrome, hyperglycemia, and
glucosuriain some patients.

Conditions which augment systemic absorption include the application of the
more potent corticosteroids, use over large surface areas, prolonged use, and
the addition of occlusive dressings. Use of more than one corticosteroid-
containing product at the same time may increase total systemic
glucocorticoid exposure.

Therefore, patients receiving a large dose of a potent topical steroid applied to a
large surface area 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 withdraw the drug, to
reduce the frequency of application, or to substitute a less potent steroid.

Recovery of HPA axis function is generally prompt and complete upon
discontinuation of the drug. In an open-label pediatric study of 60 evaluable
patients, of the 19 who showed evidence of suppression, 4 patients were tested 2
weeks after discontinuation of DIPVITE SKIN CREAM, and 3 of the 4(75%) had
complete recovery of HPA axis function. Infrequently, signs and symptoms of
steroids withdrawal may occur, requiring supplemental systemic
corticosteroids. Children may absorb proportionally larger amounts of topical
corticosteroids and thus be more susceptible to systemic toxicity.

If irritation develops topical corticosteroids should be discontinued and
appropriate therapy instituted.

Inthe presence of dermatological infections, the use of an appropriate antifungal
orantibacterial agent should be instituted. If a favorable response does not occur
promptly, the corticosteroid should be discontinued until the infection has been
adequately controlled.

Information for patients

Patients using topical corticosteroids should receive the following information
and instructions. This information is intended to aid in the safe and effective use
of this medication. It is not a disclosure of all possible adverse or intended
effects.

1.This medication is to be used as directed by the physician and should not be
used longer than the prescribed time period. It is for external use only. Avoid
contact with the eyes.

2. Patients should be advised not to use this medication for any disorder other
than that for which it was prescribed.

3. The treated skin area should not be bandaged or otherwise covered or
wrapped as to be occlusive.

4. Patients should report any signs of local adverse reactions.
5. Other corticosteroid-containing products should not be used with DIPVITE
SKIN CREAM without first talking to your physician.

with other

No interactions between topically applied steroids and other drugs have been
reported.

Pregnancy and Lactation
Topical administration of corticosteroids to pregnant animals can cause fetal

been established, the drug should not be used on large areas of skin or in large
amounts for prolonged periods during pregnancy.

Caution should be exercised when this product is administered to nursing
mothers

Side Effects

The following local adverse reactions have been reported with the use of topical
corticosteroids especially under occlusive dressings: burning, itching,
irritation, dryness, folliculitis, hypertrichosis, acneiform eruptions,
hypopigmentation, perioral dermatitis, allergic contact dermatitis, maceration
of the skin, secondary infection, skin atrophy, striae and miliaria.

ymp And of

Symptoms: Excessive prolonged use of topical corticosteroids can suppress
pituitary-adrenal function resulting in secondary adrenal insufficiency.

Treatment: Appropriate symptomatic treatment is indicated. Acute hyper
corticoid symptoms are virtually reversible. Treat electrolyte imbalance, if
necessary. In cases of chronic toxicity, slow withdrawal of steroids is advised.
Storage Condition

Store in a cool dry place at a temperature below 30°C.

Shelf Life

36 months from the date of manufacture.

Presentation

15 g aluminium collapsible tube and flower pot type white HDPE cap packed ina
unit printed duplex board carton. .
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