Dapclin’

DESCRIPTION
Dapelin™ is a preparation of Dapsone. Dapsone is a sulfone active against a wide
range of bacteria. The mechanism of action of Dapsone in treating acne vulgaris
is not known.

INDICATIONS
Topical treatment of acne vulgaris.

DOSAGE AND ADMINISTRATION

* Apply once daily (7.5% gel) and twice daily (5% gel) after the skin is gently
washed and patted dry

« Apply approximately a pea-sized amount of gel in a thin layer to the acne
affected area

* Rub the gel gently and completely

« |f there is no improvement after 12 weeks, treatment with this gel should be
reassessed

« Dapsone gel maybe gritty with visible drug substance particles,

« Wash hands after application

CONTRAINDICATIONS
None

SIDE EFFECTS
Oiliness/peeling, dryness and erythema at the application site.

PRECAUTION AND WARNING

Methemoglobinemia: Cases of Methemoglobinemia have been reported.
Discontinue Dapsone Gel if signs of Methemoglobinemia occur.

Hematologic Effects: Some subjects with Glucose Phosphate Dehydrogenase
(G6PD) deficiency using Dapsone Gel developed laboratory changes suggestive
of hemolysis.

USE IN PREGNANCY AND LACTATION

Pregnancy Category C. There are no adequate and well controlled studies in
pregnant women. Dapsone has been shown to have an embryocidal effect in rats
and rabbits. These effects were probably secondary to maternal toxicity. Dapsone
Gel should be used during pregnancy only if the potential benefit justifies the
potential risk to the fetus.

Although systemic absorption of dapsone following topical application Dapsone
Gel is minimal relative to oral dapsone administration, it is known that dapsone
is excreted in human milk. Because of the potential for oral dapsone to cause
adverse reactions in nursing infants, a decision should be made whether to
discontinue nursing or to discontinue Dapsone Gel, taking into account the
importance of the drug to the mother.

PHARMACEUTICAL PRECAUTION
Store at or below 30 °C temperature. Keep away from light and wet place. Keep
out of reach of children.

PACKAGING

Dapelin™ 5% Gel: Tube containing 30 gram of gel. Each gram gel contains
Dapsone USP 50 mg.

Dapelin™ 7.5% Gel: Tube containing 30 gram of gel. Each gram gel contains
Dapsone USP 75 mg.

SK+F

Manufactured by

ESKAYEF PHARMACEUTICALS LTD.
TONGI, GAZIPUR, BANGLADESH
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