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Enstilar®, cutaneous foam
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Betamethasone (as dipropionate) 0.5mg/g
Calcipotriol (as monohydrate) 50mcg/g
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Topical treatment of psoriasis vulgaris in adults.
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4.4  Special warnings and precautions for use

Local adverse reactions:

Enstilar contains a potent group llI-steroid and concurrent treatment with other
steroids on the same treatment area must be avoided.

The skin of the face and genitals is very sensitive to corticosteroids. The medicinal
product should not be used in these areas.

The patient must be instructed in correct use of the product to avoid application
and accidental transfer to the face, mouth, and eyes. Hands must be washed after
each application to avoid accidental transfer to these areas as well as unintended
drug absorption on the hands.

4.6 Fertility, pregnancy and lactation

Breast-feeding:

Betamethasone passes into breast milk, but risk of an adverse reaction in the infant
Is very small seems—unlikely—with therapeutic doses. There are no data on the
excretion of calcipotriol in breast milk. Caution should be exercised when prescribing
Enstilar to women who breast-feed. The patient should be instructed not to use
Enstilar on the breast when breast- feeding.
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;1...8 Undesirable effects

General disorders and administration site conditions:
Uncommon 21/1,000 to <1/100:

Rebound effect
Application site pruritus

Application site irritation
Application site pain****

*Mild hypercalcaemia has been observed.

**See section 4.4.

***Transient discolouration of the hair at scalp application site, to a yellowish colour
in white or grey hair, has been reported for calcipotriol and betamethasone
combination products.

**xApplication site burning is included in application site pain.
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