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Clobetasol is a very potent topical corticosteroid indicated for adults, elderly and children over 1 year for the
short term treatment only of more resistant inflammatory and pruritic manifestations of steroid responsive
dermatoses unresponsive to less potent corticosteroids.

These include the following:

* Psoriasis (excluding widespread plaque psoriasis)

* Recalcitrant dermatoses

* Lichen planus

* Discoid lupus erythematosus

* Other skin conditions which do not respond satisfactorily to less potent steroids.
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4.4 Special Warnirgswarnings and Preeadtionsprecautions for Useuse

Clobetasol should be used with caution in patients with a history of local hypersensitivity to other
corticosteroids or to any of the excipients in the preparation. Local hypersensitivity reactions (see
section 4.8) may resemble symptoms of the condition under treatment.

Manifestations of hypercortisolism (Cushing’s syndrome) and reversible hypothalamic-pituitary-
adrenal (HPA) axis suppression, leading to glucocorticosteroid insufficiency, can occur in some
individuals as a result of increased systemic absorption of topical steroids. If either of the above are
observed, withdraw the drug gradually by reducing the frequency of application, or by substituting a
less potent corticosteroid. Abrupt withdrawal of treatment may result in glucocorticosteroid
insufficiency (see section 4.8).

Dermovate Cream contains:

o 475 mg propylene glycol whichper gram of product. Propylene glycol may cause skin irritation.
e cetostearyl alcohol which may cause local skin reactions (e.g. contact dermatitis).

e chlorocresol which may cause allergic reactions.

Visual disturbance

Visual disturbance may-behas been reported with systemic and topical corticosteroid use. If a patient
presents with symptoms such as blurred vision or other visual disturbances, the patient should be
considered for referral to an ophthalmologist for evaluation of possible causes which may include
cataract, glaucoma or rare diseases such as central serous chorioretinopathy (CSCR) which have
been reported after use of systemic and topical corticosteroids.

Clobetasol cream contains paraffin. Instruct patients not to smoke or go near naked flames due to the
risk of severe burns. Fabric (clothing, bedding, dressings etc) that has been in contact with this
product burns more easily and is a serious fire hazard. Washing clothing and bedding may reduce
product build-up but not totally remove it.




4.8. Undesirable effects

Endocrine Disorders

Very rare Hypothalamic-pituitary adrenal (HPA) axis suppression:
Cushingoid features: (e.g. moon face, central obesity), delayed weight
gain/growth retardation in children, osteoporosis, gladeoma;
hyperglycaemia/glucosuria-—cataract, hypertension, increased weight/obesity,
decreased endogenous cortisol levels, alopecia, trichorrhexis

Skin and Subcutaneous Tissue Disorders

Common Pruritus, local skin burning /skin pain
Uncommon Skin atrophy*, striae*, telangiectasias*
Very rare Skin thinning*, skin wrinkling*, skin dryness*, pigmentation changes*,

hypertrichosis, exacerbation of underlying symptoms, allergic contact
dermatitis/dermatitis, pustular psoriasis, erythema, rash, urticaria, acne

*Skin features secondary to local and/or systemic effects of hypothalamic-pituitary adrenal (HPA) axis
suppression.

General Disorders and Administration Site Conditions

Very rare Application site irritation/pain

Eye disorders

Very rare Cataract, central serous chorioretinopathy, glaucoma

Not known (cannot be estimated from available data): Vision, blurred (see also section 4.4)
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