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Fusidic acid 2%
Betamethasone (as valerate) 0.1%
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Treatment of eczematous dermatoses when secondary bacterial infection is
confirmed.
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4.4 Special warnings and precautions for use
Long-term continuous topical therapy with Fucicort should be avoided.

Depending on the application site, possible systemic absorption of betamethasone valerate
should always be considered during treatment with Fucicort.

Due to the content of corticosteroid, Fucicort should be used with care near the eyes. Avoid
getting Fucicort into the eyes (see section 4.8).

Visual disturbance may be 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.

4.8 Undesirable effects



The estimation of the frequency of undesirable effects is based on a pooled analysis of data from
clinical studies and spontaneous reporting.

The most frequently reported adverse reaction during treatment is pruritus.

Undesirable effects are listed by MedDRA SOC and the individual undesirable effects are listed
starting with the most frequently reported. Within each frequency grouping, adverse reactions are
presented in the order of decreasing seriousness.

Very common = 1/10

Common =1/100 and <1/10
Uncommon 21/1,000 and <1/100
Rare =1/10,000 and <1/1,000
Very rare <1/10,000

Not known (cannot be estimated from the available data)

Immune system disorders

Uncommon: Hypersensitivity
(=1/1,000 and <1/100)

Eye disorder

Not known |Vision, blurred*

Skin and subcutaneous tissue disorders

Uncommon: Dermatitis contact

(=1/1,000 and <1/100) Eczema (condition aggravated)
Skin burning sensation
Pruritus
Dry skin

Rare: Erythema

(=1/10,000 and <1/1,000) Urticaria

Rash (including rash erythematous and rash generalised)
General disorders and administration site conditions

Uncommon: Application site pain

(=1/1,000 and <1/100) Application site irritation
Rare: Application site swelling
(=1/10,000 and <1/1,000) Application site vesicles

*See also section 4.4
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