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Hypersensitivity to the active substance
or any of the excipients in the product.

The following conditions should not be
treated with betamethasone valerate:
Untreated cutaneous infections
Rosacea

Acne vulgaris

Pruritus without inflammation
Perianal and genital pruritus

Perioral dermatitis

- Hypersensitivity to any
ingredient of the preparation.

- Rosacea.

- Acne vulgaris.

- Perioral dermatitis.

- Perianal and genital pruritus.

- Primary cutaneous viral
infections (e.g. herpes simplex,
chickenpox).

- The use of betamethasone 17-
valerate skin preparations are
not indicated in the treatment
of primary infected skin lesions
caused by infection with fungi
or bacteria, dermatoses in
children under one year of
age, including dermatitis and
napkin eruptions.

4.3 Contra-indications

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

4.4 Special warnings
and precautions for

use

Application to the face

Prolonged application to the face is
undesirable as this area is more
susceptible to atrophic changes;
therefore, treatment courses should be
limited to five days and occlusion should
not be used.

The face, more than other areas of
the body may exhibit atrophic
changes after prolonged treatment
with potent topical corticosteroids.
This must be borne in mind when
treating such conditions as psoriasis,
discoid lupus erythematosus and
severe eczema.

4.4 Special warnings
and precautions for

use




Application to the eyelids

If applied to the eyelids, care is needed to
ensure that the preparation does not enter
the eye, as cataract and glaucoma might
result from repeated exposure.

If applied to the eyelids, care is
needed to ensure that the preparation
does not enter the eye, as glaucoma
might result.

4.4 Special warnings
and precautions for
use

Chronic leg ulcers

Topical corticosteroids are sometimes
used to treat the dermatitis around
chronic leg ulcers. However, this use may
be associated with a higher occurrence of
local hypersensitivity reactions and an
increased risk of local infection.

4.4 Special warnings
and precautions for
use

Co-administered drugs that can inhibit
CYP3A4 (e.g. ritonavir, itraconazole) have
been shown to inhibit the metabolism of
corticosteroids leading to increased
systemic exposure. The extent to which
this interaction is clinically relevant
depends on the dose and route of
administration of the corticosteroids and
the potency of the CYP3A4 inhibitor.

4.5 Interaction with
other medicaments

and other forms of

interaction
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