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For the treatment of proliferating infantile haemangioma requiring systemic
therapy:
e Life- or function-threatening haemangioma,
e Ulcerated haemangioma with pain and/or lack of response to simple

wound care measures,
e Haemangioma with a risk of permanent scars or disfigurement.
It is to be initiated in infants aged 5 weeks to 5 months
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4.4 Special warnings and precautions for use

Hypoglycaemia
In children with diabetes, blood glucose monitoring should be more frequent
and followed by the endocrinologist.

Cardiac Failure:

... In children with cardiac failure, the treatment should be managed by the
cardiologist.

Hypersensitivity
... In children who are at risk of anaphylaxis, the benefit risk of the medicinal
product should be evaluated.

Excipients with known effects
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This medicinal product contains less than 1 mmol sodium (23 mg) per dose,
i.e. essentially ‘sodium- free’.

This medicinal product contains 2.08 mg of propylene glycol/kg/day. Caution
should be taken into account in babies less than 4 weeks old, in particular if
the baby is given other medicines that contain propylene glycol or alcohol.
Co-administration with any substrate for alcohol dehydrogenase such as
ethanol may induce serious adverse effects in neonates.

[***]
4.5 Interaction with other medicinal products and other forms of
interaction

Cardiovascular Medicinal Products
Antiarrhythmics
e Propafenone has negative inotropic and beta-blocking properties that can

be additive to those of propranolol-despite-areassuring-study-in-healthy
velunteers.

Digitalis glycosides
... The advice of a cardiologist should be sought.

Non-Cardiovascular Medicinal Products

Medicinal products inducing orthostatic hypotension

Medicinal products that induce postural hypotension (nitrates derivatives, type
5-phosphodiesterase inhibitors, tricyclic antidepressants, antipsychotics,
dopaminergic agonists, levodopa, amifostine, baclofen...) may add their
effects to that of beta-blockers. The advice of a cardiologist should be sought.

[***]

4.8 Undesirable effects

Very Common Common Uncommon Not known

Skin and Erythema Urticaria Dermatitis
subcutaneous Dermatitis Alopecia psoriasiform
tissue diaper

disorders
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