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H[E DSPC(20184-8 H ) [Vistamethasone 0.1% w/v Drops or Betamethasone 0.1% w/v Drops]

4. Clinical particulars

4.6 Fertility, pregnancy and lactation

Safety for use in pregnancy and lactation has not been established. There is inadequate evidence of safety in
human pregnancy. Topical administration of corticosteroids to pregnant animals can cause abnormal foetal
development including cleft palate and intrauterine growth retardation. There may therefore be a very small
risk of such defects in the human foetus.
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H[E DOSPC(20184-8 H) [Vistamethasone 0.1% w/v Drops or Betamethasone 0.1% w/v Drops]

4. Clinical particulars
4.4 Special warnings and precautions for use
Prolonged use may lead to the risk of adrenal suppression in infants.

Systemic effects of nasal corticosteroids may occur, particularly at high doses prescribed for prolonged
periods. These effects are much less likely to occur than with oral corticosteroids and may vary in individual
patients and between different corticosteroid preparations. Potential systemic effects may include Cushing's
syndrome, Cushingoid features, adrenal suppression, growth retardation in children and adolescents, cataract,
glaucoma and more rarely, a range of psychological or behavioural effects including psychomotor
hyperactivity, sleep disorders, anxiety, depression or aggression (particularly in children).

4.8 Undesirable effects
Systemic effects of nasal corticosteroids may occur, particularly at high doses prescribed for prolonged
periods. Growth retardation has been reported in children receiving nasal corticosteroids at licensed doses.

It is recommended that the height of children receiving prolonged treatment with nasal corticosteroids is
regularly monitored. If growth is slowed, therapy should be reviewed with the aim of reducing the dose of
nasal corticosteroid, if possible, to the lowest dose at which effective control of symptoms is maintained. In
addition, consideration should also be given to referring the patient to a paediatric specialist.
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