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4.6 Fertility, pregnancy
Breast-feeding Breast-feeding and lactation

Pregabalin is excreted into human milk
(see section 5.2). The effect of pregabalin
on newborns/infants is unknown. A
decision must be made whether to
discontinue breast-feeding or to
discontinue pregabalin therapy taking into
account the benefit of breast-feeding for
the child and the benefit of therapy for the
woman.

It is not known if pregabalin is
excreted in the breast milk of
humans; however, it is present in
the milk of rats. Therefore,
breast-feeding is not
recommended during treatment
with Lyrica.

4.8 Undesirable
Table 2. Pregabalin Adverse Drug Table 2 effects
Reactions
Ear and labyrinth disorders Ear and labyrinth disorders
Common: Vertigo Common: Vertigo
Uncommon: Hyperacusis Rare: Hyperacusis
4.9 Overdose

Seizures were also reported.

Clinical efficacy and safety

Paediatric population

The efficacy and safety of pregabalin as
adjunctive treatment for epilepsy in
paediatric patients below the age of 12
and adolescents has not been
established. The adverse events
observed in a pharmacokinetic and

Clinical experience

5.1 Pharmacodynamic
properties




tolerability study that enrolled patients
from 3 months to 16 years of age (n=65)
were similar to those observed in adults.
Results of a 1 year open label safety
study in 54 paediatric patients from

3 months to 16 years of age with epilepsy
indicate that the adverse events of pyrexia
and upper respiratory infections were
observed more frequently than in adult
studies (see sections 4.2, 4.8 and 5.2).
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