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[Lofepramine 70mg
Tablets, Zentiva
Pharma UK Limited,
2022 4 4 J1]

HH s FLENA
#[E D SPC 4. Clinical particulars

4.1 Therapeutic indications
Lofepramine 70 mg Tablets is indicated in adults and the elderly for the
treatment of symptoms of depressive illness.

4.2 Posology and method of administration

Posology

Adults: The usual dose is 70 mg twice daily (140 mg) or three times daily (210
mg) depending upon the patient's response.

Flderly patients: Elderly patients may respond to lower doses in some cases.
Paediatric population: The safety and efficacy of Lofepramine in children
under 18 years of age have not been established. No data are available. The
use of Lofepramine is not recommended in children and adolescents under the
age of 18.

Method of administration
Lofepramine 70 mg Tablets are for oral use.
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4.6 Fertility, pregnancy and lactation
Pregnancy

The safety of Lofepramine for use during pregnancy has not been established
and there is evidence of harmful effects in pregnancy in animals when high
doses are given. Lofepramine has been shown to cross the placenta. The
administration of Lofepramine in pregnancy is therefore not advised unless
there are compelling medical reasons.

Adverse effects such as withdrawal symptoms, respiratory depression and
agitation have been reported in neonates whose mothers have taken tricyclic
antidepressants during the last trimester of pregnancy.

Breast-feeding

Lofepramine is excreted in breast milk. The administration of Lofepramine
during breast-feeding is not advised unless there are compelling medical
reasons.
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4.2 Posology and method of administration
Posology

Paediatric population: The safety and efficacy of Lofepramine in children
under 18 years of age have not been established. No data are available. The
use of Lofepramine is not recommended in children and adolescents under the
age of 18.

4.4 Special warnings and precautions for use
Paediatric population

Lofepramine is not recommended for the treatment of children and
adolescents under the age of 18 years.
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