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Pregnancy Category B3. In pregnant rats,
levocabastine readily crossed the placental
barrier and was distributed extensively in
foetal tissues. Reproductive studies in mice
and rats showed that levocabastine was
embryolethal at oral doses greater than 40
mg/kg/day in both species, and teratogenic
at oral doses greater than 40 mg/kg/day in
mice and 20 mg/kg/day in rats. The main
foetal malformations observed were open
eyes in mice, and polydactyly,
hydrocephalus,
anophthalmia/microphthalmia,
hydronephrosis and arthrogryposis in rats.
There are limited postmarketing data on the
use of LIVOSTIN® eye drops in pregnant
women. The risk for humans is unknown.
Therefore, LIVOSTIN® eye drops should
not be used during pregnancy.

No significant embryotoxic or teratogenic
effects were observed in animals (see Non-
clinical Information).

There are limited postmarketing data on the
use of levocabasine eye drops in pregnant
women. The risk for humans is unknown.
Therefore, LIVOSTIN eye drops should not
be used during pregnancy unless the
potential benefit to the woman justifies the
potential risk to the fetus.

Use in
pregnancy

Based on determinations of levocabastine
concentrations in saliva and breast milk in a
nursing woman, who received a single oral
dose of 0.5mg levocabastine, it is expected
that approximately 0.3% of the total
ophthalmically administered dose of
levocabastine may be transferred to a
nursing infant. However, due to the limited
nature of the clinical and experimental data,
it is recommended that LIVOSTIN® eye
drops be avoided in breast-feeding mothers.

Based on determinations of levocabastine
concentrations in saliva and breast milk in a
nursing woman who received a single oral
dose of 0.5 mg levocabastine, it is expected
that approximately 0.3% of the total
ophthalmically administered dose of
levocabastine may be transferred to a
nursing infant. However, due to the limited
nature of the clinical and experimental data,
it is recommended that caution be exercised
when administering LIVOSTIN eye drops
to nursing women.

Use in
lactation
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