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Israel Ferinject solution for injection/infusion
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Ferinject is indicated for treatment of iron deficiency when oral iron preparations are
ineffective or cannot be used.
The diagnosis of iron deficiency must be based on laboratory tests.
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One mL of solution contains 50 mg of iron as 180 mg ferric carboxymaltose.
Each 10 mL vial contains 500 mg of iron as 1800 mg ferric carboxymaltose.
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4.6 Fertility, pregnancy and lactation

Pregnancy

There are limited data from the use of Ferinject in pregnant women (see section 5.1). A careful benefit/risk
evaluation is required before use during pregnancy and Ferinject should not be used during pregnancy unless
clearly necessary.

Iron deficiency occurring in the first trimester of pregnancy can in many cases be treated with oral iron.
Treatment with Ferinject should be confined to the second and third trimester if the benefit is judged to outweigh
the potential risk for both the mother and the foetus.
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Foetal bradycardia may occur following administration of parenteral irons. It is usually transient and a
consequence of a hypersensitivity reaction in the mother. The unborn baby should be carefully monitored during
intravenous administration of parenteral irons to pregnant women.

Animal data suggest that iron released from Ferinject can cross the placental barrier and that its use during
pregnancy may influence skeletal development in the fetus (see section 5.3).
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