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Ferinject is indicated for treatment of iron deficiency when oral iron preparations are ineffective or cannot be used.
The diagnosis must be based on laboratory tests.
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4.4 Special warnings and precautions for use
Hypophosphataemia
Parenterally administered iron preparations can cause hypophosphataemia which in most cases is transient and
without clinical symptoms. Cases of hypophosphataemia requiring medical attention were reported, mainly in
patients with existing risk factors and after prolonged exposure to high-dose intravenous iron.

4.8 Undesirable effects
Table 4 presents the adverse drug reactions (ADRs) reported during clinical studies in which >8,000 7,39+
subjects received Ferinject, as well as those reported from the post-marketing experience (see table footnotes
for details).
The most commonly reported ADR is nausea (occurring in 2.9% of the subjects), followed by injection/infusion
site reactions, hypophosphatemia, headache, flushing, dizziness and hypertension. Injection/infusion site
reactions comprlse several ADRs WhICh |nd|V|duaIIy are elther uncommon or rare. +H£I+meal—mals4h&m+n+|ﬂnam

For subjects in clinical trials that showed a decrease in serum phosphorous, the minimum values were obtained
after approximately 2 weeks, and in most cases returned to baseline values by 12 weeks following Ferinject
treatment . The most serious ADR is anaphylactoid/anaphylactic reactions (rare); fatalities have been reported.
See section 4.4 for further details.
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