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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

Hypophosphataemic osteomalacia

Symptomatic hypophosphataemia leading to osteomalacia and fractures requiring clinical
intervention including surgery has been reported in the post marketing setting. Patients
should

be asked to seek medical advice if they experience worsening fatigue with myalgias or
bone

pain.Serum phosphate should be monitored in patients who receive multiple
administrations

at higher doses or long-term treatment, and those with existing risk factors for
hypophosphataemia. In case of persisting hypophosphataemia, treatment with ferric
carboxymaltose should be re-evaluated.




4.8 Undesirable effects

System Organ Class |[Common Uncommon Rare Frequency not
(21/100, (21/1,000, <1/100) (21/10,000, known?
<1/10) <1/1,000)
Musculoskeletal and Hypophosphataemic
connective tissue .
disorders osteomalacia(1)
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