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4.4 Special warnings and precautions for use

tissues:Cases of lanthanum deposition in gastrointestinal mucosa, mainly after
long term use, have been reported. The clinical significance of this finding is yet
unknown.

[.]

There have been cases of gastrointestinal obstruction, ileus, subileus, and
gastrointestinal perforation reported in association with lanthanum, some
requiring surgery or hospitalisation (see section 4.8).

Exercise caution in all patients predisposed to gastrointestinal obstruction, ileus,
subileus and perforation; for example those with altered gastrointestinal anatomy
(e.g., diverticular disease, peritonitis, history of gastrointestinal surgery,
gastrointestinal cancer and gastrointestinal ulceration), hypomotility disorders
(e.g., constipation, diabetic gastroparesis) and when used with medications
known to potentiate these effects.

During treatment with lanthanum carbonate, physicians and patients should
remain alert for signs and symptoms of gastrointestinal disorders, especially
constipation and abdominal pain/distension which may indicate bowel
obstruction, ileus or subileus.
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Treatment with lanthanum carbonate should be re-evaluated in patients who
develop severe constipation or other severe gastrointestinal signs and
symptoms.

[.]

Patients with acute peptic ulcer, ulcerative colitis, Crohn’s disease or bowel
obstruction were not included in clinical studies with Fosrenol. Fesrenel-should

4.8 Undesirable effects
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Gastrointestinal disorders
Uncommon: lleus, subileus, intestinal obstruction
Rare . Intestinal perforation
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