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Fosrenol is indicated as a phosphate binding agent for use in the control of
hyperphosphataemia in chronic renal failure (CRF) patients on haemodialysis or continuous
ambulatory peritoneal dialysis (CAPD). Fosrenol is also indicated in adult patients with chronic
kidney disease not on dialysis with serum phosphate levels >1.78 mmol/L in whom a low
phosphate diet alone is insufficient to control serum phosphate levels.
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Lanthanum (as carbonate hydrate)
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4.2 Posology and method of administration

(...)
Paediatric population

The safety and efficacy of Fosrenol in children and adolescents below the age of 18 years has-

have not been established {see-sectien4-4-and-5-1)-
(...)

4.4 Special warnings and precautions for use

Tissue deposition of lanthanum has been shown with Fosrenol in animal studies. In 105 bone
biopsies from patients treated with Fosrenol, some for up to 4.5 years, rising levels of
lanthanum were noted over time (see section 5.1). Cases of lanthanum deposition in
gastrointestinal mucosa, mainly after long term use, have been reported. Lanthanum
deposition in gastroduodenal mucosa is demonstrated endoscopically as whitish lesions of
different sizes and shapes. Also, various pathological features were identified in
gastroduodenal mucosa with lanthanum deposition, such as chronic or active inflammation,

glandular atrophy, regenerative changes, foveolar hyperplasia, intestinal metaplasia and

neoplasia.The-clinicalsignificance-of thisfindingisyet-unknown,
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4.8 Undesirable effects

Investigations

Uncommon Blood aluminium increased, increase in GGT,
increases in hepatic transaminases, alkaline
phosphatase increased, weight decrease.

Not known Product residue present?

1See Lanthanum deposition in gastrointestinal mucosa warning in section 4.4 Special warnings
and precautions for use

(...)

5 . PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties
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