DI9DIN'] NNIA[7

11/2024 CLARISCAN
[P0
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Enhancement of contrast in magnetic resonance imaging.
Encephalic and spinal pathologies: brain tumours, tumours of the spine and the surrounding tissue,
intervertebral disk prolapse infectious diseases.
Abdominal pathologies: primary and secondary liver tumours.
Osteo-articular pathology: bone and soft tissue tumours synovial diseases.
Magnetic resonance imaging for angiography.
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4.4 Special warnings and precautions for use.
Do not use by intrathecal route. Serious, life-threatening and fatal cases, primarily with neurological reactions

(e.g. coma, encephalopathy, seizures), have been reported with intrathecal use. Take care to maintain strictly
intravenous injection: extravasation may result in local intolerance reactions, requiring the usual local care.
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4.6 Fertility, pregnancy and lactation
Pregnancy
Data on the use of gadolinium-based contrast agents including gadoteric acid in pregnant women is limited.

g ey ericacid TRan en- Gadolinium can cross the placenta. It is
unknown whether exposure to gadollnlum is assouated W|th adverse effects in the feetus. Animal studies do
not indicate direct or indirect harmful effects with respect to reproductive toxicity (see section 5.3). Gadoteric
acid should not be used during pregnancy unless the clinical condition of the woman requires use of gadoteric
acid.
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4.8 Undesirable effects
(...)
System Organ Class | Frequency: adverse reaction
(...)
Gastrointestinal disorders Uncommon: nausea, abdominal pain

Very Rare: vomiting diarrhoea, salivary hypersecretion
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