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XENETIX 250 / XENETIX 300 / XENETIX 350

iobitridol, 250 mg/ml ; 300 mg/ml ; 350 mg/ml :'2'y® 2 n
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XENETIX 250
For adults and children undergoing: phlebography, chest CT scan, intra - arterial digital
subtraction angiography.

XENETIX 300 / XENETIX 350

For adults and children undergoing: intravenous urography, brain or whole body CT
scan, intravenous digital subtraction angiography, arteriography, angiocardiography.
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4.4, Special warnings and precautions for use

44 1.2.7. Central nervous system disorders

e Encephalopathy has been reported with the use of iobitridol (see section 4.8). Contrast-
induced encephalopathy may manifest with symptoms and signs of neurological dysfunction
such as headache, visual disturbance, cortical blindness, confusion, seizures, loss of
coordination, hemiparesis, aphasia, unconsciousness, coma, and cerebral oedema.
Symptoms usually occur within minutes to hours after administration of iobitridol and
generally resolve within days.

e Factors which increase blood-brain barrier permeability facilitate the passage of the contrast
medium into cerebral tissue, which can lead to central nervous system reactions, e.g.
encephalopathy. If contrast encephalopathy is suspected, appropriate medical management
should be initiated and iobitridol should not be readministered.

4.8. Undesirable effects

The following adverse reactions were reported for other water-soluble iodinated contrast agents:

System Organ Class Frequency: adverse reaction

Nervous system disorders
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... Contrast encephalopathy

****Contrast encephalopathy may manifest with symptoms and signs described in section 4.4
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