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Use in pregnancy

It has not yet been demonstrated that Urografin is safe for use in pregnant patients. Since,
wherever possible, radiation stress should be avoided during pregnancy, the benefits of any
X-ray examination, with or without contrast material, should be carefully weighed against
the possible risk.

Caution should be exercised when using Urografin in pregnant women. See also Section 4.4
Special Warnings and Precautions for Use, subsection ‘Thyroid dysfunction’, and Use in
paediatrics.

Use in lactation

It is not known whether Urografin enters the breast milk. See also Section 4.4 Special

Warnings and Precautions for Use, subsection ‘Thyroid dysfunction’, and ‘Use in paediatrics’.

4.4 SPECIAL WARNINGS AND PRECAUTIONS FOR USE

Thyroid dysfunction

Particularly careful risk-benefit assessment is required in patients with known or suspected
hyperthyroidism or goiter, as iodinated contrast media may interfere with thyroid function,
aggravate or induce hyperthyroidism and thyreotoxic crisis.

Testing of thyroid function prior to Urografin administration and/or preventive thyreostatic
medication may be considered in patients with known or suspected hyperthyroidism.

In neonates, especially preterm infants, who have been exposed to Urografin, either through
the mother during pregnancy or in the neonatal period, it is recommended to monitor thyroid
function, as an exposure to excess iodine may cause hypothyroidism, possibly requiring

treatment.
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Use in paediatrics

In neonates, especially preterm infants, who have been exposed to Urografin, either through
the mother during pregnancy or in the neonatal period, it is recommended to monitor thyroid
function, as an exposure to excess iodine may cause hypothyroidism, possibly requiring
treatment. See also Section 4.4 Special Warnings and Precautions for Use, subsection

‘Thyroid dysfunction’.
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