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Use in pregnancy

X-ray examinations should if possible be avoided during pregnancy. Safety for use in
pregnancy in humans has not been established. Biliscopin is embryotoxic in rabbits.

Most authorities consider elective contrast radiography of the abdomen contraindicated
during pregnancy. Biliscopin for infusion may be used in pregnant women only if in the
judgement of the treating clinician such use is deemed essential to the patient's welfare and
the expected benefits outweigh any potential risks to the patient or the fetus. Caution should
be exercised when using Biliscopin in pregnant women. See also Section 4.4 Special Warnings
and Precautions for Use, subsection ‘“Thyroid dysfunction’, and Paediatric Use.

Use in lactation

It is not known whether Biliscopin is excreted in milk; most cholecystographic media are so
excreted. In the newborn they can cause significant hyperbilirubinaemia, specifically during
the first eight weeks of life. Alternative arrangements for feeding the infant should, therefore,
be made. See also Section 4.4 Special Warnings and Precautions for Use, subsection ‘Thyroid
dysfunction’, and Paediatric Use.

4.4 SPECTIAL WARNINGS AND PRECAUTIONS FOR USE

Thyroid dysfunction

The small amount of free inorganic iodide from iodinated contrast media might interfere with
thyroid function. Therefore, the need for examination merits particularly careful
consideration in patients with latent hyperthyroidism or goiter.

Since iodine-containing contrast agents may alter the results of thyroid function tests, such
tests, if indicated, should be performed prior to the administration of this preparation. The
capacity of the thyroid tissue to take up iodine will be reduced for about eight to ten weeks or
more by iodinated biliary X-ray contrast media.

Patients with hyperthyroidism are at risk (although not at acute risk) in the period following
administration of intravenous cholegraphic agents, because the high protein affinity of these
agents may also affect proteins of the thyroid gland and hence exacerbate the disease.

In neonates, especially preterm infants, who have been exposed to Biliscopin, 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. (202399 H I i)
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Paediatric use

Safety and effectiveness in children below the age of 14 years has not been established.

In neonates, especially preterm infants, who have been exposed to Biliscopin, 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’.
(2023429 H K¢ A0)
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