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Xenetix (iobitridol)

Recommendations:

¢« Amendments to the Product Information

The MAH has confirmed that they will amend the current product wording to add “Torsades de
Pointes”, "Hypertension” and “"Coronary Arteriospasm”. The p-RMS requests that this information is
added to section 4.8 and will be done through variation post procedure according to best practice

guidelines.



