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Soudi Food & Drug Authority 7é/

No. of attendees: 15

Safety =~ Assessment  of
Potential Risk of Thrombotic
Events with andexanet alfa o

Use. Recommendation

The committee recommended
T:?canceling the registration and
withdrawing  andexanet alfa
% from the Saudi market because
the potential risks outweigh the
expected benefits of its use.
Scientific evidence indicate an
increased risk of thrombotic

events associated with the use

of andexanet alfa compared to

the therapeutic alternatives
available in the Kingdom .
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