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(HAPC) Meeting
Summary

Safety Assessment of Potential
Risk of Myopathy in Carriers of
SLCO1B1 Polymorphisms with
Rosuvastatin Use.

Safety Assessment of Potential
Risk Of Encephalopathy with

Carbamazepine Use.
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Recommendation

Based on the available scientific
evidence and data, the committee
recommended updating the product

information to add information
regarding the dosing regimen for
patients carrying the genetic

polymorphism.

Recommendation

Based on the available scientific
evidence, the committee recommended

requesting a comprehensive safety
assessment  from the  marketing
authorization holder on the risk of

developing encephalopathy associated
with carbamazepine use.
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