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Evaluation and Recommendations:

The sponsor has proposed new language for the clinical pharmacology section of the label based on a review
of the open literature, since the current carbamazepine labeling is inappropriate for the new indication. The
following changes are recommended:

Mechanism of Action

The T - .
] ) ] 1 mechanism(s) of action of carbamazepine in the treatment of
bipolar disorder has not beén — =lucidated. :

Numerous pharmacological effects of carbamazepine have been described in the published literature. -

J
L
J : The contribution of these effects to the efficacy of carbamazepine in bipolar disorder is
unknown.
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