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VALPROIC ACID 145 MG
VALPROIC ACID ( AS SODIUM ) 333 MG
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Epilepsy: Treatment of generalized or partial epilepsy secondary epilepsy and mixed forms of
epilepsy.

Bipolar disorders: Treatment of manic episode in bipolar disorder when lithium is contraindicated or
not tolerated. The continuation of treatment after manic episode could be considered in patients who
have responded to valproic acid for acute mania.
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4.2 Posology and method of administration

[.]
Initiation of Depalept therapy (oral administration):

e Liver function tests should be performed before starting treatment (see Section 4.3) and then
periodically for the first 6 months, particularly in patients at risk (see Section 4.4).

e Blood tests (complete blood count including platelets, bleeding time and coagulation
parameters) are recommended prior to treatment, then after 15 days and at the end of
treatment, and also before any surgery, and in the event of hematomas or spontaneous
bleeding (see Section 4.8).

e Patients with renal insufficiency:

In patients with renal insufficiency, it may be necessary to decrease the dosage, or to increase the
dosage in those receiving haemodialysis. Valproate is dialysable (see section 4.9). Dosage should
be adjusted accordlng to chmcal momtorlng of the patlent (see section 4. 4) eleva%eel—c—mem-a%mg

Renal insufficiency and hypoproteinaemia

In patients with renal insufficiency and hypoproteinaemia, the rise in free valproic acid in serum
must be considered and the dose reduced accordingly (see also section 4.2). In patients receiving
haemodialysis, it may be necessary to increase the dosage. Valproate is dialysable (see

section 4.9). As monitoring of plasma concentrations alone may be misleading, dosage should be
adjusted according to the clinical picture.

4.8 Undesirable effects
[...]

Investigations

[...]
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Not known: acquired Pelger—Huet anomaly.
Acquired Pelger-Huet anomaly has been reported in cases with and without myelodysplastic
syndrome.
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