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Depalept is indicated for the treatment of generalized or partial epilepsy secondary generalized
epilepsy and mixed forms of epilepsy.
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Sodium valproate 200 mg/tab
Sodium valproate 500 mg/tab
Syrup: Sodium Valproate 200 mg/5ml
Oral Solution: Sodium Valproate 200 mg/1ml
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4.4. Special warnings and precautions for use

Severe Liver damage

Detection

....... before therapy and regularly during the first 6 months of therapy, especially in patients at risk.

If concomitant treatments known for their liver toxicity are changed (dose increase or new treatment),
liver function tests must be carried out again '(see also section 4.5 on the risk of liver damage with
salicylates, other anticonvulsants including cannabidiol).

SINCE 1921



Interaction with other medicinal products

Concomitant use of this medicinal product with lamotrigine and/or penems (carbapenems) is not
recommended (see section 4.5).

4.5. Interaction with other medicinal products and other forms of interaction
+ Penems (carbapenems)

Co-administration of valproic acid and carbapenems has led to decreases in plasma concentrations
of valproic acid of approximately 60 to 100% in around two days. Due to the rapid onset and the
extent of the decreased plasma concentrations, simultaneous administration of carbapenems in
patients stabilised on valproic acid who cannot be monitored should therefore be avoided (see

section 4.4).
+ Risk of liver damage

The concomitant use of salicylates should be avoided in children under 3 years due to the risk of
liver toxicity (see section 4.4).

Concomitant use of valproate and other anticonvulsants increases the risk of liver damage, especially
in young children (see section 4.4).

Concomitant use with cannabidiol increases the incidence of raised transaminases. In patients of all
ages receiving concomitantly cannabidiol at doses of 10 to 25 mg/kg and valproate, clinical trials
have reported ALT increases greater than 3 times the upper limit of normal in 19% of patients.
Appropriate liver monitoring should be exercised when valproate is used concomitantly with other
anticonvulsants with potential hepatotoxicity, including cannabidiol. Dose reductions or therapy
cessation should be considered in case of significant anomalies of liver parameters (see section 4.4).

4.6. Fertility, pregnancy and lactation
Fertility

Amenorrhea, polycystic ovaries and increased testosterone levels have heenrepearied in women treated

with usingvalproate (see section 4.8). [n men, the -'u'-al-pma-t-s-admlnlstratmn of valproate may also impair

fertility in-men-(inpanicular decreased reduced sperm motility in particular) (see section 4.8). In some
cases, theseF fertility disorders are insome casesreversible after discontinuing treatment for at least

3 munths-aﬂe{-dmsgm-numg-tma;man-t Furthermore. In a limited number of the-cases_ it was reported
suggestthat a significant reduction in dosage gan improve ferfilityferdility disorders may improve in the
svent that the dose is significantly reduced However, in other cases, the reversibility of this male
infertility ig.not usknown,
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