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Depalept Chrono 500mg 
 
 

  :    
VALPROIC ACID   145 MG 
VALPROIC ACID ( AS SODIUM ) 333 MG 

 :   
  

Epilepsy: 
Treatment of generalized or partial epilepsy secondary epilepsy and mixed forms of epilepsy. 
Bipolar disorders: 
Treatment of manic episode 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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4.6  Fertility, pregnancy and lactation 

 

Pregnancy 

Treatment of epilepsy 

 Valproate is contraindicated  as treatment for bipolar disorder during pregnancy. 

Valproate is contraindicated as treatment for epilepsy during pregnancy, unless there is 

no suitable alternative to treat epilepsytreatment. 

  Valproate is contraindicated for use in women of childbearing potential, unless the 

conditions of the pregnancy prevention program are fulfilled (see sections 4.3 and 4.4). 

 

 

Treatment of Bipolar disorder 

 Valproate is contraindicated during pregnancy. 

 Valproate is contraindicated in women of childbearing potential, unless the conditions of 

the pregnancy prevention programme are fulfilled (see sections 4.3 and 4.4). 
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5.3. Preclinical safety data 

 
….. 
 
In repeatrepeated-dose toxicity studies, testicular degeneration/atrophy or spermatogenesis 

abnormalities and a decrease in testes weight were reported in adult rats and dogs after oral 

administration at doses of 400 1250 mg/kg/day and 150 mg/kg/day, respectively with associated 
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NOAELs (no observed adverse effect levels) for testis findings of 270 mg/kg/day in adult rats and 

90 mg/kg/day in adult dogs. 

The safety margin comparisons based on extrapolated AUC (area under the curve) in rats and 

dogs indicate that there may be no safety margin. 
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