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EPILIM* 
ChronoAphere 
Sodium Valproate and Valproic Acid 

Prolonged Release1 

Helps make treating Epilepsy in children easier" 

Epilim Chronosphere* 
ABBREVIATED PRESCRIBING INFORMATION 

PRESENTATION 
Epilim Chronosphere Prolonged Release Granules: Sachels contain: 66,60mg sodium valproate and 29,03mg valproic acid 
equivalent to 100mg sodium valproate; 166,76mg sodium valproate and 72.61mg valproic acid equivalent to 250mg sodium 
valproate; 333.30mg sodium valproate and 145.14mg valproic acid equivalent to 500mg sodium valproate; 500.06mg sodium 
valproate and 217.75mg valproic acid equivalent to 750mg sodium valproate; 666.60mg sodium valproate and 290.27mg valproic 
acid equivalent to 1000mg sodium valproate, 
INDICATIONS 
Treatment of generalised, partial or other epilepsy. Treatment and prevention of mania associated with bipolar disorders. 
DOSAGE AND ADMINISTRATION 
Dosage in Epilepsy: Initially 10-15 mg/kg/day. Titrate to 30mg/kg/day (children) or 20-30mg/kg/day (adults). 
Dosage in Bipolar Disorder: Initially 20 mg/kg/day. Adjust according to individual response. Recommended daily dose 1,000 -
2,000mg (max 3,000mg). 
May be given once or twice daily. Adjust dose in renal impairment and in the elderly. 
Administration: Granules should be sprinkled on a small amount of cold or room temperature soft food or liquid. If taken in liquid, the 
glass should be rinsed afterwards with a small amount of water and this should be taken as well. Granules should not be crushed or 
chewed. A mixture of granules with soft food or liquid should not be stored for future use. Granules should not be sprinkled on warm 
or hot foods or liquids. Granules can be poured directly into the mouth and washed down with a cold liquid. Granules should not be 
given in babies' bottles as they can block the nipple. Valproic acid plasma levels should be considered when adequate seizure control 
is not achieved, or when adverse effects are suspected, {reported therapeutic level is 40-100 mg/L (300-700 umol/L)]. 
CONTRAINDICATIONS 
Active liver disease, family or personal history of severe hepatic dysfunction, especially drug related. Porphyria. 
PRECAUTIONS 
Hepatic dysfunction; liver function tests advised before therapy and during the first six months, especially in patients at nsk or with a 
history of liver disease. Blood cell count, bleeding time and coagulation tests advised before therapy to avoid bleeding complications. 
Pancreatitis, especially in young children. Hyperammonaemia: metabolic tests advised before therapy in those at risk. Systemic 
lupus erythematosus. Risk of weight gain. Discontinuation should be done under the supervision of a specialist. Monotherapy is 
recommended in children under 3 years but risks should be considered. May cause false positives in urine testing for diabetes. 
Women of childbearing potential. Suicidal ideation and behaviour have been reported in patients treated with antiepileptic agents 
in several indications. Therefore patients should be monitored for signs of suicidal ideation and behaviours and advised to seek 
medical advice should signs emerge. 
INTERACTIONS 
Epilim affects the following drugs: antipsychotics, MAOIs, antidepressants, benzodiazepines, phenobarbital, primidone, phenytoin, 
carbamazepine, lamotrigine, zidovudine, vitamin K-dependent anticoagulants. 
Drugs which affect Epilim: phenytoin, phenobarbital, carbamazepine, felbamate, mefloquine, chloroquine. highly protein bound 
agents (e.g. aspirin), cimetidine, erythromycin, carbapenem antibiotics, colestyramine. 
Other interactions: Caution advised when using Epilim with newer anti-epileptics. 

USE IN PREGNANCY AND LACTATION 
Women of childbearing potential: should receive specialist neurological advice of the risks and benefits of continuing anti-epileptic 
medication throughout pregnancy. Anticonvulsant monotherapy is preferable in divided doses at lowest effective dose. Epilim should 
not be discontinued during pregnancy without assessment of the benefits versus risks. 
Risk in the neonate: Rare reports of haemorrhagic syndrome (related to hypofibrinaemia} in neonates whose mothers received 
sodium valproate during their pregnancy. Afibrinaemia has also been reported and may be fatal, Neonatal platelet counts, fibrinogen 
plasma levels and coagulation status should be fully investigated. 
Lactation: Epilim is excreted in breast milk in concentrations between 1 to 10%. 
SIDE EFFECTS: 
Occassional: congenital and familial/genetic disorders, transient Gl disorders, sedation, dose-related ataxia, fine postural 
tremor, increased alertness, aggression, hyperactivity, hyperammonaemia, thrombocytopenia, transient hair loss, amenorrhoea, 
dysmenorrhoea, vasculitis, allergic reactions, increased weight. 
Rare: hepatobiliary disorders, lethargy, confusion, stupor, hallucinations, convulsions, anaemia, leucopenia, pancytopenia, 
cutaneous reactions, hearing loss, Very rare: pancreatitis, encephalopathy, coma, reversible parkinsonism/dementia/cerebral 
atrophy, hyponatraemia, reduction in fibrinogen, reversible increase in bleeding time, spontaneous bruising or bleeding, toxic 
epidermal necrolysis, Stevens-Johnson syndrome, erythema multiforme, gynaecomastia, reversible Fanconi's syndrome, enuresis, 
non-severe peripheral oedema. 
PHARMACEUTICAL PRECAUTIONS: Do not store above 25°C. 
PACK QUANTITY: 30 sachets 
LEGAL CATEGORY: POM 
MARKETING AUTHORISATION HOLDER: sanofi-aventis Ireland Ltd., Citywest Business Campus, Dublin 24. 
MARKETING AUTHORISATION NUMBERS: PA 540/150/5 (100mg), PA 540/150/6 (250mg), PA 540/150/7 (500mg), PA 540/150/8 
(750mg). PA 540/150/9 (1,000mg}. 
Further information is available from: sanofi-aventis Ireland Ltd., 18 Riverwalk, Citywest Business Campus, Dublin 24 or contact 
IEmedinfo@sanofi-aventis.com, Tel.: (01) 4035600. Please refer to the Summary of Product Characteristics which can be found on 
IPHA @ http://www.medicines.ie/ before prescribing. Information about adverse event reporting can be found at www.imb.ie. 
Adverse events should be reported to the sanofi-aventis Drug Safety Department. 
Date of preparation: January 2009. 
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Serdolect® now available in Ireland for the treatment of Schizophrenia1 

-LuvJlect ^ ^ L Serdolect 
sertindole 

Abbreviated Prescribing Informat ion Please refer to the Summary of than a week. Otherwise the recommended t i t rat ion Gradual withdrawal is advisable Caul in patients 
Name Serdolect* taking of ECGs. 
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