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Epilim® ABBREVIATED PRESCRIBING INFORMATION, PRESENTATION Epilim Enteric 200mg Gastro-resistant Coated Tablets and Epilim Enteric 500mg Gastro-resistant Coated Tablets: Enteric coated tablets containing 200 mg, and 500 mg sodium valproate,
respectively. Epilim 100mg Crushable Tablets containing 100 mg sodium valproate. Epilim Syrup 200mg/5ml Oral Solution and Epilim Liquid 200mg/Sml Oral Solution (sugar free) both containing 200 mg sodium valproate per 5 ml. Epilim Chrono 200mg; Epilim
Chrono 300mg, and Epilim Chrono 500mg Prolonged Release Tablets: Prolonged release tablets containing a mixture of sodium valproate and valproic acid equivalent to 200 mg, 300 mg and 500 mg sodium valproate respectively. Epilim Intravenous 400mg pow-
der and solvent for solution for injection or infusion: 400mg sodium valproate freeze-dried powder per vial. INDICATIONS Treatment of generalised, partial or other epilepsy. Treatment and prevention of mania associated with bipolar disorders (Chrono only). Epilim
IV — For short-term therapy, where oral treatment is not possible. DOSAGE AND ADMINISTRATION Adults: titrate until seizure control is achieved. Initially 600 mg/day increasing in steps of 200 mg at 3 day intervals to a maximum dose of 2500 mg/day (target
dose range 20-30 mg/kg/day). Children over 20 kg: initially 400 mg/day increasing in steps to a maximum dose of 35 mg/kg/day (target dose range 20-30 mg/kg/day). Children under 20 kg: initially 20 mg/kg/day - the dose may be increased in severe cases
provided that plasma levels are monitored; above 40mg/kg/day chemistry and haematology should be monitored. Epilim Chrono should not be used in this group of patients, due to the tablet size and need for dose titration. Dosage in Bipolar Disorder (Epilim
Chrono): Initially 20 mg/kg/day. Adjust according to individual response. Recommended daily dose 1,000 - 2,000mg (max 3,000mg). Epilim IV - Patients already satisfactorily treated with Epilim may be continued at their current dosage using continuous or repeat-
ed infusion. Other patients may be given a slow intravenous injection over 3-5 minutes, usually 400-800mg depending on body weight (up to 10mg/kg) followed by continuous or repeated infusion up to a maximum of 2500 mg/day. Epilim [V should be replaced
by oral Epilim therapy as soon as practicable. Combination therapy; levels of Epilim and co-administered anticonvulsants may be affected and optimum dosage is determined by seizure control. Adjust dose in renal impairment and in the elderly. CONTRAINDI-
CATIONS Active liver disease, family or personal history of severe hepatic dysfunction, especially drug related. Porphyria. PRECAUTIONS Hepatic dysfunction: liver function tests are advised before therapy and during the first six months, especially in patients at risk
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 are 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 benefits and risks should be considered. May cause false positives in urine testing
for diabetes. Women of childbearing potential. INTERACTIONS Epilim affects the following drugs: antipsychotics, MAOIs, antidepressants, benzodiazepines, phenobarbital, primidone, phenytoin, carbamazepine, lamotrigine, zidovudine, vitamin K-dependent antico-
agulants. Drugs which affect Epilim: phenytoin, phenobarbital, carbamazepine, felbamate, mefloguine, 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: hepato-biliary disorders, lethargy, confusion, stupor, hallucinations, convulsions, anaemia, leucopenia, pancytopenia, cutaneous reactions, hear-
ing 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 syn-
drome, erythema multiforme, gynaecomastia, reversible Fanconi's syndrome, enuresis, non-severe peripheral oedema. PHARMACEUTICAL PRECAUTIONS: Epilim is hygroscopic — keep tablets in blister pack until use and avoid cutting blister strips. Epilim Liquid
should not be diluted. PACK QUANTITY Epilim Crushable, Enteric and Chrono Tablets: 100 Tablets. Epilim Syrup & Liquid: 300ml. Epilim Intravenous: 1 vial & 1 ampoule. LEGAL CATEGORY: POM. MARKETING AUTHORISATION HOLDER sanofi-

aventis Ireland Ltd., Citywest Business Campus, Dublin 24. MARKETING AUTHORISATION NUMBERS Epilim 100mg Crushable Tablets — PA 540/150/1 Epilim 200 Enteric Tablets — PA 540/150/2 Epilim 500 Enteric Tablets — PA 540/150/3

Epilim Chrono 200mg — PA 540/150/10 Epilim Chrono 300mg — PA 540/150/11 Epilim Chrono 500mg — PA 540/150/12 Epilim Intravenous — PA 540/150/13 Epilim Liquid — PA 540/150/14 Epilim Syrup — PA 540/150/15 Further infor-

mation 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 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: July 2008
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Continuous treatment for Alzheimer's \
Disease from the moderate stage onwards'

Ebixa: Now Once Daily'

Easier Administration = Convenience + Compliance Benefits ** 7

Ebixa: Stabilises symptoms of AD*. Fewer Ebixa
treated patients worsened versus placebo *

*Moderate AD onwards

Abbreviated Prescribing Information: For full prescribing information refer
to the Summary of Product Characteristics. Name: Ebixa Active Substance:
Memantine Hydrochloride. Indication: Treatment of patients with moderate
to severe Alzheimer's disease. Dosage & Administration: Treatment should
be initiated and supervised by a physician experienced in the diagnosis and
treatment of Alzheimer’s dementia. Therapy should only be started if a
caregiver is available who will regularly monitor the intake of the medicinal
product by the patient. Treatment is orally either as tablets (10 mg) or
solution (10 mg/g) taken with or without food at the same time every day
Maintenance dose is 20mg/day, (two tablets or 40 drops once a day)
Treatment starts with Smg/day (half a tablet or 10 drops once a day) for the
first week; the 2nd week 10mg/day (one tablet or 20 drops once a day); the
3rd week 15mg/day (one and a half tablets or 30 drops once a day) and the
4th week 20mg/day (two tablets or 40 drops once a day). Moderate renal
impairment 10mg/day (one tablet or 20 drops once a day), if well tolerated
after 7 days the dose can be titrated up to 20mg/day (two tablets or 40
10 mg/day. Mild

Severe hepatic

drops once a day). Severe renal impairment- dose is
moderate hepatic impairment- no dose adjustment
impairment- no data available. Children & Adolescents: Not recommended
Contraindications: Hypersensitivity to the active substance or any of the
excipients. Pregnancy and Lactation: Pregnancy: Memantine should not be

used in pregnant w s dloarly necessary. Lactation: Memantine
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should not be used in women who are breastfeeding. Special Warnings and
Precautions for use: Caution is recommended in patients with epilepsy
Caution is advised in patients with raised urine pH as this may elevate
plasma levels. Clinical trial data are limited on patients with myocardial
infarction, uncompensated congestive heart failure and uncontrolled
hypertension and patients with these conditions should be closely
supervised. Avoid concomitant use of NMDA antagonists (see also
interactions). Patients with sugar intolerance should not take Ebixa, Patients
should be warned to take special care if driving and using machines as Ebixa
has minor to moderate influence on these tasks. Interactions: Effects of L

Dopa, dopaminergic agonists and anticholinergics may be enhanced. Effects
of barbiturates and neuroleptics may be reduced. Effect of concomitant
treatment with antispasmodic agents e.g. dantrolene and baclofen may be
modified. Plasma levels of cimetidine, ranitidine, procainamide, quinidine
Co-administration  with

quinine and nicotine may be increased
hydrochlorothiazide (HCT) may lead to a reduced serum level of HCT

Concomitant use of NMDA antagonist- amantadine tamine,
dextromethorphan or phenytoin should be avoided. Close monitoring of
prothrombin time or INR is advisable for patients treated concomitantly
with oral anticoagulants. Adverse reactions: Common (>1/100 and <1/10)
headache, somnolence, hypertension, constipation and  dizziness
Untammaon reactions (>1/1000 and <1/100): fatigue, fungal infections,

Ebixa

memantine

confusion, hallucinations (mainly in severe Alzheimer's disease), venous
thrombosis/thromboembolism, vomiting, gait abnormal.  Very rare
(£1/10,000): seizures. Not known: lsolated cases of pancr s and
psychotic reactions have been reported post-marketing. Alzheimer g
has been associated with depression, suicidal ideation and suicide. In post
marketing experience these events have been reported in patients treated
with memantine. Overdose: Symptomatic treatment. Elimination: Mainly in
ged form via the kidneys. Legal Category: POM. Marketing
Authorisation Holder: H.lundbeck A/S, 9 Ottiliavej, DK-2500, Valby,
Marketing Authorisation Numbers: EU/1/02/219/005 Ebixa
Oral drops solution-50g bottle. EU/1/02/219/006 Ebixa 10mg/g
ps solution-100g bottle. EU/1/02/219/007 Ebixa Tablets 10mg, 28
pack size. EU/1/02/219/008 Ebixa Tablets 10mg, 56 pack size. Further
information may be obtained from: Lundbeck (Ireland) Ltd., 7 Riverwalk,
Citywest Busir Campus, Citywe Dublin References: 1. Ebixa
Summary of Product Characteristics 2. Claxton et al. Clin Ther. 2001;
23:1296-1310 3. Shi et a. Exp Rev of Pharm Re i
4. Wilkinson et al. Dement Geriatr Cogn Disord. 2007;24
Date of Preparation: May 2008. References: 1. Ebixa Summary of Product
Characteristics 2. Claxon et al. Clin Ther. 2001;23:1296-1310 3. hiet al
Exp Rev of Pharm Res. 2007;7:187-2002 4. Wilkinson et al. Dement
Geriatr Cogn Disord. 2007; 24(2) 138-145
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