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Treatment of epilepsy in adults and in treatment of the so called focal benign epilepsy of children, when other
medication was not adequate.
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) 4.4 Special warnings and precautions for use
Sulthiame should not be administered, or only administered with special caution and adequate monitoring:
. . | : .
Suicidal ideation and suicidal behavior
... Therefore patients should be monitored for signs of suicidal ideation and behaviours and appropriate treatment
should be considered. Patients (and caregivers of patients) should be advised to seek medical advice should signs of
suicidal ideation or behaviour emerge.
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=Patients with rare hereditary problems of galactose intolerance, lactase deficiency or glucose-galactose
We Kjmalabsorption should not take Ospolot®.
S A

Pregnancy

No systematically gained experience on administration of sulthiame in humans during pregnancy is
available. In experimental animal studies, embryotoxic effects have been revealed (see also section 5.3).
In general, an increased risk of malformations has been observed after administration of antiepileptic
drugs, which can be increased by the simultaneous administration of different antiepileptic drugs.
Therefore, the administration of Ospolot® during pregnancy and in women of childbearing age, who do not
use contraception, is not recommended.

In case of pregnancy, the lowest seizure-controlling dose of Ospolot should be given, as far as possible in
monotherapy. Prenatal diagnostic measures for the early detection of damage (high-resolution ultrasound
and alpha-fetoprotein determination) are recommended. In no case treatment with antiepileptic drugs
should be discontinued without medical advice, as uncontrolled seizures can have serious consequences
for both the mother and the unborn child.

Lactation

It is not known if sulthiame passes into breast milk. Since a risk for the newborn cannot be excluded,
sulthiame should not be used during lactation

. 4.8 Undesirable effects

Meabolism and nutrition disorders

Mep-commen—anorexia

Common: weight loss, lack of appetite

Psychiatric disorders

Uncommon: hallucinations, anxiety, lack of drive, psychic-changes;-depression,behavioural
Not known: depressive mood/depression, personality change and behavioural anomaly (e.g.

aggressiveness, irritability, mood swings)
Nervous system disorders
Common: ataxia; paraesthesias in the extremities and in the face (dese-dependent),
dizziness (giddiness), headache
Respiratory, thoracic and mediastinal disorders
Common: tachypnoea*, hyperpnoea*, dyspnoea, singultus
Gastrointestinal disorders
Very common: gastric complaints like e.g. nausea, vomiting (in about 10% of patients)
Not known: diarrhoea
Renal and urinary disorders
Not known: acute renal failure
. \
*Dose-dependent, if necessary the dose has to be adapted

.DIyMN 7Vy27 N9 1"V 09TIN 17277 |N'1 ,NIXMAN TIWA INXAY NISINNN 1AXA2 0'N07U9NA X7 [I7UN1 [DIX7 |17V

,N>112
nunn NN - 21 TIT



