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Inovelon is indicated as adjunctive therapy in the treatment of seizures associated with Lennox
Gastaut syndrome in patients 1 year of age and older.
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4. CLINICAL PARTICULARS
4.1 Therapeutic indications

Inovelon is indicated as adjunctive therapy in the treatment of seizures associated with Lennox-Gastaut syndrome in
patients 4-years 1 year of age and older.

4.2 Posology and method of administration

[...]
Posology

Use in children from one year to less than four years of age

Patients not receiving valproic acid (as sodium):

Treatment should be initiated at a dose of 10 mg/kg/day administered in two equally divided doses separated by
approximately 12 hours. According to clinical response and tolerability, the dose may be increased by up to 10
mg/kg/day every third day to a target dose of 45 mg/kg/day administered in two equally divided doses separated by
approximately 12 hours. For this patient population, the maximum recommended dose is 45 mg/kg/day.

Patients receiving valproic acid (as sodium):

As valproic acid (as sodium) significantly decreases clearance of rufinamide, a lower maximum dose of Inovelon tablets
is recommended for patients being co-administered valproic acid (as sodium). Treatment should be initiated at a dose
of 10 mg/kg/day administered in two equally divided doses separated by approximately 12 hours. According to clinical
response and tolerability, the dose may be increased by up to 10 mg/kg/day every third day to a target dose of 30
mg/kg/day administered in two equally divided doses separated by approximately 12 hours. For this patient population,
the maximum recommended dose is 30 mg/kg/day.

If the recommended calculated dose of Inovelon tablets is not achievable, the dose should be given to the nearest whole

100 mg tablet.

Use in children four years of age or older and less than 30 kg

Patients <30 kg not receiving valproic acid (as sodium):

Treatment should be initiated at a daily dose of 200 mg. According to clinical response and tolerability, the dose may
be increased by 200 mg/day increments, as frequently as every third day, up to a maximum recommended dose of
1000 mg/day.

Doses of up to 3600 mg/day have been studied in a limited number of patients.

Patients <30 kg also receiving valproic acid (as sodium):

As valproic acid (as sodium) significantly decreases clearance of Inovelon tablets, a lower maximum dose of Inovelon
tablets is recommended for patients <30 kg being co-administered valproic acid (as sodium). Treatment should be
initiated at a daily dose of 200 mg. According to clinical response and tolerability, after a minimum of 2 days the dose
may be increased by 200 mg/day, to the maximum recommended dose of 600 mg/day.

Use in adults, adolescents and children four years of age or older of 30 kg or over

Patients >30 kg not receiving valproic acid (as sodium):

Treatment should be initiated at a daily dose of 400 mg. According to clinical response and tolerability, the dose may
be increased by 400 mg/day increments, as frequently as every other day, up to a maximum recommended dose as
indicated in the table below.

Weight range 30.0 — 50.0 kg 50.1 — 70.0 kg 270.1 kg
Maximum 1,800 mg/day 2,400 mg/day 3,200 mg/day
recommended dose

Doses of up to 4,000 mg/day (in the 30 -50 kg range) or 4,800 mg/day (in the over 50 kg) have been studied in a limited
number of patients,
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Patients >30 kg also receiving valproic acid (as sodium):

Treatment should be initiated at a daily dose of 400 mg. According to clinical response and tolerability, the dose may be
increased by 400 mg/day increments, as frequently as every other day, up to a maximum recommended dose as indicated
in the table below.

Weight range 30.0 —50.0 kg 50.1 —70.0 kg 270.1 kg
Maximum 1,200 mg/day 1,600 mg/day 2,200 mg/day

recommended dose
[...]
Paediatric population
The safety and efficacy of rufinamide in new born infants or infants and toddlers ehildren aged 4-years-and less than 1
year have not yet been established. No data are available. (see section 5.2)

Method of administration
[...] Alternatively, use the score line to break the tablet into two equal halves.

[.]

4.5 Interactions with other medicinal products and other forms of interaction

Potential for other medicinal products to affect Inovelon tablets
Other anti-epileptic medicinal products
Rufinamide concentrations are not subject to clinically relevant changes may-be-decreased-by on co-administration with

known enzyme inducing antiepileptic medicinal products. earbamazepine—phenobarbitalphenytoinvigabatrin-or
primidone.

For patients on Inovelon tablets treatment who have administration of valproic acid (as sodium) initiated, significant
increases in rufinamide plasma concentrations may occur. Fhe-mestproneuncedincreases-were-observed-inpatients
oHow bedy-weight{<30-kg)- Therefore, consideration should be given to a dose reduction of Inovelon tablets in patients
<30-kg who are initiated on valproic acid (as sodium) therapy (see Section 4.2).

]

4.6 Fertility, pregnancy and lactation

Pregnancy

[...]

Moreover, effective anti-epileptic therapy must should not be interrupted abruptly, since the aggravation of the illness is
detrimental to both the mother and the foetus. AED treatment during pregnancy should be carefully discussed with the
treating physician.

[..1

4.8 Undesirable effects

[..]

Additional information on special populations

Paediatric Population (age 1 to less than 4 years)

In a multicentre, open-label study comparing the addition of rufinamide to any other AED of the investigator’s choice to
the existing regimen of 1 to 3 AEDs in paediatric patients, 1 to less than 4 years of age with inadequately controlled
LGS, 25 patients, of which 10 subjects were age 1 to 2 years, were exposed to rufinamide as adjunctive therapy for 24
weeks at a dose of up to 45 mg/kg/day, in 2 divided doses. The most frequently reported TEAES in the rufinamide
treatment group (occurring in 210% of subjects) were upper respiratory tract infection and vomiting (28.0% each),
pneumonia and somnolence (20.0% each), sinusitis, otitis media, diarrhoea, cough and pyrexia (16.0% each), and
bronchitis, constipation, nasal congestion, rash, irritability and decreased appetite (12.0% each). The frequency, type
and severity of these adverse reactions were similar to that in children 4 years of age and older, adolescents and
adults. Age characterisation in patients less than 4 years was not identified in the limited safety database due to small
number of patients in the study.
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