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Prescribing Information can be found on the inside back page and in the enclosed Summary of Product Characteristics (SmPC)

Manufacturing and pricing information
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Urinary precautions
 y Trobalt targets certain potassium channels in the Kv7 family: Kv7.2 to 

Kv7.5, with particular affinity for neuronal channels Kv7.2 and Kv7.314

 y Kv7.4 and Kv7.5 are present in the smooth muscle of the bladder15

 y Urinary retention, dysuria and urinary hesitation were reported  
in controlled clinical studies with Trobalt, mostly within the first  
8 weeks of treatment1

		Trobalt must be used with caution when patients are 
  at risk of urinary retention. It is recommended that patients  
  are advised about the risk of these possible effects1

An element of change
A first-in-class potassium channel 
opener for the adjunctive treatment 
of adults with partial epilepsy1
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Precautions1

See the SmPC for more details and a full list of possible adverse events
 y Caution should be exercised when Trobalt is prescribed with medicinal products known 

to increase QT interval and in patients with known prolonged QT interval, congestive 
cardiac failure, ventricular hypertrophy, hypokalaemia or hypomagnesaemia and 
in patients initiating treatment who are 65 years of age and above

		In these patients it is recommended that an electrocardiogram (ECG) is
  recorded before initiation of treatment with Trobalt and in those with a corrected 
  QT interval  >440 ms at baseline, an ECG should be recorded on reaching the 
  maintenance dose

 y Confusional state (9% incidence), hallucinations (2% incidence) and psychotic 
disorders (1% incidence) were reported in controlled clinical studies with Trobalt, 
generally within the first 8 weeks of treatment. Patients should be advised about 
the possible risk

 y Suicidal ideation and behaviour have been reported in patients treated with 
antiepileptic agents. Available data for Trobalt do not exclude the possibility of 
increased risk. Patients should be monitored for signs and appropriate treatment 
considered. Patients and caregivers should be advised to seek medical advice 
if signs of suicidal ideation or behaviour emerge

 y Elderly patients may be at increased risk of central nervous system events, urinary 
retention and atrial fibrillation. Trobalt must be used with caution in this population 
and a reduced initial and maintenance dose is recommended

 y As with other AEDs, Trobalt must be withdrawn gradually to minimise the potential 
for rebound seizures. It is recommended that the Trobalt dose is reduced over a 
period of at least 3 weeks, unless safety concerns require an abrupt withdrawal
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Trobalt: the first K+ channel opener for adjunctive 
treatment of adults with partial epilepsy1

A range of options is available for 
initiation and titration1

A low potential for interactions with other AEDs1

 See the SmPC for pharmacokinetic information

 y 30% of patients continue to have seizures despite current antiepileptic therapy2 

 y Trobalt is the first antiepileptic drug to target neuronal potassium channels3-11 
which have an important inhibitory role in the brain12,13

 y Trobalt is indicated as adjunctive treatment of partial onset seizures with  
or without secondary generalisation in adults aged 18 years and above  
with epilepsy1

 y  Trobalt tablets are colour-coded and taken orally in three divided daily doses

Available doses are:

 y In vitro studies showed little or no potential for Trobalt to inhibit or induce the major 
cytochrome P450 isoenzymes. Trobalt is unlikely to affect the pharmacokinetics 
of substrates of the major cytochrome P450 isoenzymes through inhibition or 
induction mechanisms

Initiation
Trobalt is prescribed up to a maximum of 300 mg/
day (100 mg three times daily)

Maintenance Trobalt is effective at a dose range  
of 600-1200 mg/day

Titration
Trobalt is increased by a maximum of 150 mg/day 
weekly until a therapeutic dose is reached according 
to the individual patient response and tolerability

Dosing information1

Trobalt has no clinically significant 
effect on plasma concentrations of 
the following AEDs:

•	 	carbamazepine,	clobazam,	
clonazepam,	gabapentin,	
lamotrigine,	levetiracetam,	
oxcarbazepine,	phenobarbitone,	
phenytoin,	pregabalin,	
topiramate,	valproate	and	
zonisamide.

The following AEDs have no 
clinically significant effect on  
Trobalt pharmacokinetics:

•	 	lamotrigine,	levetiracetam,
oxcarbazepine,	topiramate,	
valproate.

	Phenytoin,	carbamazepine	and	
phenobarbital	have	no	clinically	
signficant	effect	on	Trobalt	
clearance,	although	phenytoin	
and	carbamazepine	can	reduce	
Trobalt	exposure	by	35%	and	33%	
respectively.
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A reduction in the initial and maintenance dose of Trobalt is recommended in elderly patients (65 years of age and above)

Prescribing information:

Dandignis reperis ciderum quae non pliqui aliquibus, odion remodit, sus vendam, omnis non coressuntium harum quos et dellautat estota 
corehent expla quis sitae pedignim quiaerferio. Nequibus et dolo tempores minim que exerum alibus minullupta seque plitiis qui occusam 
dolorrumque venis doluptatque volore ipsam in cus conet ad qui in ex eicae verro berum sent optatat estrum qui volor mi, aut omnimagnihil 
ea coris esciisit quaeperes doluptaturem veniaspel id quissit. Soles et facerunt dunt essinve rspedior am imoluptat imoluptat imoluptat et 
voluptia deliquias imus. Cipitat fugit ulpari tem et, ut voloremporum num quo eum et re voluptatet rem et alis quia demporposam aborro 
offic tem volore nobis doluptio doluptinus, aut et, omnis magnati doluptio dolut Dandignis reperis ciderum quae non pliqui aliquibus, odion 
remodit, sus vendam, omnis non coressuntium harum quos et dellautat estota corehent expla quis sitae pedignim quiaerferio. Nequibus  

Date of preparation: November 2010
NECE/EPI/0032/10

Five dose strengths and a Starter Pack enable flexibility of initiation and titration

Trobalt Starter Pack takes a patient 
through the first two weeks of therapy

50 mg 100 mg 200 mg 300 mg 400 mg
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