Topiramate

[OTORA] Toramate®  100mg/Tab ATC Code - N03A4AX11

v % GEEOR A, Xy

#ERE O OFSEAZA RN ZF AIVERE A G Lennox-Gastaut Ji 1 F 2 ER 2 ROF
M P e B o SR il BY 5K o % 3% Partial Onset Seizure :I{% Rz H- &t
e S TR RERR o

¥ 448 ¢ Anticonvulsant, Miscellaneous.

H H

/{

i
i

N

Note: Do not abruptly discontinue therapy; taper dosage gradually to prevent rebound
effects. (In clinical trials, adult doses were withdrawn by decreasing in weekly
intervals of 50 to 100 mg daily gradually over 2 to 8 weeks for seizure treatment,
and by decreasing in weekly intervals by 25 to 50 mg daily for migraine prophylaxis.)

Administration: Administer without regard to meals. It is not recommended to
crush, break, or chew the tablets due to bitter taste.

Indications and dosage regimens:
Adult
Epilepsy, monotherapy:
Partial-onset seizure and primary generalized tonic-clonic seizure:
Initial: 25 mg BID; may increase weekly by 50 mg daily up to 100 mg BID
(week 4 dose); thereafter, may further increase weekly by 100 mg daily
up to the recommended dose of 200 mg BID.
Epilepsy, adjunctive therapy:
Partial-onset seizure, primary generalized tonic-clonic seizure, or Lennox-Gastaut
syndrome: Note: Doses > 1600 mg have not been studied.
Initial: 25 mg QD or BID for 1 week; may increase weekly by 25 to 50 mg daily
until response;
maintenance dose: 100 to 200 mg BID (partial-onset seizures) or 200 mg BID
(primary generalized tonic-clonic seizures).

Doses > 400 mg have not shown additional benefit for treatment of partial-onset
seizures.

Migraine prophylaxis:

Initial: 25 mg QD (in evening); may increase weekly by 25 mg daily up to the
recommended dose of 100 mg daily given in 2 divided doses. Increased
intervals between dose adjustments may be considered.

Doses > 100 mg daily have shown no additional benefit.

Pediatric
Epilepsy, monotherapy:
Partial-onset seizure and primary generalized tonic-clonic seizure:

Children 2 to < 10 years:

Initial: 25 mg 0QD (in evening); may increase to 25 mg BID in week 2;
thereafter, may increase by 25 to 50 mg daily at weekly intervals over 5 to 7
weeks up to the following minimum recommended maintenance dose:

<11 kg: 150 mg daily in 2 divided doses
12 to 22 kg: 200 mg daily in 2 divided doses
23 to 31 kg: 200 mg daily in 2 divided doses
32 to 38 kg: 250 mg daily in 2 divided doses
> 39 kg: 250 mg daily in 2 divided doses

Maximum maintenance dose: If additional seizure control is needed and therapy

is tolerated, may further increase by 25 to 50 mg daily at weekly intervals up
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to the following maximum recommended maintenance dose:
<11 kg: 250 mg daily in 2 divided doses
12 to 22 kg: 300 mg daily in 2 divided doses
23 to 31 kg: 350 mg daily in 2 divided doses
32 to 38 kg: 350 mg daily in 2 divided doses
> 39 kg: 400 mg daily in 2 divided doses

Epilepsy, adjunctive therapy:

Partial-onset seizure, primary generalized tonic-clonic seizure, or Lennox-Gastaut

syndrome:

i

Children 2 to < 6 years:

Initial: 25 mg (1 to 3 mg/kg/day) QD (in evening) for 1 week; may increase
every 1 to 2 weeks in increments of 1 to 3 mg/kg/day up to the
recommended dose of 5 to 9 mg/kg/day in 2 divided doses.

Children > 6 years and Adolescents < 17 years:

Initial: 25 mg (1 to 3 mg/kg/day) QD (in evening) for 1 week; may increase
every | to 2 weeks in increments of 1 to 3 mg/kg/day up to the
recommended dose of 5 to 9 mg/kg/day in 2 divided doses.
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Nifedipine: | nifedipine exposure.

Hormonal contraceptives: | plasma levels of hormonal contraceptive.
Buprenorphine, pregabalin, gabapentin: T risk of respiratory depression.
Codeine, meperidine, morphine: T risk of respiratory or CNS depression.
Metoclopramide: T risk of CNS depression.

Midazolam: 1 risk of hypoventilation, airway obstruction, desaturation, or
apnea.
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