CENOMATE

Cenobamate INN

COMPOSITION

Cenomate 12.5 Tablet: Each fiim-coated tablet
contains Cenobamate INN 12.5 mg.

Cenomate 50 Tablet: Each film-coated tablet
contains Cenobamate INN 50 mg.

PHARMACOLOGY

Cenobamate is a positive GABA-A modulator which
inhibits voltage-gated sodium channels. Inhibition of
voltage-gated sodium channels increases the
threshold for generating action potentials and
decreases the number of action potentials. Its dual,
complementary mechanisms of action may
contribute to superior anti-seizure activity.

INDICATION
Cenobamate is indicated for the treatment of
partial-onset seizures in adult patients.

DOSAGE AND ADMINISTRATION
Cenobamate can be taken with or without food, or
as recommended by a physician.

Initial Dose

Week 1 & 2 12.5 mg once daily
Titration Regimen

Week 3 & 4 25 mg once daily
Week 5 & 6 50 mg once daily
Week 7 & 8 100 mg once daily
Week 9 & 10 150 mg once daily

Maintenance Dose
Week 11 & thereafter

Maximum Dose

200 mg once daily

If needed based on clinical response and
tolerability, the dose may be increased above
200 mg by increments of 50 mg once daily every
two weeks to 400 mg once daily.

CONTRAINDICATION

Cenobamate is contraindicated in patients with a
history or hypersensitivity reaction to cenobamate
or any of the excipients and also in patients with
familial short QT syndrome.

WARNING AND PRECAUTION

Potential adverse effects such as Multiorgan
hypersensitivity reaction, QT shortening, and
Suicidal thoughts. Somnolence and fatigue should
be periodically re-evaluated. During cenobamate
therapeutic regimen, patients are advised not to
drive or operate machinery. Cenobamate should
be gradually withdrawn to minimize the potential
or increased seizure frequency.

SIDE EFFECT

a) Common: Somnolence, fatigue, dizziness or feeling
sleepy, nausea, constipation, double vision, decreased
appetite, diarrhea, or weakness may occur.

b) Rare: A very serious allergic reaction to this drug is rare.

USE IN PREGNANCY AND LACTATION
Pregnancy: The safety of cenobamate during

Sverest

human pregnancy has not been established,
Lactation: Cenobamate is not recommended for
breastfeeding patients.

USE IN PEDIATRICS
The safety and efficacy of cenobamate in children
under 18 years have not yet been established.

USE IN SPECIAL POPULATION

Renal impairment: Cenobamate should be used
with caution and reduction of the target dose may
be considered in patients with mild to moderate
(creatinine clearance 30 to <90 ml/min) or severe
(creatinine  clearance <30  ml/min)  renal
impairment. The maximum recommended dose for
patients with mild, moderate, or severe renal
impairment is 300 mg/day. Cenobamate should not
be used in patients with end-stage renal disease or
patients undergoing hemodialysis.

Hepatic impairment: Use with caution in patients
with mild to moderate hepatic impairment; lower
maximum dose and additional dose reduction
may be considered. The use of cenobamate in
patients with severe hepatic impairment is not
recommended.

DRUG INTERACTION

The doses of cenobamate should be reduced
while taking Phenytoin, Phenobarbital, Clobazam,
and CYP2C19 substrates and the doses should
be increased while taking  Lamotrigine,
Carbamazepine, CYP2B6, and CYP3A substrates.
Oral Contraceptives: The effectiveness of
hormonal oral contraceptives may be reduced
when  administered  concomitantly with
cenobamate. Women should use additional or
alternative non-hormonal birth control.

OVERDOSE
There is no experience of
cenobamate.

overdose with

STORAGE
Store below 30°C in a cool and dry place. Keep
away from light. Keep out of the reach of children.

HOW SUPPLIED

Cenomate 12.5 Tablet: Each box contains 2x10's
tablets in an Alu-Alu Blister pack.

Cenomate 50 Tablet: Each box contains 1x10’s
tablets in an Alu-Alu Blister pack.

Manufactured by

Everest Pharmaceuticals Ltd.
BSCIC I/A, Kanchpur, Narayanganj, Bangladesh
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