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Rimidon

Composition

Rimidon 50 Tablet: Each tablet contains Primidone
USP 50 mg.

Rimidon 250 Tablet: Each tablet contains Primidone
USP 250 mg.

Mechanism of Action

Primidone and its metabolites, phenobarbital and
phenylethylmalonamide ~ (PEMA), are active
anticonvulsants. Primidone does not directly interact
with  GABA-A receptors or chloride channels but
phenobarbital does. Primidone alters transmembrane
sodium and calcium channel transport, reducing the
frequency of nerve firing, which may be responsible
for the primidone’s effect on convulsions and essential
tremor

Therapeutic Indications

Primidone is an anticonvulsant used to treat essential
tremor as well as grand mal, psychomotor and focal
epileptic seizures

Dosage

Essential tremor

Initially 50 mg daily should be introduced. The daily
dose (given in 2 divided doses) should be increased
gradually over a 2 to 3 week period until remission of
symptoms or the highest dose tolerated up to a
maximum of 750 mg daily.

Usual Dosage

Patients 8 years of age and older:

Days 1 to 3: 100 to 125 mg at bedtime.

Days 4 to 6: 100 to 125 mg twice a day.

Days 7 to 9: 100 to 125 mg three times a day.

Day 10 to maintenance: 250 mg three times a day.
The usual maintenance dosage is 250 mg three times
a day or four times a day. If required, an increase to
250 mg five or six times daily may be made, but daily
doses should not exceed 500 mg four times a day.
Patients already receiving other Anticonvulsants
Primidone should be started at 100 to 125 mg at
bedtime and gradually increased to maintenance level
as the other drug is gradually decreased. This
regimen should be continued until satisfactory dosage
level is achieved for the combination, or the other
medication is completely withdrawn.

Pediatric Dosage

For children under 8 years of age:

Days 1 to 3: 50 mg at bedtime.

Days 4 to 6: 50 mg twice a day.

Days 7 to 9: 100 mg twice a day.

Day 10 to maintenance: 125 mg three times a day to
250 mg three times a day.

The usual maintenance dosage is 125 to 250 mg
three times daily or, 10 to 25 mg/kg/day in divided
doses.

Side effects

The most frequently occurring early side effects are
ataxia and vertigo. These tend to disappear with
continued therapy, or with reduction of initial dosage.
Occasionally, the following have been reported:
nausea, anorexia, vomiting, fatigue, hyperirritability,
emotional disturbances, sexual impotency, diplopia,
nystagmus, drowsiness and morbilliform  skin
eruptions.

Contraindications

Primidone is contraindicated in-

1) Patients with porphyria and

2) Patients who are hypersensitive to phenobarbital

Primidone USP

Precautions

The total daily dosage should not exceed 2 g. Since
Primidone therapy generally extends over prolonged
periods, a complete blood count and a sequential
multiple analysis-12 (SMA-12) test should be made
every six months.

Drug Interactions

This medication may decrease the effectiveness of
hormonal birth control such as pills, patch, or ring.
This could cause pregnancy. Discuss with your doctor
or pharmacist if you should use reliable backup birth
control methods while using this medication. Also tell
your doctor if you have any new spotting or
breakthrough bleeding, because these may be signs
that your birth control is not working well

Overdose

CNS depression (e.g. ataxia, loss of consciousness,
respiratory depression, coma), crystalluria.
Management: May perform aspiration of stomach
contents, administer activated charcoal or IV fluids,
forced alkaline diuresis depending on the severity of
intoxication. May perform hemoperfusion (if the
patient is hypotensive) or hemodialysis in a more
life-threatening situation.

Pregnancy and Lactation

Primidone is suspected to have caused serious birth
defects when administered during pregnancy.
Available data confirmed the increased incidence of
congenital defects, particularly palatine and/or labial
clefts, cardiovascular malformations and
hypospadias.

Neonate: Withdrawal symptoms may occur in the
newly born whose mothers have received Primidone
during late pregnancy. Anticonvulsant therapy in
pregnancy has occasionally been associated with
coagulation disorders in the neonates. For this
reason, pregnant patients should be given Vitamin K
through the last month of pregnancy up to the time of
delivery. In the absence of such pretreatment, 10 mg
Vitamin K, may be given to the mother at the time of
delivery and 1 mg should be given immediately to the
neonate at risk.

Breast-feeding: Due to the risk of sedation which may
induce difficulties in suckling responsible of poor
weight gain during the neonatal immediate period,
breast-feeding is not recommended. The treatment
discontinuation is recommended except in absence of
therapeutic alternative less teratogenic.

Storage
Store below 30°C and dry place, away from light.
Keep out of the reach of children.

Packaging

Rimidon 50 Tablet: Each box contains 30 tablets in
Alu-Alu blister pack.

Rimidon 250 Tablet: Each box contains 30 tablets in
Alu-Alu blister pack.
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