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RCVOlen Capsules

REVAPHARMA
Composition:

Each Revolen Capsule contains: Pregabalin (50, 75 ,100 or 150)
mg.

Pharmacological Properties & Mechanism of Action:
Pregabalin, is a gamma-aminobutyric acid analogue [(S)-3-(ami-
nomethyl)-5 methylhexanoic acid]. Pregabalin binds to an auxilia-
ry subunit (-3 protein) of voltage-gated calcium channels in the
central nervous system. It has been shown to be effective in clinical
trials in the treatment of diabetic neuropathy, postherpetic neural-
gia and spinal cord injuries.

Pharmacokinetics:

Pregabalin is rapidly absorbed when administered in the fasted
state, with peak plasma concentrations occurring within 1 hour
following both single or multiple dose administration. Pregabalin
oral bioavailability is estimated to be > 90% and is independent
of dose. Following repeated administration, steady-state plasma
concentration is reached within 24 to 48 hours. Pregabalin is not
bound to plasma proteins. Following a dose of radiolabelled Pre-
gabalin, approximately 98% of the radioactivity recovered in the
urine was unchanged pregabalin. Pregabalin mean elimination
half-life is 6.3 hours.

Indications:

Neuropathic pain: Revolen is indicated for the treatment of periph-
eral and central neuropathic pain in adults.

Epilepsy: Revolen is indicated as adjunctive therapy in adults with
partial seizures with or without secondary generalisation.
Generalised anxiety disorder: Revolen is indicated for the treat-
ment of Generalised Anxiety Disorder (GAD) in adults.
Contraindications:

People with hypersensitivity to any of the components of the product.
Warnings & Precautions:

- Hypersensitivity reactions (including cases of angioedema) can
occur. Revolen should be discontinued immediately if symptoms of
angioedema, such as facial, perioral, or upper airway swelling occur.
- Antiepileptic drugs, including pregabalin, increase the risk of su-
icidal thoughts or behavior.

- Revolen may cause peripheral edema. Monitor patients for the
development of edema when co-administering Revolen and thiazo-
lidinedione antidiabetic agents.

- An increase in the frequency of seizures may occur in patients
with epilepsy if treatment is discontinued quickly. Revolen should
be withdrawn gradually within at least one week.

Pregnancy & Lactation:

Pregnancy: Pregabalin may cause fetal harm. Pregabalin should not
be used during pregnancy unless the benefit to the mother clearly
outweighs the potential risk to the fetus. Women of childbearing
potential must use effective contraception during treatment.
Lactation: Pregabalin is excreted into mother milk. A decision must
be made whether to discontinue breast-feeding or to discontinue
pregabalin therapy taking into account the benefit of breast-feeding
for the child and the benefit of therapy for the woman.

Drug Interactions:

- Pregabalin may potentiate the effects of ethanol and lorazepam.
- Pregabalin appears to be additive in the impairment of cognitive
and gross motor function caused by oxycodone.

Side Effects:

Most common side effects reported in patients treated with Pre-
gabalin are dizziness, somnolence, headache, fatigue, peripheral
edema, nausea, blurred vision, dry mouth, and weight gain.
Driving & Using Machines:

Revolen may cause dizziness and somnolence and impair patient’s

ability to drive or operate machinery.

Dosage & Administration:

The dose range is 150 to 600 mg per day given in either two or
three divided doses.

Neuropathic Pain and Epilepsy: Treatment can begin with a dose
of 150 mg per day given in two or three divided doses. Depending
on the individual patient’s response and tolerance, the dose may be
increased to 300 mg daily after about 3-7 days and, if necessary, to
amaximum dose of 600 mg daily after an additional 7-days period.
Generalised Anxiety Disorder: The dose range is 150 to 600 mg
per day given as two or three divided doses. The need for treatment
should be reassessed regularly. As previously mentioned, the dose
can be gradually increased.

Discontinuation of Pregabalin: If treatment with Pregabalin must
be discontinued, it should be done gradually over at least one week,
regardless of the indication.

Renal Impairment: As pregabalin clearance is directly proportional
to creatinine clearance, dose adjustment in patients with compro-
mised renal function must be individualised according to creatinine
clearance, as indicated in the following Table.

Pregabalin dose adjustment based on renal function:

Total pregabalin daily
. dose*
Creatinine Cl.ear- Starting Maximum Dose regimen
ance (mL/min)
dose dose
(mg/day) (mg/day)
=60 150 600 BID or TID™"
>30 - <60 75 300 BID or TID
>15-<30 25-50 150 Once Daily or BID
<15 25 75 Once Daily
Supplementary dosage following haemodialysis (mg)*. |
25 100 Single dose

*The total daily dose (mg/day) should be divided as indicated in
the dosing regimen to be given according to mg/dose.

**TID = Divided into three doses. BID = Divided into two doses.
+ Supplementary dose is a single additional dose.

Pediatric: The safety and efficacy of pregabalin in children below
the age of 12 years and in adolescents (12-17 years of age) have
not been established.

Overdose:

In the post-marketing experience, the most commonly reported
adverse reactions observed when pregabalin was taken in overdose
included somnolence, confusional state, agitation, and restlessness.
Seizures were also reported. In rare occasions, cases of coma have
been reported.

There is no specific antidote for overdose with pregabalin. Treat-
ment of Pregabalin overdose should include supportive measures
and may include hemodialysis if necessary.

Storage:

Keep out of reach of children. Store below 30 °C.

Packaging:

Each Revolen (50, 75,100 or 150) carton box contains 20 or 30
capsules in two or three blister strips.
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