Pregabalin Capsules IP 300 mg
PREGAFOX 2
300

Capsules
Composition
Each hard gelatin capsule contains:
Pregabalin 300 mg
Excipients

qs.
Approved colour used in empty hard gelatin capsule shells.

THERAPEUTIC CLASS:
Anti-epileptics

PHARAMACOLOGY:
Mechanism of action

Pregabalin binds to an auxiliary subunit (a,- 5 protein) of voltage-gated calcium channels in the central
nervous system

Clinical emoacy and safety
Neuropathic

Efficacy has been shown intials n diabetic neuropathy, post herpetic neuralgia and spinal cord injury.
Efficacy has not been studied in other models of neuropathic pain

Pregabalin has been studied in 10 controlled clinical trials of up to 13 weeks with twice a day dosing
(BI0) and up to & weeks with three mes a day (T1D) dosing. Gverall the safety and eficacy profies
for BID and TID dosing regimens were similar.

In clinical trials up to 12 weeks for both peripheral and central neuropathic pain, a reduction in pain
was seen by week 1 and was maintained throughout the treatment period

In controlled clinical trials in peripheral neuropathic pain 35% of the pregabalin treated patients and
18% of the patients on placebo had a 50% improvement in pain score. For patients not experiencing
Somnolenc, such an provement was observed in 33% of patients reated with pragabalin and 1%
of patients on placebo. For patients who experienced somnolence the responder rates were 48% on
pregabalin and 16% on placebo.

In the controlled clinical trial in central neuropathic pain 22% of the pregabalin treated patients and 7%
of the patients on placebo had a 50% improvement in pain score.

Epilepsy
Adjunctive Treatment

Pregabalin has been studied in 3 controlled clinical trials of 12 week duration with either twice a day
dosing (BID) or three times a day (TID) dosing. Overall, the safety and efficacy profiles for BID and
TID dosing regimens were similar.

Areduction in seizure frequency was observed by Week 1.

Paediatric population
The efficacy and safety of pregabalin as adjunctive treatment for epilepsy in paedatric patients below
the age of 12 and adolescents has not been established. The adverse events observed in a
pharmacokinetic and tolerability study that enrolled patients from 3 months to 16 years of age (n=65)
with partial onset seizures were similar to those observed in adults. Results of a 12-week placebo-
controlled study of 295 paediatric patients aged 4 to 16 years performed to evaluate the efiicacy and
safety of pregabalin as adjunctive therapy for the treatment of partial onset seizures and a 1 year open
label safety study in 54 paediatric patients from 3 months to 16 years of age with epilepsy indicate that
the adverse events of pyrexia and upper respiratory infections were observed more frequently than in
adult studies of patients with epilepsy (see sections 4.2, 4.8 and 5.2).

In the 12-week placebo-controlled study, paediatric patients were assigned to pregabalin 2.5
ma/kg/day (maximum, 150 mg/day), pregabalin 10 mg/kg/day (maximum, 600 mg/day), or placebo.
The percentage of subjects with at least a 50% reduction in partial onset seizures as compared to
baseline was 40.6% of subjects treated with pregabalin 10 mg/kg/day (p=0.0068 versus placebo),
29.1% of subjects treated with pregabalin 2.5 mg/kg/day (p=0.2600 versus placebo) and 22.6% of
those receiving placebo.

Monotherapy (newly diagnosed patients)
Pregabalin has been studied in 1 controlled clinical trial of 56 week duration with BID dosing.
Pregabalin did not achieve non-inferiority to lamotrigine based on the 6-month seizure freedom
endpoint. Pregabalin and lamotrigine were similarly safe and well tolerated

Generalised Anxiety Disorder

Pregabalin has been studied in 6 controlled trials of 4-6 week duration, an elderly study of 8 week
duration and a long-term relapse prevention study with a double blind relapse prevention phase of 6
months duration.

Relief of the symptoms of GAD as reflected by the Hamilton Anxiety Rating Scale (HAM-A) was
observed by Week 1

In controlled clinical trials (4-8 week duration) 52% of the pregabalin treated patients and 38% of the
patients on placebo had at least a 50% improvement in HAM-A total score from baseline to endpoint.

In controlled trials, a higher proportion of patients treated with pregabalin reported biurred vision than
did patients treated with placebo which resolved in a majority of cases with continued dosing

Ophthalmologic testing (including visual acuity testing, formal visual field testing and dilated

copic examination) was wnducled in over 3600 patients within controlled clinical trials. In these
patients, visual acuity was reduced in 6.5% of patients treated with pregabalin, and 4.8% of placebo-
treated patients. Visual field changes were detected in 12.4% of pregabalin-treated, and 11.7% of
placebo-treated patients. Funduscopic changes were observed in 1.7% of pregabalin-treated and
2.1% of placebo-treated patients.

INDICATION:
Neuropathic pain
Pregabalin is indicated for the treatment of peripheral and central neuropathic pain in adults,

Epilep:
Praghbalin is indicated as adjunctive therapy in adults with partial seizures with or without secondary
generalisation.

Generalised Anxiety Disorder
Pregabalin is indicated for the treatment of Generalised Anxiety Disorder (GAD) in adults.

CONTRAINDICATIONS:
Pregabalin is contraindicated for patients with known hypersensitivity to any of its components.

WARNINGS:
Patients with rare hereditary problems of galactose mto\erance me Lapp lactase deficiency or
glucose-galactose malabsorption sh\‘)uld not Lake Ih In accordance with current clinical
practice, some diabetic patients wi o o i roatmon: may need to adjust
hypoglycaemic medications. Pregabahn roatoant s saen basoasted wi oo and
somnolence, which could increase the occurrence of accidental injury (fall) in the elderly population.
Therefore, patients should be advised to exercise caution until they are familiar with the potential
effects of the medication.

INTERACTION
No specific pharmacodynamic interaction studies were conducted in elderly volunteers. Interaction
studies have only been performed in adults.

DOSAGE & ADMINISTRATION:
The dose range is 150 to 600 mg per day given in either two or three divided doses.
Or as directed by the physician.

Method of administration
Pregabalin may be taken with o without food.
Pregabalin is for oral use only.

OVERDOSE;
Symptoms

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.

Management

Treatment of pregabalin overdose should include general supportive measures and may include
haemodialysis if necessary

Storage: Store protected from moisture, at a temperature not exceeding 30°C.
Medicine: Keep out of reach of children
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