Nervica

Pregabalin

Composition
Nervica 25 Capsule: Each capsule contains Pregabalin USP 25 mg.
Nervica 50 Capsule: Each capsule contains Pregabalin USP 50 mg.
Nervica 75 Capsule: Each capsule contains Pregabalin USP 75 mg.
Pharmacology: Pregabalin binds with high affinity to the alpha-2 delta site (an
auxiliary subunit of voltage-gated calcium channels) in central nervous system
tissues. Pregabalin is a structural derivative of the inhibitory neurotransmitter,
gamma aminobutyric acid (GABA), it does not bind directly to GABA-A, GABA-B or
benzodiazepine receptors, does not augment GABA-A responses in neurons.
Neurons prolonged application of Pregabalin increases the density of GABA
transporter protein and increases the rate of functional GABA transport. Pregabalin
does not block sodium channels, is not active at opiate receptors and does not alter
cyclooxygenase enzyme activity. It is inactive at serotonin and dopamine receptors
and does not inhibit dopamine, serotonin or noradrenaline reuptake.
Indications
Nervica (Pregabalin) is indicated:
« for the treatment of neuropathic pain in adults
+ as adjunctive therapy in adults with partial seizures with or without

secondary generalization of seizures
Dosage and Administration
The dose range is 150 to 600 mg per day given in two divided doses. Nervica may
be taken with or without food.
Neuropathic Pain: Nervica treatment can be started at a dose of 150 mg per
day, given as two divided doses. Based on individual patient response and
tolerability, the dosage may be increased to 300 mg per day, given as two divided
doses, after an interval of 3 to 7 days, and if needed, to a maximum dose of 600 mg
per day after an additional 7-day interval.
Since diabetes is frequently complicated by renal disease, patients with diabetic
neuropathy, in accordance with current clinical practice, should be assessed for
renal impairment prior to commencing Pregabalin and dosage should be adjusted
appropriately.
Epilepsy: Nervica treatment can be started with a dose of 150 mg per day given
as two divided doses. Based on individual patient response and tolerability, the
dosage may be increased to 300 mg per day given as two divided doses after 1
week. The maximum dosage of 600 mg per day given as two divided doses may be
achieved after an additional week.
Discontinuation: In accordance with current clinical practice, if Pregabalin has to
be discontinued, it is recommended to withdraw it gradually over a minimum of one
week.
Use in Renal Impairment: Pregabalin is removed effectively from plasma by
haemodialysis (50% of drug in 4 hours). For patients receiving haemodialysis, the
pregabalin daily dose should be adjusted based on renal function. In addition to the
daily dose, a supplementary dose should be given immediately following every
4-hour haemodialysis treatment.

Creatinine
Clearance
(CrCl)  |Starting dose| Maximum
(mL/min) | (mg/day) |dose (mg/day)
>60 150 600
30-60 75 300

[Total Pregabalin Daily dose

Dose Regimen

Two divided doses

Single daily dose or two divided doses
15-30 25-50 150 [Single daily dose or two divided doses
>15 25 75 Single daily dose
Supplementary dosage following haemodialysis (mg)
25 100 Single daily dose

Use in Hepatic Impairment: No dosage adjustment is required for patients with
hepatic impairment.

Use in Children and Adolescents (<18 years): The safety and effectiveness of
Pregabalin has not been established in patients below the age of 18 years, with
either epilepsy or neuropathic pain.

Use in the Elderly (>65 years): No dosage adjustment is necessary for elderly
patients unless their renal function is compromised.

Contraindications

Pregabalin is contraindicated in patients who have demonstrated hypersensitivity
to pregabalin or to any of the excipients.

Precautions

Diabetic patients: In accordance with current clinical practice, some diabetic
patients who gain weight on pregabalin treatment may need to adjust
hypoglycaemic medicinal products.

Hypersensitivity reactions: There have been reports in the post marketing
experience of hypersensitivity reactions, including cases of angioedema.
Dizziness, somnolence, loss of consciousness, confusion and mental
impairment: Pregabalin treatment has been associated with dizziness and
somnolence, which could increase the occurrence of accidental injury (fall) in the
elderly population.

Vision-related effects: In controlled trials, a higher proportion of patients treated
with pregabalin reported blurred vision than did patients treated with placebo which
resolved in a majority of cases with continued dosing.

Renal failure: Cases of renal failure have been reported and in some cases
discontinuation of pregabalin did show reversibility of this adverse reaction.
Withdrawal symptoms: After discontinuation of short-term and long-term
treatment with pregabalin, withdrawal symptoms have been observed in some
patients. The following events have been mentioned: insomnia, headache, nausea,
anxiety, diarrhea, flu syndrome, nervousness, depression, pain, convulsion,
hyperhidrosis and dizziness, suggestive of physical dependence. The patient
should be informed about this at the start of the treatment.

Side Effects

Common: Dizziness, somnolence, dry mouth, edema, blurred vision, weight gain,
and abnormal thinking.

Rare: Muscle weakness, muscle pain, breathing problem, diarrhea etc.
Pregnancy & lactation

Pregnancy: Pregabalin has not been studied in pregnant women and Pregabalin
should not be used during pregnancy unless the benefit to the mother clearly
outweighs the potential risk to the fetus.

Lactation: Pregabalin is excreted in the milk of lactating women. As the safety of
pregabalin in infants is not known, breastfeeding is not recommended in women
taking Pregabalin.

Drug Interactions

Specifically, there are no pharmacokinetic interactions between Pregabalin and the
following antiepileptic drugs: Carbamazepine, Valproic acid, Lamotrigine,
Phenytoin, Phenobarbital, and Topiramate.

Overdose

In overdoses up to 8 g, no unexpected adverse effects were reported.

Storage

Store in a dry place below 30°C, protected from light. Keep out of the reach of
children.

How Supplied

Nervica 25 Capsule (30’s): Each box contains 30 capsules (3x10’s) in Alu-Alu
blister pack.

Nervica 50 Capsule (30’s): Each box contains 30 capsules (3x10’s) in Alu-Alu
blister pack.

Nervica 75 Capsule (20’s): Each box contains 20 capsules (2x10’s) in Alu-Alu
blister pack.

Manufactured by:
b DBL Pharmaceuticals Limited
~Zh=4}  Surabari, Kashimpur, Gazipur, Bangladesh

C: 10400298
www.dbl-pharma.com
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