Nervalin® CR/Nervalin®

Pregabalin
Tablet and Oral Solution

Description

Pregabalin is in a class of medications called anticonvulsants. It
works by decreasing the number of pain signals that are sent out by
damaged nerves in the body.

Indications

Nervalin® CR tablet is indicated for:

e Management of neuropathic pain associated with Diabetic
Peripheral Neuropathy (DPN) e Management of postherpetic
neuralgia

Nervalin® Oral Solution is indicated for:

e Management of neuropathic pain associated with diabetic
peripheral neuropathy e Management of postherpetic neuralgia

o Adjunctive therapy for the treatment of partial onset seizures in
patients 4 years of age and older e Management of fibromyalgia

e Management of neuropathic pain associated with spinal cord
injury

Dosage and Administrations

Recommended Dosage Nervalin® CR tablet:

Indi Dosing Regi Initial Dose Maximum Dose
DPN Pain Single dose per 165 mg/day 330 mg/day within
day 1 week
Postherpetic | Single dose per 165 mg/day 330 mg/day within
neuralgia day 1 week. Maximum dose
of 660 mg/day.
Conversion from Pregabalin Capsule to Pregabalin CR Tablet:
Pregabalin Total Daily Dose Pregabalin CR Dose
(dosed 2 or 3 times daily) (dosed once a day)
75 mg/day 82.5 mg/day
150 mg/day 165 mg/day
300 mg/day 330 mg/day

Recommended Dosage for Nervalin® Oral Solution:
* For all indications, begin dosing at 150 mg/day.
Dosing recommendations:

Indication Dosing Regimen Maximum Dose
DPN Pain 3 divided doses per day | 300 mg/day within 1 week.
Postherpetic 2 or 3 divided doses 300 mg/day within 1week.
neuralgia per day Maximum dose of

600 mg/day.
Adjunctive Therapy | 2 or 3 divided doses Maximum dose of
for Adult Patients per day 600 mg/day
with Partial Onset
Seizures
Fibromyalgia 2 divided doses per 300 mg/day within 1week.
day Maximum dose of
450 mg/day.
Neuropathic Pain 2 divided doses per 300 mg/day within 1week.
Associated with day Maximum dose of
Spinal Cord Injury 600 mg/day.

Contraindications

Pregabalin is contraindicated in patients with known hypersensitivity
to Pregabalin or any of its components. Angioedema and
hypersensitivity reactions have occurred in patients receiving
Pregabalin therapy.

Warning and Precautions

e Discontinue Pregabalin immediately in the case of Angioedema
(e.g., swelling of the throat, head and neck) and Hypersensitivity
reactions (e.g., hives, dyspnea, and wheezing). e Antiepileptic

drugs, including Pregabalin, increase the risk of suicidal thoughts or
behavior. e Pregabalin may cause peripheral edema. Exercise
caution when co-administering Pregabalin and thiazolidinedione
antidiabetic agents. e Pregabalin may cause dizziness and
somnolence and impair patients’ ability to drive or operate
machinery.

Side Effects

Pregabalin may cause serious side effects including:

Swelling of hands, legs and feet; suicidal thoughts or actions;
dizziness and sleepiness; serious, even life-threatening allergic
reactions and decreased platelet count.

Use in Specific Populations

Pregnancy: Pregnancy Category C.

Lactation: Small amount of Pregabalin excreted in human milk;
however, the effects on breastfed infant is not known. Decide to
discontinue nursing or drug according to the importance of the drug.
Pediatric Use: The safety and efficacy of Pregabalin in pediatric
patients have not been established.

Geriatric Use: In controlled clinical studies no overall differences in
safety and efficacy were observed between geriatric patients and
younger patients.

Renal Impairment: Pregabalin is known to be excreted by the kidney,
and the risk of toxic reactions to Pregabalin may be greater in
patients with impaired renal function. Adjust the dose for elderly
patients with renal impairment.

Drug Interactions

No pharmacokinetic interactions were observed between Pregabalin
and erythromycin, carbamazepine, gabapentin, lamotrigine, oral
contraceptive, phenobarbital, phenytoin, topiramate, and valproic
acid.

Overdose

The highest reported accidental overdose of Pregabalin during the
clinical development program was 8000 mg, and there were no
notable clinical consequences.

Pharmaceutical Precaution

Do not store above 30° C. Keep in a dry place. Protect from light and
keep out of the reach of children.

Commercial Pack

Nervalin® CR 330 Tablet: Box containing 10 tablets in 1x10’s blister
strip. Each extended release tablet contains Pregabalin EP 330 mg.
Nervalin® CR 165 Tablet: Box containing 20 tablets in 2x10’s blister
strips. Each extended release tablet contains Pregabalin EP 165
mg.

Nervalin® CR 82.5 Tablet: Box containing 20 tablets in 2x10’s blister
strips. Each extended release tablet contains Pregabalin EP 82.5
mg.

Nervalin® Oral Solution: 100 ml solution in amber color glass bottle.
Each 5 ml contains Pregabalin EP 100 mg.

Manufactured by

BEXIMCO PHARMACEUTICALS LTD.

126, Kathaldia, Auchpara, Tongi, Gazipur, Bangladesh
3020009362 100422

® Nervalin is a registered trademark of Beximco Pharmaceuticals Ltd.
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