PREGABALIN capsules, for oral use,
Initial U.S. Approval: 2004

Note: the content below do not include all the information needed to use Pregabalin capsules

safely and effectively. Please read the package insert carefully and follow the doctors’

instructions before use the product.

INDICATIONS AND USAGE
Pregabalin Capsules is indicated for:

* Neuropathic pain associated with diabetic peripheral neuropathy (DPN)
* Postherpetic neuralgia (PHN)

¢ Adjunctive therapy for adult patients with partial onset seizures

¢ Fibromyalgia

¢ Neuropathic pain associated with spinal cord injury

DOSAGE AND ADMINISTRATION
e For all indications, begin dosing at 150 mg/day.
® Dosing recommendations:

INDICATION Dosing Regimen Maximum Dose
3 divided doses per
day

DPN Pain (2.1) 300 mg/day within 1 week

o 300 mg/day within 1 week.
2 or 3 divided doses 5

PHN (2.2) ) Maximum dose of 600
per day
mg/day.
Adjunctive Therapy for Adult Patients | 2 or 3 divided doses | Maximum dose of 600
with Partial Onset Seizures (2.3) per day mg/day.

300 mg/day within 1 week.

2 divided doses per Maximum dose of 450

Fibromyalgia (2.4)

day mg/day.
Neuropathic Pain Associated with 2 divided doses per I:?E?:;:li 1?}?32:33? gog’eek.
Spinal Cord Injury (2.5) day ) '

mg/day.

e Dose should be adjusted in patients with reduced renal function.

DOSAGE FORMS AND STRENGTHS
e Capsules: 75 mg and 300 mg.




