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Pregabalin USP Extended Release Tablet
DESCRIPTION

PG CR” is the preparation of Pregabalin, used for the treatment of neuropathic pain and Postherpetic
neuralgia (PHN). The active substance, Pregabalin, is a gamma-aminobutyric acid analogue
(S)-3-(aminomethyl)- 5 methylhexanoic acid. Pregabalin binds to an auxiliary subunit (a2-8 protein)
of voltage-gated calcium channels in the central nervous system, potentially displacing [H]
-Gabapentin.

INDICATIONS

« Neuropathic pain associated with diabetic peripheral neuropathy (DPN)

* Postherpetic neuralgia (PHN)

Efficacy of Pregabalin CR has not been established for the management of fibromyalgia or as
adjunctive therapy for adult patients with partial onset seizures.

DOSAGE AND ADMINISTRATION
Pregabalin CR should be administered once daily after an evening meal. It should be swallowed
whole and should not be split, crushed or chewed.

Indication | Dosing Regimen | Initial Dose Maxi Dose
DPN Pain | Single dose per day | 165 mg/day | 330 mg/day within 1 week.
PHN | Single dose per day | 165 mg/day |330 mg/day within 1 week. Maximum dose of 660 mg/day

CONVERSION FROM PREGABALIN CAPSULE TO PREGABALIN CR TABLET
When switching from Pregabalin to Pregabalin CR on the day of the switch, instruct patients to take their
morning dose of Pregabalin as prescribed and initiate Pregabalin CR therapy after an evening meal.

Pregabalin Capsule Daily Dose Pregabalin CR Tablet
(Dosed 2 to 3 times daily) (Dosed once daily)
75 mg/daily 82.5 mg/day
150 mg/daily 165 mg/day

ADMINISTRATION IN RENAL IMPAIRMENT
Use of Pregabalin CR is not recommended for patients with creatinine clearance (CLcr) less than 30
mL/min or who are undergoing hemodialysis. Those patients should receive Pregabalin Capsule.
Pregabalin clearance is directly proportional to creatinine clearance, so dosage reduction in patient
with compromised renal function must be adjusted according to creatinine clearance.
CLer in mL/min may be estimated from serum creatinine (mg/dL) determination using the Cockcroft
and Gault equation:

[140-age (years)] x weight (kg)
~ 72 x serum creatinine (mg/dL)

DOSAGE ADJUSTMENT BASED ON RENAL FUNCTION:

CLCr (x 0.85 for female patients)

Creatinine Clearance (CLcr) (mL/min) Tota PREG?HEG}'Jyy?R Daily Dose Dose Regimen
Greater than or equal to 60 165 Once daily
30-60 82.5 Once daily
Less than 30/ Hemodialysis Dose with Pregabalin Capsule
CONTRAINDICATIONS

Pregabalin CR is contraindicated in patients with known hypersensitivity to Pregabalin. Angioedema
and hypersensitivity reactions have occurred in patients receiving Pregabalin therapy.

SIDE EFFECTS
Dizziness, somnolence, headache, blurred vision, fatigue, weight gain, dry mouth, ataxia, peripheral
edema etc.

WARNING AND PRECAUTIONS

It is advised not to drive a car or operating dangerous machineries. While taking Pregabalin, some
patients with diabetes who gain weight may need to alter their diabetic medications. Alcohol should
be avoided while taking this medicine.

USE IN PREGNANCY AND LACTATION
Pregnancy category C. Breastfeeding is not recommended during treatment with Pregabalin CR.

USE IN CHILDREN AND ADOLESCENTS

The safety and efficacy of Pregabalin CR in Pediatric patients have not been established. In controlled
studies, no overall differences in safety and efficacy were observed between geriatric patients and
young patients.

DRUG INTERACTIONS

No pharmaceutical interactions were observed between Pregabalin CR and Erythromycin,
Carbamazepine, Gabapentin, Lamotrigine, oral contraceptive, Phenabarbital, Phynytoin, Topiramate
and Valproic acid.

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

PHARMACEUTICAL PRECAUTION
Do not store above 25 °C temperature. Keep away from light and wet place. Keep out of reach of
children.

PACKAGING
PG CR® 82.5 Tahlet: Box containing 1 strip of 10 tablets. Each extended release tablet contains
Pregabalin USP 82.5 mg.

PG CR® 165 Tahlet: Box containing 1 strip of 10 tablets. Each extended release tablet contains
Pregabalin USP 165 mg.
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PM Specification
Job Name : PG CR Insert Paper : 60 GSM Offset Paper |3
(=]
Size :L-290 mm, W -90 mm a
-
Print : 2 Colors Print N
L Pantone Code : [l Hexachrome Black C [l 185 C )




