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Abstract
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The objective of this study was to determine the amount of S-pregabalin, pharmacologically
active enantiomer, in original and generics of pregabalin products available in Thailand. The
methodology was divided into 2 parts. First step was to develop and validate the analytical method of
pregabalin and its enantiomers. We found that enantioseparation of pregabalin could be achieved in
phosphate buffer : acetonitrile (55:45) by using C18, 5 micron, 250 millimeters high performance liquid
chromatography. Pregabalin was pre-column derivatised with Marfey's reagent in sodium carbonate
solution at room temperature for 30 minutes. Retention time of S-pregabalin and R-pregabalin were 11
and 13 minutes and the resolution were 2.914 and 2.245, respectively. Secondly, the validated method
was applied to determine the amount of S-pregabalin in 75-mg capsule of commercial products. All
brands passed the Pharmacopoeial criteria of weight variation test. The percentages of active
ingredient in original drug and generic Xand Y drugs were 107.91+1.42, 106.02+1.48 and 106.24+0.65
of label claims. The quantities of S-pregabalin in each capsule were 80.93+1.11, 79.52+1.06 and
79.68+0.48 mg, respectively. The complete disintegration times of all 3 brands were 2.23+0.12,
2.33+0.13 and 2.77+0.43 minutes, respectively. The dissolved drug of all brands was in the form of S-
pregabalin with more than 80% within 20 minutes and their dissolution patterns were not significantly
different. In conclusion, the original and generics products of pregabalin contained the acceptable

amount of S-pregabalin according to the Pharmacopoeial criteria.



