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Abstract
Objective: We have studied the pharmacokinetic information provided in package inserts of sustained release products containing nifedipine, a calcium
antagonist.
Design: We examined a total of 23 products, 1 original and 22 generic products.The pharmacokinetic parameters (Cmax, tmax, t;,, AUC) documented
in the package inserts of the products are used in the calculation. The ratio of the parameters of the original product (Op) to those of the generic product
(Gp) is expressed as follows: Pharmacokinetic parameter ratio (PPr) = Gp/Op
Results: The following are the results of PPr for the generic products with pharmacokinetic information listed in the package inserts : Cmax, 1.16 =0.23,
0.93-1.53 (mean *=S.D., min-max) ; tmax, 1.12+£0.18, 0.86-1.42 ; t,,, 1.3940.43, 0.94-2.08 ; AUC, 1.194+0.59, 0.77-1.61.
Conclusion: Although the equivalence between the original and generic products had already been established, we have found that there are a number
of deviations from the acceptable range for bioequivalence, 0.8-1.25, and the result indicates that some of the information on the generic products may
cause confusion or misunderstanding.

In conclusion, the package inserts of the generic products should include the name of the brand-name product used in the bioequivalence study, the
name of the manufacturing company, and the obtained parameters of the brand-name and generic products. We believe if the above information is
documented, it will make the package inserts more useful, helping physicians choose and use sustained release products containing nifedipine.
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