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Study on Dissolution Curve of Nifedipine Sustained — Release Tablets( [ ) in Vitro and Quality

Consistency Evaluation
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Abstract: Objective To establish a method for the determination of the dissolution curve in witro for Nifedipine Sustained — Release
Tablets( I ) and to investigate the consistency of release behavior in wvitro of original and generic Nifedipine Sustained — Release Tablets
(1). Methods Four solutions with different pH were used as dissolution media,and the release of drugs at 0.25,0.5,1,1.5,2,3,4,6,
8,12 h was investigated by HPLC. The dissolution curves of the original and generic Nifedipine Sustained — Release Tablets( 1) from 11
manufacturers were established and compared by the method of f. similarity factor. Results RSDs of precision, stability, repeatability
and recovery in this method were all less than 2% . The dissolution curves of domestic generic drugs were different from those of origi-
nal drugs in 4 kinds of dissolution media,and the release rate of the drugs from 11 manufacturers was too fast in the first 4 h.In
addition to the f» value of the drugs from five manufacturers in a few dissolution media was higher than 50,the f> value of the drugs
from the other manufacturers in 4 dissolution media was lower than 50. Conclusion The established method for the determination of
the dissolution curve in wvitro of Nifedipine Sustained — Release Tablets( I ) is simple,rapid and accurate. In wvitro release behavior of
original and generic drugs is not consistent,which can provide reference for the quality consistency evaluation of generic Nifedipine Sus-
tained — Release Tablets( 1) in China.

Key words: Nifedipine Sustained — Release Tablets( I ); generic drugs; dissolution curves; quality consistency evaluation; similarity factor
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