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Investigation of release profiles of Nicotinamide Tablets
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Abstract: Objective By comparing the difference of dissolution behavior of domestic nicotinamide tablets in four different pH
dissolution media and comparing the intrinsic quality of different manufacturers' drugs, it provides a reference for drug quality
control and generic drug quality consistency evaluation. Method The dissolution profiles of 9 batches of nicotinamide tablets
produced from 3 pharmaceutical factories was determined in 4 different pH dissolution media by an in vitro dissolution test. Result
The test involved 9 batches of samples from 3 companies. The dissolution behavior of the three batches of samples produced by
Shanghai Huanghe entrusted by Shanghai Xinyi pharmaceutical factory was not obvious, and the difference in dissolution behavior
between batches was consistent. The dissolution behaviors of the 3 batches of samples produced by Tianjin Lisheng pharmaceutical
factory and Guangzhou Kanghe pharmaceutical factory were different in the 4 dissolution media; and the dissolution behavior
between batches was quite different. When 73 batches of samples from different sources were determined using the newly
established dissolution test, the results showed that there were still 19 batches of samples with a dissolution of less than 75%.
Conclusion At present, there are significant differences in the processes for producing prescriptions of this medicine in China, which
is reflected in the difference in dissolution rate of samples from different manufacturers or samples of different batches of the same
manufacturer. Production enterprises should strengthen the screening and optimization of prescription processes and improve the
production process. Establishing dissolution measurement method can be used as one of the effective means for internal quality
control of drugs.
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Fig. 1 HPLC chromatography of nicotinamide reference solution (A) and test solution (B)
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Fig. 2 Dissolution curves of Nicotinamide Tablets from three manufacturers in four different dissolution media
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Fig. 3 Dissolution curves of nicotinamide tablets of different batches produced by the same manufacturer in four different
pH dissolution media
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Table 1 Dissolution results of 73 batches of samples from 13 enterprises
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