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Determination of the release rate of metronidazole buccal tablets and the
comparison of different methods

Xie Li, Zhang Yi, Zhu Rong, Xiong Ling and Chen Hong
(Chengdu Institute for Food and Drug Control, Chengdu 610045)

Abstract To establish a method for determination of the release rate of metronidazole buccal tablets, and
compare the release curves among different test methods and among different manufacturers. The newly established
flow-through cell method, the basket method and the original small vessel method were employed to investigate the
dissolution characteristics of all the samples, and the concentrations of each sampling point were determined by HPLC.
The dissolution data were used to analyze the similarity of the release curves and statistical significance of Weibull
parameters. The linear correlation of metronidazole was observed in the range of 3.012~50.20pg/mL (r=0.9999), and
the sample solution was stable in 24h. With the same device, the drug release curves of different companies were not
similar. The results of these methods were analyzed by the Weibull equation, and there was no significant difference in
the characteristic dissolution parameters of samples from A manufacturer with the basket method and the flow-through
method (P>0.05), but there was significant difference in the parameters of samples from B manufacturer (P<0.01).
There was significant difference in dissolution parameters among the metronidazole buccal tablets from different
manufacturers. These methods including the flow-through cell method and the basket method could both be used to
determine the release of metronidazole buccal tablets. This study is of guiding significance to improve the quality
control of metronidazole buccal tablets.
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Tab. 1 Cumulative release percentages of samples from two manufacturers with different test methods (%, n=6)
o s U HURE I 8] /min
20 50 90 120 180 240 300
A NN 0.1mol/L #BRVE 28.27 45.42 62.50 73.57 88.05 96.59 97.85
A ik %% (pHe.6) 28.74 49.62 67.17 76.95 90.56 98.67 99.66
A VI 2% (pHe.6) 28.56 50.18 67.71 77.39 91.26 99.76 103.22
B IR 0.1mol/L RV 26.79 58.50 82.92 89.08 90.00 90.26 90.25
B ik 2% (pH6.6) 42.58 84.72 91.29 91.37 91.33 91.52 91.62
B VI 4% (pH6.6) 52.86 88.10 90.62 90.66 90.96 90.80 93.98
F=2 & FERERARNER AR SE R R
Tab.2 Weibull parameters of metronidazolebuccal tablets

[ e NP (57N i

A Ty 18.535 17.065 16.667

A Ty 56.076 50.082 49.883

A T, 116.450 95.053 106.688

A Ty 147.045 130.431 128.390

B Ty 19.545 12.971 10.150

B T, 39.416 23.235 18.854

B T, 46.771 27.007 22.111

B Ty 83.908 43.199 36.448
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