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Study on in vitro release consistency between self-prepared Torasemide
Sustained-Release Tablet and original preparation
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Abstract: Objective To establish a method for determining the dissolution of torasemide sustained-release tablet in vitro and study
the methodology of the determination. The consistency of the in vitro release behavior between self-prepared torasemide
sustained-release tablet and original preparation were evaluated by constructed method. Methods HPLC method was applied to detect
the cumulative release percentage of self-prepared torasemide sustained-release tablet and original preparation in five kinds of release
media (water, 0.1 mol/L hydrochloric acid solution, pH 4.5 acetate buffer, pH 6.8 phosphate buffer, and 0.1 mol/L hydrochloric acid
solution turn to pH 6.8 phosphate buffer). Similarity factor (f;) was used to evaluate the similarity of release curves. Results There
was a good linear relationship between the quality concentration of torasemide and peak area in the range of 1.0—12.0 pg/mL (» =
0.999 5). Results of precision and stability tests were good, and the RSDs for probational liquid were all lower than 2.0%. The average
recovery of accuracy test was 100.04%, and RSD was 0.54% (n = 12). The homogeneity of within group of self-prepared preparation
met the technical requirement, RSDs of each sampling points in six Dissolution Vessels were lower than 10.0%. The f; factors of
self-prepared torasemide sustained-release tablet and original preparation were 72, 60, 77, 66, and 60 in five kinds of release media.
Conclusion The method in the paper is suitable for the release test of torasemide, meanwhile, the self-prepared tablet shows
consistent in vitro release behavior with that of the original preparation.
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Table 1 Summary of UV absorption wavelength of

torasemide in four kinds of release media
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Table 2 Comparison on cumulative release percentage of self-prepared Torasemide Sustained-Release Tablet and original
preparation in five kinds of release media

. BRBBU% %
AR L1
TR A 05h 1h 15h 2h 4h 6h 8h 12h 24h
7K B 3.19 577 770 1006 19.83 3098 4034 6434 97.98
[ Ah s A 3.61 650 813 10.19 18.78 3121 4653 5862 89.90
0.1 mol/L RV H A 13.94 23.01 2985 3671 59.68 74.14 87.82 93.15 9744
[ Ah s A 1734 3272 37.09 41.19 6639 80.34 86.16 94.76 101.10
pHA4.5 TR £6 2% it kA 229 424 621 841 2332 2655 3626 51.10 9658
[ Ah s A 3.63 630 722 976 18.89 24.61 37.08 4692  90.59
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0.1 mol/L LRV W% H A 18.66 29.86 33.16 3994 4863 52.19 5833 69.49  99.35
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Fig.3 Comparison on release curve of self-prepared Torasemide Sustained-Relse Tablet and original preparation in five kinds
of release media
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Table 3 Comparison on release behavior of self-prepared

Torasemide Sustained-Release Tablet and original
preparation
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