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Consistency evaluation of dissolution of generic and original preparation of
Calcium Dobesilate Tablets

TANG Jin-fei, XIN Hong-liang
College of Pharmacy, Nanjing Medical University, Nanjing 211166, China

Abstract: Objective To establish a method for in vitro dissolution test of Calcium Dobesilate Tablets, to evaluate the consistency
of dissolution curves between the generic formulation and the original formulation. Methods Using pH 1.2 hydrochloric acid
solution, pH 4.5 acetate buffer, pH 6.8 phosphate buffer, and water as dissolution media, the dissolution rate of Calcium Dobesilate
Tablets generic formulation and the original formulation was determined by UV-visible spectrophotometry method, and the
dissolution curve was drawn. Similarity factor method (f2) was used to evaluate the similarity of the dissolution curve. Results
Compared with original formulation, the f2 values of the generic formulation in the four dissolution media were all above 50,
indicating similar dissolution behavior of the two formulations. Conclusion The method can be used to determine the dissolution
curve of Calcium Dobesilate Tablets generic formulation, which can provide reference for quality consistency evaluation of Calcium
Dobesilate Tablets.
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Table 1 Regression equation, correlation coefficient, and linear range of calcium dobesilate in the four dissolution media

AR EVEp r 2R M VE Fl/(ug mLY)
K A=0.018 3 C+0.004 8 1.000 0 8.68~52.06
pH 1.2 R BV A=0.0185C-0.000 7 0.999 9 8.32~49.91
pH 4.5 L #h 22 il A=0.018 4 C+0.006 1 0.999 9 8.49~50.92
pH 68T IR £ 2% i A=0.018 2 C+0.007 3 0.999 9 8.65~51.93
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Fig.1 “pH-solubility ”curve of calcium dobesilate
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Fig. 2 Dissolution curves in pH 1.2 hydrochloric acid
solution (A), pH 4.5 acetate buffer (B), pH 6.8
phosphate buffer (C), and water (D)
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