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Similarity Evaluation of Dissolution Profiles of Self-development and Original Preparation of Solifenacin Suc-
cinate Tablet

GONG Jungiang"*, CHEN Xian®, XU Caihong’, ZHANG Xia’, WU Chunmei’, WANG Ping*, FU Xuchun'(1.Col-
lege of Pharmacy, Zhejiang University, Hangzhou 310058, China;2.Zhejiang Huayi Pharmaceutical Co., Ltd.,
Zhejiang Yiwu 320002, China; 3.Huadong Biological Engineering Research Institute, Hangzhou 310011/, China)

ABSTRACT OBIJECTIVE: To explore the similarity of dissolution profiles of self-development and original preparation of Solife-
nacin succinate tablet, and provide reference for the prescription and process screening of the\former one and the quality similarity
evaluation of the latter one. METHODS: The paddle method was adopted with. retational speed of 50 r/min, using water, pH1.2 hy-
drochloric acid solution, pH4.0 acetate buffer solution and pH6.8 phesphate buffer'solution as dissolution media, HPLC was used
to determine the cumulative dissolution of main components ‘of self-development and original preparation of Solifenacin succinate
tablet at different time points, dissolution profile was'drew, then’f. was used to evaluate its similarity. RESULTS: In the 4 dissolu-
tion media, the f; of both self-development and original preparation of Solifenacin succinate tablet was higher than 50, which indi-
cated that the dissolution profiles showed similarity. CONCLUSIONS: The established HPLC is suitable for the dissolution determi-
nation of Solifenacin, succinate, tablet; the dissolution profiles of the self-development and original preparations are basically simi-
lar, which indicates the prescription and technology of self-development preparation are feasible.
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Fig1 HPLC chromatograms

A reference substance solution; B. test sample solutions C.negative con-
trol solution; 1.solifenacin.succinate
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Tab 1 Results of recovery tests(n=9)

AR, mg R, mg Flf%, % TR, % RSD, %
231 253 100.80

2.53 253 100.00

2.54 256 100.78

402 405 100.74

3.99 401 100.50 100.46 041
403 406 100.74

5.01 5.04 100.59

5.00 5.02 100.40

5.02 5.00 99.60
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Tab 2 Average cumulative dissolution of self-development

and original preparations of Solifenacin succinate tab-

let in each dissolution medium(n=12, %)
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Fig 2 The cumulative dissolution profiles of self-develop-
ment and original preparations of Solifenacin succi-
nate tablet in each dissolution medium (n=12)

A. water; B. pH1.2 hydrochloric acid solution; C. pH4.0 acetate buffer

solution; D. pH6.8 phosphate buffered solution
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Tab 3 The f; of dissolution profiles of self-development and

original preparations of Solifenacin succinate tablet

in each dissolution medium (n=4)
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