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Abstract: Objective To evaluate the similarity of dissolution curves of Metformin Hydrochloride Tablets between generic preparations on
domestic market and reference preparations in various dissolution mediums. Methods The paddle method was adopted,the rotation rate
was 50 r/min,and the volume of dissolution mediums was 900 mL.The dissolution mediums were hydrochloric acid solution(pH=1.2),
acetic acid — sodium acetate buffer solution(pH =4.0), phosphate buffer(pH =6.8) and water. The average accumulative dissolution of
main components at different time points was determined by HPLC method, and the dissolution curves were drew. Similarity factors
method (f2) was used to compare the similarity of dissolution curves between generic and reference preparations,and to compare the
differences among different batches in the same manufacturer. Results Most generic preparations did not match the reference preparation
with dissolution curves,and the quality of products needs further improvement. It is suggested that the method and limit of dissolution test should
be revised:paddle method,rotation rate is 50 r/min,dissolution medium is 900 mL for water,and sampling time is 30 min. The limit is 85% of

the labelled quantity. Conclusion The propositional method of dissolution test can improve the discrimination of the quality of products.
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