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Comparative study on the dissolution and bioavailability between self-made levonorgestrel tablets and foreign preparation
Yu Chunmei' ,Chen Lan' , Xu Jie' .Yang Xiuli' ,Zhou Chenglin' ,Chen Zhongzxiang®®
(1. Institute o f Southwest Pharmaceutical Company Ltd. ,Chongqing 400038,China;
2. Chongqing Industrial School ,Chongqging 400043 ,China)
Abstract; Objective To compare the dissolution and bioavailability with foreign preparation, and to imitate better quality of
levonorgestrel tablets with equal to foreign preparation. Methods The dissolution was investigated with paddle method. In an open
randomized controlled crossover design, 20 healthy volunteers received reference and tested tablets. The plasma concentration of
levonorgestrel was determined by HPLC-MS/MS detection. Results The peak areas and concentrations of levonorgestrel presented
a good linear relationship within the range of 0~13. 2 pg * mL™" ;the linear equation was A= —0. 90+ 65. 33C, the average recov-
ery rate of levonorgestrel was (101. 741.5) % , the similarity factor(f,) of the dissolution curves for our levonorgestrel tablets and
the reference preparations(made by Hungary Gedeon Richter Plc) was 83. 0. the relative bioavailability of the test to the reference
was 103.5+30. 1. Conclusion The dissolution cruves of the tested tablets(made by our company) and reference preparation(made
in Hungary) were similar,and two preparations were bioequivalent in healthy volunteers.
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