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Comparison of in vitro Dissolution of Domestic Enalapril Maleate Preparations and Imported Tablets

LIU Chun-ping"*, CHEN Yao-di', WANG Chao', QUAN Xiang-yang', XIANG Fei-jun"’(1.Guangdong Kangmei
Pharmaceutical Research Institute Co., Ltd., Guangzhou 510006, China;2.Kangmei Pharmaceutical Co., Ltd.,
Guangdong Puning 515300, China)

ABSTRACT OBJECTIVE: To investigate the in vitro dissolutions of domestic Enalapril maleate preparations from 3 factories
(capsule, tablet) and imported tablets (Renitec®), so as to compare their in vitro release behaviors. METHODS: HPLC method
was adopted for the determination of accumulative dissolution rate of samples in water, pH 1.2 hydrochloric acid solution, pH 4.0
acetate buffer and pH 6.8 phosphate buffer and at low rotating rate (50 r/min). The similarity of dissolution curves was determined.
RESULTS: The accumulative dissolution rate of Enalapril maleate preparations from 3 domestic factories and Renitec® in 4 media
and at low rotating speed reached more than 85% within 15 min. The dissolution of 2 capsule samples from domestic factories were
significantly lower than the tablet from domestic factories at 5 and 10 min. CONCLUSIONS: Enalapril maleate preparations from 3
domestic factories and imported tablets show similarity in aspect of in vitro release, but there is still difference in the release behav-

iors of the samples from different factories within 15 min.
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Fig1 HPLC chromatograms
A. substance control; B. sample; C. blank excipient; D. blank capsule;
E. solvent; 1. enalapril
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Tab 2 Results of t-test for average accumulative dissolution
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