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Comparison of in vitro Dissolution Rate between Self-made and Original Cefixime Capsules in 4 Kinds of
Medium

LI Xiao-li, ZHANG Xiao-wei, ZHOU Yuan, XIE Bin (Chengdu Beite Pharmaceutical Co., Ltd., Chengdu
610041, China)

ABSTRACT OBIJECTIVE: To evaluate the similarity of in vitro dissolution rate between self-made and original Cefixime cap-
sules. METHODS: According to the conditions of dissolution rate test stated in the 2010 edition of Chinese Pharmacopoeia (the
second part) and Japanese Medical Drugs Quality Information Set (orange book), HPLC method was adopted. Using water, pH
1.2 hydrochloric acid, pH 6.8 phosphate buffer solution (PBS) and pH 7.5 PBS as dissolution medium, paddle method (plus rotat-
ing basket method) was adopted to determine the dissolution rate with the rotational speed of 50 r/min. The similarity of dissolution
curves of 2 products was evaluated by similarity factor f; method. RESULTS: The f; value of self-made capsules was above 50 in 4
kinds of medium. CONCLUSIONS: The in vitro dissolution curves of 2 kinds of capsules are similar, which suggests that

self-made Cefixime capsules are rational in formulation and stable and reliable in quality.
KEYWORDS Cefixime capsules; in vitro dissolution rate; HPLC; Similarity factor f; method
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Fig1l HPLC chromatograms
A. substance control; B. blank excipients; C. test sample; 1. cefixime
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Fig 2 Dissolution curves of 2 products in 4 kinds of mediums
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