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Comparative Analysis of in vitro Dissolubility Between Self-made and Original Cefuroxime Axetil Tablets
in Four Kinds of Mediums

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

ABSTRACT OBIJECTIVE: To evaluate the similarity of in vitro dissolubility between self-made and original Cefuroxime axetil
tablets. METHODS : According to the criteria of the Chinese Pharmacopoeia (edition 2010, 1) and Japanese Medical Drugs Qual-
ity Information Set (Orange book) , the ultraviolet (UV) spectrophotometric method was adopted to study the dissolubility with the
dissolution medium of water, hydrochloric acid (pH 1.2), acetate buffer solution (pH 4.0) and phosphate buffer solution (pH
6.8), and the paddle dissolving method was adopted with the rotational speed of 50 r/min. The similarity of dissolubility curve be-
tween self-made and original Cefuroxime axetil tablets was evaluated by similarity factor f. method. RESULTS: The dissolution rate
of self-made tablets in four kinds of mediums was more than 85% in 30 min. The f; to the original tablets was more than 65. CON-
CLUSIONS: The dissolution curves of self-made and original Cefuroxime axetil tablets are similar, which prompt that the test prep-
aration has rational formula and the quality is stable and reliable.

KEYWORDS Cefuroxime axetil tablets; in vitro dissolution rate; Self-made; Original; UV spectrophotoretric method; Similarity
factor f2 method
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Fig 1 UV spectrum scanning

A. blank; B. substance reference; C. sample
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Tab 1 Linear test results in different mediums

A EeailEyg r

K y=42.956x+0.005 5 0.999 8
pH 23R y=43.257x+0.005 0 0.999 8
pH 4.0 IR y=43.657x+0.004 8 0.999 6
pH 6.8 BEFAERE NI y=43.223x+0.007 7 0.9999
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Tab 2 Recovery rate test results in different mediums

. I, % FHE - RSD,
AR : i
9.6 pg/m 120 pg/ml 144 pg/ml e#,% %
K 99.21 99.41 99.08 927 043
98.92 99.58 99.61
100.04 98.71 98.88
pH L2 5T 99.85 98.91 99.23 9930 037
99.17 99.34 99.76
98.68 99.26 99.47
pH 4.0 IR M 100.14 100.07 99.51 9976 041
99.55 100.12 98.87
99.78 99.79 99.99
pH 6.8 BARRARZ ML 98.47 100.01 99.47 9931 051
99.56 98.99 99.49
99.72 99.44 98.66
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Fig 2 Dissolubility curve test results in two mediums of two
preparations
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Tab 3 Comparison on the similarity of dissolution curve in
different mediums

ZBUR I (A0, %

AR 10 min 15 min 20 min 30 min

K 75.08/7849  8153/8348  84.68/86.72  86.72/87.86 80.15
pH L2ERER 7445/73.37  80.65/8473  86.04/87.38 A 78.07
pH 40FSEER N 71.92/76.11  80.08/84.90  83.32/87.90  86.00/90.53  66.28
pH 6.8 BERERE ML 69.49/73.78  77.37/82.12  81.90/85.93  86.03/86.83 70.27
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