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Optimization of the Solution Preparation in Related Substance Test of Cefotaxime Sodium by Orthogonal
Test

ZHANG Tao', DOU Donghai’, YANG Pengbo' (1.Anyang Center for Food and Drug Control, Henan Anyang
455000, China;2.Henan Kangda Pharmaceutical Co., Ltd, Henan Zhoukou 466200, China)

ABSTRACT OBIJECTIVE: To optimize the solution preparation in related substance test of cefotaxime sodium. METHODS:
HPLC method was adopted to determine the total amount of impurities in cefotaxime sodium. Using phosphoric acid buffer solution
pH, placing temperature, standing time and illumination as factor, the total amount of impurities as indexes, the preparation condi-
tion of solution was optimized by Lq(3") orthogonal test. The validation test was carried out. RESULTS: The optimal preparation
method was as follows as the sample was dissolved with a solvent containing pH 6.50 phosphate buffer protected from light. The
test temperature and the sample temperature were set at 5 °C, and the sample was injected within 5 min after the preparation of the

solution. CONCLUSIONS: The optimized method is reproducible and reliable.
KEYWORDS Cefotaxime sodium; Related substance; Orthogonal test; Determination
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Tab 1 Factors and levels of orthogonal test
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Tab 2 Design and results of orthogonal test

BB 8%
BO04438 22368405 636033 27648
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1 1 1 1 1

2 1 2 2 2 22867261 22230569 636692 27843
3 1 3 3 3 23046834 22309205 737629 32006
4 2 1 3 2 23210129 22613188 656941 28231
5 2 2 1 3 23280919 22613672 667247 28661
6 2 3 2 1 23239832 22556441 683391 29406
7 3 l 2 3 23032376 22395180 63719 27665
8 3 2 3 1 22843326 22191064 652262 28554
9 3 3 1 2 2283494 22208636 626328 27428

K 29166 27848 27912 28536
K 28766 28353 28305 27834
K 27882 29613 29597 29444
R 01284 01765 0.1685 0.1610
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Tab 3 Variance analysis results
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Tab 4 Results of the relevant substances in the sample

(n=3, %)
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