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Purity Determination and Uncertainty Evaluation of Bisacodyl by Using 2 Different Methods
GUO Yong-hui, JIANG Jian-guo, YAN Kai, HAN Xue-jing (Hebei Institute for Drug Control, Shijiazhuang
050011, China)

ABSTRACT OBIJECTIVE: To determine the purity of bisacodyl by two different principles methods, and to establish the method
for uncertainty evaluation of it. METHODS: HPLC and non-aqueous potentiometric titration were selected for the purity determina-
tion of bisacodyl. According to the requirements of related measuring technique criterion, the uncertainty of the determination of 2
different principles methods were analyzed systematically. RESULTS: The purities were (99.81 + 0.29)% by HPLC and (99.82 +
0.51) % by non-aqueous potentiometric method. By using two different methods, standard value of purity and uncertainty of bisaco-
dyl were 99.82% and ( +) 0.59% (k=2, P=0.95). CONCLUSIONS: HPLC combined with non-aqueous potentiometric titration
is accurate and reliable for the purity determination and uncertainty evaluation of bisacodyl, and avoids the defect of single analysis
method. It is helpful to improve quality evaluation and control of bisacodyl, and provides a scientific basis for the development of
bisacodyl purity reference materials.
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Fig1 HPLC chromatogram of bisacodyl
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Tab 1 Uncertainty evaluation of content determination of

bisacodyl
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