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Study on the Determination Method for Related Substances in Bisacodyl Raw Material and Enteric-coated
Tablet

ZHANG Xiru, SUN Ting, GUO Yonghui, LIU Hongli, HE Xiaojun, MIAO Huijuan, GE Cheng(Hebei Institute for
Drug Control, Shijiazhuang 050011, China)

ABSTRACT OBIJECTIVE: To establish a method for the determination of related substances in bisacodyl raw material and
enteric-coated tablet. METHODS: HPLC was performed on the column of Hibar C;s with mobile phase of acetonitrile -20 mmol/L
ammonium acetate (acetic acid adjust pH to 5.0) (55:45, V/V), detection wavelength was 265 nm, flow rate was /0 ml/min,
column temperature was 30°C, and the injection volume was 20 pl. RESULTS: The linear range of bisacodyl=was 0.25:5.0"mg/ml
(r=10.999 9); the limits of detection and quantification were 19-25 ng and 61-68 ng for bisacodyland impurityyA"B, C, D and
E; RSDs of precision, stability and reproducibility tests were lower than 2% ; recovery was199.50%-101.00% (RSD=0.5% ,n=
9). CONCLUSIONS: The method is specific, sensitive and reproducible, and/Can be(used for the determination of related
substance in bisacodyl raw material and enteric-coated tablet.

KEYWORDS HPLC; Bisacodyl; Raw material; Enteric-coateditablet; Related substances
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Fig1 HPLC chromatograms of system suitability test

A.system suitability test solution; B.reference substance; C.blank control
solution; D.test sample solution; 1.bisacodyl; 2.impurity A; 3.impurity
B; 4. impurity C; 5.impurity D; 6.impurity E
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Tab 1 Results of recovery test(n=9)

AR, mg T34, mg Wi, % FHE%, %  RSD,%
8.00 796 99.50
197 795 99.74
794 97 100.37
9.96 10.02 100.60
9.88 991 100.30 100.3 05
9.89 9.93 100.40

11.97 12.02 100.41

1193 12.00 100.58

11.95 1207 101.00

®2 HE@MAXMBENEER(n=2,%)

Tab 2 Results of related substances determination of sa-
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Fig 2 HPLC chromatograms of specificity_ test
A.sample destroyed by light; B.sample  destroyed' by ‘acid; C.sample
destroyed by base; D.sample destroyed by heat; E.sample destroyed by
heat; F. undestroyed sample; L.bisacodyl 2.impurity A; 3.impurity B; 4.
impurity C;5dmpurity D;6.impurity E
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