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Abstract: Objective: To establish a method for the determination of p-Toluenesulfonamide content in Gliclazide.
Methods: Using High Performance Liquid Chromatography (HPLC) method with an Agilent ZORBAX Eclipse XDB
C8 column. External standard method for quantitative. Results: The liner range of impurity p-Toluenesulfonamide was
0.4 - 1.2 g/ml, which showed good linearity (r = 0.9993). The average recovery was 99.1%. Conclusions: The method
is simple, accurate and sensitive. It can be used for the determination of p-Toluenesulfonamide limit in Gliclazide.
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Figure 1. Theresolution chromatograms of p-Toluenesulfonamide
& Gliclazide
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Table 1. Theresults of precision testing
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Figure 2. Thelinearity chart of p-Toluenesulfonamide
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Table 2. Theresults of recovery testing
*2 EFEABER

F5 I\ & (mg) A5 & (mg) [B[ 2R (%)
1 8.18 8.02 98.04
2 8.38 8.16 97.37
3 8.11 7.98 98.40
4 10.16 10.20 100.39
5 10.47 10.20 97.42
6 10.73 10.70 99.72
7 12.57 12.56 99.92
8 12.19 12.26 100.57
9 12.31 12.30 99.92
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Figure 3. The chromatograms of p-Toluenesulfonamide reference
solution
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Figure 4. The chromatograms of Gliclazide sample solution
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