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Abstract: Objective
ingredient and tablets of nilestriol. Methods

To establish a RP — HPLC method of determination of related substances and contents of active pharmaceutical
The chromatographic column was Waters Symmetry Cis column(250 mm x4.6 mm,5 pm),
the mobile phase was 0.02 mol/L ammonium acetate — acetonitrile (40 : 60, V/ V) with equal elution, the flow rate was 1.0 mL/min,
the column temperature was 35 °C, the detection wavelength was 280 nm, and the sample size was 20 pL. Results Nilestriol peak
and adjacent impurity peaks could be completely and effectively separated. The nilestriol showed a good relationship within the range of
0.01 =2.0 g/L, the average recovery rate was 100.00% , RSD was 1.29% (n =9). The content results of the 1 batch of active phar-
maceutical ingredient and the 3 batches of tablets of nilestriol were 99.79% ,98.62% ,98.71% and 98. 56% , respectively, the maximum
single impurity was 0.14% ,0.41% ,0.39% and 0.40% , respectively, the total impurities were 0.49% ,0.78% ,0.76% and 0.75%,
respectively. Conclusion The established RP — HPLC method can effectively determine the related substances and contents of active
pharmaceutical ingredient and tablets of nilestriol, and provide some technical support for the process control, supervision and quality

assurance of nilestriol.
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(mg) (mg) (mg) (mg) (%) (%) (%)
100.0 98. 56 0.8 99. 35 98.75
100. 0 98. 43 0.8 99. 22 98.75
100.0 98.55 0.8 99. 36 101.25
100.0 98.21 1.0 99.22  101.00
100. 0 98. 49 1.0 99. 50 101.00 100.00 1.29
100.0 98.53 1.0 99.52 99. 00
100.0 98.28 1.2 99.49  100. 83
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100. 0 98. 88 1.2 100. 10 101. 67
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