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Determination of residual organic solvents in hydrocortisone butyrate propionate
by capillary gas chromatography

LIU Yan', SUN Yue', ZHAO Jian®
1. Tianjin Institute for Drug Control, Tianjin 300070
2. Tianjin Taipu Pharmaceutical Science & Technology Development Co., Ltd., Tianjin 300193, China

Abstract: Objective To establish a separation method for the determination of four kinds of residual organic solvents in
hydrocortisone butyrate propionate. Methods Capillary gas chromatography was carried out on DB-I silica gel capillary column (30
m x 0.3 mm x 1.8 um) with FID detector and nitrogen as carrier gas. Column temperature was 40 “C for 9 min, then increased to 68 ‘C
at the rate of 2 ‘C/min, then increased to 230 “C at the rate of 70 ‘C/min, maintained for 13 min; The amounts of residues including
methanol, acetone, pyridine, and N,N-dimethyl formamide in hydrocortisone butyrate propionate were determined. Results Various
organic solvents could be effectively separated. A good linear relationship could be achieved in the concentration range examined with
ras 0.998 3 t0 0.999 7, and the average recovery rate was 98.1% to 100.0%. Conclusion This method is sensitive, rapid, accurate, and
suitable for the determination of residual organic solvents in hydrocortisone butyrate propionate.
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Table 1 Regression equations and linear ranges (n = 6)
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Fig. 1 Chromatograms of blank solution (A), sample solution
(Batch No. 101201, B), and reference solution (C)
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