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GC Detection of Residual Solvents in Idarubicin Hydrochloride

WANG Chungin, ZHANG Manjun, YU Meng (Zhejiang Medicine Co.Ltd., Xinchang Pharmaceutical Factory, Xinchang
312500, China)

ABSTRACT: OBJECTIVE To establish a method for detection of the residual solvents in idarubicin hydrochloride substance.
METHODS The residual solvents in this substance were determined by GC equipped with FID detector and linked with DB-624
capillary column (30.0 mx0.530 mm, 3.00 um ). The carries gas was nitrogen. The inlet temperature was 200 ‘C and the FID
detector temperature was 250 ‘C. The column temperature rose by program: the initial temperature was 50°C, maintained for 6 min,
raise to 165 °‘C with a rate of 10 ‘C-min”', maintained for 2.5 min. The flow rate of carries gas N, was 4.0 mL-min". The heated
temperature of the headspace oven was 105 C, the heated time lasted 20 min, and the injection volume was 1.0 mL. The dissolved
medium used to prepare all of the test solutions was DMF. RESULTS Each solvent could be completely separated in
chromatogram obtained from systemic suitability test, and the calibration curves of each solvent had good linear relationship within
a certain range . CONCLUSION The method is accurate and reliable. It can be applied in detection of residual solvents in

buflomedil hydrochloride substance.

KEY WORDS: idarubicin hydrochloride; residual solvents; GC; headspace
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Fig1l Chromatogram of system suitability test

Note: 1-methanol; 2—ethanol; 3—acetone; 4—dichloromethane; 5—dioxane;
6—toluene
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Tab 1 The linear relationship of the 6 solvents

sl 2V Fl/ug-mL ™! (Rl 5 r
i 31.6~253.1 Y=1.010 X+0.110 0.999 7
78 47.3~378.7 Y=1.185 X+ 0.959 0.999 3
AT 47.5~379.6 Y=2271 X+0.418 0.999 8
T 5.8~46.6 ¥=0.582 X + 0235 0.999 9
THEAT 3.9~314 Y=0.647 X + 0.090 0.999 5
GBS 8.8~70.7 Y=1.954 X +0.480 0.999 9
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Tab 2 Results of determination for residual solvents in

idarubicin hydrochloride substances (n=2)
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20080701  0.004 0.148 0.152 0.004 - -

20080702  0.003 0.063 0.104 0.005 - -

20080703 0.003 0.135 0.088 0.005 - -
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resgidual solvents in idarubicin hydrochloride substance
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Chromatogram of samples solution for detecting
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