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Determination of Residual Ethyl Methyl Sulfonate in Alendronate Sodium by GC
QIU Yan-chuan', LI Yue-fen®,ZHONG Ling®, WU Bin'(1.Chongqing Medical and Pharmaceutical College,
Chonggqing 400016, China; 2.Chongging Yaoyou Pharmaceutical Co. Ltd., Chongging 400060, China)

ABSTRACT OBJECTIVE: To establish the method for the determination of residual ethyl methyl sulfonate in alendronate sodium
raw material. METHODS: Capillary GC method was adopted. The determination was performed on HP-5 capillary column with ni-
trogen as carrier gas at the flow rate of 1.0 ml/min. The column temperature was 100 °C for 8 min, and sample size was 1.0 pl.
The split ratio was 10: 1, and temperature of injector was 220 °C. The flame ionization detector was used with the temperature of
300 °C. RESULTS: The linear range of ethyl methyl sulfonate were 3.92-27.44 pg/ml (»=0.999 7) with average recovery of
97.94% (RSD=1.48% , n=9). RSDs of precision, stability and reproducibility tests were all lower than 2.30%. Ethyl methyl sul-
fonate was not detected in 3 batches of samples. CONCLUSIONS: The established method is simple, sensitive and reliable, and it
can be used for the content determination of ethyl methyl sulfonate in alendronate sodium.
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Fig 1 GC chromatograms
A. blank control; B. substance control; C. test samples; 1. dichlor-
methane; 2. ethyl methyl sulfonate
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Fz1 MEEKEXELER (n=9)
Tab 1 Results of recovery tests(n=9)

it pg MAKR, wg MR, pg  MORERICE, % FS9IIREEICR, % RSD, %
0 15.68 15.14 96.58
0 15.68 15.01 95.75
0 15.68 15.20 96.92
0 3920 38.13 97.26
0 39.20 3845 98.09 9794 148
0 39.20 38.50 9821
0 47.04 46.74 9937
0 47.04 46.59 99.04
0 47.04 47.14 100.22
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