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Impurity Profile Study of Cefmenoxime Hydrochloride for Injection

XIA Jia', CHEN Hongjuan?, XI Shidong!(1.Ningbo Institute for Drug Control, Ningbo 315048, China; 2.Nanjing
University State Key Laboratory of Pharmaceutical Biotechnology, Nanjing 210046, China)

ABSTRACT: OBJECTIVE To establish an UHPLC-TOF-MS method for the research of the impurity profile of cefmenoxime
hydrochloride for injection. METHODS UHPLC-TOF-MS was used with Waters UPLC HSS T3 column(2.1 mmx100 mm,
1.8 um). The mobile phase consisted of 0.1% formic acid(A) and acetonitrile(B) with gradient program. The column temperature
was 40 °C. The flow rate was 0.3 mL-min~!. RESULTS There were 15 related substances detected in the sample, all of which

were identified. CONCLUSION The UHPLC-TOF-MS method can be used for the related substances study of cefmenoxime

hydrochloride for injection.

KEYWORDS: cefmenoxime hydrochloride for injection; related substance; impurity profile; TOF-MS
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Tab.1 High resolution mass spectrometric detection of main impurities

FgS (RREE/min SR mi S FEHR BT m/2
1 1.15 243.056 0 CgHoN4O3S 156.023 7, 126.012 3
2 3.29 117.023 5 C,H4N,4S 74.006 7
3 5.31 414.054 9 C14H5N506S2 285.012 0, 241.040 1, 227.006 8, 126.012 2
4 6.03 414.054 0 C14H5N506S, 396.044 2, 241.040 4, 156.023 1, 126.0126
5 6.70 396.044 5 C14H3N5058, 227.006 7, 199.9959, 183.0343, 126.0125
6 7.65 512.060 4 Ci6H17N9O583 396.045 0, 352.054 5, 241.0402, 201.0449, 152.0172
7 7.86 398.059 4 C14H5N505S, 285.011 7, 241.039 6, 227.007 0, 126.0126
8 8.13 456.065 5 Ci6H17N505S, 396.045 4, 324.0594, 227.006 6, 167.028 3
9 10.87 530.070 7 Ci6H19N9OgS3 414.054 2, 370.064 1, 201.043 4, 126.0137
10 11.66 512.060 3 Ci6H17N9O5S3 396.044 2, 324.059 4, 241.040 0, 167.028 0
11 12.15 512.060 3 Ci6H17N9O5S3 396.044 2, 324.059 0, 293.0412, 182.0260, 112.0221
12 18.02 907.098 9 C31H30N 1204384 477.061 2, 360.0520, 26.0068, 167.028 8
13 18.66 695.072 4 CyH2N1,0484 579.055 3, 424.051 1, 350.038 8, 167.028 3
14 18.95 167.994 5 C7H;sNS, 135.013 9, 109.010 8, 77.0392
15 21.05 563.031 6 C1HsNgO5S4 396.044 2, 324.0589, 167.027 7
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