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Determination of Related Substances in Cefamandole Nafate for Injections by HPLC

ZHANG Hanzhi, MIAO Tianyao, QIN Feng, LIU Hao*
(Shanghai Institute of Food and Drug Control, Shanghai 201203)

ABSTRACT: An HPLC method was established for the determination of the related substances in cefamandole
nafate for injection. A BDS Hypersil C,4 column was used, with the mobile phase of ammonium formate solution
(adjusted to pH 4.5 by formic acid, A) : acetonitrile (B), at the detection wavelength of 254 nm. The resolutions between
cefamandole nafate and the neighbouring peaks as well as the resolutions between the impurities all met the requirements.
The relative retention time of the known related substances A, C, D and E were determined. It was linear for cefamandole
nafate in the range of 1-10 pg/ml. The established method, which was proved to be suitable and sensitive, can be applied
to analyze the related substances including A, C, D and E by principal component self-control method in cefamandole
nafate of different batches and to provide a better control of the product quality.

Key Words: cefamandole nafate for injection; related substance; HPLC; content determination
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1-cefamandole nafate; 2-cefamandole; 3—impurity A; 4-impurity C; S5—impurity D;

Cefamandole Nafate and the Known Related Substances 6-impurity E; 7-7-ACA; 8-7-ATCA; 3'. 6'-degradation products of impurity A and E



