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Abstract Objective To evaluate the suitability of the standard and the quality condition of neomycin sulfate
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ointment. Methods According to the legal standard tests and exploratory studies, raw materials and two batches of
preparations were tested. Through the investigation of the particle sizes, the crystal form, related substances, impurities
spectrum, the content, the quality status of raw materials and preparations, and the rationality of quality standard were
analyzed. Results The pass rate of quality was 100% using the statutory methods in two batches of preparations.
Exploratory research revealed that the content uniformity of the ointment was unsatisfactory. Further analysis of
causes showed that the particle size and distribution of raw materials were not uniform. The raw materials were easy
to be transgranular during storage and preparation. The HPLC-PAD method for the determination of neomycin sulfate
and the detection of related substances was established, and the impurity spectrum was studied. The replacement of the
microbial assay to the HPLC-PAD method for determining potency of neomycin sulfate was completed. Conclusion
At present, the quality of neomycin sulfate ointment meets the requirements of the current statutory standard. The
uneven particle size of raw materials and the change of crystal form are easy to occur, which might lead to the poor
uniformity of preparation content. It was proposed that the related substances tests should be included in the statutory
standard of raw material and preparation and the HPLC-PAD method for the determination of potency of neomycin

sulfate should be added. The manufacturers should optimize the production processes in order to improve the quality

of products.
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Fig. 1 Images of A enterprise raw materials in different field of microscope
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Fig.2 The XRD graph of raw material and ointment
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Fig. 3 The polarization microscope images of raw materials
and ointment
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Fig. 4 Typical chromatogram of related substances for
neomycin sulfate
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Tab. 1 Retention time, structure and source analysis of peaks of related substances
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