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Studies on the separation and quality of high molecular weight impurities in amoxicillin

LI Zhe-yuan, LI Yu-feng, FAN Bing, XIANG Jin- lian( Yunnan Institute for Drug Contwol, Kunming 650011, China)

ABSTRACT: OBJECTIVE To develop a method for detem ination the high molecular im purities in am oxicillin to evaluate the quali-
ty of am oxicillin and its capsule or suspension. METHODS Detem ination of high m olecular impurities using Ohpak SB-802. 5HQ gel
filtration chromatography was established. RESULTS 21 batches of am oxicillin were analyzed. The contents of the high molecular im-
purities were all less than 1% . CONCLUSION Results of analysis showed there were no significant differents in the contents of im-
purities between domestic and imported.
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Tab 1 The results of sample detem ination

Samples Batch No. Content( % )
B2554290 0.51
Drug substances
B2557139 0.66
( Spanish)
BC561833 0.72
5193 0.59
Drug substances
7023 0.44
( domestic)
7022 0.35
030813 0.62
030814 0.60
Capsules 031233 0.61
( domestic A) 030704 0.79
030705 0.77
030710 0.77
Capsules( domestic B) 991101 0.71
Capsules( domestic C) A031211104 1.24
Capsules( domestic D) 0308065 0.36
030707 0.66
Capsules
030702 0.74
( imported)
030807 0.41
030822 0.73
Suspension
030823 0.74
( domestic A)
030824 0.80
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