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Development of Tosyl Pleuromutilin as National Reference
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Abstract; In order to develop the first batch of national reference of tosyl pleuromutilin, the key items in the

quality standard were inspected. The national reference of tosyl pleuromutilin was white to almost white powder.

The IR spectrum was consistent with the USP traceable reference. The molecular ion peak was 555.19 Da ([ M+

Na]") by mass spectrum. The average purity was 99.7% by high performance liquid chromatography. It can be

used as a reference for the test of system applicability during the content determination of tiamulin fumarate and its

related preparations.
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Fig 1 The MS spectrum of Tosyl Pleuromutilin material
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Fig 8 The spectrum of system applicability
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Fig 9 The spectrum of Tosyl Pleuromutilin material
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Tab 1 The purity test results of Tosyl Pleuromutilin material 41 HENFEEEE ALK EE RS XOKM
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