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Study on the Calibration of National Reference Standard of Tulathromycin
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Abstract; In order to effectively control the quality of tulathromycin raw materials and injection products, national
reference standard of tulathromycin was developed. The refined tulathromycin tartrate was used as raw material.
The quality inspection and uniformity evaluation were tested after dispersal. Infrared spectrophotometry and Karl
Fischer moisture method were applied for physical and chemical analysis. HPLC was applied for determination of
related substances and uniformity test. The content of reference standard was calculated by mass balance method,
which was also confirmed by DSC method. The content of national reference standard of tulathromycin was
98. 3% . Different methods were applied for qualitative and quantitative research to ensure the accuracy of the
calibration results. It is of great significance to improve and ensure the quality of veterinary drugs.
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Fig. 1 Infrared spectrum of tulathromycin
working reference substance
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Fig 2 Infrared spectrum of this batch of

tulathromycin reference substance
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Tab 1 Results of destructive tests
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Tab 2 Results of solution stability test
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Fig 3 Liquid chromatogram of solvent blank
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Fig. 4 Liquid chromatogram of tulathromycin

working reference substance
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Fig 5 Liquid chromatogram of this batch of

tulathromycin reference substance
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Fig 6 Gas chromatogram of solvent blank
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Fig. 7 Gas chromatogram of isooctane
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Fig 8 Gas chromatogram of this batch of

tulathromycin reference substance
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Tab 3 Sample content at different heating rates

FHEHE R/ (°C/min) B/ %
1 98.42
2 98.46
3 98.43
4 98.52
5 98.50
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Tab 4 Results of DSC
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2.77 98.55
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Fig 9 DSC atlas of this batch of tulathromycin

reference substance
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