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Progress in study on calibration and purity determination method of impurity
reference substance in drugs
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Abstract: Whether the impurity in the drug can be fully comprehensive and accurately controlled, directly related to the quality of the
drug safety and controllability. The principal component self-control method used in Chinese Pharmacopoeia to regulate material
limit, and foreign methods used impurity reference, which requires the impurity reference substance to achieve a certain quality
standard. Standard calibration usually includes purity determination, structure analysis, determination, and so on. Considering the
impurity reference substance is traceful, so appropriate analysis method is very important. Less sample analysis instrument, such as
high performance liquid chromatography, differential scanning calorimetry can be used for purity determination.
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