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Abstract:Objective To provide a reference for revising the determination standard of biological potency of calcitonin (CT). Methods The
biological effects and research progress of CT were summarized, and the principles and operation methods of biological assay
method and chemical assay method of CT in pharmacopoeia of various countries were compared. Results CT was widely used in
clinical practice. The main assay methods of its potency and content were biological assay method (in wvivo and in witro) and
chemical assay method [high performance liquid chromatography (HPLC) method]. The biological assay method in wivo was more
widely used and could directly reflect the biological potency of CT,but the results were easily affected. The biological assay method
in vitro had the advantages of small coefficient of variation, high accuracy and more in line with the 3R principle. HPLC method
could effectively control the impurities and their limits in CT. Conclusion The subsequent revision of the determination standard
of biological potency of CT can use the biological assay method in vitro combined with HPLC method to control the impurity level
while determining its biological potency,so as to ensure the safety and effectiveness of CT products.
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Fig.1 Molecular structure of sCT
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Note:R1 was ethanolamine buffer;R2 was o — cresolphthalein complexone

Fig.2 Operation process of biological assay in vivo of CT
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Fig.3 Principle diagram of biological assay in vitro of CT
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