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Comparability protocol .

Introduction to the “Guideline on the Use of Near—infrared Spectroscopy by Pharmaceutical Industry and
Data Requirements for New Submissions and Variations (Draft)”
Qiao Yanjiang, Du Min, Shi Xinyuan, Wu Zhisheng, Xu Bing
(School of Chinese Pharmacy, Beijing University of Chinese Medicine, Beijing 100102, China)

Abstract: This paper was aimed to introduce a draft guideline newly issued by the European Agency for the E-
valuation of Medicinal Products (EMEA) which is intended to provide guidance to pharmaceutical industry in the
process of calibration, validation and maintenance of a near—infrared spectroscopy (NIRS) method when used for
quantitative/qualitative analysis and process monitoring and the type of data requirements for new submissions and
variations.
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