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Quality Control of Collagen-Based Regenerative Medical Products

Ke Linnan', Huang Yuanli', Fang Yu', Duan Xiaojiel, Liu Li', Jiang Lixia’, Wang Chunren'” (1. National
Institutes for Food and Drug Control, Beijing 102629, China; 2. Shanghai Qisheng Biological Preparation Co.,
Ltd., Shanghai 201106, China)

Abstract: Because collagen has good biocompatibility, biodegradability, bioactivity and processability, it is
widely used as an important biological material in regenerative medical products. It is also widely used in nerve,
bone, cartilage, tendon, ligament and blood vessel implantation as well as skin substitute. In order to ensure the
safety and efficiency of collagen-based regenerative medical products, it is necessary to establish an appropriate
quality control system. This paper focuses on the consideration of quality control of collagen-based regenerative
medical products from the aspects of raw materials, product performance, virus removal/inactivation, packaging
and sterilization in order to provide technical references for the research and development, production and
supervision of such products.
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