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Analysis of Listed Biological Extraction-separation Products and Bacterial
Preparation Products for Therapeutic Use in China

Xin Zhongshuai', Zhang Yanyan’, Jin Xiaoyan’, Shao Ying”" (1. Vonsun Pharmatech Co Ltd, Suzhou 215123,
China; 2. School of Yeehong Business, Shenyang Pharmaceutical University, Beijing 100010, China)

Abstract Objective: To analyze the shortcomings of listed biological extraction-separation products and
bacterial preparation products for therapeutic use in China and clarify the direction of efforts. Methods: Based on
the approval data of biological extraction-separation products and bacterial preparation products for therapeutic
use, the statistical analysis and comparative analysis were conducted. Results: The approved number of blood
products and multi-component biochemical drugs of extraction-separation products and bacterial preparation
products and the number of enterprises were sorted out and compared with the approved number of FDA.
Conclusion: The biological extraction-separation products and the bacterial preparation products are both
early therapeutic biological drugs. The blood products still have an important clinical value, but the repeated
application is a serious problem. The repeated application of the multi-component biochemical drugs and bacterial
preparations is rare, but they are rarely used clinically. The number of the two types of products approved by the
FDA is small.
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