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Advances in the Evaluation Strategy of Allergenicity of Multi-component Biochemical Drugs

WU Yinnan'?, WANG Yuxin®*, YANG Qitao>3, XU Peng’, ZHANG Siqi®, ZONG Weifengz, MENG Changhong?,
SHI Qingshui?, LU Yihong"? (1.Department of Pharmaceutical Analysis, Xuzhou Medical University, Xuzhou 221004,

China; 2.Jiangsu Institute for Food and Drug Control, Nanjing 210009, China; 3.China Pharmaceutical University, Nanjing
210009, China)

ABSTRACT: The multi-component biochemical drugs are listed in the national key monitoring drugs catalogue because of their
complex sources, unknown material basis and high adverse reactions in clinical application of some varieties. Although the
adverse reactions are mostly related to anaphylactic reactions, at present, there are few studies on the anaphylaxis of multi-
component biochemical drugs, and a complete evaluation system of anaphylactic research has not been formed. Therefore, based
on the analysis of the characteristics of multi-component biochemical drugs and the related literature on the allergy research of
complex mechanism drugs at home and abroad in recent years, this paper expounds the allergy and pseudoallergy evaluation
strategies applicable to multi-component biochemical drugs, and analyzes and summarizes the means and technical methods of
allergy research from both in vivo and in vitro, with a view to the clinical application and safety of multi-component biochemical
drugs research and production process optimization to provide reference and basis.

KEYWORDS: multi-component biochemical drugs; allergic reaction; evaluation strategy
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