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Abstract: Objective To establish a new method for evaluating the anaphylactoid reaction of traditional Chinese medicine injection in
vitro. Rapid evaluation of anaphylactoid reaction of Yiqi Fumai Lyophilized Injection (YQFM) from different batches was conducted.
Method The basophilic leukemia cell line RBL-2H3 cells were cultivated in vitro, and Compound 48/80 was selected as the positive
drug. The effect of Compound 48/80 on cell index (CI) was monitored by using real-time cell analyzer (RTCA). Then the cell
morphology and cytoskeleton changes were observed by using toluidine blue and phalloidin staining, histamine and beta hexose
glucosidase release were used to verify the degranulation of RBL-2H3 cells. Finally, 20 batches of YQFM (100 pg/mL) were selected
for the anaphylaxis evaluation. Results Compound 48/80 could significantly increase the CI value of RBL-2H3 cells, further
morphological study found that Compound 48/80 could make the cell morphology and cytoskeleton change obviously and show
obvious degranulation at the same dose. Histamine and beta hexose glucosidase release experiments also confirmed that Compound
48/80 could lead to the release of inflammatory mediators and induce obvious degranulation at this dose. These results suggest that the

RTCA system can be used to evaluate the degranulation of RBL-2H3 cells quickly and sensitively. RTCA monitoring
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results showed that different batches of YQFM had no significant effect on the CI value of RBL-2H3 cells, suggesting that the selected

batches of YQFM were eligible batches without anaphylactoid reaction. Conclusion An in vitro rapid evaluation method for

anaphylactoid reaction has been established based on RTCA system, which can be used for rapid evaluating the anaphylactoid reaction

of YQFM and other traditional Chinese medicine injections in vitro.

Key words: real-time cell analysis (RTCA); Compound 48/80; Yiqi Fumai Lyophilized Injection; anaphylactoid reaction; RBL-2H3

cells; degranulation
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Fig. 3 Toluidine blue staining to verify effect of Compound 48/80 on RBL-2H3 cells morphology
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Fig. 4 Phalloidin staining to verify effect of Compound 48/80 on RBL-2H3 Cytoskeleton
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