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Non-clinical safety of freeze-dried rabies vaccine (MRC-5 cell) for human
TAN Xiaodong,YANG Shilong, WANG Li,XU Nana,XU Wenlong, ZHOU Pei,ZHANG Yanfei,ZHOU Feng
Author Affiliation:Anhui Zhifer Longcom Biopharmaceutical Co., Ltd, Hefei, Anhui 230088, China

Abstract: Objective To evaluate the safety of freeze-dried human rabies vaccine (MRC-5 cells) by performing active allergy test,
muscle irritation evaluation, single administration toxicity and hemolytic. Methods The experimental study started and ended from
March 2014 to October 2016. Following the established processes and quality standards, rabies virus fixed strain was cultured in hu-
man diploid MRC-5 cell line, and then was inactivated and purified for preparing the freeze-dried rabies vaccine. After passing the QC
test, the vaccine was used for a comprehensive animal toxicology test.Results In this experiment, excipients group containing human

albumin, low dose, and high dose vaccine groups caused guinea pig allergy symptoms, the mortality rates after challenge on the 14th

and 21st days were 0 (0/6), 0 (0/6), 16.67% (1/6) and 33.33% (2/6), 50.00% (3/6), 33.33% (2/6), there was no significant difference in
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mortality among the triple groups (P>0.05), and the excipients group without human albumin had no allergic symptoms; single or multi-

ple injections of the vaccine did not cause muscle irritation in rabbits; no significant ICR mouse toxicity was observed at the highest

dose of 50 1U/kg; the vaccine did not cause red blood cell hemolysis and condensation. Conclusion Freeze-dried rabies vaccine

(MRC-5 cell) for human shows good safety in animals.
Key words:

Rabies vaccines; Freeze drying;

evaluation;  Guinea pigs
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