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Abstract Vaccine has been recognized as the principal method of preventing many diseases for its superi-
ority, such as easy to vaccinate, high efficiency, less side effects, etc. People’s increasing awareness on importance
of epidemic prevention leads to elevate demand for vaccines, which requires larger capacity and lower cost of vac-
cine industrial production. Meanwhile, the large demand makes drug supervision organizations pay more attention
to the quality of vaccines. Based on the situation, the review summed up the development of vaccines production
technology, analyzed the current situation of cell culture and quality control strategy of vaccines production, and
put forward the developing direction of production technologies for human inactivated vaccine.
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Table 1 Summary of human inactivated vaccine based on VERO cells
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Table 2 Summary of human inactivated vaccine quality
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Quality classification Detection type Quantitative method
Effectiveness Immunogenicity Animal toxic attack experiment
Safety Host DNA DNA probe hybridization

Host protein
Total protein

BSA residue

Antibiotics residue

Sterility test
Thermal stability

Bacterial endotoxin

Heat source

Abnormal toxin

Exogenous viral facotr

Elisa

Lowry method

Elisa

Elisa

Cultivation method

Thermal stability experiment
Gel limit experiment
Animal experiment

Animal experiment

Animal experiment
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The solid line arrows represent the necessary steps and the dashed line arrows represent the steps that may occur.
E1 QbDIFIEMM IR E AR AL
Fig.1 Main technology process of optimization strategy by QbD principle
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