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Abstract: Object Quality trend analysis for the effective components of group A and C meningococcal polysaccharide vaccine
during 2014-2016 in China. Methods The data from group A and C meningococcal polysaccharide vaccine sent to lot release by two
domestic manufactories were collected, and the trend analysis for the effective components group A and C polysaccharide content
were performed. Meanwhile, some vaccine batches randomly selected, were determined for group A and C polysaccharide content,
of which were compared with that of the manufactories for the statistical analysis. Result It was found that all batches of vaccine
production and inspection records were in accordance with the standard requirements. The trend analysis showed that almost all
results of the group A and group C polysaccharide content from its manufactories were within the alert limit (mean + 2SD). No
significant differences were observed in the year-on-year statistical comparison of the group A and group C polysaccharide. The
trend was smooth and consistency was better. No significant difference were found in the group A and group C polysaccharide
content of different lots determined by NIFDC in comparison with that of manufactories. Conclusion These findings indicate that
the polysaccharide content from domestic group A group C meningococcal polysaccharide vaccine is stable and has good
consistency between different batches. The test methods are reliable. These should ensure the quality of the vaccine products entered
into the markets.
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Fig.1 Overview of group A and C meningococcal polysac-
charide vaccines submitted for inspection by two domestic
companies from 2014 to 2016
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Fig.2 Trend analysis for group A and C polysaccharide contents in group A and C meningococcal polysaccharide vaccine
from two domestic manufactures from 2014 to 2016
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Fig.3 Comparison of group A and C polysaccharide contents of different vaccine lots determined by NIFDC and its domes-

tic manufactories from 2014 to 2016
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