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Stability of Influenza A HIN1 vaccine split virion inactivated
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Abstract Objective To evaluate the stability of influenza A HIN1 vaccine split virion  inactivated. Methods Three
batches of vaccine were stored at 37 and 2 ~ 8 °C for various time periods then subjected to inspection on final containers
and tested for identity filling volume pH value hemagglutinin HA content thimerosal content sterility abnormal
toxicity bacterial endotoxin content and egg albumin content based on which the themo-stability and long-term stability
were evaluated.  Results All the quality indexes of three batches of vaccine after storage at 37 °C for 7 d met the
requirements for influenza A HINT vaccine split virion  inactivated which showed no significant difference with those
before storage. All the indexes of the three batches were qualified after storage at 2 ~ 8 °C for 18 months. Conclusion
Inactivated influenza A HINT vaccine split virion showed high themo-stability and long-term stability indicating stable
quality of the vaccine.
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Tab 1. Thermo-stability of three batches of influenza A HIN1 vaccine at 37 C
20090701 20090704 20090707
0d 3d 7d 0d 3d 7d 0d 3d 7d
pH 6.8~7.5 7.2 - 7.2 7.2 - 7.2 7.2 - 7.2
pe/ml <25 8 - 8 1 - 1 8 - 8
pg/ ml 70 ~ 100 86 - 86 77 - 77 89 - 89
g/ 0.5 ml 12 ~ 18 13 14 13 13 14 13 13 14 14
EU/ml = 40 16 - <8 4 - <4 8 - <4
pg/ ml < 200 pg / ml 110 = 101 125 . 114 120 = 96
5
ng/ml < 100 1 _ 3 - 3 1 - |
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Tab 2. Thermo-stability of control vaccine at 37 °C

0d 3d 7d
pH 6.8~7.5 7.2 - 7.2
g/ ml <25 15 - 15
g/ ml 70 ~ 100 74 - 74
pg/ ml 24 ~ 36 Al 35 Al 33 Al 33
A3 33 A3 32 A3 31
B 33 B 33 B 32
EU/ml < 40 2 - <4
g/ ml < 400 5 263 - 261
ng/ ml < 100 2 - 2
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Fig 1. Long-term stability of influenza A HIN1 vaccine at
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