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The Product Quality Study of Influenza Vaccine (Split Virion),
Inactivated after Being Stored in Low Temperature (- 2 °C)

Environment

SAE 2013 B3 2015 EXHEEAEEMBIIT T I, BIEMERIFINLE
HIUET 0°CHITE I, %TM%{&?&%#%E%&WW 2015 SEFA I FRP T AR
ST TAAIIRSER (L5 154 ffEEE (2°C) FEEPavfeEikms (I
CE2E). B ﬁ%Aﬁﬁﬁtmu (201704A006/201707A029) 7EM 1 7r 2554
2 HIUET 0 CHUBIRGE, BAMS LRFIL~RHETF-2CI0R, ZEHNFTAE
WRE, SREEAE (RE3IHD).

We validated the cold chain thermo containers of vaccine from 2013 to 2015, and
found that the temperatures of some point at thermo containers were below +2 C {to
-0.7 ° C). During the validation process. In order to study the effect of low temperature on
product quality, we conducted freezing point test to Influenza Vaccine (Split virion),
Inactivated in 2015 (see part 1) and stability study in low temperature (- 2 C)
environment (see part 2). Moreover, we learned that there was the situation where the
temperature in thermo containers was marks -0,7 °C during the delivery process to
2 Ukraine of the two batches of products (batch no.: 201704A006, 201707A029) this year,
then we stored the two batches of products in - 2 °C environment for 10 days, Next, we

ieéted all the items, and results complied with the specifications (see part 3).
1. FREREHRIVK A Freezing point of influenza vaccine
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To test the freezing point of influenza vaccine, we piaced 201504C€001, 2015048002,
201504A003, 201504B004, 201504A005, 201504C006, 201504A007, 201504C008,
2015048017, these nine batches of influenza vaccine at -2 ‘C. Each batch included 10
vials. We continuously recorded temperatures and observed the appearances of vaccine.
After 13 days of observation, 90 samples from nine batches of vaccines were not frozen.
The result shows that the freezing point temperature of influenza vaccine is below -

2.0 C, which means that it will not be frozen at - 2.0 <.
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Stability of Influenza Vaccine (Split virion), inactivated in low temperature (-2 C)

environment
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in order to test the stability of Influenza Vaccine (Split virion), inactivated in low

“ternperature (-2 © C} environment, we chose 201504C001, 201504B002, 201504A003,

2015048004, 201504A005, 2Q1504C006, 201504A007, 201504C008, 2015048017, nine
batches of Influenza Vaccine (Split virion), Inactivated and placed them at -2 C. The
production time and valid time of observed batches were shown in table 1. Observation
time was shown in table 2. Observation items, methods and specifications were shown in

table 3. So far, all the observation had been completed, and the result shows that all the
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specifications. The results and data show that the quality of Influenza Vaccine (Split virion),

inactivated is stable at - 2.0 “C for 18 months.
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