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Stability for quadrivalent influenza virus split vaccine
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Abstract: Objective To evaluate the stability of quadrivalent influenza virus split vaccine ( QIV) in order to provide the
basis for the validity of QIV products. Methods Each of monovalent stock solution was prepared from four strains of Al
(HIN1) A3 ( H3N2) B/Victoria and B/ Yamagata separately from which 6 batches of QIVs were produced. QIV
products ( thimerosal-ree) were placed at (37+2) C (25+2) “Cand (6+2) C respectively to evaluate the stability
for QIV products. Results The indexes of the vaccine were in accordance with the enterprise registration standard and the
requirements of {Pharmacopoeia of the People’s Republic of China ) (2015) Volume I after QIV products were stored at
(37+2) °C for 10 days (25+2) °C for 3 months (6+2) °C for 15 months. Conclusion The QIV has a good stability
and could be stored at ( 6+£2) °C for 15 months.
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Tab.1 The tested results of QIV
HA ( pg/mL)
ol (pg/ml) Al A3 BI B2 (pg/mL) — (ng/ml)
6.8~8.0 <25 264~39.6  264~39.6  264~396  264~39.6 <400 <200
$201510001-1 7.10 13 32.3 30.8 36.2 36.1 217 8
S201510001-2 7.06 12 32.3 31.2 35.7 35.6 218 8
S201510002-1 7.13 12 31.9 34.8 31.9 31.1 188 3
S2015100022 7.09 12 32.5 36.6 34.2 31.1 185 3
S201510003-1 7.13 12 30.6 36.1 33.6 31.6 182 4
S201510003-2 7.10 12 30.6 36.1 35.8 32.2 192 4
S201510001-1* 7.20 12 28.7 32.3 32.0 35.3 188 6
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Fig.1 The trend chart of HA stability (37+2) °C
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Fig.2 The trend chart of HA stability (25+£2) °C
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