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[ Abstract)
ability of the vaccine to protect people. Methods

Objective To research and development of quadrivalent influenza vaccine,improve the
Using the influenza vaccine strains recommended by
WHO, adopt zone centrifugation and molecular sieve chromatography purification process to produce
influenza vaccines and verify the vaccine in accordance with the requirements of Chinese Pharmacopoeia
(2010 Edition 3), and then continue to test the immunogenicity and animal allergy reaction. Results The
indicators are in line with the “China Pharmacopoeia“2010 three edition” influenza vaccine (split virion)"
under the registration standard. Immunogenicity test results show that adding a B virus antigen in the
trivalent influenza vaccine, the new increased antigen and original antigen have no antagonistic effect and
does not affect the related antibody; allergen test showed that the increase in antigen kinds and amounts does
not aggravate the local and systemic adverse reactions. Conclusions This production technology is mature,
stable and reliable, and can produce high quality suitable for people with safe and effective vaccine.
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Fig.1 Electron microscope before and after splitting of influenza virus
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Tab.1 The three batches of finished product vaccine test results
E BRI RE R
W E . .
L Chinese Pharmacopoeia Test Results
Identification items
standards 20110601 20110602 20110603
SR WIAEEERY REME raME HaEmE
Appearance Micn-) ivory ne Comply with Comply with Comply with
foreign body the standard the standard the standard
pH
6.8~8.0 . .
DHovalue 7.4 7.4 7.4
2 o o
- 05 Cﬁ‘ qlﬂﬁ_h Cﬁ nlmgh FaE
Loading capacity =0.5 mV/bottle omply wit omply wit Comply with
the standard the standard the standard
EWHE e B [k B
Sterility test Negative Negative Negative Negative
HRME AR &
SHEH w77 R AR fas MR

Abnormal toxicity

Woods, weight gain

Comply with
the standard

Comply with
the standard

Comply with
the standard

Al 24-~36 31.2 31.2 31.2
e & £ A3 24 -~36 32.9 32.9 32.9
HA content
Cog/ml) Bl 24 -~36 31.0 31.0 31.0
m!
W B2 24-36 31.2 31.2 3.2
b3l R PR RS PR
Identity test Positive Positive Positive Positive
Gl
gﬁgﬁ <25 1.55 1.69 1.74
Formaldehyde residue( wg/ml)
REASE
Total protein content <400 192.70 189. 60 187. 50
(pg/ml)
MEBHREE
Ovalbumin residue <200 8.3 8.39 8.33
(ng/ml)
MENER
Bacterial endotoxins <20 <1.0 <10 <1.0
(EU/ml)
®£2 =4 A FUBRMEEE R R RR AR
Tab.2 Comparison of Immunogenicity test results for trivalent . quadrivalent influenza vaceine ( split virion)
HEE ZHEE B (CMT) V4 4 £ # Bk (GMT)
Amount of antigen( p.g) Ab of trivalent vaccine Ab of quadrivalent vaccine
his 3.7 4.5 5.5 3.7 4.5 55
Per strain
BIR 1.1 13.5 17.5 14.8 18 22
Total antigen
Al 98.49 +80(10) 113.96 £92(10) 129.96 £72(10) 125.53 +93(20) 139.28 £105(10)  144.20 £109(20)
A3 113.14 £76(10) 126.99 £88(10) 121.26 +74(10) 134.54 +81(20) 171.48 +89(10) 154. 55 +81(20)
B/B 28.28 £19(10) 22.45£11(10) 32.49 +23(10) 36.05 +22(20) 20.00 £ 10(10) 29.28 +19(20)
B/F — — — 154.55 £90(20)  196.98 £88(10) 190.27 +85(20)
PBS 0(6) 0(6) 0(6) 0(6) 0(6) 0(6)

GMT. Geometric Mean Titre JUARSE B 5 (N) : Number S Eh P
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