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Abstract: The aerosol challenge method for potency test of Mycoplasma gallisepticum inactivated vaccine requires
a large amount of live broth culture and the result is influenced by spraying time and equipment. In order to
establish a new method with stable test results, one batch of freeze — drying Mycoplasma gallisepticum R strain
culture was prepared in this study, and its characteristics, purity, vacuum degree, residual moisture content,
specificity,, viable count and homogeneity were determined, and the results were confirmed to the regulations.
Different challenge doses were applied in air sacs injection method, the results show that the injection method is

stable and accurate, compared with the aerosol challenge regulated in Veterinary Pharmacopoeia of People’ s
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Republic of China. Five batches of vaccines potency tests results show that there was no significant difference with

aerosol challenge method. This research offered a good reference for the optimization of the challenge method of

Mycoplasma gallisepticum vaccines.
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Tab 1 Air sac leision scores of different challenge methods

W=k B W% (CCU - mL~1) SRS ViR
55 10 10° 1 3 2 3 3 3 0 4 3 4 1.6

555 %o} 41 5 / 0 0 0 0 0 / / / / / /
10 10° 4 4 3 4 4 3 4 4 4 3 0.23
SKEETS 0.4 mL 10 108 3 4 4 4 3 4 3 3 4 4 0.28
10 107 1 2 1 3 3 2 1 3 1 2 0.88
10 10° 2 2 3 4 4 3 4 4 3 3 0.32
SHEEST 0.2 mL 10 108 3 3 3 4 4 2 3 2 3 4 0.23
10 107 1 3 2 2 3 1 1 1 1 2 0.82
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Tab 2 Variance analysis of aerosol challenge and air sac injection with different doses

Y/ (CCU - mL 1) =2 3 S5 A ¥y F{E PE F Il B
41 ] 6.05 1 6.05 6.6 0.019314
0.4 mLx10° HHN 16.5 18 0.916667 / /
Bt 22.55 19 / / /
21 1] 5 1 5 5.357143  0.032651
0.4 mLx10® HN 16.8 18 0.933333 / /
Bt 21.8 19 / / /
4.413873
2 (8] 0.45 1 0.45 0.468208  0.502528
0.2 mL x10° HHN 17.3 18 0.961111 / /
Mt 17.75 19 / / /
Z (8] 4.05 1 4.05 4.418182 0.0499
0.2 mLx10® HN 16.5 18 0.916667 / /
Bt 17.75 19 / / /
“ /7 R
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Tab 3 Air sac leisions scores of different challenge methods in two potency tests

YRk x| Bt W%/ (CCU - mL™") SAEREIC ST
X HEZH 6 3 3 3 1 2 1 / /
GaEd 1 8 1 1 1 1 0 2 0 0
R G 2 8 10° 0 1 0 0 0 1 2 1
GREH 3 8 0 1 0 0 0 1 1 0
GaREL 4 8 0 1 0 0 1 0 1 1
T BEL 5 8 1 0 0 0 1 0 0 1
oyt 6 2 3 3 3 2 3 / /
PEA 1 8 0 0 2 1 1 0 1 2
CIRS /G PEL 2 8 ) 1 1 0 1 0 2 0 1
TE4(0.2 mL) HaE4H 3 8 10 2 0 0 0 0 0 0 1
o PEL 4 8 1 0 1 0 1 1 1 0
RPELL S 8 0 2 0 1 0 0 1 0
X R ZH 6 3 2 2 1 3 0 / /
HREdl 1 8 1 0 1 0 1 0 2 0
T e 2 8 10° 1 2 0 0 0 0 0 1
GaREL 3 8 0 1 0 0 0 0 1 0
HagEd 4 8 0 2 1 0 0 0 0 0
G BEHL 5 8 1 0 0 1 0 0 0 0
papitstch 6 2 2 3 3 3 2 / /
GaE 1 8 1 0 1 2 1 1 0 1
B RAEA 2 8 ) 1 0o 3 0 1 0 o 0
TES(0.2 mL) GREL 3 8 10 1 0 0 0 0 1 0 1
PEL] 4 8 0 1 1 0 1 1 1 0
PELL S 8 0 1 0 0 0 0 2 1
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Tab 4 Comparative results of different challenge methods in two potency tests

SRR %
Al s oL TR S e
H— 5% SRR e S RS
1 65.4 67.2 62.5 65 e ME 100%
2 71.2 71.9 72.7 75 TFEHE 100%
3 82.7 85.9 86.3 85 TFaHE 100%
4 77.0 76.6 79.5 75 e M 100%
5 82.7 81.3 86.3 80 e M 100%
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