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Abstract; The bacterial plate count is a critical test parameter in the quality standard for bacterin and is
significantly related to the protective effect of bacterin. At present, some steps in the bacterial plate count method
are prone to errors, and the test valid requirement is generally stated, which ultimately affects the quality
evaluation of live bacterial vaccines. Therefore, based on the actual test requirements, this study referred to the
relevant regulations for bacterial plate count in China and abroad. Through the comparing experiments, moist
degree of the plate, the way of adding the bacteria droplets, the way of dispersing the bacteria liquor had been

adjusted and improved. The standard deviation (s) was proposed and verified to measure the validity of the
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results, and a reference value was provided. The improved method requirements were more clear and more

universal, which reduced operational errors and improved the standardization, operability and reliability of the

bacterial plate count method.

Key words: bacterial plate count; live bacterin vaccine; technique and method of drug control
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Tab 1 Correspondence table of diluent and suitable

medium for different bacterial products plate count
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Fig 1 Bacterial plate count results on plates with

different pre — culture time (0.5 ~48 h)
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Tab 2 Bacterial plate count statistics with
different instruments
R brifE  CFEME pRiER
95 85 74 72 59

K 4l

B85 70 89 84 92 73 11.87314 80.4  3.066
93 88 96 71 65

80 90 67 91 71
Mgt 92 81 78 89 92 8.03445 83.13 2.074

91 82 88 76 79

Fo i Am vt
ns

(WIS

0 20 60 80 100

40
CFU

ns, Bl no significant, &/~ T & 255, P >0. 05
B2 ARMEFBNERERITHER
Fig 2 Bacterial plate count results with

different instruments
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Fig 3 Bacterial plate count results in different

distribution methods
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Tab 4 Comparison between traditional method and

revised method for bacterial plate count
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Fig 4 Comparison between traditional method and

revised method for bacterial plate count
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Tab 5 Analysis of the parallel index of the

bacterial plate count in this study —1
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Tab 6 Analysis of the parallel index of the bacterial
plate count in this study -2
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Tab 7 Analysis of the parallel index of the bacterial
plate count in this study -3
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188 197 190 4.8 4.8/% 191.3 2.75
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Tests of Normality

Kolmogorov—Smirnov*

Shapiro—Wilk

Statistic df

Statistic df Sig.

FrifE2E .083 73 .200%*

985 73 512

a. Lilliefors Significance Correction
*_This is a lower bound of the true significance.

B5 MREEHFEESHHRIBER -1

Fig 5 Normal distribution test results of Standard Deviation data —1

Descriptives

Statistic Std. Error

PREZE Mean 9.4822 45566
95% Confidence Interval for Mean ~ Lower Bound 8.5739
Upper Bound 10.3905
5% Trimmed Mean 9.4516
Median 9.7000
Variance 15.156
Std. Deviation 3.89313
Minimum 1.50
Maximum 18.40
Range 16.90
Interquartile Range 4.70

Skewness 122 281

Kurtosis -.251 555

E6 IEEBRESHMEHLER -2

Fig 6 Normal distribution test results of Standard Deviation data —2

Normal Q-Q Plot offrifE2%

Expected Normal
(=]

0 5 10 15 20
Observed Value

7 BHEEBRESSHREER -3

Fig 7 Normal distribution test results of

Standard Deviation data -3
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