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(Conclusions and Recommendations)
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A19197 12 uansnalunidie CFU 999 negative control, positive control, water sample

ey spiked samples plate

Pour Plate Method

Number of colonies (CFU) on PCA plates

Parameter Negative Positive control Water

control 150-300 CFU 20-50 CFU Sample
Analyst 1 <1 +0.00 175 + 14.03 36 + 4.47 <1 +0.00
Analyst 2 <1 £ 0.00 195 + 7.61 36 + 4.47 <1 +0.00
Analyst 3 <1 £ 0.00 181 + 10.92 35+ 531 <1 +0.00

Spiked microbiological suspension (150 — 300 CFU) at the volume of

Parameter

0.10 ml 0.25 ml 0.50 ml 0.75 ml 1.00 ml
Analyst 1 17 + 4.81 46 + 6.67 87 + 8.87 130 + 8.13 177 £ 13.84
Analyst 2 16 + 3.78 42 + 6.12 83 + 9.37 130 + 12.50 201 + 10.08
Analyst 3 20 +4.43 48 + 6.11 91 + 7.50 133 + 10.67 186 + 10.22

Spiked microbiological suspension (20 — 50 CFU) at the volume of

Parameter

0.10 ml 0.25 ml 0.50 ml 0.75 ml 1.00 ml
Analyst 1 3+0.74 8+1.93 17 £ 1.89 25 +3.09 36 + 4.86
Analyst 2 3+092 9+ 246 17 £ 2.50 26 +2.22 36 + 4.66
Analyst 3 3+084 9+ 1.70 16 + 3.17 25+ 275 35+ 4.67

Values are mean + SD of 10 replicates analysis.
Membrane Filtration Method
Number of colonies (CFU) on PCA plates

Parameter Negative Positive control Water

control 100-200 CFU 10-50 CFU Sample
Analyst 1 <1 £ 0.00 193 + 8.50 36 +4.14 <1 +0.00
Analyst 2 <1 £ 0.00 185 + 10.31 37 +4.48 <1 +0.00
Analyst 3 <1 £ 0.00 185 + 10.77 37 +3.54 <1 +0.00

Spiked microbiological suspension (100 — 200 CFU) at the volume of

Parameter

0.10 ml 0.25 ml 0.50 ml 0.75 ml 1.00 ml
Analyst 1 22 +3.21 57 +6.94 98 +9.12 157 + 11.27 195 + 8.96
Analyst 2 19 + 291 48 + 6.69 81 + 7.60 121 + 8.69 177 £ 12.69
Analyst 3 21 +4.00 51 + 7.47 102 + 4.12 145 + 6.80 183 + 7.89

Spiked microbiological suspension (10 — 50 CFU) at the volume of

Parameter

0.10 ml 0.25 ml 0.50 ml 0.75 ml 1.00 ml
Analyst 1 3+4.14 8+221 17+ 2.11 26 +2.16 37 +3.24
Analyst 2 3+4.48 9+235 19 + 1.71 25+ 3.06 37 +4.23
Analyst 3 3 +3.54 9+ 239 19 + 2.95 26 + 3.84 36 +4.89

Values are mean + SD of 10 replicates analysis.
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M15197 13 HAN1SANYIALLNUEWAZAIUNEIVDINITATIVADUAIINYNABIVBITTNIS
n3doumUsIIugdunIdlussuuinldlugnamnssuenlaglyds Microbial  limit  test

Usznounae 35 pour plate La¥ds membrane filtration

Pour Plate Method
Accuracy Repeatability Intermediate Precision
CFU per % Recovery Maximum ) Maximum )
Experimental Experimental
plate Acceptance allowable allowable
Results %CV %CV
criteria %CV %CV
30-300 | 70-130% 102 - 107% 15% 8-15% 15% 8 -14%
10 - 30 70 - 130% 82 -101% 25% 12 - 20% 25% 10 - 23%
<10 70 - 130% 75 -97% 35% 22 - 25% 35% 23 - 28%
Membrane Filtration Method
Accuracy Repeatability Intermediate Precision
CFU per % Recovery Maximum . Maximum .
Experimental Experimental
plate Acceptance allowable allowable
Results %CV %CV
criteria %CV %CV
20-200 | 70-130% | 97-117 % 15% 5-13% 15% 6-13%
10-20 70-130% | 95-110% 25% 9-15% 25% 10 - 15%
<10 70 - 130% 89 — 100% 35% 23 - 28% 35% 24 - 28%




