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1. Detection Limit

| 1: Sample preparation

1) Take 6 sensitivity samples, dissolve and mix them with 6mL of diluent to prepare a 100
CFL/mL sample;
2) Take 9 mL of diluent and 1 mL of 100 CFL/mL sample to prepare a 10 CFU/mL sample;

3) Take S mlL of dilvent and S mL of 10 CFU/mL sampile to prepare a 5 CFLU/mL sample;
4) Take 5 mL of diluent and 5 mL of 5 CFU/mL sample to prepare a 2.5 CFU/mL sample;
5) Take 5 mL of diluent and 5 mL of 2.5 CFU/mL sample to prepare a 1.25 CFU/mL sampile.

| 1.1: Sample addition and detection

The samples (100 CFU/mL. 10 CFU/mL, 5 CFWmL, 2.5 CFUImL, 1.25 CFU/mL) were testad
according to the standard procedure of the reagent kil. Each sample was tested 20 times, with a
negative control set up for each test.

| 1.2: Results
The sensitivity evaluation results are as follows:

il Detect CT values at different concentrations (CFU/ mL)
number 100 ' 10 S 25 1.25

1 276 | 2662 | 3074 | 2033 3178 | 3148 | 3296 | 339 3583 | 3893
2 | 2682 26572 | 3065 | 3045 3158 3051 | 3404 | 3460 | 3567 | 36.69
3 | 2754 | 2594 | 3026 | 3071 | 3106 | 3095 3293 | 3475 | 3517 | 3555
4 | 2676 2628 | 2095 2031 3177 | 3193 | 324 | 3443 3683 3676
5 | 2688 2765 | 2085 307 3025 | 3015 3294 | 3390 | 3544 | 36.77
6 | 2796 | 275 | 30.18 | 2068 3022 | 3086 | 3226 | 3275 | 3485 | 35.13
7 | 2565 2551 | 30.56 | 2932 | 30.15 | 3154 | 34.78 | 3329 | 346 | 3569
8 | 2716 | 2698 | 3014 | 2045 3063 | 3148 | UT1 | 3308 @ | 3458
9 | 2871 2679 | 3016 | 298 3159 | 3192 | 3235 | 323 | 3676 3661
10 | 2528 2782 3026 3065  30.00 | 31.06 3205 3208 3442 3533

rate 100% | 100% 100% 100% 95%
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Based on the above resulls, we can see thal samples with a concentration of 2.5 CFLU/mL
can be stably detected as positive. We also analyzed experimental data from other exparimants
and further supported our conclusion. After summarizing a large amount of stalistical data, we
conservatively set the detection sensitivity of the reagent kit at 2.5 CFU/mL.

2: Repetitiveness

| 2.1 Sample addition and detection

The samples (enterprise reference products B065-R1 and B065-R.2) were tested according
to the standard procedure of the reagent kit. Each sample was tested 10 times, with a negative
control set up for each test.

| 2.2Result

The results of the repeatability evalualion are as follows:

sarial R1 R2

number FAM ROX FAM ROX

1 2383 23.48 28.96 28.45

2 22 BS 22.36 27.69 26.46

3 22 58 22 85 29.56 29.38

4 22 06 21.72 29 51 28.45

5 24.06 24 A3 27.95 26.13

6 23.39 2336 28.72 28.43

7 23.01 23.79 29 55 28.95

B 22.44 21.74 28.03 26.51

9 24 80 24 61 28.94 28.04

10 22.22 22 69 28.85 JB.44
ME.H'H!- el o ol el

cv 3.70% 4.45% 2.27% 4.07%

Based on the test results of the aforementioned samples, it can be observed that the repeatability
is within 5%. We also analyzed experimental data from other experiments and further
substantiated our conclusions. Alter summarizing a substantial amount of statistical data, we
consarvatively set the intra-batch precision of the reagent kit at 5%.
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3.0 Specificity evaluation data

| 3.1 Sample addition and detection

The detection of samples (Escherichia coli, Staphylococcus aureus, Candida albicans) was
conducted according to the standard procedure of the reagent kil. Each sample was tested four
times, with negative and positive confrols (B065-R2) set up for each test.

! 3.2 Result

The results of the specific cross-evaluation are as follows:

Escherichia coli Candida albicans

Staphylococcus aureus
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negative o - - ® - ®
positive 28.96 28.45 28.96 28.45 28.96 28.45
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