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Assay Within run precision Between day precision
Non-reactive CV<8% Non-reactive CV<10%
Anti-HAVII Reactive SD <0.08 COI Reactive SD<0.10 COI
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Precision - Within Run

cobas e 601 AU2
2021/8/20
P - & R e e - =0 b 8 200 > 3t 2 % 2 SDIrCV% °
AHAV 2
Reagent Lot 507685
Control PC HAV1 PC HAV?2
Lot 478701 478702
T-Mean 1.3 0.38
T-SD 0.08 0.06
1 1.34 0.376
2 1.35 0.384
3 1.36 0.376
4 1.37 0.391
5 1.37 0.377
6 1.36 0.375
7 1.36 0.372
8 1.36 0.371
9 1.34 0.372
10 1.36 0.374
11 1.34 0.371
12 1.33 0.377
13 1.33 0.369
14 1.34 0.373
15 1.34 0.373
16 1.34 0.381
17 1.36 0.371
18 1.35 0.382
19 1.35 0.380
20 1.36 0.368
N 20 20
Mean 1.35 0.38
SD 0.01 0.01
CV% 0.91% 1.51%
CV <8% SD <0.08
Target
TR PR R R e TR
Result PASS | PASS
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Precision - Between Day

cobas e 601 AU2
2021/08/20~2021/09/03
- &g R® X3 Pple2=k > 2 RIERSB I IEX > F R R £ 31208k -
AHAYV 2
Reagent Lot 507685
Control PC HAV1 PC HAV?2
Lot 478701 478702
T-Mean 1.3 0.38
T-SD 0.08 0.06
8/20 1.38 0.390
8/20 1.36 0.391
8/20 1.40 0.379
8/20 1.39 0.389
8/24 1.27 0.347
8/24 1.27 0.347
8/25 1.27 0.351
8/25 1.28 0.349
8/26 1.27 0.350
8/26 1.25 0.345
8/27 1.20 0.331
8/27 1.22 0.333
8/31 1.38 0.400
8/31 141 0.399
I 1.35 0.384
91 1.37 0.378
972 1.35 0.375
972 1.35 0.371
9/3 1.34 0.386
9/3 1.35 0.375
N 20 20
Mean 1.32 0.37
SD 0.06 0.02
CV% 4.76% 6.01%
CV < 10% SD < 0.1
Target
o iR %R R e iR
Result PASS | PASS
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Comparison
AHAYV 2
Comparative methog Test method .
ID P Y-X Bias % Scatter Plot
A-HAV AHAV 2
X Y
08060010 Non-Reactive Non-Reactive NA NA
08050017 Non-Reactive Non-Reactive NA NA
08050188 Non-Reactive Non-Reactive NA NA 0.8
08050187 Non-Reactive Non-Reactive NA NA 0.6
08040150 Non-Reactive Non-Reactive NA NA
08160088 Non-Reactive Non-Reactive NA NA 04
08130299 Non-Reactive Non-Reactive NA NA 0.2
08090112 Non-Reactive Non-Reactive NA NA
08060102 Non-Reactive Non-Reactive NA NA 0
. - 0 10 20 30
08060039 Non-Reactive Non-Reactive NA NA
08110014 Reactive Reactive NA NA
08090090 Reactive Reactive NA NA AHAV 2
3108110014 Reactive Reactive NA NA
cobas e 601
08110010 Reactive Reactive NA NA .
Reactive | Non-Reac
09110009 Non-Reactive Non-Reactive NA NA
09110006 Non-Reactive Non-Reactive NA NA .
Reactive 8 0
09110003 Reactive Reactive NA NA A-HAV
09130804 Reactive Reactive NA NA Non-Reac 0 12
08130803 Reactive Reactive NA NA
08130802 Reactive Reactive NA NA Agreement 100.00%
N 20 20 NA NA
Regression equation NA Cut-off Value | Reactive [Non-Reac
Slope (a) NA Intercept (b) NA Comparative + -
R NA R’ NA Test +
a. Bl:E¥s 5 © cobas e 601 AU2
b. Blz# p # 1 2018/08/20
CHH LR TP jtdz mA i 23204 » 23k ¢ F5Reactive ~ Non-Reactiveis %8 -
dRFF>2 FiRBEF 2 Bk > R FTEFRWA T -
e. =i & : AgreementZ >95% -
ERERE AR
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