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CRICHERBIEREE [1.L/ Y 227 X CRP] DOIEREEH

CRINMEERAIERE [1 L/ Y TRV A CRP] OM4EEFHE

Performance evaluation of a C-reactive protein analysis reagent
“Immunogenesis CRP”
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4) FHREZMH
428 mg/dL F T RIf 2 EAREARO 7z (Fig.
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Table 1 Repeatability.
Low Medium High
Mean (mg/dL) 0.30 1.09 14.99
SD (mg/dL) 0.004 0.011 0.069
CV (%) 1.42 1.03 0.46
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Table 2 Intermediate precision.

Low Medium High
Mean (mg/dL) 0.29 1.07 14.75
SD (mg/dL) 0.004 0.010 0.090
CV (%) 1.23 0.89 0.61
(a) (b)
Low Low
10 10
105 105 o0
o o o o oo ©
100 020020 0205000 100 Q--O--Qr-O--Orrrp - Qere e Q.
95 Q 95
90 90
0 10 20 30 10 20 30
Medium Medium
g 1o g 1o
[} [0} - ____.____.
S 105 8 105 -0
] o) 3 O . 0 o) o ©
o 100 Qe O"'O"'O""O""O"'O"'O""6'"'O'“'O'“Q'"O'"O""o 5 100 O 000 o--Q.
2 95 2 9
© ©
o 90 @ 90
© 0 10 20 30 & 10 20 30
High High
110 110
105 105
e e O o O B e B e o e RO O S C R o S O e} 100 Q2P0 00 0. Oy Orre O Qe 0 Qg
95 95
90 90
0 10 20 30 0 10 20 30
Elapsed day Elapsed day
Fig. 1 On-board stability of the reagent: with initial mixing (a), without mixing (b).
Closed circles (@) are values exceeding +5% of the initial measurement.
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Fig. 2 Dilution linearity.
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Fig. 3 Prozone phenomenon analysis.
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Fig. 4 Limit of detection.

Closed circles (@) represent values that do not meet the limit of detection
criteria based on the 2.6SD method.
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Fig. 5 Limit of quantification.
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Fig. 6 Effects of interfering substances.
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Fig. 7 Correlation between “‘Immunogenesis CRP"
and control reagent.
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