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[Abstract] Objective To test and verify the performance of C—reaction protein (CRP) detected hy Delta
special protein analyzer. Methods The precision, carryover rate, accuracy, functional sensitivity, clinical
reportable range, interference analysis and reference interval were verified according to American Clinical and
Laboratory Standards Institute (CLSI) and Chinese Healthcare Industry (WS/T) standards. Results The within—
run precision variable coefficient (CV) of low and high concentrations was 2.43% and 2.57% respectively, while
the overall precision CV was 3.24% and 3.41% respectively. Precision has been demonstrated to be consistent with
the manufacturer's claim. The carryover rate was 0.65%. It can satisfy clinical requirements. The relative bias of
accuracy in two different batches was 6.09% and 4.87% respectively, the target values of reference materials were
both within the 95% confidence interval. The functional sensitivity was 1.375 mg/L. The clinical reportable range
from 1.375 to 12457 mg/L, can meet the clinical needs. Interference analysis showed the effect of 246.7 umol/L
concentration of total bilirubin, 4.15 mmol/L concentration of triglyceride and 2.50 g/L. concentration of hemoglobin
on CRP detection was within acceptable range. The verification results of the reference interval were within the scope
provided by the manufacturer. Conclusion The major performances of CRP detected by Delta special protein
analyzer using nephelometry immunoassay, was in line with the manufacturer's statement. It can meet the clinical
testing requirements.
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TE A FE PERE B9 FH P B84IE ) A1 WS/T 492-2016 (Ilfi IR
or 30 eI D %8 5 A B PR R IR UE ), XY
ARG B R AT IRAE . ik s = RPN MR CRP
JEdas i, R — LR LRI 5 d, A R AR
IR —FE S ARG 4 W i B bR 22
(s sy ) LT % AR IE2Z (5 5), 5 5555 B I
WIREZE (o ) FLEBRIEZE (o ) TR
142 MU TS YL RIGIE e IR (E AR (B R i 4%
13, 40 52 B A AR & 3 YR (H1 ., H2, H3), F-A6
RAERES 3 (L1, 12, L3), 5 R=(L1—
13)/(H3—13) X 100%, H:H L1 A AR{E bR A i)
SE R E, L3 ARAE A 500 2 {IRAE, H3 A s iR
A I D). SR <2%

143 MEFEIUE 5% CLSI EP15-A CR5% EAl
IE A FE PERE B9 FH P B84IE ) A1 WS/T 492-2016 (IIfi IR
o 30 eI T DR %8 5 A R R IR IE ), R
PSS RIS A e A o i, AR i P T  U
% CRM470, ARG 2 Uk, LA 5 d, T4
FRifE 2, SHEDAT A, A AR 22 . 18810 1]
TRIEHLERIR S IEH R Y H 2 N e
144 DIRERBUE KERESIRIE (22 mg/L) fi5EL
P B3 AR BEA RN T PRV 0.42 mg/L, ¢
B EFEA A EP BHES 20 CIRfF. R
RO 10 d, S SEASINEE , A A | bR 22 fAs 2

ZE(CV), CV BHAENT 20% FIr ko (3 B2 Bk 1y fig
RIPE,

1.4.5 IGRATIREIEHE Sedk AT i KM B Rk
R, P BF 2 0 B2 b B = {1 CRP A A,
JEURE AR FH A0 36 i T E 1+ 40 355 50 B, 46 I e
100.64 mg/L F1 116.52 mg/L, I B#i% 5. 10, 20,
50, 100 fE# e, IEA B~ T B B AT I A 2 9K,
TR S4B S 5 U s e, 115 Tl
DR = (SEMME / BUWE) X 100% ). SR
TE 80% ~ 120% [0l Y45 5 R AT HE57 , DAITAff 2 A A
i B Fe AT AR i 22 B0 R e KA A 4,
e R T 4 e L

14.6 PLTHLie18uE 2% CLSI EP7-A2 (K
A Ak I L) SO, BE B 2 80 mg/L BT £ Il
(JC ¥ 1M, B 95 R g 1) 1% CRP 1R K 43 BT AE AR,
I K F ¥ 4> W) LA 10H, 7.5H+2.5L, SH+5L,
2.5H+7.5L. 10L B LB S50 HrkeA 1: 1IR G, B4
W T AR 3 UK, TR CRP M LA K T 3R
(TR = O A 02 {86 — I AT 28D /
AHTMEE X 100% ]

147 SEXEKUE 5% CLSI C28-A2 (IR
A FE A SCSRRIA ), BEEUAS BE AR o (g
FREAMA 20 5], BER T $5 05 1E# , 25 MR Re A 21
AR T A S 0 3 e PR A0 (e B AR . AR BEBR HEHRAE
MBI DL b 20 FEAS S, SR B HE(E, Wy 2 4>
PR 225 MR B 72 225 X RS, 9% X ] Sk ]
Bz,

2 H#HR

2.1 KEBERUREZER R BT BT s gy 1
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L IIE

24 YIRERBUEMEMIN  LLHIE] CV 20% XN AYKS
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5 18.21 20.128 90.47099
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5 21.33 23.304 91.52935
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M W52 53 T 4 U T 2 3 4
ERIDS 51.79 50.30 49.45 52.75 76.40 80.85 77.80 79.95
2K 51.98 53.66 55.23 53.94 78.55 78.38 81.56 79.65
RN 52.81 51.66 52.40 51.35 75.89 76.43 76.89 74.41
4K 53.43 54.70 55.75 52.43 75.70 77.46 73.45 72.18
5K 55.67 53.44 52.64 53.32 77.92 79.85 75.92 73.84
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(umol/L) (mg/L) (%) (mmol/L) (mg/L) (%) (g/L) (mg/L) (%)

10H 246.70 53.88 4.64 4.15 53.98 4.84 2.500 40.98 -4.56
7.5H+2.5L 185.03 53.00 2.93 3.11 51.33 -0.31 1.875 42.84 -0.23
5H+5L 123.35 52.63 221 2.08 52.96 2.85 1.250 42.84 -0.23
2.5H+7.5L 61.68 49.48 -3.90 1.04 53.71 431 0.625 41.73 -2.82
10L 0 51.49 0 0 51.49 0 0 42.94 0
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ARG, 1 ~3 mg/L AP, 3 mg/L LI L
NEESER . T CRP ZKSEIRBE S W0 I A5 B
SRR , TN AR U B g R, Akl Pk s
BAEBREZHIGITS , CRP KEI AR

AT CRP K30 7 3 32 545 S e 8 e ik L ot
B RE 1 | WEEE G0 % W A (ELISA ). g bb vk
5, P e B A 5 25 G 2 EL D RN U S
Eoah, PR A e ME L R RS B2, o H
HITIG R V2 B FH B P FR 77 o Tl hs—CRP A6 75 22
R A AR S SR P M LR R 1 S el
ELISA Al fdf HoAS R BR 5% 0.005 ~ 0.100 mg/L ",
UEJUAR, BT 7 4% S A RS /N8 4 ift. CRP
WS AN, TSN AR AR T o L PR, 38 A R S5 R
R RPN AT S A Gk I FE L 2 YT
B, BIVESH ARG /N 4 1. CRP 52 S A 45, REHS
Bt g/ I J e £ A U B 2 T T A 1 B, 4
5 R R PR A AR (QALY) s

Delta 15 22 85 450 T AR B S b ik,
FEJT SV b Se AT G 5 T 0TI S 0 RbR A 485 47
TGP, BRI R G A R Ay E A PR HLOC#E Y
TG, FEHEAT R IR ARG I 2R
G O FE P ARG 55 15 L 1) ARG 55 B 29 4 T 5 W
AR FEL P R 2 B B0 UE S50 2 AR S IR K
PR, SAOHE S B A B0 A PR — B T 2R
M52 Jrik i WS 2 Y0 st 56 45y
KAEAT. AL R A MRS Tk, 5
W) it e (HAE 95% AR X IA) P, Ud B R A o i ot
LiaTIo

Ty il 72 50 AR RS I T B (LOQ) 3 A4k
i PR AT IR A SE R R TR AR RSV R
TESE R 1+ 40, HOAS S 56 I 78 ) 4 7 B T Y Dy
REE R 1.375 mg/L, YEERALTIZIE R, IR
& <1.375 mg/L,

X Z e bR (22 3 4Y) g s 5 Jo 7 ik
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