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[ Abstract] Objective:To verify and evaluate the performance of AD7¢-NTP ( ELISA) quantitative detection kit developed and
produced by Shenzhen Anqun Biological Engineering Co. , Ltd. . Methods: The precision and accuracy were verified according to the
EP15-A2 document method approved by the Clinical and Laboratory Standards Institute ( CLSI) ,the linear range was verified by EP6-A
document method, and the biological reference interval was verified by C28-A3 document method. Results; The intra-batch precision test
results showed that the high and low concentration urine samples were 9.50% and 4.99% , respectively,and the inter-batch CV were
13.54% and 10.89% ,respectively,both of which were less than 15% . In terms of accuracy,the average value of AD7¢-NTP positive
quality control products was 6.512 ng/mL,and the standard deviation was 0.26,CV was 3.94% . In the sensitivity verification of the a-
nalysis, the low value calibrator A in the kit was repeatedly tested for 20 times, the detection concentration mean C_; .00 a + 25D calibrator A

was 0.086 ng/mL,the optical density mean OD _ ., o s Was 0.013 and the corresponding concentration value in the stand-

calib
ard koji was 0. 087 ng/mL. In terms of linear range verification, the correlation coefficient between the predicted value and the measured
value of high and low concentration mixed urine samples was 0.996. In the biological reference interval verification,the range of AD7c-
NTP detection values of 20 healthy urine samples was 0. 07 ~ 0. 92ng/mL. Conclusion : The precision, accuracy, analytical sensitivity,
linear range and biological reference range of the AD7¢-NTP quantitative detection kit developed by Shenzhen Anqun Biological Engi-
neering Co. ,Ltd. can meet the experimental requirements of clinical application, and the verification methods of each performance index

can provide reference for related laboratories.
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2.1 AD7c-NTP ELISA EERMXFEWEZE

e RPN MR B R G/ NMEREAHE N CV 4351k
9.50 % F1 4. 99% ; it (6] CV 43 5]y 10. 89% Fi
13.54% , ¥I/NF15% , WFE 1,

F® 1 AD7c-NTP ELISA EE2RMAFNZNHEEE

AR BE (n =10)

TR % (n=20)

IMEFR A

M(ng/mL) SD(ng/mL) CV(%) M(ng/mL) SD(ng/mL) CV(%)
R4 1.508 0.075 4.99 1.55 0.169 10.89
A 3.043 0.289 9.50 2.93 0.396 13.54

2.2 AD7c¢-NTP ELISA EEXRNMIRFENEHE

AD7c-NTP B4R R 45 5 5 R 4 1 {8 Coe N
6.512 ng/mL,¥J7E 6 ng/mL {22 = 15% JEHE . W
#2,

Rz 2 AD7c¢-NTP ELISA EERMXFIEMAEHE (n=5)
(%S Coc (ng/mL) SD(ng/mL) CV(%)
ISP Jo 45 6.512 0.256 3.94

2.3 AD7¢-NTP ELISA EE# MK FEH 2 R
HE
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%3 AD7c-NTP ELISA EEWMXFIEN D REUE (n =20)

TGRS A M SD Ciasp
oD {8 0.010 0.0012 0.087
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