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Quality Analysis of National Supervision and Sampling Inspection of Urea Detection Kits
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Abstract: Objective

2. Chongqing Centre for Medical Devices Control,Chongqing,China 400714)
To evaluate the quality of the urea test kit for clinical use at the present stage. Methods During the
national supervision and sampling test, the accuracy, precision and reagent blank absorbance of the urea test kit in 19 provinces
(autonomous regions, municipalities directly under the Central Government) of China were legally tested according to the registered
product standards or technical requirements,the standard implementation compliance was observed, and the exploratory research on

the accuracy of the products were conducted according to the industry standards and the national standards. Results A total of 43

batches of urea test kits within the validity period were sampled and inspected. The legal test results showed that the compliance
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rate of blank absorbance, accuracy and precision of the reagent in the effective test of the kit was 100%. The standard

implementation results showed that the standard implementation compliance rates of blank absorbance,accuracy and precision of the

reagent were 97.67%,93.02% and 100.00%, respectively. The results of the exploratory research showed that the products with

relative deviation of accuracy within the range of +15% and + 5% accounted for 85.71% and 66. 67%,respectively. Conclusion It

is found that the urea test kits for clinical use in China are lax in the implementation of industry standards,and the evaluation

standards are inconsistent. It is recommended that all manufacturers should refer to national standards and industry standards as

much as possible,and use national standards uniformly in registration inspection or delivery inspection.

Key words:urea detection kit;national supervision and sampling inspection;industry standards;national standards;medical devices
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Fig.4 Results of the accuracy test of 37 batches of samples
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Fig. 6 Results of the exploration research on qualified samples
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