1176 2018 9 32 9

B, WEW, KEFT T (LRGBS BRSREGRRT, 1M 510663; 2. thE A,
2k e sERE, baT 100050 )

BT BARAAF B RBEE AR 1 E, B A A R BART o R HARAFAE
A A e ALh, HA T EEFRGRIEHIE; FREELHERAERO > RERZEAEE£E ., K
HERRABWROETEJTL, 2T FR, HTEFBMHEFERASH, REXS0E
BEMNE£H, RBAMNZEFROFTREN—HHRD, BEHNESHRAZBREAME,

EFEM; BE; HEXF,; 2£F8,;, —H5H©%

RO12; R95 A
doi:10.16153/.1002-7777.2018.09.004

1002-7777(2018)09-1176-05

On Classification Management of Disinfection and Sterilization Devices of
Medical Devices at Home and Abroad

Tan Ruifen', Hu Changming', Zhang Chunqging”” (1. Guangdong Medical Devices Quality Surveillance and Test
Institute, Guangzhou 510663, China; 2. National Institutes for Food and Drug Control, Beijing 100050, China)

Abstract

Methods: Through analyzing the principle, technical characteristics and intended use of the disinfection

Objective: To provide technical support for the scientific supervision of the medical devices.
and sterilization device products, the risk characteristics of such products were analyzed. The classification
management of various disinfection and sterilization devices in China was compared with the management of
disinfection and sterilization devices in the United States and the European Union, meanwhile, the similarities
and differences were analyzed. Results and Conclusion: The classification management of the disinfection and
sterilization devices of China is highly consistent with that of the United States and the European Union. The
regulatory level is basically the same as that of the developed countries in the world.
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