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NHFPC Proposed the Field Monitoring Standard Draft for
Disinfection Products

The National Center for Health Inspection and Supervision of
NHFPC recently issued Methods of Field Monitoring for
Disinfection Products for public comments.

This is the first field monitoring standard for disinfection

products | and disinfection products II* (including wipes and ! you have any questions
about this advisory, please

sanitary wipes) produced in China. This standard defines T "

certain terms and outlines basic requirements, requirements

for testing items, testing methods, and management Huang Ying
+86 10 5834 1188 direct

requirements. yhuang@steptoe.com

Methods of Field Monitoring for Disinfection Products allows Seth Goldberg
government officials to field monitor the in-house quality +1 202 429 6213 direct
control/testing procedures of disinfectant companies. If a  sgoldberg@steptoe.com
company passes the field monitoring program, it would be

allowed to self-monitor.

This standard stipulates that disinfection products will be field
monitored no less than twice a year. During field monitoring,
the government inspector will monitor the company’s in-
house quality control processes (including test equipment) to

! According to the Inventory of Disinfectant Products, there are four types of disinfectant products, which
are disinfecting agents and disinfecting apparatuses, sanitary accessories, and disposable medical
components. In this standard, disinfection products | refers to disinfectant products with high risks, which
includes disinfecting agents and disinfecting apparatuses for medical apparatuses; sterilizing agent and
sterilizing apparatuses; disinfecting agents for skin and mucosa; biological indicators and sterilizing
chemical indicator. Disinfection products Il refer to disinfectant products with medium risks, which
includes disinfecting agents and disinfecting apparatuses beyond disinfection products I; sterilizing
package with sterilizing marks and anti-bacterial (bacteriostat) agents.
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verify the quality of the produced disinfectant products. If the
quality control procedures are found non-compliant,
corrective measures will be requested immediately.

For the companies that qualify, this scenario will be more
efficient and cost-saving than sending samples to eligible
laboratories for analysis.

Steptoe & Johnson LLP
China Central Place, 29th Floor, Tower 2, 79 Jianguo Road, Chaoyang District, Beijing,

100025
+86 10 5834 1000 main

© Copyright 2015 Steptoe & Johnson LLP. All Rights Reserved. No distribution or reproduction of this publication, or any portion thereof, is allowed wi
permission of Steptoe & Johnson LLP except by recipient for internal use only within recipient's own organization.

This communication is provided by Steptoe & Johnson LLP for educational and informational purposes only and does not constitute the rendering of le:
counseling or other professional services. No attorney—client relationship is created, nor is there any offer to provide legal services by the distribution o
publication. If you have any questions about the content of this publication, please contact your Steptoe attorney or any of the contacts listed above.

Steptoe & Johnson LLP is a foreign law firm registered with the Ministry of Justice of the People's Republic of China. Under current Chinese regulation:
allowed to provide information concerning the effects of the Chinese legal environment, but we are not authorized to practice Chinese law or to render
opinions in respect of Chinese law. We work in cooperation with a number of Chinese law firms. Should you require a legal opinion in respect of any CI
matter, we would be happy to assist you in obtaining one from a Chinese firm.



