INDUSTRY NAME: Medical Equipment

China Standards and Certification Fact Sheet (revised March 2009)

The Standards Administration of China has approved at least 81 related national
standards. There are another 172 industry standards for medical equipment, 25 of which
are compulsory. Seven categories require China Compulsory Certification (CCC).

1
TECHNICAL COMMITTEES
Number  Name Contact (e-mail/tel./fax)
TC10 National Medical Electrical Equipment Standardization Shanghai Medical Equipment Quality Supervision
Technical Committee Inspection Center; Mr. Yu Xiping nmdtch@online.sh.cn ,
fax (021) 56631202
TC95 National Medical Injector (needle) Standardization Shanghai Medical Equipment Quality Supervision
Technical Committee Inspection Center; Mr. Fu Guobao nmdtch@online.sh.cn ,
fax (021) 56631202
TC106 National Infusion Medical Equipment Standardization Jinan Medical Equipment Quality Supervision and
Technical Committee Inspection Center; Mr. Wu Ping jnjczx@vip.sina.com fax
(0531) 8937555
TC136 National Clinical Testing Lab and IVVD System Beijing Medical Equipment Testing Center; Mr. Zhang
Standardization Technical Committee Zhaoyuan nmsc2@yeah.net , fax (010) 62025329
TC158 National External Circulation Medical Equipment Guangzhou Medical Equipment Quality Supervision and
Standardization Technical Committee Inspection Center; Mr. He Xiaofan hxf607@21cn.com fax
(020) 87390919
TC221 National Medical Equipment Quality Management and National Medical Equipment Quality Certification Center;
General Requirement Standardization Technical Mr. Chen Zhigang cmdc@cmdc.com.cn, fax (010)
Committee 62013872
TC248 National Medical Equipment Biological Evaluation Jinan Medical Equipment Quality Supervision and
Standardization Technical Committee Inspection Center; Mr. Wu Ping jnjczx@vip.sina.com fax
(0531) 8937555
NATIONAL STANDARDS
Number Description
(A complete list can be found at SAC and CSSN websites. Registration may be
required.)
http://gb.sac.gov.cn/stdlinfo/servlet/com.sac.sacQuery.GjbzcxServlet
http://www.cssn.net.cn/pages/search/advanceSearch.jsp
2
INDUSTRY STANDARDS
Name Ministry/Agency Contact (e-mail/tel./fax)

Auvailable at these and other
sites http://www.cmde.org.cn/CL0031/
http://www.sfda.gov.cn/WS01/CL0187/

CHINA COMPULSORY CERTIFICAITON

Please check the official Certification and Accreditation Administration website or a
provincial Entry-Exit Inspection and Quarantine Bureau (CIQ) list of CCC products.

For follow-up information regarding standards and certification in China, please contact the US Embassy WTO-TBT Policy Unit:
mark.lewis@mail.doc.gov or huiling.shi@mail.doc.gov

Find out when new standards and certification requirements are being planned. Get free notifications from www.nist.gov/notifyus

External links to other Internet sites should not be construed as an endorsement of the views or privacy
policies contained therein.
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