






EC Declaration of Conformity 
Regarding Medical Device Directive(93/42/EEC) 

including Directive 2007/47/EC 

Manufacturer:  
Name: Changsha Changjiu Medical Technology Co., Ltd.
Address: RM.609-610,Bldg.13-15, Shanhe Medical & Health Industrial Park,

EC Representative 
Name: Wellkang Ltd 
Address: 16 Castle St, Dover, Kent, CT16 1PW, England, UK 

Product 

Name: Disposable Medical Face Mask 

Model: CJ-01 

Classification：Class I (MDD, Annex IX), Rule 1(All non-invasive devices are in class I) 

Conformity Assessment Route: Annex VII 

We confirm our product can meet the requirement of Medical Device Directive(93/42/EEC) and 

the following harmonized standards. 

EN 14683:2019     EN ISO 14971:2012        EN ISO 15223-1:2016      EN 1041:2013   

EN ISO 10993-1:2009/AC:2010     EN ISO 10993-5:2009       EN ISO 10993-10:2013 

The CE Mark： 

The above mentioned declaration of conformity is exclusively under the responsibility of 

Company: Jiangxi Yikang Medical Instrument Group Co., Ltd.  
Address: No.188, Lidu Aihua Ave, Jinxian County, Nanchang, Jiangxi, China 

April 22nd,2020    General Manager, 

Date      Legally binding signature, Function 

Kaifu District, Changsha, Hunan, China
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