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EC-Registration Certificate 
Directive 93/42/EEC on Medical Devices (MDD), Article 14 

No. R A002 87/A Rev. 01 

Manufacturer: FUJIAN SHANDESET ENVIROMENTAL PROTECTION 

TECHNOLOGY CO.,LTD

SONG TANG ROAD 838, BAO GAI TECHNOLOGY PARK, 

SHISHI, QUAN ZHOU CITY, FUJIAN PROVINCE, CHINA 

Product See Appendix A 

Category(ies): 

This is to certify that, in accordance of the Medical Device Directive 93/42/EEC (amended by 

2007/47/EC), MedPath GmbH agrees to perform all duties and responsibilities as the Authorized 

Representative for the aforementioned manufacturer as stipulated and demanded by the afore-

mentioned Directive. The German Competent Authority is notified of the manufacturer’s medical 

device(s) shown in Appendix A. The manufacturer has provided MedPath GmbH with the appro-

priate Declaration(s) of Conformity confirming that the medical device(s) fulfills/fulfill the appli-

cable requirements of the aforementioned Directive.  

Date, 2020-05-05 MedPath GmbH 

MedPath 
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Appendix A: Product Category(ies) 

 

 

 

 

 

 

 

 

 

 

Name Classification UMDNS Code Form No. 

Single-use medical 

face mask 

I 12-447 00304332 

MedPath 


