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NOTIFICATION OF REGISTRATION

This is to certify that, according to the European Council Directive 98/79/EC, Riomavix S.L. 
performed all notification duties and responsibilities as the European Authorized Representative:

MANUFACTURER:  Hunan Runmei Gene Technology Co., Ltd.

ADDRESS:  Room 401-1, Building 3, Shanhe Medical and Health Industrial Park, No. 1048, Zhongqing Road, 

Shaping Street, Kaifu District, Changsha, Hunan Province, China.  

The manufacturer has provided Riomavix S.L. with all the appropriate declaration according 
to the European Council Directive 98/79/EC including the Declaration of Conformity 
confirming that its in vitro diagnostic medical device, as stipulated here below, is 
fulfilling the essential requirements of the European Council Directive 98/79/EC.

IVD Devices: 

SARS-CoV-2 (COVID-19) Saliva Antigen Rapid Test Kit (Lollipop Design)

Classification: Others

Where the manufacturer affix the CE mark to the device listed they must ensure that all the 
essential requirements of European Council Directive 98/79/EC are met.

The notification of abovementioned device has been completed by the European Authorized 
Representative in Spain. The Spain Competent Authority is notifed of the manufacture’s device 
and has allocated registration. The registration number is RPS/2677/2021  




