
 

Certificate 
of EU product notification 

 
Herewith we confirm that 

 

 

MT Promedt Consulting GmbH 

Altenhofstraße 80 

66386 St. Ingbert 

Germany 

 

has taken over the function of an European Authorized Representative according to the 

requirements of Article 10 of the IVDD 98/79/EC for  

 

RapiGen Inc. 

2F, 25 Heungan-daero,  

Gunpo-si, Gyeonggi-do 15809 

Republic of Korea 

 

 

MT Promedt Consulting GmbH has made the product notification at the relevant competent 

authority according to Article 10(3). 

The in vitro diagnostic medical devices of the manufacturer, covered by the notification, are listed 

in Annex I of this certificate.  

 

2 April 2020 

 

 

 

 

__________________________ 

 Dr. Michael Rinck 

 - Managing Director -  

 

Enclosure 

Annex I 

  



 
 

 

RapiGen Inc. 
 

Annex I  

to "Certificate of EU Product Notification" 

(List of CE marked Products)                                                              Page 1 / 1 of Annex I 
 
 

Internal 
Number 

Registration Number 
(at the German CA/ DIMDI) 

Product 
Category 
(EDMS) 

EDMS Code 
Description 

Classification 
Annex 

RAP-01 DE/CA70/40838-154804 15 70 90 90 00 
Other Other Virology 

Rapid Tests 
III 

RAP-02 DE/CA70/40838-135724 15 02 01 40 00 
Hepatitis A Virus - 

NA Reagents 
III 

RAP-03 DE/CA70/40838-137534 15 70 01 02 00 
H. Pylori - Rapid 

Test 
III 

RAP-04 DE/CA70/40838-139092 15 70 90 02 00 RSV - Rapid Test III 

RAP-05 DE/CA70/40838-139098 15 04 80 01 00 Adenovirus III 

RAP-06 DE/CA70/40838-139099 15 04 80 04 00 
Influenza & Para 

Influenza 
III 

RAP-07 DE/CA70/40838-143028 15 70 01 05 00 Syphilis Rapid Tests III 

RAP-08 DE/CA70/40838-143177 15 04 80 06 00 Rotavirus III 

RAP-09 DE/CA70/40838-150810 12 70 13 03 00 
Troponin I/T – Rapid 

Test 
III 

 
 
 

2 April 2020 

 

 

 

 

__________________________ 

 Dr. Michael Rinck 

-  Managing Director -  

 


