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EC Declaration of Conformity 

 
 

Manufacturer:            whose single Authorized Representative: 
SURE DENT CORPORATION  
 

SARL MAN - 5 Rue Cecile Vallet, 92340 Bourg 
La Reine, France 

 
We, the manufacturer, herewith declare that the products 

"Sure-endo" Gutta Percha Points (Class  IIa, Rule 8) 
  

 UMDNS-Code: 17-611 ; GMDN-Code/Preferred Terms: 31872 
 
meet the provisions of Directive 93/42/EEC and 2007/47/EC which apply to them. 
 
The medical device has been assigned to class IIa according to Annex IX of the Directive 
93/42/EEC and 2007/47/EC. It bears the mark 
 

0197 
 
The product concerned has been designed and manufactured under a quality management 
system according to Annex II of Directive 93/42/EEC and 2007/47/EC. 
 
Compliance of the designated product with the Directive 93/42/EEC has been assured via 
assessment of the quality management system by the Notified Body 
 

 

TÜV Rheinland LGA Products GmbH 
Tillystraße 2, 90431, Nürnberg, Germany 

Certificate No.: HD 60089049 0001 
Issue date: 2013.10.09 
Expiry date: 2018.10.08 

 
following the procedure relating to the EC Declaration of Conformity set out in Annex II of 
Directive 93/42/EEC and 2007/47/EC. 
 
This Declaration of conformity is valid in connection with the release document for the 
respective batch of produced devices. 
 
The above mentioned declaration of conformity is exclusively under the responsibility of  
 

Company: SURE DENT CORPORATION 
Address: #809, 52 Sagimakgol-ro, Jungwon-gu, Seongnam-si, Gyeonggi-do, Korea 

 
 

2014.06.10, Seongnam, Korea                                           __ _/ President_    
Place, date        Legally binding signature, Function 
 


