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EC DECLARATION OF CONFORMITY 
 
 

Manufacturing Site    : Terang Nusa (Malaysia) Sdn. Bhd. 
      :  2, Jalan 8, Pengkalan Chepa 2 Industrial Zone, 
        16100 Kota Bharu, Kelantan D.N., Malaysia. 
 
European Authorized Representative : Ulma International GmbH 
        Pfaffenweg 35, 
        89231 Neu-Ulm, 
        Germany. 
 
Name of Device    : Sterile Latex Surgical Powdered Gloves 
Size    : 5.5, 6.0, 6.5, 7.0, 7.5, 8.0, 8.5, 9.0  
Classification     : Class IIa  
Conformity Assessment Procedure  : Annex II excluding (4)  
Brand/Reference      : Refer below table  
  
Num. Products Brand/ Reference  

1 Latex Surgical Powdered Gloves, Natural Color, 
ENW109  

Euromedis,  
114100 to 114106 

 
 
We herewith declare with our own responsibility that abovementioned product(s) with CE mark 
meet the provisions of the EC Council Directive 93/42/EEC 14th June 1993 concerned medical 
devices, amended by Council Directive 2007/47/EC. All supporting documentations are retained 
under the premise of manufacturer. 
 
EC Certificate(s)     : G1 061155 0014 Rev. 02  
EC Certificate(s) valid from   : 19th February 2021 
EC Certificate(s) valid until    : 26th May 2024  
Notified Body     : TÜV SÜD Product Service GmbH, 
          Ridlerstraβe 65,  
        80339, Munich, Germany. 
 
Notified Body Number    : 0123  
 
DoC Issue Date    : 27th September 2023   
 
 
 

 
___________________________ 

      Name: Pn Noor Akilah Saidin 
      Designation: General Manager, RA 
       


