
 
 

 

 

 

 

 

 

DECLARATION OF CONFORMITY 

Manufacturing Site    : TOP GLOVE SDN BHD 
      : Lot 4969, Jalan Teratai, Batu 6, 
        Off Jalan Meru, 41500 Klang, 
        Selangor Darul Ehsan 
        Malaysia. 
 
European Authorized Representative  : Top Glove Europe GmBH 
      : Bliersheimer Str.80 A, 
        47229 Duisburg, 
        Germany. 
        Tel.: +49-(0)2065-76421-0, 
        Fax.:+49-(0)2065-74621-19 
 
Name of Device     : Nitrile Disposable Gloves 
Type      : Powder Free 
Classification     : Class I, Non Sterile  
Conformity Assessment Procedure   : Annex VII 
Conformity Route    : Self Declaration 
 
We herewith declare with our own responsibility that above mentioned product(s) with CE mark is fully compliance with 
Essential Requirement of the EC Council Directive 93/42/EEC 14th June 1993 concerned medical device, amended by Council 
Directive 2007/47/EC. 
 
We declare that the disposable device(s) specified above are following the EU Type Examination & conformity with the 
provisions of the new PPE Regulations (EU)2016/425 Category III & where in such case, with the National standard transposing 
harmonized standard no EN ISO 374-1:2016, EN 420:2003+A1:2009, EN 374-2:2014, EN 374-4:2013 & EN 374-5:2016. 
Conformity No: 2777/10648-04/E00-00 
 
Notified Body     : SATRA Technology Europe Limited 
        Bracetown Business Park, 
        Clonee, D15YN2P, Ireland. 
 
Competent Authority    : Bezirksregierung Dusseldorf, 
        Postfach 300865,40408, Dusseldorf. 
 
Registration Date     : 31 March 2010 
Registration No.     : DE/CA20/02-TOPGLOVEB-04/13 
 
DoC Issuance Date    : 23rd Nov 2021 
DoC Expiry Date     : 23rd Nov 2022 
 

  
_____________________ 

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


