


 
 

 
 
 
 
 
 

          
 
DECLARATION OF CONFORMITY 

 
Manufacturer's Name    : TG MEDICAL SDN. BHD 
Manufacturer's Address   : Lot 5091, Jalan Teratai, Batu 5,  

  Off Jalan Meru, 41050 Klang,  
  Selangor D. E. Malaysia 

 
European Authorized Representative : Top Glove Europe GmbH 
                   Bliersheimer Str. 80, D-47229 Duisburg  
                    Deutschland/Germany 

Tel.: +49-(0)2065-76421-0,  
Fax: +49-(0)2065-76421-19 

 
Name of Device     : Sterile Latex Surgical Gloves 
Type         : Powdered 
Classification     : Class IIa 
Conformity Route    : Annex V and Vll 
Rule      : Rule 7 
 
We herewith declare in our own responsibility that the above-mentioned 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 (head of Quality department). 
 
EC Certificate(s)    : MY19/1811030189 
EC Certificate(s) valid until   : 06 August 2023 
Notified Body     : SGS Belgium NV  
                  SGS House Noorderlaan 
        872030 Antwerp Belgium 
CE Number     : CE 1639 
Competent Authority    : Bezirksregierung Düsseldorf, 
                  Postfach 300865, 40408 Düsseldorf. 
Registration Date     : 31 March 2010 
Registration No              : DE/CA20/02-TOPGLOVEB-01/10 
 
Date      : 31st  January 2020 

         
                           __________________ 
                 Name: Pn Noor Akilah Saidin 
                 Designation: DGM, RA 



 
 

 
 
 
 
 
 

          
 
DECLARATION OF CONFORMITY 

 
Manufacturer's Name    : TG MEDICAL SDN. BHD 
Manufacturer's Address   : Lot 5091, Jalan Teratai, Batu 5,  

  Off Jalan Meru, 41050 Klang,  
  Selangor D. E. Malaysia 

 
European Authorized Representative : Top Glove Europe GmbH 
                   Bliersheimer Str. 80, D-47229 Duisburg  
                    Deutschland/Germany 

Tel.: +49-(0)2065-76421-0,  
Fax: +49-(0)2065-76421-19 

 
Name of Device     : Sterile Latex Surgical Gloves 
Type         : Powder Free 
Classification     : Class IIa 
Conformity Route    : Annex V and Vll 
Rule      : Rule 7 
 
We herewith declare in our own responsibility that the above-mentioned 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 (head of Quality department). 
 
EC Certificate(s)    : MY19/1811030189 
EC Certificate(s) valid until   : 06 August 2023 
Notified Body     : SGS Belgium NV  
                  SGS House Noorderlaan 
        872030 Antwerp Belgium 
CE Number     : CE 1639 
Competent Authority    : Bezirksregierung Düsseldorf, 
                  Postfach 300865, 40408 Düsseldorf. 
Registration Date     : 31 March 2010 
Registration No              : DE/CA20/02-TOPGLOVEB-01/10 
 
Date      : 31st  January 2020 

         
                           __________________ 
                 Name: Pn Noor Akilah Saidin 
                 Designation: DGM, RA 



 
 

 

 

 

 

 

 

DECLARATION OF CONFORMITY 

 
 
Manufacturer's Name   : TG MEDICAL SDN. BHD 
Manufacturer's Address  : Lot 5091, Jalan Teratai, Batu 5, Off Jalan Meru,  
      41050 Klang, Selangor D. E. Malaysia 
 

European Authorized Representative: Top Glove Europe GmbH 
       Bliersheimer Str. 80, D-47229 Duisburg   
       Deutschland/Germany 
       Tel.:+49-(0)2065-76421-0,  

  Fax:+49-(0)2065-76421-19 
  

Name of Device    : Nitrile Examination 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 are fully compliance with Essential Requirement of the EC Council Directive 93/42/EEC 
14th June 1993 concerned medical devices, amended by Council Directive 2007/47/EC. 

 

Competent Authority   : Bezirksregierung Düsseldorf,  
       Postfach 300865, 40408 Düsseldorf. 
Registration Date   : 31 March 2010 
Registration No   : DE/CA20/02-TOPGLOVEB-01/10 

 
 

Date     : 1st April 2020 
 

 

    __________________  

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

 

 



                                            
 

 
 
DECLARATION OF CONFORMITY 
 

 
Original Manufacturer's Name :  TG MEDICAL SDN. BHD 
Original Manufacturer's Address :  Lot 5091, Jalan Teratai, 5th Mile, Off Jalan Meru,   

            41050 Klang, Selangor D. E. Malaysia 
 

European Authorized Representative: Top Glove Europe GmbH 
            Bliersheimer Str. 80, D-47229 Duisburg    
               Deutschland/Germany 
             Tel.:+49-(0)2065-76421-0, Fax:+49-(0)2065-76421-19 
 
                      Name of Device    : Latex Surgical Gloves 
                      Type      : Powdered and Powder Free Glove  
                      Classification    : Class IIa, Sterile 
                      Conformity Assessment Procedure : Annex V 
                      Conformity Route   : CE 0120 
 
 
                     We herewith declare in our own responsibility that the above-mentioned 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 (head of Quality department). 
 
 
                     EC Certificate(s)   : MY99/51109 
                     EC Certificate(s) valid until  : 14 September 2021 
                     Notified Body    : SGS United Kingdom Ltd. Systems & Services   
                                Certification 
                     Competent Authority   : Bezirksregierung Düsseldorf, 
                               Postfach 300865, 40408 Düsseldorf. 
                     Registration Date   : 31 March 2010 
                     Registration No               : DE/CA20/02-TOPGLOVEB-01/10 
 
                     

Date     : 17th May, 2018 
   

   
  Name: Noor Akilah Bte Saidin 

                              Designation: DGM- RA 
 (RA/DOC/030/04/2018) 
 
 
 
 

 




