
  
 

 

 

 

 

 

DECLARATION OF CONFORMITY 

 
Manufacturing site   : TG MEDICAL SDN. BHD. 

       Lot 5091, Jalan Teratai, Batu 5, Off Jalan Meru, 
                     41050, Klang, Selangor D.E., Malaysia 
           
Name of Device   : Sterile Latex Surgical Glove 
Type      : Powder Free 
Brand Name    : HYDROFEEL 
Classification    : PPE Category III 
Product Reference   : SA201 
Shipment Territory    : Italy 
 
 
I, the undersigned, hereby declare that the disposable device(s) specified above are following the   
EU Type Examination   and   conformity   with   the provisions of the    new PPE Regulations 
(EU) 2016/425 Category III and, where such is the case, with the national standard   transposing 
harmonized standard no. EN ISO 21420:2020, EN ISO 374-1:2016+A1:2018 (EN ISO 374-
2:2019, EN 16523-1:2015+A1:2018, EN ISO 374-4:2019) and EN ISO 374-5:2016. 
 
 
Issued by    :  SATRA Technology Europe Ltd, 
        Bracetown Business Park, 
        Clonee, DIS YN2P,  
        Ireland. 
 
Is subject to the procedures set out in Annex VII (Module C2) of the new PPE Regulations (EU) 
2016/425 under the supervision of the notified body SATRA Technology Europe Ltd, Bracetown 
Business Park, Clonee, DIS YN2P, Ireland is identical to the PPE EU Certificate of Conformity 
No: 2777/11102-03/E00-00. 
 

                _______________________________ 
      Noor Akilah Bt Saidin  

General Manager, RA 

RA/DOC/PPE/R3/009/07/23/09/LSPF/M  

DoC Validity Date    : 4th July 2024 until 3rd July 2025 
 


