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EC DECLARATION OF CONFORMITY

We, Filta Safety (Malaysia) Sdn. Bhd. being the certificate holder of the following product
Glove type: Nitrile Disposable Glove
Article No.: FSM NBR 001

Declare that it is manufactured in conformity with the provisions of the Regulation (EU)
2016/425, Regulation (EU) 2016/425 on personal protective equipment as brought into UK law
and amended, and with the national standard transposing harmonized standard no. EN 420:
2003 + A1:2009, EN ISO 374-1:2016, EN 374-2:2019, EN 16523-1:2015, EN ISO 374-4:2019, EN ISO
374-5:2016 is subjected to the procedure set out in the Module C2 of the Regulation (EU)
2016/425, corresponding to EC certificate no. 2777/14958-01/E00-00, Dated: 24™ August 2020
and UKCA Type EC certificate no. AB0321/17306-01/E00-00, Dated: SthJuIy 2021

Issued by: Satra Technology Europe Ltd
Notified Body No: 2777
Notified Body Address: Bracetown Business Park, Clonee, D15YN2P, Republic of Ireland

Issued by: SATRA Technology Centre Ltd

Approved Body No: 0321

Approved Body Address: Wyndham Way, Telford Way, Kettering, Northamptonshire NN16 8SD,
United Kingdom

Declare conformity with the provisions of Medical Device Regulation (EU) 2017/745 on medical
devices and with National Standards transposing harmonised standards EN 455-1:2000, EN 455-
2:2015, EN 455-3:2015, EN 455-4:2009, and is self-certified as a Class 1 non-sterile medical
device (according to Annex IX rule 5).

Signed by:

Position: Director
Date: 27" August 2021

Registered office address: Lot 1.39, First Floor, Kompleks Wilayah No 2, Jalan Munshi Abdullah, 50100 Kuala Lumpur Malaysia.



