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Date: 8 October 2020

To Whorn It May Concern

EU DECLARATION OF CONFORMITY

We, SUPERMAX GLOVE MANUFACTIIRING SDN. BHD. A registered manufacturer
and exporterof disposable n-rcdical exalrination and surgical gloves located at Lot 38, Putra
Industrial Park, Bukit Rahman Putra 47000 Sungai Buloh, dcclares that the rnedical devices
described hereafter as :-

. '.MEDIC-I)ENT" Label, Non Stcrile Powdcr Free Nitrile Examination Gloves

Are in conformity with the general salety and perforrnance requirements of Annex I
Medical Device Regulation (EU) 20ll1145 for Class I r.nedical devices.

Classification: Class I based on Rule 5 transient Lrse, Annex VIII of Medical Device
Regulation (lru) 20 l7 11 45.

Are in conformity rvith the national standard transposing harmonized standard EN
455-1, EN 455-2, EN 455-3 ancl tiN455-4.

'[he gloves are tlanufactnred according to ISO 9001:2015 and EN ISO 13485:2016
Quality Management systerns and certified by Notified Body, sGS United
Kingdom Ltd Systems & Services Certiflcation.

'Ihe technical file "DOCUMEN'| NO.: SGM-F'l'F'-3" dated lB November 2019
contains all tlie relevant technical inlbrmation.

Yap Peak Geeh

QA & Regulatory Aflairs Manager

Sungai Buloh, Selangor
Malaysia
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