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PPE Regulation (EU) 2016/425
Medical Device Regulation (EU) 2017/745, 93/42/EEC

aureliagloves.ie

Regulations

Quality 1SO 9001:2015 Quality Management Systems
Standards 1SO 13485: 2016 Medical Devices Quality Management Systems

EN 420: 2003 + A1: 2009 Protective gloves. General requirments and test methods.
Harmonised ' BS EN 455 1-4 Medical gloves for single use.
Standards BS EN 1186:2002 Materials and articles in contact with foodstuffs.

Sizes & Dimensions Single wall thickness Physical Properties
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1 Unaged Aged
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l ® Tensile Strength Min. 14.0 MPa Min. 14.0 MPa
S 85+5mm min. 240 mm ®
M 95+5mm min. 240 mm .
Elongation Min. 400% Min. 400%
L 105+5 mm min. 240 mm @ min. 0.05 mm
XL > 115mm min. 240 mm ® min. 0.05 mm
Strength at Break Min. 3.0N Min. 3.0N

® min. 0.04 mm
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Vinyl Powder Free 5 Years

S 0

Smooth 4.0g +/- 0.2g Clear






