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Foreword 

This document (EN 455-2:2009/FprA1:2010) has been prepared by Technical Committee CEN/TC 205 “Non-
active medical devices”, the secretariat of which is held by DIN. 

This document is currently submitted to the Unique Acceptance Procedure. 
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1 Modification of Table 3 

Replace the existing Table 3 with the following: 

" 

Table 3 — Median values of force at break 

 Force at break 
in Newton 

Surgical gloves

 a) b) 

Examination/procedure gloves

 c) d) e) 

Throughout shelf life tested 
according to 5.2 and within 12 
months of manufacture tested 
according to 5.3 

≥ 9,0 ≥ 9,0 ≥ 6,0 ≥ 6,0 ≥ 3,6 

a) Requirements for gloves made from natural rubber latex. 

b) Requirements for gloves made from all other elastomeric materials, e.g. polychloroprene, synthetic polyisoprene, nitrile, 
styrene block copolymers, polyurethane. 

c) Requirements for gloves made from elastomeric materials except nitrile, e.g. natural rubber latex, polychloroprene, synthetic 
polyisoprene, styrene block copolymers, polyurethane. 

d) Requirements for gloves made from nitrile. 

e) Requirements for gloves made from thermoplastic materials (e.g. polyvinylchloride, polyethylene). 

". 
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