


Surgical Gloves
-

TM

Polyisoprene rubber (latex-free)

72 ± 4
77 ± 5
83 ± 5
89 ± 5
95 ± 5

102 ± 6
108 ± 6
114 ± 6

278 min
280 min
280 min
283 min
287 min
288 min
290 min
290 min

23
17

22
16

Polymer coating
Natural White

Criteria Sampling Plan
Dimension N=13 (EN455-2); S-2, AQL 4.0 (ASTM D3577)
Physical Properties N=13 (EN455-2); S-2, AQL 4.0 (ASTM D3577)
1000ml Water Leak Test G-I, AQL 1.0

Major Visual Inspection 
Minor Visual Inspection 

N=3 pairsPowder Free Residue
G-I, AQL 1.5
G-I, AQL 4.0

12-13
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0.24 ± 0.02
0.20 ± 0.02
0.16 ± 0.02

Typical Physical Properties:

EN

Personal Protective Equipment of Complex Design 
Category III, in compliance with 89/686/EEC, type
tested to EN 420:2003+A1:2009, EN 374-2:2003, 
EN 374-3:2003 & EN 388:2003, CE0086        .  
Medical Device, in compliance with 93/42/EEC, 
type tested to EN 455-1:2000, EN 455-2:2009, EN
455-3:2006, EN 455-4:2009 and ASTM D3577, 
CE0086 Class IIa Sterile                                   

•

•

US FDA Quality System Regulation (QSR)               
ISO9001 Quality Management System                       
ISO13485 Quality Management System                    

•
•
•




