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Sterile Polyisoprene Procedure Gloves

Powder Free Polyisoprene Procedure Gloves, Sterile

Gloves Specification:

+  Polyisoprene

+ Micro textured

+  Natural

+  Ergonomically designed wich curved Ringers For comPort and
Go minimise hand Ratigue.

+ Sterile

»  Hand specific

Packing:

Pouch: 1 pair per pouch

Dispenser: 50 pairs per dispenser box

Outer Case: 4 dispensers per case

Pallet: 30 cases per pallet

Performance Specification:
Freedom From holes - BS EN 455-1
Water Tight Test General Inspection Level 1, AQL 1.0

Dimensions — BS EN 455-2 5.5 6 6.5

Palm Width (mm) 72 +4 | 77+5 | 83+5 | 89+5 | 95+5 | 102+5 | 108+6 | 114+6
Length (mm) > 250 > 260 > 260 > 270 > 270 > 270 > 280 > 280
Force at Break — BS EN 455-2

Throughout shelf life Minimum 9 Newton

APter challenge test Minimum 9 Newton

Biological Properties — BS EN 455-3
Powder Level Less than 2 mg per glove
Protein Content (Latex only) <50pg/g using the modified Lowry method

Viral Penetration — ASTM F1671-7
Phi-X174 Bacteriophage penetration |No visual penetration

Shelf Life Properties — BS EN 455-4

Currently shelr life is determined through accelerated ageing and is set at 3 years (whilst real time
studies are in progress)

Sterilisation Method — BS EN ISO 11137

Sterilisation Gamma Irradiation

Quality Standards:
Manufacturing QMS EN ISO 9001/ EN ISO 13485

Glove The BS EN 455 series of standards (parts 1,2,3 and 4)

Sampling & Inspection  ISlezileR

MDD Requirement Medical Devices Directive 93/42/EEC (and subsequent amendments)
CE Classification Class | Sterile Medical Device

Keep away Prom direct sunlight or Rluorescent light. Store at temperature no
less than 5°C, no more than 25°C

Glove Care

Sterility Care Sterile unless package is opened or damaged
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Sterile Polyisoprene Procedure Gloves

Packaging Artwork:
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Dimensions:

Dispenser: L290mm x W150mm x H225mm
Outer: L588mm x W308mm x H237mm
Pouch: L124mm x W285mm

Barcodes:

Inner 5052755004012 | 5052755004029 | 5052755004036 | 5052755004043 | 5052755004050 | 5052755004067 | 5052755004074 | 5052755004081

0)i]-14 5052755004098 | 5052755004104 | 5052755004111 5052755004128 | 5052755004135 | 5052755004142 | 5052755004159 | 5052755004166
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Pat Coakley Medical Ltd
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