g MediC0m® Technical Data Sheet

Made in France

86700B  \yHITE SKIDGUARD PREMIUM SHOECOVERS WITH PLASTIC
86710B COATED SOLE — X-LARGE SIZE

86740B Medical Device Class 1

FEATURES & BENEFITS

Recommendations:

R =y

Nonwoven spunbonded 100% polypropylen 86700B v:.’ 2

Gluing sealing Dt 867108
Elastic free of latex at the ankle LS

Flexible and very resistant nonwoven 7%

Impermeable and anti-slip sole 60um

Usable for the staff or the patient in the operating room and in the care
services
Usable in industry and agro-food

86740B

DESCRIPTIF TECHNIQUE

Product name: Skidguard Premium shoecovers

Product type : Single use, non sterile

Material : PP non-woven + PE sole

Confection : Gluing

Color : . White Item 867008 867108 867408

Sole Thickness : 60um

Dimensions : 160 x 400 mm (£ 5 mm) Sole Blanc Bleu Rose
X-large color [] [ |

Unit weight: 9,2 g (£ 10%)

Packaging : Dispenser box of 400 units c € @@

Origin : France
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Mechanical datas

TEST Laboratory Standard Average Unit  Tolerance
Grammage CETELOR NF EN I1SO 9073-1 102 g/m? +20%
A sec sens M: 105 N +20%
Tensile strenght CETELOR NF EN ISO 9073-3 . ’
A sec sensT: 67 N +20%
A sec sens M: 52 % +20%
El ti CETELOR NF EN ISO 9073-3 .
IR Asec sensT: 41 % +20%
Release of lint and
> .
IFTH NF EN ISO 9073-10 other particles in the ;g'gum j i'g
. dry state Sepel S &
Particle release .
Particle count released 50.5um : 8
NELSON IEST-RP-CC003.3 during the HELMKE =5holm :
20,3um : 10
drum test
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86700B  syRr CHAUSSURE PP BLANC SAFEWEAR® PREMIUM

86710B Modele Universel (X-Large) - Semelle plastifiée
86740B Medical Device Class 1

Manufacturing Microbiological Information (by MICROSEPT laboratory)

Bioburden evaluation meets the requirements of NF EN 11737:2006 Standard
Additional microbiological controls: ASR, E.coli, Staphylococcus.

STANDARDS & CERTIFICATIONS

In accordance with requirements of medical devices Dir.93/42/EEC modified by Dir.2007/47/EC
Manufactured under EN I1SO 13485 certified quality system
Complies with the harmonized standard applicable to EN ISO 14971.

STORAGE CONDITIONS

Normal conditions of conversation & storage: not to be exposed to moisture and sun, must be stored at
a temperature between 5°C and 40°C

LOGISTICAL INFORMATION

° Dispenser box Pallet
specifications specifications
. Gross
Size . Qrty/ QTE carton/
Item weight
mm case palette
kg
867008 36 cases
867108 400 x 400 x 370 43 400 pcs

86740B (6 layers of 6 cases)

M EAN Codes

Item Dispenser box
867008 8 718 007 908 480
867108 8718 007 908 497 Qpﬂﬁﬁ'& 1
867408 8718 007 908 527 [ ]
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