
Material Certificate

Material Code Revision 00

Type 

Brand name

Supplier

Compliant

Gamma Sterilization YES

Ethylene Oxyde YES

Autoclave YES

Compliant

Compliant

BPA YES

Food Contact YES

European Directive 2002/95/EC 

& 2011/65/UE - RoHS/RoHS2
YES

Latex or Natural Rubber YES

Phthalates NO

TSE / BSE YES

European Directive (EC 

1907/2006) REACH
YES

MSDS YES

Extrusion

Density

Color

Tensile Strength at Break

Tensile Elongation at Break

Hardness

Comments

Standard

QA/RA Validation 

DateDate

R&D Validation FRA

25-08-2017

CGI

09/06/2017

ISO 1183

-

ISO 527

Biocompatibility Data:

Main Regulatory Compliances:

Technical Characteristics:

-

-

-

Comments

Not used in the manufacturing process

M0358

Comments

-

-

-

Sterilization Stablity:

PVC

Nakan-FTA 805R T100

RESINOPLAST/Arkema

Value
YES

Comments
Not used in the manufacturing process

- -

-

-

-

ISO 527

ISO 868

Measuring Method

Not used in the manufacturing process

32%

Not used in the manufacturing process

-

-

1.22 N/A

Transparent 

>19 MPa

>410 %

75 ShA


