
Material Certificate

Material Code Revision 00

Type 

Brand name

Supplier

Compliant

Gamma Sterilization YES

Ethylene Oxyde YES

Compliant

USP Class VI YES

Cytotoxicity YES

Hæmocompatibility YES

Compliant

BPA YES

Latex or Natural Rubber YES

Phthalates YES

TSE / BSE YES

European Directive (EC 

1907/2006) REACH
YES

MSDS YES

Extrusion

Color

Modulus of Elasticity /

Young modulus

Tensile Strength at Break

Tensile Elongation at Break

Hardness

Comments

-

-

ISO 10993-4

ISO 10993-5

Standard
USP

QA/RA Validation 

DateDate

R&D Validation FRA

25-08-2017

CGI

09/06/2017

-

ASTM-638

Biocompatibility Data:

Main Regulatory Compliances:

Technical Characteristics:

-

-

-

Comments

M0642

Comments

-

-

Sterilization Stablity:

PVC

8577G-015 ou ATB 8540B

COLORITE EUROPE ou Tekniplex

-

Value
YES

Comments
Not used in the manufacturing process

- -

-

ASTM D-638

ASTM D-638

ASTM D-2240

Measuring Method

Not used in the manufacturing process

Not used in the manufacturing process

Not used in the manufacturing process

-

-

blue

1600 psi

2695 psi

355 %

85 shore A


