
Material Certificate

Material Code Revision 01

Type 

Brand name

Supplier

Compliant

Gamma Sterilization YES

Ethylene Oxyde YES

Compliant

USP Class VI YES

Cytotoxicity YES

Sensitization YES

Irritation or intracutaneous 

reactivity

YES

Systemic toxicity (acute) YES

Hæmocompatibility YES

Compliant

BPA YES

European Directive 2002/95/EC 

& 2011/65/UE - RoHS/RoHS2
YES

European Pharmacopoeia YES

Latex or Natural Rubber YES

Phthalates YES

TSE / BSE YES

European Directive (EC 

1907/2006) REACH
YES

SVHC List YES

MSDS YES

Extrusion

Density

Hardness

1.17  to 1.24 g/cm3

Depending Hardn. ISO 868

Measuring Method

3.1.1.1.

Not used in the manufacturing process

Not used in the manufacturing process (can contain residual DEHP < 0.1%)

Not used in the manufacturing process

-

-

Not used in the manufacturing process

RB1:1.24 - RB3:1.21 - RB4:1.20 - RB5:1.17

-

Value
YES

Comments
Not used in the manufacturing process

- -

M0317

Comments

-

-

Sterilization Stablity:

PVC

NDG RB1/RB3/RB4/RB5

Medical Grade PVC

Biocompatibility Data:

Main Regulatory Compliances:

Technical Characteristics:

RB1: 81->92 ±2 - RB3: 75±2 - RB4 : 70±2 - RB5: 60±2

Comments

Not used in the manufacturing process

ISO 10993-11

QA/RA Validation 

DateDate

R&D Validation  

ISO 1183

Comments

-

-

-

-

-

ISO 10993-4

ISO 10993-5

ISO 10993-10

ISO 10993-10

Standard
USP


