VESTAKEEP® i5 G

Implantable grade polyether ether ketone resin
for permanent implants

VESTAKEEP® i5 G is a natural colored, very high
viscosity polyether ether ketone (PEEK) that is
especially designed for long term implantable
medical devices.

Proven biocompatibility

The extra high purity and extended quality
measures make VESTAKEEP® i-grade materials
an excellent choice for permanent implants.

For VESTAKEEP® i5 G, biocompatibility has been
tested following ISO 10993-1 recommendations
for permanent tissue/bone contact and USP
Class VI.

VESTAKEEP® i5 G complies to ASTM F2026
“Standard Specification for Polyetheretherketone
(PEEK) Polymers for Surgical Implant
Applications”.

A summary of biocompatibility test results is
available upon request.

VESTAKEEP® i5 G is supplied as cylindrical
pellets.

VESTAKEEP®

Biocompatibility tests available for i5 G

Standard Description

1ISO 10993-3 Genotoxicity: Ames Test

1SO 10993-3 Genotoxicity: Chromosome aberration test
1ISO 10993-3 Genotoxicity: Mouse Lymphoma test

1ISO 10993-5 Cytotoxicity

1ISO 10993-6 Test for local effects after Implantation in

bone (90 days)

1ISO 10993-10 Sensitization: Maximization test according to
Magnusson and Kligman

1ISO 10993-10 Irritation: Intracutaneous Reactivity
1ISO 10993-11 Subchronic Systemic Toxicity
1SO 10993-12 GC/MS Fingerprint

USP Class VI Acute Systemic Toxicity

Intracutaneous Reactivity
Muscle Implantation
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Properties of VESTAKEEP® i5 G

Test method | Unit Value
Density 23°C / 50% r.h. ISO1183 | g/cm3 1.30
Water absorption saturation ISO62 | % 0.4
Moisture absorption 23°C / 50% r.h. ISO62 | % 0.12
Tensile test 23°C / 50% r.h. ISO 527-1
ISO 527-2
Stress at yield MPa 95
Strain at yield % 5.0
Stress at break MPa > 70
Strain at break % > 40
Tensile modulus ISO 527-1 | MPa 3400
ISO 527-2
CHARPY impact strength ISO 179/1eU
23°C / 50%r.h. kJ/m?2 ND
-30°C kJ/m?2 ND
CHARPY notched impact strength ISO 179/1eA
23°C / 50% r.h. kJ/m?2 9CH
-30°C kJ/m?2 8 ChH
Temperature of deflection under load
Method A 1.8MPa ISO 75-1 | °C 150
Method B 0.45MPa ISO 75-2 | °C 205
Vicat softening temperature ISO 306
Method A 10N °C 335
Method B 50N °C 305
Differential Scanning Calorimetry (DSC) ISO 11357
Recrystallization temperature °C 285
Glass transition temperature, 2nd heating, onset °C 145
Glass transition temperature, 2nd heating, midpoint °C 155
Melting temperature, 2nd heating °C 340
Melt volume-flow rate (MVR) 380°C/5kg ISO1133 | cm3/10 min 7

n C = Complete break, incl. hinge break H
N = No break

VESTAKEEP® is a registered trademark of Evonik Degussa GmbH

This information and any recommendations, technical or otherwise, are presented in good faith and believed to be correct as of the
date prepared. Recipients of this information and recommendations must make their own determination as to its suitability for their
purposes. In no event shall Evonik assume liability for damages or losses of any kind or nature that result from the use of or reliance
upon this information and recommendations. EVONIK EXPRESSLY DISCLAIMS ANY REPRESENTATIONS AND WARRANTIES OF ANY KIND,
WHETHER EXPRESS OR IMPLIED, AS TO THE ACCURACY, COMPLETENESS, NON-INFRINGEMENT, MERCHANTABILITY AND/OR FITNESS
FOR A PARTICULAR PURPOSE (EVEN IF EVONIK IS AWARE OF SUCH PURPOSE) WITH RESPECT TO ANY INFORMATION AND
RECOMMENDATIONS PROVIDED. Reference to any trade names used by other companies is neither a recommendation nor an
endorsement of the corresponding product, and does not imply that similar products could not be used. Evonik reserves the right to
make any changes to the information and/or recommendations at any time, without prior or subsequent notice.
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