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To whom it may concern

Dear Siror Madam,
Please note that some of the information provided herein isbased on information from raw material

suppliers. For required certifications on raw material as well as sintered material e.g. biocompatibility
tests we work together with accredited test laboratories / houses.

Relevant information regarding product stewardship and occupational safety and health canbe
obtained from the Safety Data Sheet. For material information please refer to our material
datacenter, available atour Website

Biocompatibility
All biocompatibility certificates have been checked for validity by an accredited test laboratory in
October 2012. The conclusions and test results are still valid.

1. Biocompatibility - Parts made of new powder

In vitro Cytotoxicity Assay: Cell Growth Analysis via BCA-Staining with an Extract of PA 2200 (acc.
to 1ISO "Evaluation and testing", ISO "Tests for in vitro cytotoxicity",
ISO "Sample preparation and reference materials")

This istoconfirm that the cytotoxic effects ofPA 2200 were analyzed. Under the given conditions no
leachable materials were released incytotoxic concentrations from the test item.

Biocompatibility - Test for Sensitization (Guinea Pig Maximisation Test, non-polar extract) (acc. to
ISO "Evaluation and testing", DIN EN ISO 10993-10:1995, "Tests for irritation and
sensitization", 1ISO 10993-12:1996 "Sample preparation and reference materials")

This isto confirm that the sensitization rate after application of the non-polar extract of the test item
was 0 %. Under the test conditions the test item showed no signs of allergenic potency. PA 2200 is
considered tohave no sensitizing properties.

Biocompatibility - Test for Sensitization (Guinea Pig Maximisation Test, polar extract) (acc. to ISO
"Evaluation and testing"”, DIN EN ISO 10993-10:1995, "Tests for irritation and

sensitization", 1ISO 10993-12:1996 "Sample preparation and reference materials")

This isto confirm that the sensitization rate after application of the polar extract of the test item was

0%. Under the test conditions described the test item showed no signs of allergenic potency. PA 2200

isconsidered tohave no sensitizing properties.
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