SCOPE OF ACCREDITATION TO ISO/IEC 17025:2017

TUV SUD AMERICA, INC.
141 14™ Street NW
New Brighton, MN 55112
Shannon Carver Phone: 651-955-5546
Shannon.Carver@tuvsud.com

CHEMICAL

Valid To: May 31, 2027 Certificate Number: 2955.22

In recognition of the successful completion of the A2LA evaluation process, (including an assessment of the laboratory’s
conformance with the U.S. FDA Good Laboratory Practice (GLP) Regulations per 21 CFR Part 58'), accreditation is granted to
this laboratory to perform the following tests on active and nonactive medical devices, components, and raw materials:

Test Test Method(s)
Chemistry Sample Preparation and Extraction of | ISO 10993-12
Test Items

Determination of Elementary Inorganic ISO 10993-18
Extractables in Medical Devices by ICP-MS

Determination of Exhaustive Extraction of ISO 10993-18
Medical Devices by Non-Volatile Residue

Analysis

Determination of Non-Volatile Organic ISO 10993-18

Compound Extractables in Medical Devices by
LC Q-TOF (Negative and Positive lon Mode)

Determination of Semi-Volatile Extractables in ISO 10993-18
Medical Devices by GC-MS

Determination of Total Organic Carbon ISO 10993-18; USP 643

Determination of Volatile Extractables in Medical| 1SO 10993-18
Devices by HS-GC/MS

1Assessment to the U.S. FDA GLP (21 CFR 58) Regulations does not imply acceptance by the FDA.
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Accredited Laboratory

TUV SUD AMERICA, INC.
New Brighton, MN

for fechnical competence in the field of

Chemical Testing

This laboratory is accredited in accordance with the recognized International Standard ISO/IEC 17025:2017
General requirements for the competence of testing and calibration laboratories. This accreditation demonstrates
technical competence for a defined scope and the operation of a laboratory quality management system
(refer to joint ISO-ILAC-IAF Communiqué dated April 2017).

Presented this 27th day of February 2025.

Mr. Trace Mclnturff, Vice President, Accreditation Services
For the Accreditation Council

Certificate Number 2955.22

Valid to May 31, 2027
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For the tests to which this accreditation applies, please refer to the laboratory’'s Chemical Scope of Accreditation.



