SCOPE OF ACCREDITATION TO ISO/IEC 17025:2017

STERIS Laboratories, Inc.
1880 Industrial Drive
Libertyville, IL 60048
Beth Jacques Phone: (763) 315-1200

BIOLOGICAL
Valid To: January 31, 2027 Certificate Number: 5914.01

In recognition of the successful completion of the A2L A evaluation process, accreditation is granted to this laboratory to perform
the following tests on Medical Devices (including implantable), Tissue (support SAL validation), and Sterile Medical Devices:

Test/Technology Reference Method(s) Local Procedure(s)
Bacterial Endotoxin (LAL) | ANSI/AAMI ST72, USP <85>, USP QO08-WI-002715
Test <161>,1SO 11737-3

Bioburden Test ANSI/AAMI/ISO 11737-1 QO08-WI-002718
Method Suitability ANSI/AAMI/ISO 11737-2, USP <71> QO08-WI-002722
Bacteriostasis / Fungistasis

Test

Recovery Efficiency Test ANSI/AAMI/ISO 11737-1 Q08-WI-002719
Sterility Test ANSI/AAMI/ISO 11737-2, USP <71> Q08-WI-002709
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Accredited Laboratory

STERIS LABORATORIES, INC.
Libertyville, IL

for technical competence in the field of

Biological 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 December 2024.

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

Certificate Number 5914.01

Valid to January 31, 2027

For the tests to which this accreditation applies, please refer to the laboratory’s Biological Scope of Accreditation.
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