
















Certificate of Registration
QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

This is to certify that: Abbott Medical
4 Robbins Road
Westford
Massachusetts
01886
USA

Holds Certificate No: FM 701294
and operates a Quality Management System which complies with the requirements of ISO 13485:2016 for the
following scope:

The design, development, manufacture, and servicing of Optical Coherent Tomography
Imaging Systems, including embedded software and sterile Imaging Catheters. The
distribution of syringes, sterile bags, inflation devices and accessories. Design of Diagnostic
Guidewire, Computer, Signal Transmission and Diagnostic software and accessories.

For and on behalf of BSI:
Carlos Pitanga, Chief Operating Officer Assurance – Americas

Original Registration Date: 2018-10-01 Effective Date: 2018-10-01
Latest Revision Date: 2018-10-01 Expiry Date: 2021-10-07
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This certificate remains the property of BSI and shall be returned immediately upon request.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory
To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA
A Member of the BSI Group of Companies.

https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=FM+701294&ReIssueDate=01%2f10%2f2018&Template=inc
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