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Certificate of Registration
of Quality Management System
to I.S. EN ISO 13485:2016

The National Standards Authority of Ireland certifies that:

Lake Region Medical Ltd.
Butlersland

New Ross

Co Wexford

Ireland

has been assessed and deemed to comply with the
requirements of the above standard in respect of the scope of
operations given below:

The Design & Development, Manufacture and
Distribution of Sterile and Non-Sterile Guidewires
used in Peripheral, Cardiac and Urological
Applications.
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Approved by:
Pamela Burdette Miller
Certification Manager

Registration Number: MD19.3915 =
Certification Granted: June 12, 2006

Effective Date: May 19, 2026

Expiry Date: June 07, 2027
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