CERTIFICATE
F REGISTRATION

This is to certify that
Bionix Development Corporation

5154 Enterprise Boulevard Toledo, Ohio 43612 USA

Refer to Attachment to Certificate of Registration dated April 26, 2019 for additional certified sites
operates a

Quality Management System

which complies with the requirements of

ISO 13485:2016

for the following scope of certification

Design, Manufacture,Sales Distribution of active and non active medical devices for
anesthesia, emergency, intensive care and wound care used by professionals in medical
estabishments and hospitals.

Certificate No.: CERT-0118562 Original Certification Date: April 26, 2019
File No.: 1500560 Certification Effective Date: April 26, 2019
Issue Date: April 26, 2019 Certification Expiry Date:  April 25, 2022

Bl

Kevin Goodwin
General Manager Technical Services
SAl Global Assurance
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Registered by:

QMI-SAI Canada Limited (SAl Global), 20 Carfson Couwrt, Suite 200, Toronto, Ontario MEW TKE Canada. This registration is subject to the SAl Global
Terms and Conditions for Certificaton. While al dus care and skill was exercised in carrying out this sssessment, SAl Global accepts responsibility only for
proven negligence. This certificate remans the property of SAI Global and must be returned to them wpon request

To yerity that this certificate s current, please refer to the SAI Global On-Uine Certification Register: yoaw iglobal comigmi
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