ABS Quality Evaluations

Certificate Of Conformance

This is to certify that the Quality Management System of:
Qure Medical

1700 Highland Road

Twinsburg, OH 44087
U.S.A.

has been assessed by ABS Quality Evaluations, Inc. and found to be in conformance with the requirements set forth-by:

ISO 13485:2016

The Quality Management System is applicable to:

PRODUCTION OF PRECISION CUSTOM MOLDED ELASTOMERIC COMPONENTS FOR THE MEDICAL INDUSTRY TO
INCLUDE COMPONENTS FOR USE IN GENERAL NON-ACTIVE, NON-IMPLANTABLE MEDICAL DEVICES, GENERAL
ACTIVE MEDICAL DEVICES AND DEVICES FOR WOUND CARE.

Certificate No: 47202

Certification Date: 20 December 2012 G\J

Effective Date: 27 February 2019 \ M J Qe

Expiration Date: 19 December 2021

Revision Date: 27 February 2019 Dominic Townsend, President
P o Evalua"bf;

Validity of this certificate is based on the successful completion of the periodic surveillance audits of the management system defined by the above scope and is contingent upon
prompt,written notification to ABS Quality Evaluations, Inc. of significant changes to the management system or components thereof.

ABS Quality Evaluations, Inc. 1701 City Plaza Drive, Spring, TX 77389, U.S.A.
Validity of this certificate may be confirmed at www.abs-qe.com/cert_validation.
Copyright 2011-2019 ABS Quality Evaluations, Inc. All rights reserved.



