Quality
Evaluations

An ABS Group Company

Certificate Of Conformance

This is to certify that the Quality Management System of:

Medical Elastomer Development, Inc

1700 Highland Road
Twinsburg OH
44087
United States

Certification

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:

Manufacture of extruded silicone components for the medical device industry.

Certificate No: 47202
Certification Date: 19 DEC 2021
Effective Date: 04 DEC 2024
Expiration Date 19 DEC 2027 5 .
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Revision Date: 04 DEC 2024 Trams VI'

Dominic Townsend, President
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This certificate’s validity is subject to the organization maintaining their system in accordance with ABS Quality Evaluations, Inc. 1701 City Plaza Dr Spring, TX E E
77389 USA requirements for management system certification. It is contingent upon prompt, written notification to ABS Quality Evaluations, Inc. of significant H B
changes to the management system or components thereof. Validity mag be confirmed by accessing the website (www.abs-ge.com) or scanning the code to the

right with a smartphone. For certificates issued in the People’s Republic of China information may also be verified on the Certification and Accreditation
Administration of the People’s Republic of China’s website (www.cnca.gov.cn). E

The certificate remains the property of ABS Quality Evaluations, Inc. to whom it must be returned upon request.

Copyright as of the Effective Date, ABS Quality Evaluations, Inc. All rights reserved. Rev1 Page 1 of 2
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Quality
Evaluations

An ABS Group Company

ISO 13485:2016
Certificate Of Conformance
ANNEX

Certificate No.: 47202

Certification

Medical Elastomer Development, Inc

At the below facilities

FACILITY NAME FACILITY ACTIVITY ADDRESS
Medical Elastomer Management of QMS, Manufacture of extruded silicone components 1700 Highland Road Twinsburg OH 44087 United
Development, Inc for the medical device industry. States
Medical Elastomer Material handling 1670 Enterprise Parkway Suite E, F, G Twinsburg
Development, Inc OH 44087 United States
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This certificate’s validity is subject to the organization maintaining their system in accordance with ABS Quality Evaluations, Inc. 1701 City Plaza Dr Spring, TX E E
77389 USA requirements for management system certification. It is contingent upon prompt, written notification to ABS Quality Evaluations, Inc. of significant H B
changes to the management system or components thereof. Validity mag be confirmed by accessing the website (www.abs-ge.com) or scanning the code to the

right with a smartphone. For certificates issued in the People’s Republic of China information may also be verified on the Certification and Accreditation
Administration of the People’s Republic of China’s website (www.cnca.gov.cn). E

The certificate remains the property of ABS Quality Evaluations, Inc. to whom it must be returned upon request.
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