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 .
‘ . [
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



https://abs.ez2xs.com
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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.

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

An ABS Group Company

Certificate Of Conformance

This is to certify that the Quality Management System of:

Sanisure, Inc.

1020 Flynn Rd.
Camarillo CA
93012
United States

Certification

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

ISO 9001:2015

The Quality Management System is applicable to:

Design, Manufacturing, Fabrication and Distribution of Tubing; Bottle Assemblies; and Sterile
and Non Sterile Ultra-Pure Components of Glass, Polymers, Metals and Rubber; and Molding of
plastic components including tooling production

Certificate No: 47986
Certification Date: 26 DEC 2018
Effective Date: 19 DEC 2024
Expiration Date 19 DEC 2027 5 .
‘ . [
Revision Date: 19 DEC 2024 Tams VI'
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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 9001:2015
Certificate Of Conformance
ANNEX

Certificate No.: 47986

Certification

Sanisure, Inc.

At the below facilities

FACILITY
FACILITY ACTIVITY ADDRESS
NAME
Sanisure, Inc. Management of QMS, Shipping, Receiving, Warehousing, and Purchasing 1020 Flynn Rd. Camarillo CA 93012
United States
Sanisure, Inc. Manufacturing and Fabrication of Sterile and Non Sterile Ultra-Pure Components of Glass, 1230 Calle Suerte Camarillo CA 93012
Polymers, Metals and Rubber United States
Sanisure, Inc. Warehousing, Receiving, Research & Development 840 Avenida Acaso Camarillo CA 93012
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.

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

Standard(s): ISO 9001:2015
Certificate No: 900 512
Certificate Holder: SANISURE S.A.

16 rue Héierchen - ZAE R. Steichen
L-4940 BASCHARAGE

Luxembourg

Scope: Supply and manufacturing of products to the
biopharmaceutical industry and the life science research
sector

Proof has been furnished by means of an audit that the
requirements of the standards mentioned above are met.

Validity: The certificate is valid from 2025-12-21 until 2028-12-20

Belvaux, 2025-12-19 J[

ESCEr/I asbl,
8, Boulevardldes Lumiéres
L-4369 Belvaux

ACCREDITATION 7L
NUMBER: ‘B -

] 1SO/IEC 17021-1 ESCEM, Partner of TOVRheiniand
b




Certificate US20/819943795

The management system of

SaniSure, Inc.

18 White Lake Road, Sparta, NJ, 07871, United States Of America
has been assessed and certified as meeting the requirements of

1ISO 9001:2015
Quality management systems - Requirements
For the following activities

Designs, manufactures and distributes single-use components and systems to transfer and/or store fluid
or other media.

This certificate is valid from 17 February 2026 until 17 February 2029 and remains valid subject to satisfactory surveillance - :

audits.
Issue 5. Certified since 17 February 2020

\\\\quf

Authorised by

Viqg Mohammed
Director - Technical Accreditation

SGS North America Inc.
400 Broadacres Drive, Suite 200, 2nd Floor, Bloomfield, NJ 07003
t+1(201) 508-3000 - www.sgsgroup.us.com

ANSI National Accreditation Board
ACCREDITED

— S —
MANAGEMENT SYSTEMS
CERTIFICATION BODY

This document is an authentic electronic certificate for Client’ business purposes use only. Printed version of the electronic certificate are permitted and will be considered as E" E|
acopy. This document is issued by the Company subject to SGS General Conditions of certification services available on Terms and Conditions | SGS. Attention is drawn to 3
the limitation of liability, indemnification and jurisdictional clauses contained therein. This document is copyright protected and any unauthorized alteration, forgery or
falsification of the content or appearance of this document is unlawful.
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