ABS Quality Evaluations

Certificate Of Conformance

This is to certify that the Quality Management System of:

Prent Americas, C.R., S.R.L.

QMS Central Site

Industrial Park and Free Zone ZETA, Building N. La Valencia
Heredia, Heredia
Costa Rica

(WITH ADDITIONAL FACILITIES LISTED ON ATTACHED ANNEX)

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:

THE MANUFACTURE OF CUSTOM THERMOFORMED PLASTIC PACKAGING AND PRODUCTS INCLUDING PLASTIC
TRAYS AND LIGHT ASSEMBLY TO CUSTOMER SPECIFICATIONS FOR THE MEDICAL DEVICE INDUSTRY

This certificate may be found on the’/ABS QE Website (www.abs-qe.com). For certificates issued in the People's Republic of China information may also be
verified on the CNCA website (www.cnca.gov.cn).

Certificate No: 47894

Certification Date: 14 March 2014 Y

Effective Date: 07 March 2023 % s 3 QO M}

Expiration Date: 13 March 2026 it

Revision Date: 07 March 2023 Dominic Townsend, President
ﬁ “&‘,&ir&% O\@\\w EVa’U@t/o/)

ANSI National Accreditation Board
ACCREDITED

MANAGEMENT SYSTEMS
CERTIFICATION BODY

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 2011-2023 ABS Quality Evaluations, Inc. All rights reserved.
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ABS Quality Evaluations

ISO 13485:2016

Certificate Of Conformance
ANNEX

Certificate No: 47894

Prent Americas, C.R., S.R.L.

At Below Facilities:

Facility: Industrial Park and Free Zone ZETA, Building N. La Valencia Facility: Zona Industrial Ampliacién Lucio-Blanco
Heredia, Heredia Blvd. Sereno #91104, C.P. 22706
Costa Rica Rosarito, Baja California
México
Activity: Management of QMS. The manufacture of custom thermoformed ~ Activity: Manufacture

plastic packaging and products including plastic trays and light
assembly to customer specifications for the Medical Device Industry

ANSI National Accreditation Board
ACCREDITED

MANAGEMENT SYSTEMS
CERTIFICATION BODY

Validity of this certificate may be confirmed at www.abs-qe.com/cert_validation.

Copyright 2011-2023 ABS Quality Evaluations, Inc. All rights reserved.
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