Lloyd's
Register

Certificate of Approval

This is to certify that the Management System of:

Abbott Laboratories Diagnostics Division

100 Abbott Park Road, Abbott Park, IL, 60064, United States

has been approved by LRQA to the following standards:
ISO 13485:2016

LY

Chris Koci
Issued By: Lloyd's Register Quality Assurance, Inc. for and on behalf of: Lloyd's Register Quality Assurance
Ltd :

This certificate is valid only in association with the certificate schedule bearing the same number on which the
locations applicable to this approval are listed.

Current Issue Date: 7 December 2017 Origina‘ Approvals:

Expiry Date: 30 November 2020 ISO 13485 7 December 2017
Certificate |ssue Number: 10044680 } :

! ‘
Approval Certificate Number: ISO 13485 — 0015680
i
The scope of this approval is épplicable to: /
Manufacturer, Design, Development, Installation, Service and Slf,lpport of In Vitro Diagnostic FPro s including
Test Kits, Reagents, Accessories and Instruments.

Lioyd's Register Group Limied, ds affiliates and subsidiaries, including Loyd's Register Quality Assuranse Limited (LROA}, and thelr respectivae officers, employees or agents are, individually and collectively, referred 1o in this clausz as
| loyd's Reaister, |Lloyd's Regisler assumes no sesponsibilily and shail nat be liable te any person for any loss, damage or eepense caused by reliance on the informalion or advice in Lhis documenl or howsoever provided, unless lhai pesor
his signed a confract with he televint Lioyd's Register enlity for the provision of this information or advice and in that case any respansibilily or Yiability is exclusively on ihe lerms and conditions sef oul in that contract.

|ssued By Lloyd's Register Qualily Assurarce, lec. 1330 Enrtave Parkway, Suite 200, Houston, Taxas 77077, United Slaes for and on behalf of: Lloyd's Register Quality Assurance Lid, 1 Trinily Park, Bickenhill Lane, Birmingham B37 7ES,
United Kingdom




Lloyd’s
Register

Certificate Schedule

Certificate Issue Number: 10044680

Location Activities

|
100 Abbott Park Road, Abbott Park, IL, 60064, IS0 1348#2016
United States Manufacturer, Design, Development, Installation,
Service and Support of In Vitro Diagnostic
Produets including Test Kits, Reagents,
Accessories and Instruments.

Conway Park, 675 North Field Drive, Schaumburg, SO 13485:2016

Lake Forest, IL, 60045, United States Oversight of the Quality Management System for
the Abbott Diagnostics Division Sites.
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Lioyd's Register Group Limited, As affilates and subsldiaries, including Linyd's Regisler Qualily Assurance Limited (LRQA), and Lheir respedlive officers, emplayees ar agents are, individually and collectively, reforred Lo In this clause as
Lloyd's Reqister’. Liuyd's Repister assumes no responsibility and shall nol be liable to any person for any less, damags or expense caused by reliance on the information or advice in this orh provided, urless lhal parson
has signed a contract wiln the relevant Lloyd's Reglster entity for the provision of his information or advice and in hal case any resp ihility or liability is i on the temms and condillons sef aul in that contract

Issued By: Unyu's Register Quality Assurance, fna, 1330 Enciave Parkway. Suile 200, Houston, Texas 77077, United Stales for and on behall of, Lioyd's Register Qualily Assuranca Lid, 1 Trinity Park, Bickennill Lane, Birmingham B37 1'E5,
Linited Kingpdom




