






















































Certificate
No. Q5 054869 0011 Rev. 00

Page 1 of 1
TÜV SÜD Product Service GmbH � Certification Body � Ridlerstraße 65 � 80339 Munich � Germany

Holder of Certificate: Abbott Ireland Diagnostics Division
Lisnamuck
Longford
Co. Longford
IRELAND

Facility(ies): Abbott Ireland Diagnostics Division
Lisnamuck, Longford, Co. Longford, IRELAND

Certification Mark:

 

Scope of Certificate: Design, development, and production of reagents and 
software for in vitro diagnostic use. 
Design, development and manufacture of in vitro 
diagnostic test kits and reagents for clinical chemistry.

Applied Standard(s): EN ISO 13485:2016 
Medical devices - Quality management systems - 
Requirements for regulatory purposes 
(ISO 13485:2016) 
DIN EN ISO 13485:2016

The Certification Body of TÜV SÜD Product Service GmbH certifies that the company mentioned 
above has established and is maintaining a quality management system, which meets the 
requirements of the listed standard(s). All applicable requirements of the testing and certification 
regulation of TÜV SÜD Group have to be complied with. For details and certificate validity see: 
www.tuvsud.com/ps-cert?q=cert:Q5 054869 0011 Rev. 00  

Report No.: 713189547

Valid from: 2020-09-01
Valid until: 2023-08-31

Date, 2020-08-27 Christoph Dicks

Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:Q5%20054869%200011%20Rev.%2000%C2%A0


  

Certificate of Approval 

  

 
 

    

                                                                                  
Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause as 
'Lloyd's Register'. Lloyd's Register assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person 
has signed a contract with the relevant Lloyd's Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract. 
Issued by: Lloyd's Register Quality Assurance Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom  
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This is to certify that the Management System of:  

Abbott GmbH 
Max-Planck-Ring 2, 65205 Wiesbaden, Germany 

 

& Abbott Diagnostics GmbH  

 

Max-Planck-Ring 2, 65205 Wiesbaden, Germany 

 

 

has been approved by Lloyd's Register to the following standards:  

 ISO 9001:2015  

 

   

 

 David Derrick - Area Operations Manager UK & Ireland  

  Issued by: Lloyd's Register Quality Assurance Limited  

    

 

 

    

Current issue date: 17 January 2020 

 

Original approval(s): 

Expiry date: 30 September 2021 ISO 9001 – 23 September 1994 

Certificate identity number: 10246646 

Certificate approval number: LRQ 0925480/A 
 

  

Approval number(s): ISO 9001 – 00004791  

 
 

 
 

The scope of this approval is applicable to: 

Design, development, manufacture, control of contract manufacturers, registration, stockholding and distribution 
of in-vitro diagnostic devices. 

 



 

 

 

CERTIFICATE 

 The Certification Body 
of TÜV SÜD Management Service GmbH 

certifies that 

 

Abbott Ireland Diagnostics Division 
Finisklin Business Park 

Sligo  
Ireland 

 
has established and applies 

a Quality Management System for 

Design, development and manufacture of 
in vitro diagnostic test kits,  

reagents and common liquid accessories. 

An audit was performed, Order No. 707114974. 

Proof has been furnished that the requirements 
according to 

ISO 9001:2015 

are fulfilled. 

The certificate is valid from 2020-04-01 until 2023-03-31. 

Certificate Registration No.: 12 100 59742 TMS. 

  

 
Product Compliance Management 

Munich, 2020-03-25 
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Gertificate
No. Q5 001922 0022 Rev.01

@
Pmdrici Service

Holder of Certificate: Abbott lreland Diagnostics Division
Finisklin Business Park
Sligo
IRELAND

Abbott lreland Diagnostics Division
Finisklin Business Park, Sligo, IRELAND

The Certification Body of TÜV SÜD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Facility(ies):

Certification Mark:

Scope of Certificate:

Applied Standard(s):

Report No,:

Valid from:
Valid until:

Design, develop and manufucture of in vitro
diagnostic test kits, reagents and common liquid
accessories for donor screenlng and/or the detection
and/or monitoring of hepatitis, cancers, cardiac
markers, congenital transmitted diseases,

determination of congenital disorders of the foetus,
endocrine disorders and haematological disorderc,
therapeutic drug monitoring and infectious viral diseases.

EN ISO 13485:2016
Medical devices - Qualiry management systems -
Requirements for regulatory purposes
(lSO 13485:2016)
DIN EN ISO 13485:2016

713178712-05

2020-04-24
2023-03-24

c.@,<_.
Date, 2020-04-24 Christoph Dicks

Head of Certitication/Notified Body
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TÜV SÜD Product Servie GmbH . Certification Body . Ridlerst.aße 65 . 80339 Municfl . Germany IJV@
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Certificate of Approval 

  

 
 

    

                                                                                  
Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause as 
'Lloyd's Register'. Lloyd's Register assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person 
has signed a contract with the relevant Lloyd's Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract. 
Issued by: Lloyd's Register Quality Assurance Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom  
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This is to certify that the Management System of:  

Abbott GmbH 
Max-Planck-Ring 2, 65205 Wiesbaden, Germany 

 

& Abbott Diagnostics GmbH  

 

Max-Planck-Ring 2, 65205 Wiesbaden, Germany 

 

 

has been approved by Lloyd's Register to the following standards:  

 ISO 13485:2016  

 

   

 

 David Derrick - Area Operations Manager UK & Ireland  

  Issued by: Lloyd's Register Quality Assurance Limited  

    

 

 

    

Current issue date: 17 January 2020 

 

Original approval(s): 

Expiry date: 30 September 2021 ISO 13485 – 23 September 1994 

Certificate identity number: 10246647 

Certificate approval number: LRQ 0925480/A 
 

  

Approval number(s): ISO 13485 – 00004790  

 
 

 
 

The scope of this approval is applicable to: 

Design, development, manufacture, control of contract manufacturers, registration, stockholding and distribution 
of in-vitro diagnostic devices. 
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