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No. Q5 054869 0011 Rev. 02
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TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

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

Certification Mark:

 
Scope of Certificate: Design and Development, Manufacture and 

Distribution of In-Vitro Diagnostic Reagents for 
Clinical Chemistry and Immunochemistry.

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. 02

Report No.: 713280794

Valid from: 2023-09-01
Valid until: 2026-08-31

Date, 2023-07-14 Christoph Dicks
Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:Q5%20054869%200011%20Rev.%2002


Certificate
No. Q5 054869 0011 Rev. 02

Page 2 of 2
TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

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

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

See Scope of Certificate

./.



Certificate
No. Q5 010051 0139 Rev. 01
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TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Holder of Certificate: Abbott GmbH
Max-Planck-Ring 2
65205 Wiesbaden
GERMANY

Certification Mark:

 
Scope of Certificate: Design and Development, Manufacture and 

Warehousing of In-vitro Diagnostic Reagents for 
Clinical Chemistry, Immunochemistry, Hematology 
and Infectious Immunology. The provision of 
Warehousing and Distribution services of In-vitro 
Diagnostic medical devices and medical devices.

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, Certification, 
Validation and Verification Regulations TÜV SÜD Group have to be complied with. For details
and certificate validity see: www.tuvsud.com/ps-cert?q=cert:Q5 010051 0139 Rev. 01

Report No.: 713332354_IVDR

Valid from: 2024-10-01
Valid until: 2027-09-30

Date, 2024-07-11 Christoph Dicks
Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:Q5%20010051%200139%20Rev.%2001


Certificate
No. Q5 010051 0139 Rev. 01

Page 2 of 2
TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Applied Standard(s): ISO 13485:2016
(EN ISO 13485:2016/AC:2018, EN ISO 13485:2016/A11:2021)
Medical devices - Quality management systems -
Requirements for regulatory purposes

Facility(ies): Abbott GmbH
Max-Planck-Ring 2, 65205 Wiesbaden, GERMANY

Design and Development, Manufacture and Warehousing of 
In-vitro Diagnostic Reagents for Clinical Chemistry, 
Immunochemistry, Hematology and Infectious Immunology.

Abbott Diagnostics GmbH
Max-Planck-Ring 2, 65205 Wiesbaden, GERMANY

The provision of Warehousing and Distribution services of 
In-vitro Diagnostic medical devices and medical devices.

./.



C E R T I F I C A T E
No. QS6 054869 0012 Rev. 05
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Date of Issue: 2026-05-19

( Renee Walker )
Director, US Certification Body, MHS

TÜV SÜD America, Inc. • 401 Edgewater Place Suite #500 • Wakefield • MA 01880 • USA • www.tuvsud.com

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

Certification Mark:

 
Scope of Certificate: Design, Development and Manufacture of In-Vitro 

Diagnostic Test Kits and Reagents used in the 
Diagnosis of Prenatal Screening, Disease Status, 
Cardiac Markers, Protein Metabolism, Endocrine 
Disorders, Renal Dysfunction, Fertility Testing, 
Pregnancy Testing and for Therapeutic Drug Monitoring

Standard(s): ISO 13485:2016

Regulatory Authority(ies): Australia TGA, Brazil ANVISA, Health Canada, Japan 
MHLW / PMDA, USA FDA. See attached for listing of 
specific regulatory requirements.

The Certification Body of TÜV SÜD America Inc. certifies that the quality management system of the 
manufacturer listed above has been audited against the stated criteria and found to conform to those 
criteria for the scope of certification listed. For details and certificate validity see: 
www.tuvsud.com/ps-cert?q=cert:QS6 054869 0012 Rev. 05
TÜV SÜD America Inc. is an MDSAP Recognized Auditing Organization.

REPs Facility ID: F005102
Report No.: 713403926
Effective Date: 2026-05-31
Expiry Date: 2029-05-30

http://www.tuvsud.com/
https://www.tuvsud.com/ps-cert?q=cert:QS6%20054869%200012%20Rev.%2005


C E R T I F I C A T E
No. QS6 054869 0012 Rev. 05

Page 2 of 2
Date of Issue: 2026-05-19

( Renee Walker )
Director, US Certification Body, MHS

TÜV SÜD America, Inc. • 401 Edgewater Place Suite #500 • Wakefield • MA 01880 • USA • www.tuvsud.com

Regulatory Requirements: Audit/Certification Criteria

Australia
  Therapeutic Goods (Medical Devices) Regulations 2002
- Schedule 3, Part 1 (excluding Part 1.6) – Full Quality 
Assurance Procedure 

Brazil
- RDC ANVISA n. 665/2022 - Good Manufacturing Practices
- RDC ANVISA n. 551/2021
- RDC ANVISA n. 67/2009 - Vigilance

Canada
- Medical Device Regulations – Part 1- SOR 98/282

Japan
- MHLW Ministerial Ordinance No. 169 (2004), as amended by 
MHLW Ministerial Ordinance No.60 (2021)
- Japan PMD Act (as applicable)

United States
- 21 CFR Part 803 
- 21 CFR Part 806 
- 21 CFR Part 807 – Subparts A to D
- 21 CFR Part 820 

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

Facility Scopes: Design, Development and Manufacture of In-Vitro Diagnostic 
Test Kits and Reagents used in the Diagnosis of Prenatal 
Screening, Disease Status, Cardiac Markers, Protein 
Metabolism, Endocrine Disorders, Renal Dysfunction, Fertility 
Testing, Pregnancy Testing and for Therapeutic Drug 
Monitoring

REPs Facility ID: F005102

http://www.tuvsud.com/





















		2026-06-29T14:56:11+0300
	Moldova
	MoldSign Signature




