
Certificate
No. Q5 010051 0139 Rev. 01

Page 1 of 2
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.

./.



Certificate
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
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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

./.













































EC Certificate
Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

No. V1 001922 0008 Rev. 04

Page 1 of 6

TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123

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

Manufacturer: Abbott Ireland Diagnostics Division
Finisklin Business Park
Sligo
IRELAND

Product Category(ies): Products for determination of infection markers

and tumour markers

The Certification Body of TÜV SÜD Product Service GmbH declares that the aforementioned 
manufacturer has implemented a quality assurance system for design, manufacture and final 
inspection of the respective devices / device families in accordance with IVDD Annex IV. This 
quality assurance system conforms to the requirements of this Directive and is subject to periodical 
surveillance. For marketing of List A devices an additional Annex IV (4) certificate is mandatory. 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:V1 001922 
0008 Rev. 04 

Report no.: 713252089 / 713251178-02

Valid from: 2022-05-02
Valid until: 2025-05-26

Date, 2022-05-02

Christoph Dicks
Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:V1%20001922%200008%20Rev.%2004
http://www.tuvsud.com/ps-cert?q=cert:V1%20001922%200008%20Rev.%2004


EC Certificate
Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

No. V1 001922 0008 Rev. 04
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TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123

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

Model(s): Products for the determination 
of infection markers for Hepatitis B,
cytomegalovirus, rubella and tumour 
marker PSA

Facility(ies): Abbott Ireland Diagnostics Division
Finisklin Business Park, Sligo, IRELAND

The products detailed below are covered under the scope of this certificate:

Annex II List A Products
 

Product Name REF N°

ARCHITECT HBsAg Qualitative II Calibrators 2G22-01
ARCHITECT HBsAg Qualitative II Reagent Kit 2G22-25
ARCHITECT HBsAg Qualitative II Reagent Kit 2G22-30
ARCHITECT HBsAg Qualitative II Confirmatory Reagent Kit 2G23-25
ARCHITECT HBsAg Calibrators 3M61-02 
ARCHITECT HBsAg Controls 6C36-10 
ARCHITECT HBsAg Reagent Kit 6C36-29
ARCHITECT HBsAg Reagent Kit 6C36-34 
ARCHITECT HBsAg Reagent Kit 6C36-35 
ARCHITECT HBsAg Reagent Kit 6C36-43 
ARCHITECT HBsAg Reagent Kit 6C36-44 
ARCHITECT Anti-HBs Calibrators 7C18-01 
ARCHITECT Anti-HBs Calibrators 7C18-03 
ARCHITECT Anti-HBs Controls 7C18-10 
ARCHITECT Anti-HBs Controls 7C18-13 
ARCHITECT Anti-HBs Reagent Kit 7C18-20 
ARCHITECT Anti-HBs Reagent Kit 7C18-25 



EC Certificate
Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)
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TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123

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

Annex II List A Products
 

Product Name REF N°

ARCHITECT Anti-HBs Reagent Kit 7C18-27 
ARCHITECT Anti-HBs Reagent Kit 7C18-28
ARCHITECT Anti-HBs Reagent Kit 7C18-30
ARCHITECT Anti-HBs Reagent Kit 7C18-34
ARCHITECT Anti-HBs Reagent Kit 7C18-37
ARCHITECT Anti-HBs Reagent kit 7C18-38
ARCHITECT HBsAg Confirmatory V.1 Calibrators 9C94-01
ARCHITECT HBsAg Confirmatory V.1 Controls 9C94-10
ARCHITECT HBsAg Confirmatory V.1 Reagent Kit 9C94-25
ARCHITECT HBsAg Qualitative II Reagent Kit 2G22-35
ARCHITECT Anti-HBs Reagent Kit 7C18-29
ARCHITECT Anti-HBs Reagent Kit 7C18-41
ARCHITECT Anti-HBs Reagent Kit 7C18-39
ARCHITECT Anti-HBs Reagent Kit 7C18-42
ARCHITECT Anti-HBs Reagent Kit 7C18-33
Alinity i HBsAg Calibrators 08P0801
Alinity i HBsAg Controls 08P0810
Alinity i HBsAg Reagent Kit 08P0852
Alinity i HBsAg Confirmatory V.1 Calibrators 08P0901
Alinity i HBsAg Confirmatory V.1 Controls 08P0910
Alinity i HBsAg Confirmatory V.1 Reagent Kit 08P0922
Alinity i HBsAg Qualitative II Calibrators 08P1001
Alinity i HBsAg Qualitative II Controls 08P1010



EC Certificate
Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)
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TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123

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

Annex II List A Products
 

Product Name REF N°

Alinity i HBsAg Qualitative II Reagent Kit 08P1022
Alinity i HBsAg Qualitative II Confirmatory Reagent Kit 08P1122 
Alinity i Anti-HBs Reagent Kit 07P8922
Alinity i Anti-HBs Controls 07P8910
Alinity i Anti-HBs Calibrators 07P8901 
Alinity i Anti-HBs Reagent Kit 07P8952 
Alinity s HBsAg Reagent Kit 06P0255
Alinity s HBsAg Reagent Kit 06P0260
Alinity s HBsAg Confirmatory Reagent Kit 06P0357
Alinity s HBsAg Confirmatory Reagent Kit 06P0359
Alinity s HBsAg Calibrator Kit 06P0202
Alinity s HBSAg Calibrator Kit 06P0204
Alinity s HBsAg Assay Control Kit 06P0210
Alinity s HBsAg Assay Control Kit 06P0213
Alinity s HBsAg Release Control Kit 06P0212
Alinity s HBsAg Release Control Kit 06P0215
ARCHITECT HBsAg Qualitative II Controls 2G22-10 
Alinity i HBsAg Qualitative II Reagent Kit 08P1032 
Alinity i HBsAg Reagent Kit 08P0832 
Alinity i HBsAg Reagent Kit 08P0822
Alinity i HBsAg Reagent Kit 08P0857 
Alinity i Anti-HBs Reagent Kit 07P8932 
Alinity i Anti-HBs Reagent Kit 07P8957
Alinity i HBsAg Next Qualitative Calibrators 01R6401
Alinity i HBsAg Next Qualitative Controls 01R6410
Alinity i HBsAg Next Qualitative Reagent Kit 01R6422
Alinity i HBsAg Next Qualitative Reagent Kit 01R6432
Alinity i HBsAg Next Confirmatory Reagent Kit 01R6522
ARCHITECT HBsAg Next Qualitative Reagent Kit 4P76-25
ARCHITECT HBsAg Next Qualitative Reagent Kit 4P76-30
ARCHITECT HBsAg Next Qualitative Reagent Kit 4P76-35
ARCHITECT HBsAg Next Confirmatory Reagent Kit 4P77-25 
ARCHITECT HBsAg Next Qualitative Calibrators 4P76-01
ARCHITECT HBsAg Next Qualitative Controls 4P76-10
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TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123

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

Annex II List B Products
 

Product Name REF N°

 
ARCHITECT Rubella IgM Reagent Kit 6C18-25
ARCHITECT Rubella IgM Calibrator 6C18-01
ARCHITECT Rubella IgM Controls 6C18-10
ARCHITECT Rubella IgM Controls  
ARCHITECT Rubella IgG Reagent Kit 

6C18-13
6C17-26/36 

ARCHITECT Rubella IgG Calibrators 6C17-03
ARCHITECT Rubella IgG Controls 6C17-13 
ARCHITECT Free PSA Reagent Kit 7K71-20/25 
ARCHITECT Free PSA Calibrators 7K71-01 
ARCHITECT Free PSA Controls 7K71-10 
ARCHITECT Total PSA Reagent Kit 7K70-20/25/30/35 
ARCHITECT Total PSA Calibrators 7K70-01
ARCHITECT Total PSA Controls 7K70-10
ARCHITECT CMV IgG Avidity Reagent Kit 3L46-25 
ARCHITECT CMV IgG Avidity Calibrator and Controls 3L46-11 
ARCHITECT CMV IgG Reagent Kit 6C15-20/25/30 
ARCHITECT CMV IgG Calibrators 6C15-01 
ARCHITECT CMV IgG Controls 6C15-10 
ARCHITECT CMV IgM Reagent Kit 6C16-20/25/30
ARCHITECT CMV IgM Calibrator 6C16-01 
ARCHITECT CMV IgM Controls 6C16-10 
Alinity i CMV IgG Reagent Kit 07P4222 / 07P4232
Alinity i CMV IgG Calibrators 07P4201 
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TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123

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

Annex II List B Products
 

Product Name REF N°

Alinity i CMV IgG Controls 07P4210 
Alinity i CMV IgM Reagent Kit 07P4422 / 07P4432 
Alinity i CMV IgM Calibrator 07P4401
Alinity i CMV IgM Controls 07P4410 
Alinity i Rubella IgG Reagent Kit 08P4622 / 08P4632 
Alinity i Rubella IgG Calibrators 08P4601 
Alinity i Rubella IgG Controls 08P4610 
Alinity i Rubella IgM Reagent Kit 08P4722 / 08P4732 
Alinity i Rubella IgM Calibrator 08P4701 
Alinity i Rubella IgM Controls 08P4710 
Alinity i Rubella IgM Controls  
Alinity i CMV IgG Avidity Reagent Kit 

08P4713
07P4322 

Alinity i CMV IgG Avidity Controls 07P4310
Alinity s CMV IgG Qualitative Reagent Kit 06P1045 
Alinity s CMV IgG Qualitative Calibrator Kit 06P1002 
Alinity s CMV IgG Qualitative Assay Control Kit 06P1010 
Alinity s CMV IgG Qualitative Release Control Kit 06P1012 
Alinity i Free PSA Reagent Kit 07P9320 / 07P9330 
Alinity i Free PSA Calibrators 07P9301 
Alinity i Free PSA Controls 07P9310 
Alinity i Total PSA Reagent Kit 07P9220 / 07P9230
Alinity i Total PSA Calibrators 07P9201 
Alinity i Total PSA Controls 07P9210 



  

 

CERTIFICATE 
Certificate Registration No.: 12 100 64551/02 TMS / Order No.: 707151799 

The Certification Body 
of TÜV SÜD Management Service GmbH 

certifies that the organization 

Abbott GmbH 
Max-Planck-Ring 2 
65205 Wiesbaden 
Germany 
at the site 

 

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

for the scope 

The provision of Warehousing and Distribution services of  
In-Vitro Diagnostic Medical Devices and Medical Devices 

has established and applies a Quality Management System. 

An audit was performed and has furnished proof 
that the requirements according to 

DIN EN ISO 9001:2015 

are fulfilled. 

The certificate is valid in conjunction 
with the main certificate from 2024-10-01 until 2027-09-30. 

 
 

Fred Wenke 
Head of Certification Body 
Munich, 2024-07-16 

 

 
 

 



Certificate
No. Q5 010051 0139 Rev. 01

Page 1 of 2
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.

./.



EU Quality Management System Certificate (IVDR)
Pursuant to Regulation (EU) 2017/746 on in Vitro Diagnostic Medical Devices, 
Annex IX Chapters I and III (Class C and B Devices excluding self-/near-patient-testing and 
Companion Diagnostics)

No. V12 054869 0013 Rev. 01

Page 1 of 3

TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123
TÜV SÜD Product Service GmbH � Certification Body � Ridlerstraße 65 � 80339 Munich � Germany

Manufacturer: Abbott Ireland Diagnostics Division
Lisnamuck
Longford
Co. Longford
IRELAND

SRN Manufacturer: IE-MF-000010070

The Certification Body of TÜV SÜD Product Service GmbH certifies that the manufacturer has 
established, documented and implemented a quality management system as described in Article 
10 (8) of the Regulation (EU) 2017/746 on in Vitro Diagnostic Medical Devices. Details on devices 
covered by the quality management system are described on the following page(s).
The Report referenced below summarizes the result of the assessment and includes reference to 
relevant CS, harmonized standards, audit and test reports. The conformity assessment has been 
carried out according to Annex IX Chapter I and III of this regulation with a positive result. 
The quality management system assessment was accompanied by the assessment of technical 
documentation for devices selected on a representative basis. 
The certified quality management system is subject to periodical surveillance by TÜV SÜD Product 
Service GmbH. The surveillance assessment includes an assessment of the technical documentation 
for the device or devices concerned on the basis of further representative samples. 
For details and certificate validity see: www.tuvsud.com/ps-cert?q=cert:V12 054869 0013 Rev. 01
 

Report No.: 713235160-02

Preceding Certificate No.: V12 054869 0013 Rev. 00

Valid from: 2021-12-03

Valid until: 2026-11-25

Date of Initial Issuance: 2021-11-26

Christoph Dicks
Issue date: 2021-12-03 Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:V12%20054869%200013%20Rev.%2001


EU Quality Management System Certificate (IVDR)
Pursuant to Regulation (EU) 2017/746 on in Vitro Diagnostic Medical Devices, 
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TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123
TÜV SÜD Product Service GmbH � Certification Body � Ridlerstraße 65 � 80339 Munich � Germany

Classification: B
Device Group: W0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)
Intended Purpose: IVR 0504 - Devices intended to be used to determine the 

infectious load, to determine infective disease status or immune 
status and devices used for infectious disease staging

Classification: B
Device Group: W0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)
Intended Purpose: IVR 0602 - Devices intended to be used for screening, 

determination or monitoring of physiological markers for a specific 
disease

Classification: B
Device Group: W0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)
Intended Purpose: IVR 0607 - Devices intended to be used for detection of pregnancy 

or fertility testing

Classification: B
Device Group: W0101 - CLINICAL CHEMISTRY
Intended Purpose: IVR 0608 - Devices intended to be used for screening, 

determination or monitoring of physiological markers

Classification: B
Device Group: W0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)
Intended Purpose: IVR 0608 - Devices intended to be used for screening, 

determination or monitoring of physiological markers

Classification: C
Device Group: W0101 - CLINICAL CHEMISTRY
IVP Code: IVP 3002 - In vitro diagnostic devices which require knowledge 

regarding biochemistry
Intended Purpose: IVR 0301 - Devices intended to be used in screening, diagnosis, 

staging or monitoring of cancer

Classification: C
Device Group: W0101 - CLINICAL CHEMISTRY
IVP Code: IVP 3002 - In vitro diagnostic devices which require knowledge 

regarding biochemistry
Intended Purpose: IVR 0602 - Devices intended to be used for screening, 

determination or monitoring of physiological markers for a specific 
disease



EU Quality Management System Certificate (IVDR)
Pursuant to Regulation (EU) 2017/746 on in Vitro Diagnostic Medical Devices, 
Annex IX Chapters I and III (Class C and B Devices excluding self-/near-patient-testing and 
Companion Diagnostics)
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TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123
TÜV SÜD Product Service GmbH � Certification Body � Ridlerstraße 65 � 80339 Munich � Germany

Classification: C
Device Group: W0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)
IVP Code: IVP 3007 - In vitro diagnostic devices which require knowledge 

regarding immunoassays
Intended Purpose: IVR 0602 - Devices intended to be used for screening, 

determination or monitoring of physiological markers for a specific 
disease

Classification: C
Device Group: W0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)
IVP Code: IVP 3002 - In vitro diagnostic devices which require knowledge 

regarding biochemistry
Intended Purpose: IVR 0504 - Devices intended to be used to determine the 

infectious load, to determine infective disease status or immune 
status and devices used for infectious disease staging

The validity of this certificate 
depends on conditions and/or 
is limited to the following:

-none-

Revision History: Rev.       Dated                Report
 00         2021-11-26        713198595
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