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Holder of Certificate: Nova Biomedical Corporation
200 Prospect Street
Waltham MA 02454
USA

Certification Mark:

 
Scope of Certificate: Design and Development, Production, Distribution, 

Installation, Servicing and Technical Support of In-Vitro 
Diagnostic Reagents (Calibrators, Controls, Reagents, 
Sensors and Test Cartridges) and Instruments for Clinical 
Chemistry, Blood Gas and Hematology, including Near 
Patient / Point of Care and Self-Testing devices; The 
provision of manufacturing services of In-Vitro Diagnostic 
Reagents (Calibrators, Controls) for Clinical Chemistry, Blood 
Gas and Hematology, In-Vitro Diagnostic General Use 
Consumables; and Distribution of Lancets. 
 

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 020747 0242 Rev. 02

Report No.: 72198686

Valid from: 2024-10-25
Valid until: 2027-10-24

Date, 2024-10-04 Christoph Dicks
Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:Q5%20020747%200242%20Rev.%2002
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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): Nova Biomedical Corporation
200 Prospect Street, Waltham MA 02454, USA

Design and Development, Production, Distribution, Installation, 
Servicing and Technical Support of In-Vitro Diagnostic Reagents 
(Calibrators, Controls, Reagents, Sensors and Test Cartridges) 
and Instruments for Clinical Chemistry, Blood Gas and 
Hematology, including Near Patient / Point of Care and Self-
Testing devices; the provision of manufacturing services of In-Vitro 
Diagnostic Reagents (Calibrators, Controls) for Clinical Chemistry, 
Blood Gas and Hematology and In-Vitro Diagnostic General Use 
Consumables.

Nova Biomedical Corporation
39 Manning Road, Billerica MA 01821, USA

Production of Self-Testing and Near Patient / Point of Care test 
strips.

Nova Biomedical Corporation
165 Lexington Road, Billerica MA 01821, USA

Production of Self-Testing and Near Patient / Point of Care 
Instruments
.

Nova Biomedical Corporation
4 Enterprise Road, Billerica MA 01821, USA

Production of In-Vitro Diagnostic Instruments including Near 
Patient / Point of Care; Distribution of Finished Goods; Distribution 
of Lancets.

 .















Certificate 

Quality Management System 
EN ISO 13485:2016 
EN ISO 13485:2016/AC:2018 
EN ISO 13485:2016/A11:2021 
  

 Registration No.:  SX 1614112-1 

 Certif icate Holder:  KABE-Labortechnik GmbH 
 Jägerhofstr. 17 
51588 Nümbrecht 
Germany 

 

The Certification Body of TÜV Rheinland LGA Products GmbH certifies that the organization has established and applies 

a quality management system for medical devices.  

Proof has been furnished that the requirements specified in the abovementioned standard are fulfilled. The quality 

management system is subject to yearly surveillance. 

 Report No.:   1160508-40 

 Effective date:   2024-10-16 

 Expiry date:  2027-10-15 

 Issue date:  2024-09-24 

 Replaces certif icate SX 1614112-1 issued 2021-10-25. 

This certificate can be validated on https://www.certipedia.com  

 Dipl.-Ing. (FH) Daniele Wiedemuth 
TÜV Rheinland LGA Products GmbH 

Tillystraße 2 · 90431 Nürnberg · Germany  
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Scope:  Design and development, production and distribution of in vitro 
diagnostic devices and consumption materials for sample 
withdrawal, preparation and storage as well as single-use 
medical devices: 
- cannulas for blood collection,  
- winged cannulas for blood collection and 
- capillaries for micro blood collection (KABE MBU capillaries). 

 
 

  

https://www.certipedia.com/
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EN ISO 13485:2016/A11:2021 
  

 Registration No.:  SX 1614112-1 

 Certif icate Holder:  KABE-Labortechnik GmbH 
 Jägerhofstr. 17 
51588 Nümbrecht 
Germany 

 

This certificate can be validated on https://www.certipedia.com   
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The scope of  certif ication also covers the following sites: 

 
 

No. Facility Scope 

/01 c/o KABE-Labortechnik GmbH 
Jägerhofstr. 17                                                                 

51588 Nümbrecht                                                                 

Germany 

 

Design and development, production and distribution of in vitro diagnostic 
devices and consumption materials for sample withdrawal, preparation and 

storage as well as single-use medical devices 

/02 c/o KABE-Labortechnik GmbH 

Werner-von-Siemens-Str. 1                                                       

51674 Wiehl                                                                     

Germany 

Warehouse and shipping 

 

 
 
 
 
 

https://www.certipedia.com/
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