
 

 

EU MDR Declaration of Compliance 

 

EU MDR Declaration to NVE Customers 
 

NVE Corporation (NVE) produces high-performance GMR and TMR magnetic sensors.  

 

Notwithstanding any information provided by NVE on its website or in this or other communications concerning the substance 

content of its products (articles), this document represents our knowledge and belief as of the date that it is provided.  

 

NVE has taken reasonable steps to provide representative and accurate information, but may not have conducted destructive 

testing or chemical analysis on incoming materials. Certain material or CAS information may not be available as it may be 

considered proprietary to our subcontractors. This Certificate does not constitute a warranty or otherwise amend or supplement 

NVE’s Conditions of Use, which govern all warranty and any other product sale terms. 

 

NVE manufactures sensors specifically designed and qualified for use in medical devices, and are listed below. More details on 

these products can be found on our website at https://www.nve.com/medical. 

 
Objects of the Declaration 

 

Product names • BA010 Medical Device Magnetometer 

• BD020 Nanopower Digital Switches 

• BD927 Low-Voltage Digital Switch for Medical 

Devices 

• BD027 Low-Voltage Nanopower Digital Switch  

Product Types Magnetic Sensors 

 
Material Declarations 

NVE certifies that to the best of our knowledge, NVE products meet the European Union Medical Device Regulation (EU 

MDR) regulations EU 2017/745 Annex I. 

 

Under Chapter II Section 10.4 of these regulations, medical devices cannot contain Carcinogenic, Mutagenic, or Toxic to 

Reproduction (CMR) substances or Endocrine-Disrupting (ED) substances in a concentration above 0.1% weight by weight. 

None of our materials of construction for the declared devices are CMR or ED substances and NVE has reviewed the list of 

substances referred to by EU MDR including Regulation 1272/2008 Annex VI, Regulation 1907/2006 Article 59, and 

Regulation 528/2012 Article 5(3). A compiled list of these substances can be found on the European Chemicals Agency 

(ECHA) website at https://echa.europa.eu/fr/information-on-chemicals/annex-vi-to-clp  

 
NVE requires that its parts and material suppliers provide full material disclosure on their products. 
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