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Kaz Europe Sàrl 

Q-Center, Route de la Chaux 4 

CH-1030 Bussigny 

Switzerland 

We, Kaz Europe Sàrl, Q-Center, Route de la Chaux 4, CH-1030 Bussigny, Switzerland declare under our 

sole responsibility that the product to which this declaration relates is in conformity with the following 

standard(s) or other normative document(s) and proves the conformity of the designated product with the 

provisions of the below Regulation(s) and Directive(s): 

• MDR – Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 
April 2017 on medical devices 

• RoHS - Directive 2011/65/EU (including (EU) 2015/863) of the European Parliament and of 
the Council of 8 June 2011 on the restriction of the use of certain hazardous substances 
in electrical and electronic equipment 

 
Brand Name Product Name Reference(s) 

Braun Sensian™ 3 Non-contact thermometer 
 

BNT050WE 
BNT050EE 

 
 
Common Specification(s) Applied: 

CS Reference Edition Title 

N/A N/A There are no Common Specification applicable to the product 

 
 
Standards Applied: 

Standard 
Reference 

Edition Title 

EN ISO 13485 2016 Medical devices - Quality management systems - Requirements for regulatory purposes 
EN ISO 14971 2019 Medical devices- Application of risk management to medical devices. 

EN 60601-1 2006 + A2:2021 
Medical electrical equipment – Part 1: General requirements for basic safety and essential 
performance. 

EN 60601-1-11 2015 + A1:2021 
Medical electrical equipment – Part 1-11:  General requirements for basic safety and essential 
performance – Collateral standard: Requirements for medical electrical equipment and 
medical electrical systems used in the home healthcare environment 

EN 60601-1-2 2015 + A1:2021 
Medical Electrical Equipment – Part 1-2: General requirements for Basic Safety and Essential 
Performance- Collateral Standard: Electromagnetic Compatibility-   Requirements and Tests 

EN ISO 80601-2-56 2017 + A1:2020 
Medical electrical equipment – Part 2-56: Particular requirements for basic safety and 
essential performance of clinical thermometers for body temperature measurement 

EN IEC 62304 2006 + A1:2015 Medical devices - Application of usability engineering to medical devices 

EN IEC 60601-1-6 2010 + A1:2015 
Medical electrical equipment – Part 1-6: General requirements for basic safety and essential 
performance – Collateral standard: Usability 

EN IEC 62366-1 2015 Medical devices — Application of usability engineering to medical devices 

EN ISO 10993-1 2020 Biological evaluation of medical devices — Part 1: Evaluation and testing. 

EN ISO 10993-5 2009 Biological evaluation of medical devices — Part 5: Tests for In Vitro cytotoxicity 

EN ISO 10993-10 2013 Biological evaluation of medical devices — Part 10: Tests for irritation and sensitization 

EN 15223-1 2016 
Medical devices - Symbols to be used with medical device labels, labelling and information to 
be supplied - Part 1: General requirements 

EN ISO 14155 2020 
Clinical investigation of medical devices for human subjects - Good clinical practice 
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