


The products meet the following standards 

No. Reference Title 

1 
IEC60601-

1:2005+AMD1:2012 

Medical electrical equipment – Part 1. General 

requirement for basic safety and essential performance 

2 IEC 60601-1-2:2014  

Medical electrical equipment – Part 1-2. General 

requirement for basic safety and essential performance - 

Collateral standard: Electromagnetic disturbances – 

Requirements and tests 

3 IEC 60601-1-11:2015  

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 

4 ISO 80601-2-70:2015  

Medical electrical equipment – Part 2-70: Particular 

requirements for basic safety and essential performance 

of sleep apnoea breathing therapy equipment 

5 ISO 8185:2007  
Respiratory tract humidifiers for medical use — Particular 

requirements for respiratory humidification systems 

6 ISO 18562-1:2017  

Biocompatibility Evaluation of Breathing Gas Pathways in 

Healthcare Applications - Part 1: Evaluation and Testing 

Within a Risk Management Process 

7 ISO 18562-2:2017  

Biocompatibility Evaluation of Breathing Gas Pathways in 

Healthcare Applications - Part 2: Tests for Emissions of 

Particulate Matter 

8 ISO 18562-3:2017  

Biocompatibility Evaluation of Breathing Gas Pathways in 

Healthcare Applications - Part 3: Tests for Emissions of 

Volatile Organic Compounds 

9 MDD 93/42/EEC Medical Device Directives of EU 

10 EN ISO 13485:2016 
Medical devices - Quality management systems - 

Requirements for Regulatory Purposes 

11 EN ISO 14971:2012 
EN ISO 14971:2012 Medical devices - Application of risk 

management to medical devices 
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