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ANNEX IV  
 

EU DECLARATION OF CONFORMITY  
 

Declaration Number 2025SHK-FW3 
Product Name Shark CryoGlow 
Models Covered FW3XX****aaa  

Where “x” represents any number from 0-9. “*” may be blank or alpha-
numeric character to denote different countries, colors, customer code or 
configurations and package. “aaa” represents factory code. The factory code 
is not part of the official model number. 

Manufacturer Name SharkNinja Operating LLC 
Manufacturer Address 89 A Street, Suite 100, Needham, MA 02459 
Authorized Representative SharkNinja, 315 The Power Station, 1st Floor Battersea Power Station, 
Address Turbine Hall, Circus Road South, London, SW11 8DD 

This declaration of conformity is issued under the sole responsibility of the manufacturer.   

We, SharkNinja Operating LLC, declare the product identified above conforms to the following 
harmonized standards, regulations, and directives.   
 

Regulation (EC) No. 1907/2006 (REACH) 
Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH) 
RoHS Directive EU 2015/863  
Restriction of Hazardous Substances in Electrical and Electronic Equipment (RoHS) 
Regulation (EC) 1275/2008  
Ecodesign requirements for standby and off mode electric power consumption 
Regulation (EU) No. 801/2013 
Ecodesign requirements for standby, off mode electric power consumption of electrical and electronic 
household and office equipment 
EMC Directive 2014/30/EU  
Electromagnetic compatibility (EMC) 
Directive 2014/35/EU 
Low Voltage Directive (LVD) 
EU Directive 2006/42/EC  
health and safety requirements for the design and construction of machinery 
Regulation (EC) No. 850/2004 (POPS)  
persistent organic pollutants  
Entry 50 of Regulation (EU) 2021.1199 Amending Annex XVII of REACH Regulation (EC) No 1907/2006  
limits the amount of polycyclic aromatic hydrocarbons (PAHs) that can be present in certain products  
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Harmonized Standards Applied 

The product complies with the following harmonized standards: 

IEC 60601-1:2005, IEC 60601-1:2005/A2:2012, IEC 60601-1:2005/AMD2:2020 
Medical Electric Equipment – Part 1: General requirements for basic safety and essential performance 
CAN/CSA-C22.2 NO. 60601-1:14 + A2:22 
Medical Electric Equipment – Part 1: General requirements for basic safety and essential performance 
IEC 60601-1-6:2010/AMD1:2013/AMD2:2020 
Medical Electric Equipment – Part 1-6: General requirements for basic safety and essential 
performance – Collateral Standard: Usability 
CAN/CSA-C22.2 NO. 60601-1-6:11/A2:21  
Medical Electric Equipment – Part 1-6: General requirements for basic safety and essential 
performance – Collateral Standard: Usability 
IEC 60601-1-11:2015/AMD 1:2020 Part 1-11 
Medical Electric Equipment – Part 1-6: General requirements for basic safety and essential 
performance – Collateral Standard: Requirements for medical electric equipment and medical 
electrical systems used in home healthcare environment 
IEC 60601-2-83:2019+AMD1:2022: Medical electrical equipment – Part 2-83 
Particular requirements for the basic safety and essential performance of home light therapy 
equipment  
IEC/EN 60601-1-2:2014 + AMD1:2020: Medical Electrical Equipment – Part 1-2 
General requirements  for basic safety and essential performance – Collateral standard: 
Electromagnetic disturbances, requirements, and tests 
IEC TS 60601-4-2:2024 
Medical electrical equipment – Part 4-2: Guidance and interpretation – Electromagnetic immunity: 
performance of medical electrical equipment and medical electrical systems 
IEC 62304:2006 1st ed. + A1:2015 
Medical Device Software – Software life cycle processes 
IEC 62471:2002 1st Ed. 
Photobiological safety of lamps and lamp systems 

 

Signed for and on behalf:  

SharkNinja Operating LLC  
Needham, Massachusetts, USA  

  
02/14/2025  
Walt Birdsell  
Vice President, Global Compliance  

 


