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To whom it concerns,  
 
UV Smart Technologies B.V. is the legal manufacturer of the UV Smart D25, D45, and D60, which are medical devices 
specifically designed for the disinfection of medical equipment using UV-C light. These products are classified and 
certified under the applicable regulations to ensure compliance, safety and market access. 
 
In the European Union, these devices are governed by the Medical Device Regulation (MDR) (EU) 2017/745, which 
has replaced the former Medical Device Directive (MDD). The MDR came into effect on May 28, 2021, and legal 
manufacturers have been granted a transitional grace period to update their technical files from the MDD to the MDR 
until December 31, 2028, to align with the new regulatory requirements.  
 
Manufacturers with MDD certified products must have transferred their technical file before 26 September 2024 to 
an appropriate Notified Body to maintain compliance during the transitional period. Failure to meet this deadline 
invalidates the MDD certificate. In such cases, a Confirmation Letter from the Notified Body is required to verify the 
validity of the MDD CE certificate and allow continued market release of these products during the transition.  
 
The UV Smart D25, D45, and D60 are Class IIa CE certified medical devices in accordance with MDR Section 7.3, Rule 
16. This classification has been thoroughly reviewed and confirmed by UDEM Adriatic d.o.o. (Notified Body Number 
2696) and validated by The European Commission (Annex I). This ensures UV Smart devices meet MDR compliance 
standards for the long term. 
 

 
Figure 1 - Rule 16 as defined in the Medical Device Regulation (EU) 2017/745 

Rule 16 of the MDR 2017/745 specifies requirements for disinfection-related medical devices. The term "solutions" 
within this rule refers to chemical disinfection solutions. The UV Smart D25, D45, and D60 do not fall under this 
category, nor are they classified as washer-disinfectors. As such, these devices appropriately fall under the Class IIa 
classification. 
 
The MDR is a legally binding regulation applied across all EU Member States. It must be implemented in its entirety 
and is not open to subjective interpretation. UV Smart Technologies B.V. strictly adheres to these requirements, 
ensuring full regulatory compliance. 
 
For further clarification or documentation regarding this declaration, please do not hesitate to contact us. 
 
Sincerely,  
 
 
Thijs Kea 
Co-Founder / PRRC 
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