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EU DECLARATION OF CONFORMITY 
 

Manufacturer: 
Air Techniques Inc. 

1295 Walt Whitman Road 
Melville, New York 11747 

USA 

Authorized Representative: 
MDSS GmbH 
Schiffgraben 41 
30175 Hannover 
Germany 

Notified Body:  
N/A 
 
NB Id: N/A 
 

SRN (Single Registration Number):  
N/A 

Basic UDI-DI:  
++D67821701100016B 

Medical Device Name/Trade Name 
and Identification Number: 
 

VistaScan Ultra View (J1300) 
REF: 2170110001 / 2170100500 
 

Device Class: 
Class I, Rule 13 
  

Conformity Assessment Route: 
Annex II and Annex III,  
Article 19 of EU MDR 2017/745 
 

Intended Use: The unit is intended exclusively for use in dental applications for the 
scanning and processing of image data on an image plate. 
 

This declaration of conformity is issued under the sole responsibility of Air Techniques 
Inc. We hereby declare that the medical device(s) specified above meet the provision of 
the Regulation (EU) MDR 2017/745 for medical devices. This declaration is supported 
by the Quality System approval to ISO 13485 issued by Intertek Medical Notified Body 
AB. 
[We hearby declare that the subject device manufactured by Air Techniques Inc. meets 
the RoHS 3 requirements outlined under the directive EU 2015/863.] 
All supporting documentation is retained at the premises of the manufacturer.  

 

 
 
 
 
 
___________________________________          ___________________ 
             Joseph Latkowski                                             Place & Date of Issue 
Director of Quality and Regulatory Affairs  

 

Melville, NY USA

12/1/2022
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