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Fa-Tech Diagnostics Europe declares that the In Vitro Diagnostic Medical Devices listed 
in this declaration are in conformity with all applicable provisions of Council Regulation 
(EU) 2017/746 of 5 April 2017 on In Vitro Diagnostic Medical Devices and are therefore 
entitled to bear the CE Mark.  

 
Product and Trade 
Name Embedding and Biopsy Cassettes 

Intended Purpose 
Cassettes are designed to safely and securely contain excised 
tissue during tissue processing, embedding, and sectioning for 
diagnostic use. 

Classification & 
Classification Rules Class A, Rule 5, Indent (c) 

Conformity 
Assessment Route In accordance with Article 17 and Annex IV of IVDR 2017/746 

Product Number See Appendix I ± Device Information 

Basic UDI-DI 872061519FAT0014Z 

Nomenclature GMDN 62970, Histological cassette IVD    

Initial CE Release Date 2019 

Authorized 
Representative Name 
and Address 

NA  

Authorized 
Representative SRN NA 

 
 

We hereby declare under our sole responsibility that these products conform with the 
relevant provisions of the EU IVD Regulation 2017/746.  
 
We confirm that the CE-marked IVDs listed in the appendix are manufactured under a 
controlled and approved Quality Management System that maintains a post market 
surveillance and vigilance procedure. Each of the listed CE-marked IVD has been verified 
against defined criteria and found to be in compliance with the General Safety and 
Performance Requirements of Annex I in the EU IVDR 2017/746 prior to being placed on the 
market.  
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