
 

 
 

 

Declaration of Conformity 
 
 

Manufacturer Becton Dickinson GmbH 
Tullastrasse 8-12 
69126 Heidelberg/Germany 
Tel.: +49-62 21-30 50   Fax: +49-62 21-30 52 16 

Conformity 
Assessment 
Procedure 

 

IVD Directive 98/79/EC, Annex III 

Product(s): Product Name Cat. No. 
BBL CHROMagar Orientation Medium /Col. CNA 5% 
Sheep Blood (Biplate) 

254489 & 
257727 

DCLS Agar, Modified / Hektoen Enteric Agar (Biplate) 254553 

MacConkey II Agar/Columbia CNA Agar with 5% Sheep 
Blood (Biplate) 

254447 

Sabouraud GC Agar / CHROMagar Candida Medium 
(Biplate) 

254515  

Sabouraud GC Agar / CHROMagar Candida Medium 
(Biplate) 

257663 

Schaedler Agar / Schaedler KV Agar, with 5% Sheep 
Blood (Biplate) 

254476 

Schaedler Agar / Schaedler KV Agar, with 5% Sheep 
Blood (Biplate) 

257589 

  

  

  

  

  

  

  

  

  

  

  

We hereby declare that the above mentioned product(s) comply with the European  
In Vitro Diagnostic Directive and its relevant transposition into national laws of 

the member states into which we place the devices. 

Heidelberg/Germany, May 7, 2019 

Name and Authority Dr. Bernd Peschke 
Regulatory Affairs Manager G/S/A,  
Sicherheitsbeauftragter (Safety Officer) 

Signature  
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