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Declaration of Conformity 

Manufacturer: 

Becton Dickinson and Company  
7 Loveton Circle  
Sparks, Maryland 21152, USA  
Tel: +1.410.316.4000 
Fax: +1.410.316.4499 

Authorized 
Representative: 
 

Benex Limited 
Pottery Road, Dun Laoghaire  
Co. Dublin, Ireland  
Tel: +353.1.202.5222 

Conformity 
Assessment 
Procedure: 

 
Directive 98/79/EC of the European Parliament and of the 
Council, Annex III of Directive 98/79/EC 
 

Product: 

 
REF Product Name 

224061 
BD DifcoTM Salmonella H Antiserum Poly a – z 
(See Annexure A for list of Variants)   
 

 
 

We hereby declare that the above mentioned products comply with the European In 
Vitro Diagnostic Medical Devices Directive and its relevant transposition into 

national laws of the member states into which we place the devices.  This 
declaration is issued under the sole responsibility of Becton, Dickinson and 

Company. 
Date:  

Name and Authority: 
Anne Zavertnik 
Vice President Regulatory Affairs, IDS 
 

Signature:  
 

Technical File Number: BALTER224061 

24-Jan-2022
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Annexure A – List of Variants 
 

REF Product Name 
222651 Difco Salmonella H Antiserum Spicer-Edwards 1 
222661 Difco Salmonella H Antiserum Spicer-Edwards 2 
222671 Difco Salmonella H Antiserum Spicer-Edwards 3 
222681 Difco Salmonella H Antiserum Spicer-Edwards 4 
222691 Difco Salmonella H Antiserum G Complex 
222701 Difco Salmonella H Antiserum En Complex 
222711 Difco Salmonella H Antiserum L Complex 
222721 Difco Salmonella H Antiserum 1 Complex 
222731  Difco Salmonella H Antiserum Eh 
222741 Difco Salmonella H Antiserum K 
222751 Difco Salmonella H Antiserum R 
222761 Difco Salmonella H Antiserum Y 
222771 Difco Salmonella H Antiserum Z 
222781 Difco Salmonella H Antiserum Z4 Complex 
222791 Difco Salmonella H Antiserum Z10 
222801 Difco Salmonella H Antiserum Z29 
224731 Difco Salmonella H Antiserum Z6 
224741 Difco Salmonella H Antiserum Single Factor 2 
224751 Difco Salmonella H Antiserum Single Factor 5 
224761 Difco Salmonella H Antiserum Single Factor 6   
224771 Difco Salmonella H Antiserum Single Factor 7   
225391  Difco Salmonella H Antiserum Poly A   
225401 Difco Salmonella H Antiserum Poly B   
225411 Difco Salmonella H Antiserum Poly C   
225421 Difco Salmonella H Antiserum Poly D   
225431 Difco Salmonella H Antiserum Poly E   
225441 Difco Salmonella H Antiserum Single Factor F 
225451 Difco Salmonella H Antiserum Single Factor H  
225461 Difco Salmonella H Antiserum M   
225481 Difco Salmonella H Antiserum P   
225501 Difco Salmonella H Antiserum Single Factor S   
225511 Difco Salmonella H Antiserum Single Factor T 
225541 Difco Salmonella H Antiserum Single Factor W   
225551 Difco Salmonella H Antiserum Single Factor X   
225561 Difco Salmonella H Antiserum Single Factor Z13  
225571 Difco Salmonella H Antiserum Single Factor Z15   
225581 Difco Salmonella H Antiserum Single Factor Z23   
225611 Difco Salmonella H Antiserum Single Factor Z28   
225621 Difco Salmonella H Antiserum Single Factor Z32   
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REF Product Name 
228201 Difco Salmonella H Antiserum A 
228211 Difco Salmonella H Antiserum B   
228221 Difco Salmonella H Antiserum C   
228231 Difco Salmonella H Antiserum D   
228241  Difco Salmonella H Antiserum I  
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