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1. PPE: X-Ray Protective Eyewear: Personal protective equipment used for protection against ionizing scatter radiation. 

 
2. The manufacturer and, where applicable, authorized representatives: 

 Corporate Headquarters:   Manufacturing Facility: 
Burlington Medical, LLC   Burlington Medical, LLC 

 600 Thimble Shoals Blvd., Suite 200  700 Thimble Shoals Blvd., Suite 112   
 Newport News, VA  23606   Newport News, VA  23606  
      

3. This declaration of conformity is issued under the sole responsibility of the manufacturer:  
 Corporate Headquarters:   Manufacturing Facility:  

Burlington Medical, LLC   Burlington Medical, LLC 
 600 Thimble Shoals Blvd., Suite 200  700 Thimble Shoals Blvd., Suite 112   
 Newport News, VA  23606   Newport News, VA  23606 
 

4. The objects of this declaration for PPE are as follows:   
 Brazen, Clutch Safety, Fitover Large Square Night Driver, Brazen Boost, Brazen Fury, 7118, Premier, 7246, Maxx 30, 5043,  

Archer, Rectangle, 5004, Atalina, X8-100, 5002, Classic 56, Glacial, City Icon, OG 220S, Attack, RB4264, Classic 10,  
Luella, 6019, ZT500, Litebeam, Spicy, Cool Classic, Kattalin, Holbrook, 7228, and 7119 

 
5. The objects of the declaration described in point 4 are in conformity with the provisions of the PPE Regulation (EU) 2016/425. 

 
6. References are also relevant to IEC International Standard 61331-1:2014 and 61331-3:2014.  Reference is also relevant to EN ISO 

13688:2013. 

 
7. EU TYPE EXAMINATION: Where applicable, Notified Body SGS Fimko Oy, LTD, Sarkiniementie 3, 0211 Helsinki, Finland, 

performed the EU-type examination in accordance with Module B (EU) 2016/425 and issued the EU-type examination Certificate No. 
24/3223.  These are now held by SGS Fimko Oy, LTD, Notified Body 0598. 

 
8. EU SURVEILLANCE according to Module D (EU) 2016/425 was performed by Notified Body 0598, SGS Fimko Oy, LTD, Sarkiniementie 

3, 0211 Helsinki, Finland, who issued and holds Module D Certificate No. US24/00000229. 

 
9. Additional information:  The following core materials are included: 

Cost Cruncher (Lead) (0.25 mm/0.50 mm Pb Lead Equivalence) 
 

Signed for and on behalf of: 
 Quality Assurance/Regulatory: 

Burlington Medical, LLC 
 3 Elmhurst Street 
 Newport News, VA  23603 

 

By: Carolyn M. Small, Senior Quality Assurance Auditor 

  

 

             
  Signature      Date 
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