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Restriction of Hazardous Substances (RoHS 3) 

  Declaration of Conformity 
 

After an evaluation of the Restriction of Hazardous Substances Directive 2011/65/EU, as amended by EU 2015/863, 

Flotec hereby certifies that all products manufactured, all parts purchased for use in final products, and all replacement 

parts for medical devices, as defined in Article 3, fully conform to Article 4. 

 

In accordance with Annex II, Flotec products contain no restricted substances over the maximum concentration values. 

 

Substance Maximum Concentration Value (2) (3) 

Lead (Pb) (1) 

0.1% 

Mercury (Hg) 

Hexavalent Chromium (Cr(VI)) 

Polybrominated Biphenyls (PBB) 

Polybrominated Diphenyl Ethers (PBDE) 

Bis(2-Ethylhexyl) Phthalate (DEHP) 

Butyl Benzyl Phthalate (BBP) 

Dibutyl Phthalate (DBP) 

Diisobutyl Phthalate (DIBP) 

Cadmium (Cd) 0.01% 

(1) As per Annex III, lead, as an alloying element, is allowed up to 4.00% in copper alloys and up to 0.40% in aluminum alloys.  

(2) The maximum concentration value is calculated by weight of each homogeneous material.  

(3) The maximum concentration value does not apply to applications exempted by Annex III. 
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