
 
 
 
September 25, 2026 
 
To Our Valued Customers: 
 
 The following statement references EU MDR – REGULATION (EU) 2017/745 OF THE EUROPEAN 
PARLIAMENT AND COUNCIL OF 5 APRIL 2017 Section 10.4 EU Classification, Labelling and 
Packaging (EC) No 1272/2008 for substances which are carcinogenic, mutagenic or toxic to reproduction 
(CMR), of category 1A or 1B, Annex VI to CLP ATP 22, applicable since 01-May-2026, and ATP 23, 
applicable 01-February-2027. ATP 23 has been reviewed and considered for purposes of this declaration.  
 

EU REACH (EC) No 1907/2006 for substances having endocrine-disrupting (ED) properties for 
human health, published in accordance with Article 59 (10) of the REACH Regulation, updated 04-
February-2026. 
 

The Biocidal Products Regulation (BPR), Regulation (EU) 528/2012 for substances having endocrine-
disrupting (ED) properties for human health, reviewed through 18-August-2026.  
 

K-Tube Technologies is a manufacturer and distributor of laser-welded tubing and does not melt or 
produce any of the raw materials used in our products.  

 
K-Tube Technologies acknowledges that the raw materials used for our products may contain the 

metal, Cobalt.  Cobalt is not an intentional ingredient in stainless steel, and Cobalt-free stainless steel is 
not commercially available.   

 
Cobalt is classified as a Category 1B carcinogen and reproductive toxicant. While Cobalt is not an 

intended ingredient for stainless steel, our records indicate that we have received stainless steel materials 
with cobalt levels between 0.00% to 0.42%.   

 
No other substances are classified as 1A or 1B or endocrine disruptors (human health). 
 
K-Tube does not intentionally add or use substances listed as 1A/1B CMRs or Eds as part of the 

manufacturing or handling of materials at levels above the 0.1% w/w threshold. 
 
This declaration applies to all stainless steel parts manufactured by K-Tube Technologies. Parts 

manufactured from other alloys will require additional review to confirm conformance with the 
requirements referenced herein. 

 
 

Regards, 

 
Rory Shauan, Quality and Regulatory Engineering Manager  

European Medical Device Regulation 
(EU MDR) Statement  
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