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September 8, 2017 

To whom it may concern, 

 

ALL Dutek products are manufactured wholly from metals, synthetic or manufactured materials and do not 

contain any raw materials produced from or substances derived of human or animal origin, as well as materials 

of plant or microbial origin, in the manufacture of our products. Our product is not derived from specific-risk 

materials as defined in European Commission Decision 97/534/EC and EMA Note for Guidance on Minimizing 

the Risk of Transmitting Animal Spongiform Encephalopathy Agents via Human and Veterinary Medicinal 

Products - Revision 3 (EMA/410/01 rev. 3). 

The manufacturing process does not use any substance of human, animal, plant or microbial origin nor do our 

products come in contact with such products during storage and transportation. 

All products produced by the Dutek are free from Transmissible Spongiform Encephalopathy (TSE) and Bovine 

Spongiform Encephalopathy (BSE). 

In addition, Dutek products are free from the risk of all Genetically Modified Organisms (GMOs). The product is 

not manufactured using any materials derived from Genetically Modified Organisms (GMOs) and is not exposed 

to any material of Genetically Modified Organism (GMO) origin during manufacture. 

It must be understood also that we do not perform control analysis on components, materials or substances 

when we have no reason to believe they could be present. Consequently, this information is based on our best 

knowledge but shall in no event be held to constitute or imply any warranty from our part. 

Should you need more information, please do not hesitate to contact us. 

 

Best regards, 

 

Greg Skodacek 

Director of Quality and Regulatory Affairs 

 

 


