
+31 (0)85 043 31 10 info@romynox.nl www.romynox.nl
DECLARATION OF CONFORMITY REV0 - 2020  | PAGE 1 of 2 

Declaration of compliance 

Telefoon: +31 (0)85 043 31 00
E-mail: info@romynox.nl

Romynox BV
Koperslager 3
2631 RK NOOTDORP 
Nederland VAT-nr.: NL8206.65.009.B.01

Romynox product label 

Material Compliance 
The materials of construction of the range of Fittings delivered by Romynox are compliant to FDA CFR 21 and are GRAS 
(Generally recognized as safe). 

In addition to the above, the following standards governing the supply of fittings of Romynox: 

• U.S. Food and Drug Administration (FDA)
- The materials of construction of the range of clamps delivered by Romynox are compliant to FDA CFR 21 and

are GRAS (Generally recognized as safe).

• USP Class VI
- No USP Class VI certificate is needed, for the material is Stainless Steel, not plastic

• ISO 10993 Regulation (EC) No 1935/2004 of the European Parliament and of the Council
“The principle underlying this Regulation is that any material or article intended to come into contact, directly or 
indirectly, with food must be sufficiently inert to preclude substances from being transferred to food in quantities 
large enough to endanger human health or to bring about an unacceptable change in the composition of the food 
or a deterioration in its organoleptic properties” 

• Commission Regulation (EC) No 2023/2006 
In relation to this Regulation, which includes “Good manufacturing practice for materials and articles intended to 
come into contact with food”, Romynox are committed to ensuring that our customers are provided with full
traceability via batch and certificate management.

• RoHS 
The products are compliant with RoHS Regulation 2015/95/EG

• REACH 
Stainless steel tubes and fittings meet the requirements of the REACH Regulation
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Material Compliance 
 

We hereby confirm that the soft parts have the following certifications which are present or tests have been performed. 

• U.S. Food and Drug Administration (FDA) 
- The material meets the Code of Federal Regulations CFR21 §177.1550, Perfluorocarbon Resins of the Food 

and Drug Administration, FDA USA. 
- The material meets the Code of Federal Regulations CFR21 §177.2600, Elastomers of the Food and Drug 

Administration, FDA USA. 
 

• EU Regulation 1935/2004 & EU Regulation 2023/2006. 
The monomers used for the production are tested by EC Regulation 10/2011, amended by Regulation (EU) 2 and 
Regulation (EU) 1183/2012.  
 

• USP VI Biocompatible plastics - The compound has met the requirements of the US Pharmacopeia,  
- USP Class VI - 121°C <88> 
- USP Cytotoxicity Testing <87> 

 
• NSF 61 products are required to comply with NSF/ANSI/CAN 61: Drinking Water System Components 

 
• RoHS 

The products are compliant with RoHS II Directive 2011/65/EU and Its Amendment (EU) 2015/86 and are free 
from Asbestos and Polychlorinated Biphenyls (PCB's). 
 

• REACH 
The products are compliant with REACH SVHC List 2018. 
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• TSE/ BSE (ADCF) 

- raw materials are not manufactured from animal or human origin. 

The products are made of:   
Stainless Steel         

 

 

 

 

Robert van Grieken  
Quality Assurance Manager 
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