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CERTIFICATE OF COMPLIANCE 
FPM CHF110-BR85 – FDA Brown 

     Date:   22-12-2023                                                                                                                                        
 Version: 6.0 
CERTIFICATE FOR FOOD CONTACT 
Reg (EC) No 1935/2004 

BEK No 681 of 25/05/2020 

Reg (EC) No 2023/2006 

FDA § 21 CFR 177.2600 

3-A Standard Sanitary 18-03-Class I 
 

 

 

 

 

 

We, the undersigned Carsten Holm A/S, certify that the aforementioned product complies with the 

following legal requirements: 

 

• Regulation (EC) No 1935/2004 of the European Parliament and of the Council of 27 October 2004 
on materials and articles intended to come into contact with food and repealing Directives 
80/590/EEC and 89/109/EEC (Official Journal L 338) 
 

• BEK No 681 of 25/05/2020 

 

• Commission Regulation (EC) No 2023/2006 of 22 December 2006 on good manufacturing practice 
(GMP) for materials and articles intended to come into contact with food (Official Journal L 384) 

 

• In line with Article 17 of Regulation (EC) No 1935/2004, the traceability of all materials and items 
brought into circulation is assured by means of an appropriate system. 

 

• The compound meets the specifications of the positive list to 21 CFR 177.2600 “Rubber articles 
intended for repeated use” of the Food and Drug Administration (FDA), USA. 
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Migration Tests 
 
The following migration tests (results see table below) have been performed at the Austrian Research 
Institute (OFI): Report No. 415.006-5e (2015-03-25) 
 

Test conditions Limit according to FDA 
21CFR177.2600 [mg/inch2] 

Total extractives 
[mg/inch2] 

Distilled water 1st extraction 7 hr 20 2 

Distilled water 2nd extraction 2 hr 1 <1 

n-hexane 1st extraction 7 hr 175 <1 

n-hexane 2nd extraction 2 hr 4 <1 
 

 

Specifications and/or limitations on intended use 
 
This declaration of conformity only applies to appropriate use. As manufacturer of semi-finished products, 
we have no influence on subsequent processing. 
It is in the user’s responsibility to verify the suitability of the product for specific foodstuff in case of 
requirements surpassing the aforementioned guidelines. 
 
This declaration is in effect until further notice. 
The contents of this document are valid until our suppliers retract their corresponding declarations. 

The regulations for documentation and labeling protocol have been fulfilled. 

 

 

 

 

Signed by 

 
 
Ulrik Holm 
Manager 
CARSTEN HOLM A/S 
  
  


