
 
 

RISK ASSESSMENT EVALUATION OF THE ARTICLES ANALYSED IN RELATION TO 
THE CURRENT LEGISLATION ON PLASTICS MATERIALS AND ARTICLES INTENDED 

TO COME INTO CONTACT WITH FOODSTUFFS 

We hereby declare that the risk assessment analysis conducted for the article BROOMS AND 
BRUSHES has not shown any criticality with respect to the following legislations for contact with all 
foods: 
 

●​ Regulation (EC) no. 1935/2004 
●​ Regulation (EC) no. 2023/2006 and subsequent updates and amendments 
●​ Regulation (UE) n. 10/2011 and subsequent updates and modifications 
●​ Ministerial Decree 21/03/73 and subsequent updates and modifications 
●​ Decree of the President of the Republic 777/82 and subsequent updates and modifications 
●​ Regulation (Ec) No 1333/2008 
●​ Regulation (Ec) No 1334/2008 
●​ FDA CFR 21 capitolo 177.1520 
●​ FDA CFR 21 capitolo 178.3297 

 
The material mentioned above is manufactured with the following material: POLYPROPYLENE AND 
POLYBUTYLENE TEREPHTHALATE.  
 
We declare that the material contains the following substance subject to limitation in the 
above-mentioned legislation: 
 

NAME OF THE SUBSTANCE N. CAS SUBSTANCE N. FCM 
Base material - Polypropylene 

9,9-bis (methoxymethyl)-9h-fluorene 182121-12-6 779 
N,N-Bis (2-hydroxyethyl) alkyl (C8-C18) amine (-) 19 
N,N-Bis (2-hydroxyethyl) alky l(C8-C18) amine 

hydrochlorides (-) 20 

Bristles material - Polybutylene terephthalate 
Isophthalic acid 0000121-91-5 291 

Terephthalic acid 000100-21-0 785 
Acetaldehyde 0000075-07-0 128 
Etilenglicole 0000107-21-1 227 

Diethylene glycol 0000111-46-6 263 
Trioxide of antimony 0001309-64-4 398 

Tetrahydrofuran 0000109-99-9 246 
1,4 butanediol 0000110-63-4 254 
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We declare that the material contains the following substances regulated by Regulations 
1333/08/EC and 1334/08/EC (substances also called “dual use” additives): 
 

NAME OF THE SUBSTANCE ABBREVIATION 
Calcium salts of fatty acids E470a 

Mono and diglycerides of fatty acids E471 
Phosphoric Acid E338 

 
The overall migration values under the following test conditions are lower than the limits established 
by the abovementioned legislation: 
 

ANALYTICAL TEST TESTS CONDITIONS SIMULANT 
Overall migration 2 HOURS AT 70°C Ethanol 10% 
Overall migration 2 HOURS AT 70°C Acetic acid 3% 
Overall migration 2 HOURS AT 70°C Oil 

 
The tests were conducted considering a surface/volume ratio of 1 cm2/ml. 
The specific migration values of Primary Aromatic Amines and metals under the following test 
conditions are lower than the limits established by the above mentioned legislation: 
 

ANALYTICAL TEST ANALYTICAL TEST SIMULANT 
Specific migration of Amines Primary 

Aromatics Acetic acid 3% Acetic acid 3% 

Specific migration of Metals (Annex II 
Reg. 1245/2020) Acetic acid 3% Acetic acid 3% 

 
The tests were conducted considering a surface/volume ratio of 1 cm2/ml. 
The extractable substance values comply with the FDA references mentioned above: 
 

ANALYTICAL TEST TESTS CONDITIONS EXTRACTION SOLVENT 
Maximum extractable fraction 50° n-hexane 
Maximum extractable fraction 25° xilene 

 
This declaration is valid from the date indicated below and will be replaced when there are 
substantial changes in the production of the material that may alter some essential requirements 
for compliance or when legislative references cited in section 1) are modified and updated to require 
a new verification for compliance purposes. 
 
Viadana, 01/04/2025  
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