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COMPLIANCE STATEMENT LETTER 
 
To Whom It May C onc ern: 

I, Adrián García Gil, EU and FDA Regulatory Affairs consultant is writing to confirm the 
compliance of the product BioTip sensor (Freshness Indicator Sensor, composed of PP 
printed film and sensor), intended for direct contact with fresh meat, fish, and poultry, 
with relevant food contact regulations. 

P roduc t Des c ription: 

• P roduc t Name: BioTip Sensor 

• C ompos ition: PP printed film + sensor 

• Intended Us e: Direct contact with fresh meat, fish, and poultry 

C omplianc e with F DA R eg ulations : The BioTip sensor has been tested for overall 
migration and specific migration of metals, primary aromatic amines, and phthalates. 
The testing was conducted by the Israel Plastics & Rubber Centre, and the results are 
documented in the following reports: 

• R eport No.: R /3868 – Overall migration testing 

• R eport No.: R /3868-S ML  – Specific migration testing 

Tes t R es ults : 

1. Overall Mig ration: The BioTip sensor has been tested in accordance with FDA 
21 CFR 175.300 for overall migration. The results of these tests indicate that 
the product complies with the specified migration limits, ensuring it is safe for 
its intended use. 

2. S pec ific  Mig ration:  The BioTip sensor has also been tested for specific 
migration of metals, primary aromatic amines, and phthalates. The results 
confirm that the product does not exceed the permissible limits for these 
substances. 

Based on the favorable results of these tests, I confirm that the BioTip sensor is safe for 
direct contact with fresh meat, fish, and poultry in compliance with FDA 21 CFR 
175.300.  

Should you require any further information or have any questions regarding this 
compliance statement, please do not hesitate to contact. 

Yours faithfully, 

Adrián García Gil 
F O O D R E G UL AT O R Y  & L AB E L L ING  S P E C IAL IS T  
R E G IS T E R E D P R O F E S S IONAL  B IO L O G IS T  - NO .20385-M 
P aseo E rmita del S anto 40, L ocal 1, 28011 Madrid, S pain 
adriangarcia@regulabel.es 


