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REGULATORY STATEMENT 

To Whom It May Concern: 
This document contains information regarding the regulatory status of Okeanos product BioterraTM-M. Okeanos has 
relied upon the representations of third parties including vendors, suppliers, and manufacturing partners in the 
preparation of this document. The information below is organized according to Okeanos’ manufacturing partner. For 
the avoidance of doubt, the information corresponding to such manufacturing partner applies solely to that individual 
manufacturing partner. The information in this document is provided in good faith without warranty, representation, 
inducement, or license of any kind. 

If you have any questions regarding the regulatory statements made in this document, or if you need additional 
information relating to regulatory statements, please do not hesitate to contact me. 

Nicolas Cuétara 
General Counsel 
Okeanos Group, LLC 
legal@madefromstone.com / +1 949 4003041 

EU DIRECTIVE 2015/863/EU (RoHS) 

BioterraTM-M contains no intentionally introduced amounts of lead, cadmium, mercury, chromium, PBBs or PBDEs or 
phthalates. 
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EU REACH – ABSENCE OF SVHC 

BioterraTM-M contains no intentionally added substances on the European Chemical Agency's Candidate List of 
Substances of Very High Concern at leveIs above the applicable threshold (0.1%). 

CA PROPOSITION 65 

BioterraTM-M contains no reproductive toxins or carcinogenic substances, per the state listing of chemicals, that would 
require a warning under the California Safe Drinking Water and Toxic Enforcement Act of 1986. 

EU FOOD CONTACT STATUS: REGULATION NO 10/2011 

BioterraTM-M complies with EU food contact Regulation No 10/2011.

FDA INDIRECT FOOD APPLICATIONS: FDA REGULATION 21 CFR 177.1520 

BioterraTM-M is permitted for indirect food applications pursuant to FDA regulation 21CFR. 
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PERFLUOROALKYL SUBSTANCES (PFAS, PFOS, PFOA)  

PFAS are not used or added intentionally in the production of BioterraTM-M, and it does not intentionally contain 
phthalates.  

ALLERGENS 

BioterraTM-M does not contain any allergens.  

ANIMAL DERIVED MATERIALS  

BioterraTM-M does not contain Animal Derived materials and it is NOT kosher certified. 

LEGAL DISCLAIMER 
Information contained in this publication or as otherwise supplied to users is believed to be accurate and is given in good faith: however, before using a product sold by 
Okeanos, or one of its a�iliates, users should make their own independent determination that the product is suitable for the intended use and can be used safely and 
legally. Okeanos and its a�iliates MAKE NO WARRANTY; EXPRESS OR IMPLIED (INCLUDING ANY WARRANTY OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR 
PURPOSE) OTHER THAN AS SEPARATELY AGREED BETWEEN THE PARTIES IN WRITING. Okeanos accepts no liability for loss or damage (other than that arising from death 
or personal injury caused by defective product, if proved), resulting from reliance on this information. 

Freedom under Patents, Copyrights and Designs cannot be assumed. MADE FROM STONE, OKEANOS, BIOTERRA, HYDROTERRA, SEAFOAM, SEAURCHIN, and SHOAL and 
their respective designs are trademarks of Okeanos Group, LLC. All of Okeanos' products are made by utilizing and are associated with various forms of Okeanos' 
intellectual property, including patents and trademarks, which can be found at okeanos.global/patents and okeanos.global/trademarks

This product is not intended for the use in medical applications and should not be used in any such applications 
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