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February 27, 2024 
 
 
Mukesh Shah 
Argon Medical Device 
224-625-8333 
mukesh.shah@argonmedical.com 
 
 
Dear Customer, 
 
This letter is in response to your request for information regarding the below listed product, as 
supplied by Trinseo LLC or its affiliates. 
 

-  CALIBRE™ MEGARAD™ 2081-15 TC030004 Transparent Polycarbonate Resin 
 

Directive 2011/65/EU of the European Parliament and of the Council as regards the list of 
restricted substances in electrical and electronic equipment (RoHS) last amended by 
COMMISSION DELEGATED DIRECTIVE (EU) 2023/1437 of 4 May 2023 (published July 11, 
2023) (including Commission Delegated Directive 2015/863/EU) 
 
This is to inform you that the above mentioned product, to the best of our knowledge, is not 
intentionally manufactured or formulated with substances listed in ANNEX II of Directive 
2011/65/EU of the European Parliament and of the Council as regards the list of restricted 
substances (including amendments up to by COMMISSION DELEGATED DIRECTIVE (EU) 
2023/1437 of 4 May 2023 (published July 11, 2023). 
 

• Lead (threshold 0.1%) 
• Mercury (threshold 0.1%) 
• Cadmium (threshold 0.01%) 
• Hexavalent chromium (threshold 0.1%) 
• Polybrominated Biphenyls (PBB) (threshold 0.1%) 
• Polybrominated Diphenyl Ethers (PBDE) (threshold 0.1%) 
• Bis(2-ethylhexyl) phthalate (DEHP) (threshold 0.1%) 
• Butyl benzyl phthalate (BBP) (threshold 0.1%) 
• Dibutyl phthalate (DBP) (threshold 0.1%) 
• Diisobutyl phthalate (DIBP) (threshold 0.1%) 

 
Therefore, the product listed above is in compliance with the requirements of Article 4.2 of the EU 
Directive 2011/65/EU and its amendments. 
 
However, please be advised that we do not routinely analyze our materials for these substances. 
 
Substances of Very High Concern (SVHC) for REACH 
We are pleased to confirm that the product listed above does not contain any of the Substances 
of Very High Concern (SVHC) listed on the most current candidate list published January 23, 
2024 on the ECHA website http://echa.europa.eu/web/guest/candidate-list-table above the 
reportable limits (0.1 % wt) based on composition information for the raw materials. 
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If you have any additional questions or comments, please feel free to contact me. 
 
Sincerely, 

 
_________________________________________ 
 
Bruce Gutzmann 
North American Product Stewardship Specialist 
Trinseo LLC 
Functional Mailbox Email: FTNSTPS@Trinseo.com 
 
BG/cw 
 
 
 
 
This information is considered accurate and reliable as of the date appearing above and is presented in 
good faith. Because use conditions and applicable laws may differ from one location to another and may 
change with time, recipient is responsible for determining whether the information in this document is 
appropriate for recipient’s use. Since Trinseo has no control over how this information may be ultimately 
used, all liability is expressly disclaimed and Trinseo assumes no obligation or liability therefor. No 
warranty, express or implied, is given nor is freedom from any patent owned by Trinseo or others to be 
inferred. 
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