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Declaration concerning REACH Regulation

In the sense of REACH (regulation (EC) No 1907/2006 of the European parliament and of the Council of
18 December 2006 concerning the Registration, Evaluation, Authorisation and Restriction of Chemicals
(REACH)) the products delivered to our customers are articles (not chemicals or mixtures), which are
not intended to release any substance under normal and reasonably foreseeable conditions of use.

The REACH directive together with the European Chemicals Agency (ECHA)'s Candidate List of
Substances of Very High Concern (SVHC), specifies restrictions and a threshold limit regarding alll
chemicals on the Candidate List.

bluepoint MEDICAL GmbH & Co. KG hereby confirms that below listed products do not contain any
substances identified on the current Candidate List of SVHC above the threshold (>0.1% by weight).
We will comply with article 33 of the REACH directive and inform our customers immediately if
substances in our products above the limit of 0.1% by weight are considered SVHC according to the
continuously updated Candidate List. Based on our current knowledge we don’t expect that to happen.

Product list:
No. | Order Number (REF) Product Description
. . LLM line only, 2,5m, LLM connector,
1. 8090121313V Sampling Line H disposable, box of 25 pcs

This declaration represents bluepoint MEDICAL GmbH & Co. KG’s knowledge of the manufacturing
processes and materials used which is partially based on information provided by third party suppliers.

Date of issue: 07.12.2021
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