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Reach Self-Declaration
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Dear Sir/Madam,

Herewith we confirm that our product ORAJET® 3174 has been evaluated under the EU REACH Regulation
(EC) 1907/2006 (Registration, Evaluation, Authorisation of Chemicals) based on the materials in the product
to the best of our knowledge the above product does not contain any SVHC’s (Substances of Very High
Concern) exceeding 0.1% of weight of the product.

In the unlikely situation that our product contains a substance (s) of very high concern listed on the ECHA
“candidate list”, in a concentration above 0.1% of the total weight of the article we will promptly fulfill our
obligation to provide you with the information concerning this (these) substance (s) and submit information
on these products on the ECHA “SCIP” database as well as provide you with the evidence of this being
undertaken.

The SVHC’s were studied from the candidate list published by the European Chemicals Agency ECHA
(https://echa.europa.eu/candidate-list-table) as of 17 January 2022 there are 223 substances.

Herewith we confirm that our product ORAJET® 3174 is conform to Annex XVII REACH (https://www.reach-
clp-biozid-helpdesk.de/DE/REACH/Verfahren/Beschraenkungsverfahren/Anhang-XVII-
Beschraenkungen/Anhang-XVll-Beschraenkungen node.html), which only applies for the mentioned uses in
our ORAFOL technical data sheets. The responsibility regarding application conformity always lies with the
user.

The basis of evaluation form the components and auxiliary materials, which are used in the formulation of
the self-adhesive part (film with adhesive) of the products. This statement refers to the current condition
when leaving the factory ORAFOL Europe GmbH in Oranienburg.

This information is based on our current knowledge and practical experience and the information we have
got from our suppliers of the components and auxiliary materials. It cannot be excluded that minor traces are
included in the materials due to contamination of single raw material components, which cannot be avoided
from the technical point of view. Routine analysis of our products for the presence of such substances are
not carried out. For factors that are beyond our knowledge and control, no warranty and liability can be
given.

Best regards
ORAFOL Europe GmbH

i. A. Maximilian Schiewer
EHSQ Management Assistant
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