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Duties to suppliers of mixtures for tattooing purposes
to the Norwegian market in the context of the Reach-
regulation

Norway is an EEA country (European Economic Area). Reach is a regulation with EEA-
relevance. This means that Reach applies in Norway in the same way as in EU-member
states. This also means that the same duties apply to suppliers of chemicals to the EEA-
market as to the EU-market.

In Reach annex XVII, entry 75, point 7 there are detailed and specific labelling
requirements for all mixtures for tattooing purposes. Amongst other duties it is stated in
point 7 the following:

"The information shall be written in the official language(s) of the Member
State(s) where the mixture is placed on the market, unless the Member
State(s) concerned provide(s) otherwise."

Although Norway is not an EU-member state, Reach being a regulation with EEA-
relevance this means that any supplier of mixtures for tattooing purposes must label
these mixtures in Norwegian when placing the mixture on the Norwegian market.

Reach, annex XVII, entry 75, point 7 (full text)

"Suppliers placing a mixture on the market for use for tattooing purposes shall ensure that, after
4 January 2022, the mixture is marked with the following information:

(a) the statement “Mixture for use in tattoos or permanent make-up”;
(b) a reference number to uniquely identify the batch;

(c) the list of ingredients in accordance with the nomenclature established in the glossary
of common ingredient names pursuant to Article 33 of Regulation (EC) No 1223/2009, or
in the absence of a common ingredient name, the IUPAC name. In the absence of a
common ingredient name or IUPAC name, the CAS and EC number. Ingredients shall be
listed in descending order by weight or volume of the ingredients at the time of
formulation. “Ingredient” means any substance added during the process of formulation
and present in the mixture for use for tattooing purposes. Impurities shall not be
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regarded as ingredients. If the name of a substance, used as ingredient within the
meaning of this entry, is already required to be stated on the label in accordance with
Regulation (EC) No 1272/2008, that ingredient does not need to be marked in accordance
with this Regulation;

(d) the additional statement “pH regulator” for substances falling under point (d)(i) of
paragraph 1;

(e) the statement "Contains nickel. Can cause allergic reactions." if the mixture contains
nickel below the concentration limit specified in Appendix 13;

(f) the statement "Contains chromium (VI). Can cause allergic reactions." if the mixture
contains chromium (VI) below the concentration limit specified in Appendix 13;

(g) safety instructions for use insofar as they are not already required to be stated on the
label by Regulation (EC) No 1272/2008.

The information shall be clearly visible, easily legible and marked in a way that is indelible.

The information shall be written in the official language(s) of the Member State(s) where
the mixture is placed on the market, unless the Member State(s) concerned provide(s)
otherwise.

Where necessary because of the size of the package, the information listed in the first
subparagraph, except for point (a), shall be included instead in the instructions for use.

Before using a mixture for tattooing purposes, the person using the mixture shall provide the
person undergoing the procedure with the information marked on the package or included in the
instructions for use pursuant to this paragraph."
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