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Regulation
on tattooing dyes;

prepared on xx xx 2012.
The Government prescribes® the following.

Article 1 This regulation is issued

1. by virtue of Chapter 14, Article 8(1)(4) of the environmental code in issues relating to Article 3 and Article
8(1-2)

2. by virtue of Chapter 14, Article 12 of the environmental code in issues relating to Article 4 and Article 8(3),

3. by virtue of Chapter 14, Article 18 of the environmental code in issues relating to Article 7 and Article 8(6),

4. by virtue of Chapter 14, Article 19 of the environmental code in issues relating to Article 5and 6 and Article
8(4-5) and

5. otherwise by virtue of Chapter 8, Article 7 of the Instrument of Government.

Definitions

Article 2 The following definitions apply to this regulation

tattooing dye: a product which consists of dyes and auxiliary substances and is intended to be injected into the
skin for tattooing or permanent make-up, and

sterile: the absence of living organisms and viruses.

The terms and expressions in this regulation otherwise have the same meanings as are specified in Chapter 14 of
the environmental code.

Import, marketing and use

Article 3 Tattooing dyes can only be commercially imported into Sweden, be marketed or be injected into the skin
if the dyes

! See Directive 98/34/EC of the European Parliament and of the Council of 22 June 1998 laying down a procedure for the
provision of information in the field of technical standards and regulations and of rules on information society services (OJ L
204, 21.7.1998, p. 37, Celex 31998L0034), amended by European Parliament and Council Directive 98/48/EC (OJ L 217,
5.8.1998, p. 18, Celex 31998L.0048).
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1. do not have cacogenic or mutagenic properties, properties that are toxic to reproduction or other properties
which mean that they, in normal or reasonably foreseeable use, can harm human health or the environment, and
2. are sterile.
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Product register

Avrticle 4 Those who commercially produce tattooing dyes or import such dyes into Sweden, are to notify the
Medical Products Agency, for registration in the product register and provide all the information which is required
for registration. They must also notify the Medical Products Agency of any changes to this information.
Notifications for registration and of changes are to be submitted in accordance with regulations which the Medical
Products Agency has issued by virtue of Article 8(3).

Labelling and product information

Avrticle 5 Those who commercially market tattooing dyes, are to ensure that information is provided on product
containers and outer packaging on the precautions that should be taken when using the product and any other
information that is required to protect human health and the environment. This information is to be provided in
easily-read and highly visible print.

Avrticle 6 Those who commercially inject tattooing dyes into the skin, are to inform in writing those who are
injected of the tattooing dyes’ contents and properties.

Article 7 Those who commercially produce, import into Sweden or market tattooing dyes, are to immediately
notify the Medical Products Agency if there is any new information on whether the tattooing dyes in question, can
have carcinogenic or mutagenic proprieties or properties that are toxic to reproduction.

Authorisation

Avrticle 8 The Medical Products Agency is, with respect to issues relating to tattooing dyes, to issue regulations on:

1. the concentrations of chemical substances and the prohibition of chemical substances which are required for
the dyes to comply with the requirement in Article 3(1),

2. the sterility requirement in accordance with Article 3(2),

3. registration, notification and information obligations in accordance with Article 4,

4. labelling and product information in accordance with Article 5,

5. the information obligations stipulated in Article 6, and

6. the information which is to be included in a notification as specified in Article 7,

Supervision

Article 9 Regulations on supervision are provided in Chapter 26 of the environmental code and in the
environmental supervision regulations (2011:13).

Charges

Article 10 Regulations on charges are provided in Chapter 27 of the environmental code and in the regulation
(1998:940) on charges for testing and supervision in accordance with the environmental code.
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Liability

Article 11 Regulations on penalties and forfeiture due to violation of this regulation or regulations which have
been issued by virtue of the regulation, are provided in Chapter 29 of the environmental code.

This regulation comes into force on xx 2012.

On behalf of the government

LENAEK
Egon Abresparr
(Ministry of the Environment)



