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The full text

Act on product safety (Product Safety Act)1)
WE MARGRETHE THE SECOND, by the Grace of God Queen of Denmark, do hereby make known:

The Folketing has passed and We have confirmed by Royal Consent the following Act:

Part 1

Scope

Section 1. This Act shall apply to any product which, in the course of a commercial activity, is made available on the market when the product is intended for consumers, or when under foreseeable circumstances it is likely to be used by consumers, even if it is not intended for them. The Act shall apply irrespective of whether the product is new, used or reconditioned, and irrespective of whether it is made available to consumers against payment or free of charge, cf. however section 2.

Section 2. The Act shall not apply to used products which require repairs before use, or antiques, provided the consumer has been informed of their nature in connection with the purchase.

Section 3. The Act’s provisions on obligations for producers and distributors (cf. Part 3), market surveillance (cf. Part 4) and the administration of the Act (cf. Part 6) shall not apply to the extent provisions on these aspects are laid down in an EU Regulation or in provisions to implement specific EU rules and regulations with legal force.

(2) The provision in section 6 shall not apply to the extent provisions are laid down in or pursuant to other legislation implementing specific EU rules and regulations with legal force on safety aspects or risk categories associated with a product.
Part 2

Definitions

Section 4. For the purposes of this Act, the following definitions shall apply:

1) Safe product: any product which, under normal or foreseeable conditions of use and within the product’s expected useful life, does not present any risk or only a limited and acceptable risk to the safety and health of consumers. When assessing whether there are limited and acceptable risks, the following points must be considered:
a) the characteristics of the product, including its composition, packaging, instructions for assembly and, where applicable, for installation and maintenance;

b) the effect on other products, where it is reasonably foreseeable that it will be used with such products;

c) the presentation of the product, the labelling, any warnings and instructions for its use and disposal and any other indication or information regarding the product;

d) the categories of consumers at risk when using the product. 
2) Dangerous product: any product which is not a safe product, cf. no 1. A product is not considered to be dangerous simply because it is possible to increase the safety or obtain another, safer product.

3) Serious risk: any risk requiring rapid intervention by the public authorities.
4) Make available on the market: any delivery with the aim of distribution, consumption or use of a product on the internal market in the course of a commercial activity against payment or free of charge 
5) Put into circulation: to make a product available on the internal market for the first time.
6) Producer:

a) the manufacturer who produces a product, when he is established in the EU;

b) anyone presenting himself as a manufacturer by giving his name, mark or other sign to the product or by reconditioning the product;

c) the manufacturer’s authorised representative, when the manufacturer is not established in the EU;

d) the importer of a product, when the manufacturer or his authorised representative is not established in the EU; or

e) other professionals in the product’s marketing chain, insofar as their activities may affect the safety properties of the product.

7) Distributor: any professional who, without being covered by no 6 and without affecting the safety properties of the product, is a part of the product’s marketing chain.
8) Recall: any measure aimed at getting consumers to return a dangerous product that has already been supplied or made available to consumers by the producer or distributor.
9) Withdrawal: any measure aimed at preventing the distribution, display and offer of a product dangerous to the consumer.
Part 3

Obligations of producers and distributors

Section 5. A producer may only put safe products into circulation.

Section 6. A product is considered to be safe, cf. section 4, no 1, when its design and manufacture conform to the health and safety requirements laid down in the legislation.

(2) A product shall be presumed safe, cf. section 4, no 1, when its design and manufacture conform to the health and safety requirements laid down in national standards transposing European standards, the reference numbers of which have been published by the European Commission in the Official Journal. The publication shall take place in compliance with the Directive of the European Parliament and of the Council on general product safety. The list of reference numbers for the standards specified is published on the Danish Standards website.
(3) If there are not any health and safety requirements laid down as mentioned in (1) or (2), the safety of a product is determined on the basis of a specific risk assessment supported by the following elements, where applicable:
1) a Danish standard based on other European standards than those referred to in (2); 
2) a Danish standard;

3) recommendations from the European Commission setting guidelines for the assessment of product safety;

4) codes of conduct for product safety within the relevant sector; or

5) other relevant factors, including up-to-date knowledge and technology, in addition to the safety consumers can reasonably expect.

(4) To the extent the EU legislation contains harmonised safety requirements for products, these shall replace corresponding safety requirements in the regulations referred to in (1), (2) and (3).
Section 7. A producer shall provide the consumers with the information necessary for them to assess the risks associated with the product when it is used as would be expected and within the product’s expected useful life. The information can be provided in the form of warning labels, user instructions, installation instructions, etc. The communication of such information does not exempt the producer from compliance with the other requirements laid down in this Act.
Section 8. A producer shall familiarise himself with the risks associated with a product that the producer has put into circulation. This can be done in different ways, including:

1) taking random samples of products put into circulation;

2) processing complaints and if necessary establishing a system thereto; or

3) informing the distributors of the product surveillance in order to provide them with a better basis for assessment and reporting of risks and injuries.

(2) A producer who has not produced a product himself shall, where relevant, keep the documentation necessary for tracing the origin of the product. The documentation must be kept for the entire product’s normal useful life, although no more than five years from the end of the financial year in which the product was put into circulation. The documentation can also be stored electronically.
Section 9. A producer shall, in respect of the properties and expected useful life of the products supplied, apply the measures necessary to avoid a product endangering the consumers in any way, including:

1) warning the consumers of the danger in an effective and adequately manner;

2) withdrawing the product; or

3) recalling the product.

(2) To effectively apply the measures referred to in (1), the producer may indicate relevant product information on the product or its packaging, including the product’s reference number or the batch of products to which it belongs and the producer’s identity and address.
Section 10. A distributor shall contribute to compliance with section 5, including not making a product available on the market if the distributor knows that the product is not safe.

(2) The distributor takes part in the surveillance of products by passing on information about risks associated with the products to the producer and the authorities and by keeping and circulating the documentation necessary for tracing the origin of the products.
(3) The documentation referred to (2) shall be kept for the entire product’s normal useful life, although no more than five years from the end of the financial year in which the distributor acquired the product. The documentation can also be stored electronically.
Section 11. If a producer or distributor knows that a product which the person concerned has made available on the market does not comply with section 5, the person concerned shall inform the inspection authority of this immediately and of the measures taken to avoid risks.

(2) The Minister for Economic and Business Affairs will set more detailed rules for the information that the report made under (1) shall contain.
Section 12. Producers, distributors and enforcement authorities shall, as far as possible, cooperate in respect of the measures that must be taken under section 9(1) in order to prevent a risk of danger arising as a result of products supplied.

(2) The Minister for Economic and Business Affairs may lay down more detailed rules on the cooperation between producers, distributors and enforcement authorities. For products or special aspects of products that come under the remit of other ministers, the rules are laid down by the minister in question.
Part 4

Market surveillance

Section 13. The enforcement authority checks that products are safe.

(2) The enforcement authority shall make checks under (1) in such a way that action can be taken with the resources and the speed demanded by the seriousness of the risk. The authorities shall in this respect give due consideration to the scientific uncertainty surrounding a product’s effect on human health, the precautionary principle and the seriousness of the risk of a product leading to personal injuries.
(3) In connection with checks made under (1), the enforcement authority may check whether a product is illegally CE marked, cf. Regulation (EC) No 765/2008 of the European Parliament and of the Council setting out the requirements for accreditation and market surveillance relating to the marketing of products.
Section 14. The Danish Safety Technology Authority takes on the role of enforcement authority under this Act, unless section 15(1) or rules laid down under section 15(2) state otherwise.

Section 15. If rules on the prevention of specific risks associated with special products are laid down in or pursuant to the special legislation, the relevant enforcement authority that verifies risks under this Act in relation to such special products is the authority which ensures compliance with the special legislation. The minister under whose remit the special legislation belongs may lay down rules on case processing and an appeals procedure which deviate from the provisions in this Act.

(2) If there are no provisions on product safety laid down in the special legislation, the Minister for Economic and Business Affairs may, following negotiations with the authorities concerned, transfer powers under this Act to another authority by means of an Executive Order.
Section 16. The enforcement authority may on its own initiative or following notification make a decision on a case relating to the safety aspects of a product.

Section 17. To assist in the assessment of whether a product is covered by the provisions of the Act, and whether the product is safe, the enforcement authority may:

1) require that the parties concerned provide the enforcement authority with the information and documents deemed necessary to make such an assessment;

2) take samples of the product or components thereof without payment; and

3) conduct relevant and necessary examinations of the product.

(2) The enforcement authority may require the information and documents referred to in (1), no 1 to be produced irrespective of whether they exist in paper or electronic format.
(3) The producers may not fail to provide the enforcement authority with the information and documents referred to (1), no 1 by claiming that the information is covered by professional secrecy.
(4) The Minister for Economic and Business Affairs may authorise another public authority or a private undertaking to take over the powers held by the enforcement authority pursuant to (1), nos 2 and 3.
Section 18. The enforcement authority has, if this is deemed necessary, without a court order and on presentation of appropriate identification, access to the manufacturing, sales and storage premises etc. and means of transport belonging to someone covered by section 4, nos 6 and 7, of this Act, with a view to making checks as mentioned in section 17.

(2) The police provide assistance to the enforcement authority. More detailed rules on this assistance may be laid down by the Minister for Economic and Business Affairs following negotiations with the Minister for Justice.
Section 19. The enforcement authority may ban anyone from putting a product into circulation provided the product is dangerous. The enforcement authority may order someone who is covered by the ban to destroy the product. The enforcement authority ensures that the order or ban is complied with.
Section 20. The enforcement authority may order anyone who has put a dangerous product into circulation or who has been part of the product’s marketing chain:

1) to warn the consumers of the risks associated with the product;

2) to rectify the factors causing the danger;

3) to immediately and effectively withdraw the product from the market;

4) to recall the product from consumers; or

5) to destroy the product.

( 2) The enforcement authority may ban anyone who has made a dangerous product available on the market from selling, supplying, marketing, displaying or in some other way making the product available to consumers.
(3) Measures covered by (1) and (2) may, if the enforcement authority believes it is appropriate, be carried out by the producers, distributors and the enforcement authority acting in concert.
(4) If it is necessary in connection with orders or bans issued under sections 20-22, the enforcement authority may order anyone else with a link to the product, apart from the person who has made it available on the market, to assist in a relevant way with limiting and preventing risks from occurring.
Section 21. The enforcement authority may issue a temporary ban on the supply, marketing, display or other communication of a product provided the product is judged to be potentially dangerous. The ban can be applied to anyone who has made a product available on the market. The duration of the ban may not exceed what is necessary to take control measures for use in examinations or assessments of the product’s safety.
Section 22. If a product is judged to be potentially dangerous in special situations, including when it is used in a particular way, or when it is used past the expected useful life, the enforcement authority may order anyone who has made a product available on the market to:

1) provide warnings in Danish about the possible risks associated with the product; or

2) take safety precautions as laid down by the enforcement authority in advance of marketing or selling the product.

(2) If a product is judged to be potentially dangerous for certain categories of persons, including children or the elderly, the enforcement authority may order anyone who has made a product available on the market to warn the persons concerned. The warning shall be directed specifically to the target group or its representatives and shall be issued as a special warning if necessary. The warning shall be in Danish.
Section 23. The enforcement authority pays the costs incurred for the collection of expert testimony which the authority deems necessary to determine whether an order or ban shall be issued. The enforcement authority may require that the costs thereto be refunded by the person who has been issued an order or ban.

Section 24. The enforcement authority may require that the person who has taken measures under section 9, or who has been ordered to take precautions under sections 19-22 or section 28, inform the authority of how measures or precautions have been implemented, and of the subsequent effect.

Section 25. If the enforcement authority cannot find the person who has made a product available on the market, or cannot in the event of an order or ban get the person concerned to comply with an order or ban that is issued, the enforcement authority may take the precautions referred to in sections 20-22 on behalf of the person concerned.

(2) The enforcement authority may require the costs incurred as result of the precautions the authority has taken under (1) be refunded by the person on whose behalf the authority has acted.
Section 26. If the enforcement authority deems it necessary, including in order to prevent a wide circle of consumers from being exposed to dangerous products, or because the number of producers and distributors related to the product is extensive and these are of varying character, bans under section 19 and section 20(2) can be issued by means of an Executive Order.

Section 27. The enforcement authority draws up market surveillance programmes, possibly in concert with other relevant authorities. The programmes shall create the foundations for effective control of the market in order to ensure a high level of protection for the health and safety of consumers.

Section 28. If a product is illegally CE marked, the enforcement authority may order the person responsible to remove the mark within a specific deadline. If this does not happen, the enforcement authority may order anyone who supplies the product, immediately or within a specific deadline, to cease selling the product and if necessary withdraw the product.

Section 29. The enforcement authority shall, where possible, inform the public of the danger associated with a product, including information on:

1) relevant signs to assist in the identification of the product;

2) the type of risk;

3) which precautions have been taken; and

4) what consumers should do.

(2) Under (1), the enforcement authority may only pass on information covered by professional secrecy if this is necessary in order to protect the health and safety of consumers.
(3) The enforcement authority may refrain from publishing information under (1) if the publication is judged to be unnecessary.
Part 5

Implementation of EU legislation

Section 30. The Minister for Economic and Business Affairs may lay down the rules necessary for implementing or applying EU legislation on safety requirements for toys and products which, due to their outer appearance, may be confused with other products and thus endanger the health or safety of consumers. The Minister for Economic and Business Affairs may also lay down rules for implementing Commission decisions affecting products covered by the General Product Safety Directive. If products covered by a Commission decision come under the remit of another minister, the rules are laid down by the minister in question.
(2) The Minister for Economic and Business Affairs may transfer his powers under rules issued pursuant to (1) to another public authority. Powers to take samples of products or components thereof and to conduct relevant and necessary examinations of products can also be transferred to a private undertaking.
Part 6

Administrative provisions etc.

Section 31. The Technical Safety Council, which has been appointed pursuant to Part 2 of the Act on electrical high-voltage installations and electrical equipment, advises the Minister for Economic and Business Affairs on the laying down of administrative rules relating to product safety within the area covered by the Danish Safety Technology Authority. The Council also advises the Director of the Authority as part of the Authority’s activities in the area of product safety.

Section 32. The Danish Safety Technology Authority coordinates the cooperation between the enforcement authorities.

(2) The Minister for Economic and Business Affairs lays down more detailed rules on the cooperation following negotiations with the relevant ministers.
(3) The Minister for Economic and Business Affairs may transfer his powers under the Act to the Danish Safety Technology Authority.
Section 33. If a report is to be made to the European Commission under the Directive of the European Parliament and of the Council on general product safety, the enforcement authority shall immediately notify the Danish Safety Technology Authority of orders and bans, measures, recommendations and voluntary precautions concerning the safety of products that have been taken pursuant to this Act or rules issued pursuant to this Act or other legislation. The Danish Safety Technology Authority will forward this report to the European Commission.

(2) If the matter concerns a serious risk, the Danish Safety Technology Authority will immediately forward this report to the European Commission via RAPEX, the system for the rapid exchange of information between the Member States of the Community.
(3) The Minister for Economic and Business Affairs lays down more detailed rules for the use of RAPEX as well as the guidelines for reporting to the European Commission.
Part 7

Claims and legal action

Section 34. Decisions taken by an enforcement authority pursuant to this Act may not be brought before another administrative authority, cf. however section 15(1).

(2) Orders or bans issued under sections 19-22 and section 28 may be brought before the courts by the person affected by the decision. A request for such action shall be submitted to the enforcement authority that has taken the decision within three months of the order or ban being issued to the person concerned. If the deadline falls on a Saturday, a Sunday or a public holiday, it is extended to the next working day. The enforcement authority takes legal action without undue delay against the person concerned in the form of a civil procedure.
(3) The court may decide that a request as mentioned in (2) has a delaying effect.
Part 8

Penalties

Section 35. Unless a higher penalty is prescribed under other legislation, a fine shall be imposed on anyone who:

1) intentionally breaches section 5, section 7 or section 10(1) or (2);
2) intentionally, through gross negligence or repeated contraventions, fails to comply with an order or breaches a ban under section 19, section 20(1), (2) or (4), section 21, section 22 or section 28;
3) intentionally or through gross negligence fails to provide the enforcement authority with the information requested under section 17(1), no 1 or section 24;
4) fails to keep and store the documentation as laid down in section 8(2) or section 10(3); or
5) fails to notify the enforcement authorities as required under section 11(1).
(2) If the illegal use of a CE mark has taken place intentionally or through gross negligence, and if this infringement has achieved, or was intended to achieve, financial gain for the person concerned or others, the use of the CE mark is subject to a fine, unless a higher penalty is prescribed under other legislation.
(3) It may be laid down in rules issued under section 11(2), section 12(2), section 26 or section 30 that infringement of the rules is subject to a fine.
(4) Criminal liability may be imposed on companies etc. (legal persons) under the rules of Part 5 of the Danish Penal Code.
Part 9

Entry into force and transitional provisions

Section 36. This Act shall enter into force on 1 March 2010.

(2) Act No 364 of 18 May 1994 on product safety shall be repealed simultaneously.
(3) Rules issued under sections 13, 15, 16 and section 25(1), (3) and (4) of Act No 364 of 18 May 1994 on product safety shall remain in force until they are repealed or superseded by provisions laid down under this Act.
Section 37. This Act does not apply to the Faeroe Islands or Greenland.

Given at Christiansborg Castle on 16 December 2009

Under Our Royal Hand and Seal

MARGRETHE R.

/ Lene Espersen
Official notes

1) This Act provides for the implementation of Directive 2001/95/EC of the European Parliament and of the Council of 3 December 2001 on general product safety (Official Journal 2002 no L 11, page 4).
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