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	PUBLIC HEALTH, FOOD CHAIN SAFETY AND ENVIRONMENT FEDERAL PUBLIC SERVICE

	Royal Decree amending the Royal Decree of 27 May 2014 on the placing on the market of nanoparticle-manufactured substances

	PHILIPPE, King of the Belgians,

	To all who are here now or will be hereafter, Greetings. 

	Having regard to the Law of 21 December 1998 on product standards for the promotion of sustainable production and consumption patterns and the protection of the environment, health and workers, Article 5, §1, subparagraph 1(2), as amended by the laws of 27 December 2004 and of 27 July 2011;

	Having regard to the Royal Decree of 27 May 2014 on the placing on the market of nanoparticle-manufactured substances, as amended by the Royal Decree of 22 December 2017;

	Having regard to the involvement of the regional governments in the preparation of this Order, within the framework of the Interministerial Conference on the Environment (CIE), held on XXXX;

	Having regard to the opinion of the National Labour Council, given on XXXX;

	Having regard to the opinion of the Central Economic Council, given on XXXX;

	Having regard to the opinion of the Federal Council for Sustainable Development, given on XXXX;

	Having regard to the opinion of the Superior Health Council, given on XXXX;

	Having regard to the opinion of the Consumer Council, given on XXXX;

	Having regard to the opinion of the High Council for Prevention and Protection at Work, given on XXXX;

	Considering the notification of the Council of Ministers, communicated in the context of the adoption of the Royal Decree of 27 May 2014 on the placing on the market of nanoparticle-manufactured substances, according to which a prioritisation of the categories of articles to be registered would be adequate;

	Having regard to the study carried out by the University of Namur in 2022, following the request made by the Council of Ministers for the evaluation of articles, which highlighted the proper functioning and usefulness of the Royal Decree of 27 May 2014 on the placing on the market of nanoparticle-manufactured substances and the need to complete the traceability of nanomaterials placed on the market in Belgium by implementing the section on articles while prioritising certain categories of articles for which human exposure is most intense or problematic; 

	Considering the COVID-19 pandemic, the widespread use of face masks by non-professional consumers and Sciensano’s various studies on chemicals of concern found in face masks, it is essential to target this new use and the exposures it entails; 

	Having regard to the opinion of the Finance Inspectorate, given on XXXX;

	Having regard to the agreement of the Minister for the Budget, given on XXXX;

	Having regard to the opinion XXX of the Council of State, given on XXX, pursuant to Article 84, § 1, subparagraph 1(2) of the law on the Council of State, consolidated on 12 January 1973;

	On the proposal of the Minister of Economy and Labour, the Minister of Health and the Minister of the Environment and the opinion of the Ministers who have deliberated in the Council,

	We have decreed and hereby decree:	

	Article 1 In Article 1 of the Royal Decree of 27 May 2014 on the placing on the market of nanoparticle-manufactured substances, the following amendments are made:
1. (1) and (8) are repealed;
2. (9), inserted by the Royal Decree of 22 December 2017, is repealed;
3. (4) is replaced by the following: “(4) Food commodities referred to in Article 1(1) of the Law of 24 January 1977 on the protection of consumer health with regard to food commodities and other products;”.

	Article 2. In Article 2 of the same Order, subparagraph 1 is supplemented by (26), (27) and (28), worded as follows: 
“(26) cosmetic product: any substance or mixture intended to be placed in contact with the superficial parts of the human body (epidermis, hair and capillary systems, nails, lips and external genitalia) or with the teeth and oral mucous membranes with a view, exclusively or principally, to cleaning them, perfuming them, modifying their appearance, protecting them, maintaining them in good condition or correcting body odours;
(27) biocidal product: 
- any substance or mixture, in the form in which it is delivered to the user, consisting of one or more active substances, containing or generating it, which is intended to destroy, repel or render harmless harmful organisms, to prevent their action or to combat them in any other way by action other than mere physical or mechanical action, 
- any substance or mixture generated by substances or mixtures which do not themselves fall within the scope of the first indent, intended to be used to destroy, repel or render harmless harmful organisms, to prevent their action or to combat them in any other way by action other than mere physical or mechanical action. 
A treated article having a mainly biocidal function is considered to be a biocidal product; 
(28) materials and objects intended to come into contact with food commodities: materials and objects, including active and intelligent materials and objects intended to come into contact with food commodities, which, as a finished product:
- are intended to come into contact with food commodities;
or
- are already in contact with food commodities and were intended for that purpose,
or
- which can reasonably be expected to be brought into contact with food commodities or transfer their constituents to food commodities under normal or foreseeable conditions of their use.”.

	Article 3. In Chapter 3 of the same Order, Articles 10a to 10c are inserted and drafted as follows: 
“ Article 10a. The provisions of this Chapter shall apply to the following categories of articles: 
(1) textile articles;
(2) personal care articles and cosmetic products;
(3) articles intended for babies and children; 
(4) filters, kitchen equipment, materials and objects intended to come into contact with food commodities;
(5) face masks.

	Article 10b. For the purposes of this Chapter, textile articles shall mean: 
· clothing;

· shoes;

· sporting goods, i.e. sportswear and other sports textiles;

· textiles other than clothing which, under normal or reasonably foreseeable conditions of use, come into contact with human skin to an extent similar to that of clothing. 

	Article 10c. For the purposes of the application of this Chapter, the following products shall be treated as follows:
(1) Personal care articles and cosmetic products: 
· hairdressing and make-up accessories;

· small appliances used for the body, teeth and hair;

· cosmetic products. 
(2) Articles intended for babies and children:
· child care articles;

· toys.
(3) Filters, kitchen equipment, materials and objects intended to come into contact with food commodities:
· water filters;

· filters for fume hoods;

·  kitchen utensils;

· electrical goods and kitchen appliances;

· food packaging and food preservation items.
(4) Face masks: 
· devices applied to the nose and mouth, woven or non-woven, used to filter out exhaled or inhaled air.”.

	Article 4. In Article 11 of the same Order, (2) of paragraph 1 is replaced by the following:
“2. Either a quantity of more than 100 grams of at least one of these nanoparticle-manufactured substances, or a quantity of at least one thousand pieces of the complex article or object, shall be placed on the market during the calendar year in which the notification takes place;”. 

	Article 5. In Article 24 of the same Order, subparagraph 3 of paragraph 1 is replaced by the following:
“ Articles 10a to 17 shall enter into force on 1st January 2025.”. 

	Article 6. 	The Minister of Economy, the Minister of Labour, the Minister for Public Health and the Environment Minister are each responsible for the execution of this order.
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