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DECISION
SUBJECT: laying down essential requirements for industrially processed rubber products.
THE MINISTERS OF
ECONOMY               DEVELOPMENT AND INVESTMENTS
ENVIRONMENT AND ENERGY 
Α.	 Having regard to
1. Law 2690/1999 (45/A), ‘Ratification of the Code of Administrative Procedure and other provisions’.
2. Law 4622/2019 (133/Α) on ‘State headquarters: organisation, operation and transparency of the government, government organs and central public administration.
3. Law 4605/2019 (52/A) and, specifically, Article 47 thereof, which states: ‘1. The Directorate-General for the Implementation of Regulations, Infrastructure and Control within the General Secretariat for Industry of the Ministry of Economy and Development, established by Article 2 of Presidential Decree 147/2017 (192/A), is hereby renamed the Directorate-General for Industry and the Business Environment’.
4. The provisions of Articles 22 – 33 of Law 4072/2012 (86/A) on improving the business environment – new company form – trademarks – estate agents – regulation of shipping, ports and fisheries matters and other provisions relating to market surveillance for the industrial products market and quality of services.
5. The provisions of Articles 127 – 154 of Law 4512/2018 (5/A), ‘Arrangements for the implementation of structural reforms of the economic adjustment programme and other provisions’, Section D, ‘Establishment of a framework for the surveillance of economic activities and the products market and other provisions’.
6. The provisions of Article 22 of Law 1682/1987 (Government Gazette 14/A) ‘Development policy means and bodies. . . and other provisions’
7. Presidential Decree 147/2017 (192/A) on the ‘Organisation of the Ministry of Finance and Development’.
8. Presidential Decree 81/2019 (119/A), on the ‘Creation, merging, renaming and abolition of ministries and definition of their responsibilities – transfer of services and responsibilities between ministries’.
9.  Presidential Decree 83/2019 (121/A) on the 'appointment of a Deputy Prime Minister, Ministers, Deputy Ministers and State Secretaries'.
10. The provisions of Chapter I of Law 4389/2016 (Government Gazette 94/A) on the establishment of the Independent Authority for Public Revenue and in particular those of Article 7, Article 14(1) and Article 41 thereof.
11. Decision No Δ.ΟΡΓ.Α. 1036960 ΕΞ 2017/10-03-2017 (Government Gazette 968/B and 1238/B) of the Governor of the Independent Authority for Public Revenue on the organisational structure of the Independent Authority for Public Revenue.
12. Joint Ministerial Decision No Ζ3-2810/2004 (Government Gazette 1885/B/2004) on general product safety – transposition of Directive 2001/95/EC of the European Parliament and of the Council of 3 December 2001.
13. Regulation (EC) No 765/2008 of the European Parliament and of the Council of 9 July 2008 setting out the requirements for accreditation and market surveillance relating to the marketing of products and repealing Regulation (EEC) No 339/93.
14. Regulation (EC) No 1907/2006 of the European Parliament and of the Council concerning the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH), establishing a European Chemicals Agency, amending Directive 1999/45/EC and repealing Council Regulation (EEC) No 793/93 and Commission Regulation (EC) No 1488/94 as well as Council Directive 76/769/EEC and Commission Directives 91/155/EEC, 93/67/EEC, 93/105/EC and 2000/21/EC (hereinafter the REACH regulation), as in force, as well as the national provisions:
15. Ministerial Decision No 82/2009 (Government Gazette 581/B/31.3.2009), laying down sanctions for the implementation of Regulation (EC) No 1907/2006 of the European Parliament and of the Council.
16. Ministerial Decision No 450/2008 (Government Gazette 2553/B/2008), laying down control measures for the implementation of Regulation (EC) No 1907/2006 of the European Parliament and of the Council.
17. Ministerial Decision No 3013966/2726 (Government Gazette 1025/B/2007) designating the competent authority for the implementation of Regulation (EC) 1907/2006 of the European Parliament and of the Council (OJ L 396/30.12.2006).
18. Regulation (EC) No 1272/2008 of the European Parliament and of the Council on classification, labelling and packaging of substances and mixtures, amending and repealing Directives 67/548/EEC and 1999/45/EC, and amending Regulation (EC) No 1907/2006 (hereinafter the CLP regulation).
19. Ministerial Decision No 3017130/2798 (Government Gazette 1843/B/2009) designating the competent authority for the implementation of Regulation (EC) No 1272/2008 of the European Parliament and of the Council (OJ L 353/31.12.2008).
20. Joint Ministerial Decision No 3015811/2663 (Government Gazette 1410/B/2010) laying down control measures and sanctions for the implementation of Regulation (EC) No 1272/2008 of the European Parliament and of the Council, as amended by Joint Ministerial Decision No 111/2017 (Government Gazette 1876/B/2018).
21. Directive (EU) 2015/1535 of the European Parliament and of the Council laying down a procedure for the provision of information in the field of technical regulations and of rules on Information Society services.
22. Regulation (EC) No 850/2004 on persistent organic pollutants and amending Directive 79/117/EEC.
23. Decision No 339/18.07.2019 of the Prime Minister and the Minister of Finance on the delegation of responsibilities to the Deputy Minister of Finance, Mr Apostolos Vesyropoulos (Government Gazette 3051/B).
24. The provisions of Joint Ministerial Decision No Φ.01.2/56790/ΔΠΠ1828/31.5.2016 (Government Gazette 1897/B) on the regulatory framework for conformity assessment bodies, which operate in the fields of EU harmonised law and/or in the fields of purely national technical industrial law, which fall within the remit of the General Secretariat for Industry.
25. Ministerial Decision No 28492/2009 (Government Gazette 931/B) laying down the conditions and technical specifications for the construction and running of municipal and community outdoor play areas, equipment and licensing and inspection procedures, maintenance procedures, and all other necessary modalities, as amended and in force following Ministerial Decision No 27934/2014 (Government Gazette 2029/B).
26. Joint Ministerial Decision No 43650/2019 (Government Gazette 213/B) laying down the terms, conditions, procedure, supporting documents and all other necessary modalities to grant and remove indoor play area establishment and operating permits.
27. The completion of the notification procedures of the draft Joint Ministerial Decision to the European Commission under notification number 2019/87/GR and the incorporation of the comments made by the European Commission.
28. The provisions of this decision do not entail any expenditure to the state budget.

WE HEREBY DECIDE

Article 1
Scope and purpose
1. [bookmark: _GoBack]This decision lays down essential requirements for products made entirely of rubber or which contain rubber and which are intended to be used for the purposes specified in Annex I to this decision. Rubber may either come from primary raw materials or secondary ones from the recycling of rubber products such as Ethylene Propylene Diene Rubber (EPDM), Styrene Butadiene Rubber (SBR), Ethylene Acrylate Rubber (EA, AEM), Polyurethane Rubber (AU, EU), Silicone Rubber (PMQ, PVMQ, VMQ) or others.
2. The requirements laid down and set out in Annex II ensure that these processed rubber products comply with the provisions of this technical legislation as well as with any other applicable legislation.

Article 2
Definitions
For the purposes of this decision, the following definitions shall apply:
1. “Rubbers”: Materials intended for sale on the market for the purposes specified in Annex I which come either from recycled rubbers or from other sources in accordance with Article 1(1).
2. “Manufacturer”: An operator who undertakes to process rubbers to produce a finished product in order to place it on the Greek market for the purposes specified in Annex I hereto.
3. “Importer”: Any natural or legal person who makes available on the Greek market industrially processed rubber products for the purposes specified in Annex I, from a non-EU country. The importer shall have the obligations of a manufacturer, where the latter is not established in the European Union.
4. “Distributor”: Any natural or legal person in the supply chain, other than the manufacturer or the importer, who makes a product available on the market.
5. “Customer” (person receiving products): Any natural or legal person who acquires rubber products in return for financial consideration, in accordance with Annex I.
6. “Economic operators”: Manufacturers, importers, distributors or customers who, to the extent applicable to them, take part in the supply chain.
7. “Conformity assessment body”: An operator who performs the conformity assessment activities within the meaning of Regulation (EC) No 765/2008.
8. “Declaration on honour”: A declaration issued by the manufacturer or importer confirming that the industrially processed rubber products conform to the requirements of this decision.
9. “Competent market surveillance authorities”: The competent departments of the General Secretariat for Industry of the Ministry of Economy and Development and the competent departments of the State General Laboratory of the Independent Authority for Public Revenue.

Article 3
Rubber product quality requirements
1. The processed rubber products referred to in Article 1(1) which are intended to be used for the purposes stated in Annex I must conform to the requirements in point 1 of Annex II hereto.
2. The rubbers used to manufacture the products referred to in paragraph 1 of the same Article must meet the requirements in point 2 of Annex II.
3. The manufacturer, importer and distributor of processed rubber products is obliged to comply with the provisions hereto and to comply with the obligations laid down in Articles 4 and 5 hereto, to the extent applicable to them.

Article 4
Declaration on honour 
1. Each batch of processed rubber products intended to be placed on the market after manufacture for the purposes specified in Annex I shall be accompanied by a suitable “Declaration on honour” issued by the manufacturer in accordance with the template in Annex III. 
The Declaration on honour shall be prepared at the end of the manufacturing process for each batch and the technical specifications of the processed rubber products shall be attached to it.
2. The Declaration on honour shall accompany each batch of products and shall be transferred to the subsequent person who acquires ownership of the batch until the final intended application of those products.
3. A copy of the Declaration on honour shall be kept by the economic operator responsible and shall be available at all times to the competent market surveillance authorities.
4. The Declaration on honour may also be issued in electronic format.

Article 5
Quality Management System – Labelling
1. The manufacturer of the products referred to in Annex I shall apply a Quality Management System that meets the requirements laid down in Annex IV.
Conformity by the manufacturer with the requirements of Annex IV may be documented through the implementation of a Quality Management System in accordance with the international ISO 9001:2015 standard (as currently in force), which is certified by an accredited conformity assessment body.
2. Processed rubber product importers shall request that their suppliers produce the Declaration on honour referred to in Article 4, in order to be able to make the products available without hindrance on the Greek market.
3. Processed rubber products which fall under point 1 of Annex I must also conform to the requirements of Joint Ministerial Decisions Nos 28492/18.5.2009, 27934/25.7.2014 and 36873/2.8.2007, as in force.

Article 6
General requirements for manufacture - Provision of information to customers
1. In order to assess the conformity of the products referred to in Annex Ι, manufacturers may apply harmonised European standards. If there are no harmonised European standards, corresponding international, European or national standards may be followed, or even internationally recognised technical specifications or good practice. 
Annex V provides an indicative, non-exhaustive list of standards and technical specifications to support manufacturers. 
2. Conformity assessment shall be carried out by a conformity assessment body within the meaning of Regulation No 765/2008/EC, which shall issue a Conformity Certificate on the basis of the requirements herein, following a request from the manufacturer for the purpose for which it is intended. The Conformity Certificate shall refer to the finished final products produced from the processing of rubbers. 
3. The manufacturer, importer or distributor must provide the customers with the necessary recommendations, information and suggestions, inform them on the standards applied and advise the customers on the appropriate steps needed in order to avoid potential risks.
Recommendations, information and suggestions must be clear and comprehensible, must relate to the techniques followed in manufacturing the products, must indicate the estimated product lifespan under normal and reasonably foreseeable usage conditions, and must refer to the necessary regular inspections, the maintenance method and corrective measures needed to ensure the health and safety of users.

Article 7
Market surveillance
1. The competent national authority for market surveillance of products which fall within the scope of this decision as well as for the proper implementation of its provisions is the General Secretariat for Industry, of the Ministry of Development and Investments. In the context of its supervisory obligations to prepare and carry out an annual market surveillance plan (Regulation (EC) No 765/2008 and Law 4072/2012, Chapter V), the authority must also include checks on the products covered by this decision.
2. In the context of preparing product inspection plans concerning product compliance with the REACH and CLP regulations, the State General Laboratory shall, pursuant to Ministerial Decision No 450/2008 (Government Gazette 2553/B/2008) and Joint Ministerial Decision No 3015811/2663 (Government Gazette 1410/B/2010) prepare, as applicable, inspection plans to assess whether the products under this decision conform to the REACH and CLP regulations.
3. The checks shall be carried out at manufacturing, packaging, warehousing and distribution premises and on cargoes intended to be warehoused or delivered for installation at schools, indoor and outdoor play areas, sports grounds, sports facilities, swimming pools, public and private gyms, etc.
4. Lab tests carried out to check and document the conformity of the finished products shall only be done by accredited labs in each field.
5. Samples taken in the framework of market surveillance operations in order to assess conformity with the REACH and CLP regulations shall only be examined by the labs of the State General Laboratory. 

Article 8
Obligations on economic operators
The obligations on economic operators who are subject to the provisions of this decision are set out in the paragraphs below.
1. Manufacturers, importers and distributors are obliged to:
· supply the market with products in accordance with the provisions of this decision;
· prepare or require the manufacturer to prepare the Declaration on honour referred to in Article 4, which should be handed down to the customer along with a relevant technical file, recommendations and suitable information;
· provide the competent market surveillance authorities, upon request, with access to the Quality Management System used;
· provide access to all premises, facilities and documents relating to the processing, warehousing and installation of products, at the request of the competent market surveillance authorities, in order to examine conformity with the provisions of this decision;
· implement a traceability system;
· inform the competent market surveillance authorities of potential risks and collaborate with them to prevent such risks.
2. Customers responsible for product applications and use by the general public are obliged, without prejudice to more specific provisions (such as the law on green contracts) to:
· include the requirements of this decision among the technical specifications of the tender procedures they launch to procure the said products, and to request the submission of suitable evidence of conformity, in documentary format and certificates;
· retain for each batch of products supplied the Declaration on honour and the technical file which has been provided to them by the manufacturer or importer;
· comply with the recommendations and suggestions made by the product manufacturer or importer;
· provide access to all premises, facilities and documents relating to the processing, warehousing and installation of products, at the request of the competent market surveillance authorities, in order to examine conformity with the provisions of this decision;
· inform the competent market surveillance authorities of potential risks and collaborate with them to prevent such risks.
3. Conformity assessment bodies are obliged to:
· fully meet the requirements of the technical legislation relating to them and comply without fail with the operating conditions imposed on them;
· exercise their powers in an independent and impartial manner;
· issue suitable certificates in accordance with the legislation and the technical regulations;
· inform the competent authorities of potential risks and collaborate with them to prevent such risks.

Article 9
Mutual recognition clause
1. Industrially processed rubber products intended for the purposes specified in Annex I which are lawfully marketed in another European Union Member State or in Turkey or which come from and are lawfully marketed in an EFTA State, which is a party to the EEA Agreement, shall be presumed to comply with the provisions of this decision. 
The application of these provisions is subject to Regulation (EC) No 764/2008 of the European Parliament and of the Council of 9 July 2008 laying down procedures relating to the application of certain national technical rules to products lawfully marketed in another Member State and repealing Decision No 3052/95/EC (OJ L 218, 13.8.2008, p. 21) until 18 April 2020, and shall be subject to Regulation (EU) 2019/515 of 19 March 2019 on the mutual recognition of goods lawfully marketed in another Member State as of 19 April 2020.
2. Without prejudice to paragraph 1, processed rubber products shall be placed without hindrance on the Greek market, if they are proven to offer performance levels equivalent to those provided in this decision and to comply with the provisions of EU law.

Article 10
Sanctions
1. Within six (6) months from the entry into force of this decision, processed rubber products which do not conform to the provisions hereof may not be placed on the Greek market for the purposes of Annex I.
2. The authority responsible for taking measures and imposing administrative sanctions in cases related to infringements of the REACH and CLP regulations, for which special provisions apply, is the State General Laboratory. 
3. Where the obligations of economic operator are not complied with, the General Secretariat for Industry shall impose penalties.
4. Any measures taken by the State General Laboratory for infringements of the REACH and CLP regulations shall not negate additional measures or administrative or financial penalties being imposed by the General Secretariat for Industry for failure to comply with the provisions that fall within its remit.
5. Any failure to cooperate with the competent market surveillance authorities in taking corrective measures shall be referred to the competent judicial authorities in order to investigate the criminal liabilities of the economic operators involved.

Article 11
Studies – technical progress
1. From the entry into force of this decision, the General Secretariat for Industry may assign the carrying out of scientific studies to evaluate the impacts and risks of using the products referred to in Article 1, having regard to the specific conditions of use of those products (ageing of materials, maintenance method, weather conditions especially during periods of high temperatures and humidity, etc.).
Similar studies may also be carried out concerning the placing on the market of innovative products and/or to adapt products to continuing technical progress.
2. The results of such studies shall be evaluated and form the basis of measures taken to prevent potential risks, where they are not contrary to applicable EU legislation.

Article 12
Transitional provisions
1. Manufacturers and importers of processed rubber products for the purposes specified in Annex I are obliged, within six (6) months of the provisions hereof taking effect, to obtain suitable conformity certificates applicable to them. The certificates shall be appended to the Declaration on honour referred to in Article 4.
2. Within six (6) months of the provisions hereof taking effect, manufacturers and importers of processed rubber products for the purposes specified in Annex I are obliged to submit to the competent market surveillance authorities proof of their conformity with the requirements of this decision.
3. Environmental management or quality management certificates or other certificates and attestations issued prior to the issuing of this decision, relevant to the processing processes and the conformity of Article 1 products shall not apply.
4. Processed rubber products which fall within the scope of Annex I but have already been installed or are in use and operation prior to the entry into force of this decision are excluded from these obligations.

Article 13
Entry into force
1. This decision shall take effect on the day it is published in the Government Gazette.
2. The annexes attached hereto constitute a part of this decision.
3. This decision shall be published in the Government Gazette.

Athens   3 September 2020

	THE MINISTER OF DEVELOPMENT 
AND INVESTMENTS 

SPIRIDON-ADONIS GEORGIADIS
	THE MINISTER OF ENVIRONMENT
AND ENERGY

KOSTIS HATZIDAKIS

	
THE DEPUTY MINISTER OF FINANCE 

APOSTOLOS VESYROPOULOS
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ANNEX I


Products within the scope of this decision


1. Processed rubber floor tiles for: 

· Indoor play areas

· Outdoor play areas

· Schools

· Gyms

· Sports venues, etc.


2. Rubber synthetic surface for use at sports venues: 

· Sports track infills and

· rubber underlay in artificial turfs.


3. Processed rubber items placed on the market, such as:

· toys and childcare products

· sports equipment, such as bicycle hand grips, golf sticks, rackets

· household appliances, prams, baby walkers

· household tools

· clothing, shoes, gloves and sportswear

· watch straps, bracelets, masks, hair accessories
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ANNEX II
Requirements for processed rubber products

	Requirements
	Fulfilment of requirements

	
1. Processed rubber products intended for the purposes specified in Annex I:.

1.1. must conform to the relevant technical specifications and standards of the sector.

1.2. must conform to the provisions of Regulation (EC) No 1907/2006 (REACH), as in force.

1.3. must conform to the special requirements of any legislation that may be relevant.

	
Processed rubber products used for the purposes specified in Annex I must be assessed using:

· Macroscopic examination,

· Lab tests (mechanical, physical and chemical), 
as laid down in the manufacturer’s Quality Management System, in accordance with Annex IV.

Lab tests must be carried out at a lab accredited in accordance with the ISO/IEC 17025 standard.

	
2. Rubbers and other materials used to manufacture the products referred to in Annex Ι:

2.1. must conform to the relevant technical specifications and standards of the sector.

2.2. must conform to the applicable environmental legislation, in case the rubbers come from recycling (as per Annex III to Directive 2008/98/EC, as in force, and Annex IV to Regulation (EC) No 850/2004).

	

· The acceptance and rejection criteria for rubbers and other input materials must be set out in the Quality Management System’s procedures manual in accordance with Annex IV.


· Staff charged with handling rubbers and processed rubber products must be suitably trained to implement the procedures.
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ANNEX III

Declaration on honour 
as referred to in Article 4 of this decision

	1
	
Company name	:
Address	:
Contact details	:


	2

	
Standard or technical specification to which the finished processed rubber product conforms.



	3
	
a) Batch/cargo ID:

b) Cargo quantity (kg), 
volume ( m3 ), No of items:


	4
	
Implementation of a Quality Management System 

Fulfilment of the technical requirements referred to in Annex ΙV: 

Fulfilment of the requirements of the ISO 9001 standard: 2015:


	5
	
Cargo dispatched intended exclusively for use in: 
(indicate the intended purpose) 


	6
	
Details of the person responsible 

Name and surname:

Date:

Signature:
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ANNEX IV

Quality Management System

1. The Quality Management System implemented by the manufacturer of processed rubber products must include a series of documented procedures for each of the following aspects:
1.1. Implementation of the criteria for fulfilling the requirements set out in point 1 of Annex ΙΙ and recording of the results. 
1.2. Implementation of the criteria for fulfilling the requirements set out in point 2 of Annex ΙΙ and recording of the results.
1.3. Management of waste generated by the manufacturing process.
1.4. Keeping to a method for evaluating customer satisfaction.
1.5. Implementation of a traceability system.
1.6. Implementation of a proper storage system.
1.7. Staff training.
1.8. Management of non-compliant products.
1.9. Keeping a record of complaints.
1.10. Review, re-examination and improvement of the Quality Management System.

2. The Quality Management System shall be verified by a third party, i.e. an independent conformity assessment body. 

3. Verification of the Quality Management System shall be performed every three years, except in cases of modifications in the manufacturing methods and techniques, where verification must be performed immediately.


ANNEX V

INDICATIVE LIST OF STANDARDS[footnoteRef:1] & TECHNICAL SPECIFICATIONS FOR THE PROVISION OF INFORMATION TO MANUFACTURERS OF PROCESSED RUBBER PRODUCTS [1:  The updated version of standards is used.] 

The list shall be adapted to new standards issued by the European Committee for Standardization, which are related to the aim of this decision[footnoteRef:2]. [2:  Mandate M/556, C (2017) 2926 final.] 

	CEN/TS 14243
	Materials produced from end of life tyres - Specification of categories based on their dimension(s) and impurities and methods for determining their dimension (s) and impurities

	EN 14243-1
	Materials obtained from end of life tyres - Part 1: General definitions related to the methods for determining their dimension(s) and impurities

	EN 14243-2
	Materials obtained from end of life tyres - Part 2: Granulates and powders - Methods for determining the particle size distribution and impurities, including free steel and free textile content

	EN 14243-3
	Materials obtained from end of life tyres - Part 3: Shreds, cuts and chips - Methods for determining their dimension(s) including protruding filaments dimensions

	PAS 107
	Publicly available specification, for the manufacture and storage of size-reduced
tyre materials

	PAS 108 
	Specification for the production of tyre bales for use in construction

	ELOT EN 1176-1
	Playground equipment and surfacing - Part 1:
General safety requirements and test methods

	ELOT EN 1176-7
	Playground equipment - Part 7: Guidance on installation, inspection, maintenance and operation

	ELOT EN 1177
	Impact absorbing playground surfacing – Determination of critical fall height

	ELOT EN 71-3
	Safety of toys – Part 3: Migration of certain elements

	ELOT EN 14877
	Synthetic surfaces for outdoor sports areas – Specification

	DIN 18035-6 
	Environmental requirements for heavy metal content of rubber synthetic surfaces

	ELOT EN 15330-1
	Surfaces for sports areas – Synthetic turf and needle-punched surfaces primarily designed for outdoor use – Part 1: Specification for synthetic turf surfaces for football, hockey, rugby union training, tennis and multi-sports use

	DIN 18035-6
	Environmental requirements for heavy metal content of rubber synthetic surfaces

	 DIN 18035-7
	 Sports grounds - Part 7: Synthetic turf areas 

	EN 15330-1 
	Surfaces for sports areas. Synthetic turf and needle-punched surfaces primarily designed for outdoor use.

	EN 933-1 
	Tests for geometrical properties of aggregates part 1: determination of particle size distribution – sieving method.

	EN 14955 
	Surfaces for sport areas – determination of composition and particle shape of unbound mineral surfaces for outdoor sport areas.

	EN 1097-3 
	Tests for mechanical and physical properties of aggregates – part 3: determination of loose bulk density and voids.

	EN 14836 
	Synthetic surfaces for outdoor sport areas. Exposure to artificial weathering.

	DIN 18035-7 
	Sports Grounds Part 7: Synthetic Turf Areas, Determination of Environment Compatibility

	NF P90-112
	Sports grounds - Unbound mineral surfaces for outdoor sport areas Specifications for construction.
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