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NOTIFICATION
The following notification is being circulated in accordance with Article 10.6

	1.
	Notifying Member: EUROPEAN UNION
If applicable, name of local government involved (Articles 3.2 and 7.2): 

	2.
	Agency responsible: 
European Commission
EU-TBT Enquiry Point,
Fax: +(32) 2 299 80 43,
E-mail: grow-eu-tbt@ec.europa.eu
Website: https://technical-barriers-trade.ec.europa.eu/en/home

	3.
	Notified under Article 2.9.2 [X], 2.10.1 [ ], 5.6.2 [X], 5.7.1 [ ], 3.2 [ ], 7.2 [ ], Other: 

	4.
	Products covered (HS codes or national tariff lines. ICS numbers may be provided in addition, where applicable): Products containing intentionally-added microplastics (particles with dimensions below 5 mm that are formed or coated by synthetic solid organic polymers which are insoluble and non-biodegradable). 

	5.
	Details of notified document(s) (title, number of pages and languages, means of access): Draft Commission Regulation (EU) …/… amending Annex XVII to Regulation (EC) No 1907/2006 of the European Parliament and of the Council as regards synthetic polymer microparticles; (4 page(s), in English), (2 page(s), in English)
Link to notified document(s) and/or contact details for agency or authority which can provide copies upon request: 
https://members.wto.org/crnattachments/2025/TBT/EEC/25_06123_00_e.pdf
https://members.wto.org/crnattachments/2025/TBT/EEC/25_06123_01_e.pdf
European Commission
EU-TBT Enquiry Point
Fax: + (32) 2 299 80 43
E-mail: grow-eu-tbt@ec.europa.eu
The text is available on the Website: https://technical-barriers-trade.ec.europa.eu/en/home

	6.
	Description of content: This draft Regulation would amend entry 78 of Annex XVII to Regulation (EC) No 1907/2006 on synthetic polymer microparticles.
Feedback from Member States and stakeholders highlighted that the current enacting terms of entry 78 do not accurately reflect the intention of the regulators (i) to derogate all medicinal products, including those used in clinical trials, (ii) to derogate uses for product and process-oriented research and development, and (iii) not to derogate synthetic polymer microparticles permanently incorporated in a solid matrix that is intended to be frequently removed and replaced.

	7.
	Objective and rationale, including the nature of urgent problems where applicable: Protection of the environment

	8.
	Relevant documents: 
-Regulation (EC) No 1907/2006 of the European Parliament and of the Council on the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH Regulation): http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1423064258789&uri=CELEX:32006R1907
- Annex XV dossier for restriction and opinions of ECHA Committees

	9.
	Proposed date of adoption: Fourth quarter of 2025
Proposed date of entry into force: 20 days from publication in the Official Journal of the EU. The amendments to the derogations on medicinal products and product- and process-oriented research and development would apply retroactively as of 17 October 2023.

	10.
	Provision of comments
Final date for comments: 16 November 2025
[X] 60 days from notification 
Contact details of agency or authority designated to handle comments regarding the notification: 
European Commission,
EU-TBT Enquiry Point,
Fax: + (32) 2 299 80 43,
E-mail: grow-eu-tbt@ec.europa.eu
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