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2. Portugal

3A. Ministério da Economia e da Coeséo Territorial
Instituto Portugués da Qualidade, I.P.

Rua Anténio Giado, n.° 2

2829-513 Caparica

Telefone: + 351 21 294 81 00

Correio eletrénico: not1535@ipq.pt

site: www.ipq.pt

3B. Gabinete da Secretaria de Estado da Saude
Ministério da Saude

Avenida Joao Cris6stomo, n.° 9

1049-062 Lisboa

Correio eletrénico: sandra.parreira@ms.gov.pt

4.2025/0787/PT - S10S - Medical devices



5. Approves the list of single-use medical devices whose reprocessing is prohibited

6. Single-use medical devices whose reprocessing is prohibited for reasons of patient safety, clinical risk and
technical limitations, in accordance with Regulation (EU) 2017/745.

8. This order approves the list of single-use medical devices whose reprocessing is prohibited in national
territory, in accordance with Article 17 of Regulation (EU) 2017/745 and Implementing Regulation (EU)
2020/1207.

The list identifies categories of devices which, because of their technical, clinical or safety characteristics, are
not suitable for reprocessing.

The measure aims to ensure a high level of protection of public health and patient safety while ensuring a
harmonised application of Union law in the field of medical devices.

9. The adoption of this Ordinance is justified by the need to exclude from reprocessing single-use medical
devices presenting specific risks or technical limitations incompatible with safe re-use.

The measure stems directly from the European regulatory framework applicable to medical devices and aims
to ensure the protection of public health, clinical safety and confidence in the healthcare system, without
introducing discrimination or disproportionate barriers to the internal market.

10. References of the Basic Texts: 2021/0130/P

The basic texts were forwarded with an earlier notification:
2021/0130/P

11. No

12.

13. No

14. No

15. No

16.
TBT aspects: No

SPS aspects: No
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