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     Your application for access to documents EASE 2025/6222 

Dear Mr Khoshnyat, 

We refer to your request registered on 27 November 2025 under the above-mentioned 

reference number. 

You requested access to the following documents: 

• EN 556-2:2024 

Sterilization of medical devices - Requirements for medical devices to be 

designated "STERILE" - Part 2: Requirements for aseptically processed medical 

devices 

• EN ISO 10993-10:2023 

Biological evaluation of medical devices - Part 10: Tests for skin sensitization (ISO 

10993-10:2021) 

• EN ISO 10993-12:2021 

Biological evaluation of medical devices - Part 12: Sample preparation and 

reference materials (ISO 10993-12:2021) 

Please note that the documents which form the subject-matter of your application EASE 

2025/6222 may be obtained: 

- for EN 556-2:2024, via the following link: 

https://harmonized.standards.eu/; 

 

- for EN ISO 10993-10:2023 and EN ISO 10993-12:2021, after logging in with your EU 

Login account, via the following link: 

https://ec.europa.eu/growth/tools-databases/enorm/access_to_harmonised_standards. 
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Please note that documents which originate from third parties are disclosed to you in 

accordance with Regulation (EC) No 1049/2001 (1). However, this disclosure does not 

affect the rules on intellectual property, which restrict their reproduction, i.e. the copying 

or making of copies in any form, communicating the documents by sending or forwarding 

them to others, and use of the documents without the agreement of the third party who may 

hold intellectual property rights including copyright in the documents.  

The European Commission does not assume any responsibility for any act by you which 

would require the agreement of the holder of the any intellectual property right in the 

documents. The documents are being disclosed to you on a read-only basis. By accessing 

the standards provided, you agree not to circumvent the technical features implemented by 

the European Commission, which include preventing forwarding, downloading, and 

printing. Any attempt to bypass these restrictions may infringe copyright. You are solely 

responsible for any acts that may infringe the rights of third parties, including copyright. 

EU law applies to this disclaimer. 

 

 

Yours sincerely, 

Rainer BECKER 

Enclosure: List of identified documents.  

 
(1) Regulation (EC) No 1049/2001 regarding public access to European Parliament, Council and 

Commission documents (OJ L 145, 31.5.2001, p. 43). 
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