The product shall be sold in the EU Market
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The General process of CE marking

1ldentify the applicable directive(s) / regulation(s) and harmonised
standards
The directives and regulations aligned with, or based on the reference

provisions of Decision 768/2008/EC, are listed here
2 Verify product specific requirements

3.Identify whether an independent conformity assessment (by a
notified body) is necessary

4 Test the product and check its conformity

5 Draw up and keep available the required technical documentation

6. Affix the CE marking and draw up the EU declaration of

conformity (27 KB)

1.

The development team shall evaluate what regulations that is applicable to its product.The CE
directives (i.e. Machinery Directive 2006/42/EC and others ) are provided in the link to EU
commission below.

https://single-market-economy.ec.europa.eu/single-market/goods/new-legislative-
framework en

When explanations on certain compliance issues are missing then the BLUE GUIDE becomes valid,
further explanations are provided for explanations that is missing in the LDirectives to comply
with:

The Blue Guide on the implementation of the product rules 2022 is published -
European Commission

When you can not identify any definition in any of the CE marking directives or regulations you
need to conform to the General Product Safety Directive

REGULATION (EU) 2023/988 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 10 May
2023 on general product safety, amending

Other regulation without the legal document Declaration of Conformity that might apply are
REACH

https://www.kemi.se/en/rules-and-regulations/the-reach-regulation

or Food Contact Regulation 10/2011


https://single-market-economy.ec.europa.eu/single-market/goods/new-legislative-framework_en
https://single-market-economy.ec.europa.eu/news/blue-guide-implementation-product-rules-2022-published-2022-06-29_en
https://www.kemi.se/en/rules-and-regulations/the-reach-regulation

Write in your CEDOC file under technical Documentation under "Other Directive" what directive

you have applied to the product.
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1. TECHNICAL DOCUMENTATION

Manufacturing specs.
Parts list

Process instructions.
Process reports

Mount. instructions
Testing instructions

Test reports

Control instructions
Other directive
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Other directives.
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