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Publication in the  
Official Journal of the 

European Union
Entry into force (EoF)

Read about our certification 
services at: bsigroup.com/medical

Email us with questions at:  
medicaldevices@bsigroup.com

Find us on 
LinkedIn

EoF + 9 months

Art 1, 2, 3 
become applicable

EoF + 12 months

Art 4 (1), (2) and (3) 
become applicable

EoF + 18 months

Art 5, 6 and 7 
become applicable

1 January 2028

Art 4 (4) 
becomes applicable

25 February 2027

Quotations and 
timelines

25 May 2027

Monitoring of  
duration and costs

25 November 2027

Re-certification

30 April 2028

Annual report 
of KPIs

25 May 20265 May 2026

https://bsigroup.com/medical
mailto:medicaldevices@bsigroup.com
https://www.linkedin.com/showcase/bsi-medical-devices/



