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The CE certificate of the 45-liter Class IIb medical autoclave (model STE-45-T) from 
Icanclave has been extended in accordance with Regulation (EU) 2023/607 due to 
transitional provisions outlined for medical devices certified under Directive 93/42/EEC. 
Key reasons include: 

1. Extension of Validity for Class IIb Devices: According to Article 120(3a)(b) of 
the regulation, Class IIb devices other than implantable devices have their 
certificates extended until 31 December 2028 provided specific conditions are 
met.

 

2. Prevention of Device Shortages: The extension is implemented to avoid 
disruptions in the availability of medical devices in the European Union, ensuring 
uninterrupted healthcare services. 

3. Compliance Requirements: The device must: 

o Continue to comply with Directive 93/42/EEC. 

o Not undergo significant changes in design or intended purpose. 

o Maintain safety standards without presenting unacceptable risks. 

4. Transition to Regulation (EU) 2017/745: The extension allows manufacturers 
sufficient time to align with the updated requirements under Regulation (EU) 
2017/745 by 2024, including the implementation of a compliant quality 
management system and application for conformity assessment. 
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This regulatory adjustment acknowledges the limitations of notified body capacities and 
the challenges faced by manufacturers in transitioning to the newer framework while 
ensuring the continued safe use of medical devices. 

 


