


Notwithstanding the present Statement, in order to affix the CE marking to the products, it is 

necessary to transpose ali relevant EU harmonisation legislation providing for the affixing of 

the CE marking in order to ensure that products to which it has been affixed fulfill all 

applicable EU harmonised requirements. in addition, Turkey shall take decisions to implement 

all Commission delegated and implementing acts under the in Vitro Diagnostic Medical 

Devices Regulation. 

The Turkish legislation which relates to Regulation (EU) 2017 /746, including any procedures 

set out in that legislation, shall be applied in line with the related or corresponding provisions 

of that Regulation. 

To conform to the EU's data protection legislation governing access by Turkish authorities 

(and other operators, if applicable) to the European database on medical devices (Eudamed), 

an Administrative Arrangement has been concluded between the Commission and Turkey 

pursuant to Article 48-3b of the Regulation (EU) 2018/1725 on the protection of natura! 

persons with regard to the processing of personal data by the Union institutions, bodies, 

offices and agencies and on the free movement of such data. This statement is valid as long 

as the Administrative Arrangement remains in force. 
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