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 EU-TURKEY CUSTOMS UNION AGREEMENT  

IN THE FIELD OF MEDICAL DEVICES 

The establishment of the Customs Union of the EU and Turkey has been done gradually. 

Following Decisions Nos 1/95, 2/97 and 1/2006 of the ЕС-Turkey Association Council, 

the EU-Turkey Customs Union Joint Committee confirmed in its statements of 21 May 

2021 and 13 September 2021 on the implementation of Decision 1/2006 of the ЕС-

Turkey Association Council that Turkish legislation is aligned with: 

 Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 

April 2017 on medical devices, amending Directive 2001/83/EC, Regulation (EC) 

No 178/2002 and Regulation (EC) No 1223/2009 and repealing Council 

Directives 90/385/EEC and 93/42/EEC and 

 Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 

April 2017 on in vitro diagnostic medical devices and repealing Directive 

98/79/EC and Commission Decision 2010/227/EU. 

The two statements of 21 May 2021 and 13 September 2021 further confirm that 

“Whenever the EU instrument listed above [i.e. Regulations 2017/745 or 2017/746] and 

the relevant Turkish provisions giving effect to that instrument contain references to the 

territories of the Parties, the references shall, for the purpose of Decision No 1/95 of the 

ЕС-Turkey Association Council, be understood to comprise the territory of the EU-

Turkey Customs Union.” 

In light of this, the following conclusions with regard to authorised representatives and 

notified bodies can be drawn:1 

I. Authorised representative2 

1. Manufacturers established within the territory of the Customs Union 

Manufacturers established in the EU have no obligation to designate an authorised 

representative in Turkey in order to place devices on the Turkish market. Vice versa, 

                                                 
1  The same conclusions were already drawn with regard to the previous medical devices Directives, see 

Interpretative document of the Commission Services of 11 February 2020 – Interpretation of the 

Customs Union Agreement with Turkey in the field of medical devices (Ref. Ares(2015)2026339). 

2  For the definition of ‘authorised representative’ see Article 2(32) MDR/Article 2(25) IVDR; for 

designation and change see Articles 11, 12 MDR/IVDR. 

https://ec.europa.eu/docsroom/documents/10270/attachments/1/translations
https://ec.europa.eu/docsroom/documents/10270/attachments/1/translations
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manufacturers established in Turkey have no obligation to designate an authorised 

representative on the EU territory in order to place medical devices on the EU market. 

2. Manufacturers established outside the territory of the Customs Union 

Decision No 1/2006 states that an authorised representative has to be nominated "in 

Turkey or in the Community". Therefore, manufacturers established outside the territory 

of the EU or Turkey only need to designate one authorised representative, either in the 

EU or in Turkey, in order to place medical devices on the market in the EU or in Turkey. 

II. Notified body3 

1. Notified bodies in Turkey 

Turkey is entitled to designate notified bodies in accordance with Regulations 2017/745 

and 2017/746. In addition, following Article 2(1) of Decision No 1/2006 concerning the 

notification of Turkish conformity assessment bodies, it is possible for Turkey to 

designate more than one notified body. 

2. Certification by a Turkish notified body 

A notified body established in Turkey has the same rights and obligations as a notified 

body established in the EU. Medical devices covered by a certificate duly issued by a 

Turkish notified body may circulate freely in the EU. Vice versa, medical devices 

covered by a certificate duly issued by a notified body established in the EU may 

circulate freely in Turkey. 

 

 

Annex 1:  Statement of the EU-Turkey Customs Union Joint Committee on the 

implementation of Decision 1/2006 of the EC-Turkey Association Council 

of 21.5.2021 (concerning Regulation (EU) 2017/745 of the European 

Parliament and of the Council of 5 April 2017 on medical devices) (Ref. 

Ares(2021)3455199) 

Annex 2:  Statement of the EU-Turkey Customs Union Joint Committee on the 

implementation of Decision 1/2006 of the EC-Turkey Association Council 

of 13.9.2021 (concerning Regulation (EU) 2017/746 of the European 

Parliament and of the Council of 5 April 2017 on in vitro diagnostic 

medical devices) (Ref. Ares(2021)5903963) 

                                                 
3  For the definition of ‘notified body’ see Article 2(42) MDR/Article 2(34) IVDR. 
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