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Turkiye AB Uyum Sureci



KEY MILESTONES IN EU - TURKEY RELATIONS

Turkey applies for associate membership
1959 4 in the European Economic Community
The ‘Ankara Agreement’ is signed on |
1 September, aiming at bringing Turkey .I 963
into a Customs Union with <

the EEC and, ultimately, membership

1987 4 Turkey appiies for full EEC membership | \ Gimrik Birligi siireci

into force on 01.01.1996

The EU/Turkey Customs Union enters + -I 996 <

The first Regular Report for Turkey
1998 is published ‘

Turkey formally becomes a candidate
country for accession to the EU 1 999 <

Avrupa Birligi sureci

| The EU adopts the EU-Turkey Accession
2001 Partnership on 8 March, providing a
road map for Turkey’s EU accession “
I process
On 17 December, the EU decides to
open membership talks with Turkey 2004 <
I The EU adopts the negotiating j
framework; negotiations are formally
2005 opened on 3 October <

following entry into force of the B 2()1()
Lisbon Treaty I

201 2 The Positive Agenda brings a fresh
dynamic to EU-Turkey relations

Intensification of CFSP cooperation + I

‘ First visit to Turkey by a President of the + 201 3 * EU-Turkey Readmission Agreement - ‘

European Council Initiation of visa liberalization dialogue

‘ EU-Turkey statement on irregular F 201 5

migrations, 18 March




Tibbi Cihaz Yonetmelikleri

Ulkemizde Tibbi Cihaz Diizenlemelerinin Ortaya Cikis Sureci

Mutabakat

AB Komisyonu, AB
Parlamentosu
arasinda taslak metin
Uzerinde dedgisiklik
yvaparak nihai metin

Tibbi Cihaz
Tibbi cihaz
regulasyonu igin
gecis surecinin

Gumruk Birligi
95/1 ve 97/2 Ortaklik

Revizyonlar
Yonetmelik

Yeni Yaklasim
Direktiflerinin

Yonetmeligi

taslak olarak kamuya
aciklanmasi

Mayis ayinda
yurariage girdi.

Ortaya Cikisi Konseyi Kararlari guncellemeleri icin uzlast:. bitis tarihi.
Ilk tibbi cihaz Uyumlastirma Yeni AB Resmi in Vitro Tibbi
duzenlemeleri calismalan Regiilasyon Gazetesinde Tam Cihaz
90/385 AIMDD 2002 Tibbi Cihaz Taslagi Yayimlanma VD regllasyonu
93/42 MD Yon. Tibbi cihazlara iliskin Yeni regllasyon Nisan icin gecis surecinin
a98/79 IVD 2003 VD degisiklik dnerilerinin ayinda yayimlanarak

bitis tarihi
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' 300.000 kadin, 65 Ulke...

L 2000l yillarin ortalarindan itibaren urunun tamaminda
medikal saflikta silikon yerine, medikal saflikta-sanayi tipl

slikon karisimi kullanilarak implantlar imal edilmistir.
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Standards and SMEs for SMEs

PIP Action Plan

Action Plan for Immediate Actions under Existing Medical Devices
Legislation (PIP Action Plan)

The European Commission and EU countries have taken joint action to tighten controls,
provide a better guarantee for the safety of medical devices, and restore confidence as part of
the Joint Plan for Immediate Actions under existing Medical Devices Legislation (the so-called
'‘PIP Action Plan') .

The plan was launched in 2012 following the discovery of the fraudulent use of non-medical
grade silicone in breast implants that were manufactured by the company 'Poly Implant
Prothése' (PIP).

The Action Plan aims to improve control on the basis of existing legislation. It focuses on 4 key areas:

e the functioning of notified bodies
e market surveillance
e coordination as regards vigilance

e communication and transparency

On 20 June 2014, the Employment, Social Policy, Health and Consumers Affairs (EPSCO) Council
discussed a Commission Staff Working Document. This document contained a detailed analysis of the
implementation of the joint actions taken by the Commission and EU countries, within the scope of the
PIP Action Plan.

The discussion resulted in an agreement to proceed with a second set of measures relating to
problematic issues, identified in the Commission Staff Working Document. These include steps to
improve market surveillance, the functioning of notified bodies, communication and transparency, and
the sharing of good practices.




Teknoloji cok hizli ilerliyor....



Ofticial Journal L 117

of the European Union

* X %
* *
* *
* *
* Kk
Volume 60
Englsh editon Legislation 5 May 2017
Contents

I Legislative acts

REGULATIONS

* 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(') 1

* Regulation (EU) 2017746 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 (1) oo oo 176




Tibbi Cihaz Yonetmelikleri
VS
Yeni Tibbi Cihaz Regulasyonlari




Tibbi Cihaz Yonetmelikleri
VS
Yeni Tibbi Cihaz Regulasyonlari

Yeni Uriin Gruplari
Eklendi P Tanimlar Detaylandirildi Mevzuattan Sorumlu Kisi

Uzman Paneller

Uriin Sigortasi Kayit Gereklilikleri ve
MDCG
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Bugune dek ne yaptik, su an ne yapiyoruz, onumuzdeki surecte ne

yapacagiz?



Hedefimiz

Yeni Tibbi Cihaz Duzenlemeleri

1. Onaylanmis
Kuruluslarin

Yeni-I 1bbi Atanmasi

Cihaz
Duzenlemeler diizenlemelere

uyumunu saglamak.

2. Imalatgilarin yeni




Degerlendirme




Degerlendirme
MDR/IVDR

» Bu surecte kazanimlarimiz:

» Turk imalatgilari sure¢ icinde AB duzenlemelerine guclu bir gekilde uyum saglamayi
basarmistir.

» Tibbi cihaz yonetmelikleri ile bagimsiz, seffaf ve yonetilebilir bir belgelendirme sureci
olusturulmustur.

» AB regulasyonlarina uyum, imalatgilarimizin basta AB ulkeleri olmak Uzere dunyanin bir ¢ok
ulkesine herhangi bir ek belgelendirme veya ek izin alma zorunlulugu bulunmadan ihracat
yapabilmesine imkan tanimistir.

» Ongorulebilir ve global diizenlemelerle tam uyumlu bir ekosistemin olmasi yerlilesme
calismalar! acisindan firsat olusturmaktadir.

» Ulkemiz gelismis Ulkeler ile birlikte es zamanli olarak yeni tedavi enstriimanlarina ulasabilmistir.
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