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Sunum icerigi

* Tibbi Cihazlarin CE isareti Uygunluk
Degerlendirmesi

* Onaylanmis Kuruluslar

e Turk Standartlari Enstitisiu (NB 1783)
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TSE’nin CE Isareti Uygunluk Degerlendlrme Hizmeti Verdigi Yonetmelikler

List of notifications

Body Name TURKISH STANDARDS INSTITUTION (TSE)  NOTIFICATION STATUS
Address Necatibey Cad. No. 112, 06100 Bakanliklar
Ankara
Legislation L PDF
date
Country Turkiye
Phone 00 90 312 416 64 99 92/42/EEC Hot-water boilers th
Fax 00 90 312 416 62 82
Email ce@tse.org.ir 2014/33/EU Lifts and safety components for lifts )
Website www.tse.org.tr [2
2014/68/EU Pressure equipment e
Body Number
Last approval date 0470872023 2014/68/EU Pressure equipment a|
2014/34/EU Equipment and protective systems intended for use in potentially 1
explosive atmospheres (recast) =
Regulation (EU) 2016/426 Appliances burning gaseous fuels e
Regulation (EU) No 305/2011 - Construction products i
Regulation (EU) 2016/425 Personal protective equipment e
93/42/EEC Medical devices
/ Warning: As from 26 May 2021, the notified bodies designated under
Directive 93/42/EEC as listed here are no longer able to issue new
certificates under that Directive, but only allowed to carry out )
surveillance activities for certificates validly issued under that Directive
in the transitional period, as established in Article 120 of Regulation
(EU) 2017/745.
2014/31/EU Non-automatic weighing instruments )

[

2014/32/EU Measuring Instruments Directive
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. Avrupa Birligi Resmi Resmi Gazete
Gazetesi (OJEU) Turkiye
5 Mayis 2017 2 Haziran 2021
Tibbi Cihazlar Direktifi ; - 31493 (Mikerrer)
(MDD) — sayili
(93/42/EEC) Tibbi Cihazlar —
"' Regiilasyonu (MDR) —> T!bbl Clh?f.
Aktif Viicuda Yerlestirilebilir EU 2017/745 Yonetmeligi
Tibbi Cihazlar Direktifi
(AIMDD) -
(90/385/EEC)
In vitro Tibbi Tani | In Vitro Tam
In vitro Tibbi Tani Cihazlari Cihazlari Regulasyonu __» Amacli Tibbi Cihaz
Direktifi (IVD) (98/79/EC) | — (IVDR) Venetmalis
f EU 2017/746 onetmetis!
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»B 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

(Text with EEA relevance)

(OJL 117552017, p. 1)
Amended by:

Official Journal

No page date
> M1 & REGULATION (EU) 2020/561 OF THE EUROPEAN PARLIAMENT AND OF L 130 18 24.4.2020
) THE COUNCIL of 23 April 2020
> 2 COMMISSION DELEGATED REGULATION (EU) 2023/502 of 1 December L 70 1 8.3.2023
‘ 2022
> M3 & REGULATION (EU) 2023/607 OF THE EUROPEAN PARTITAMENT AND OF L 80 24 20.3.2023

THE COUNCIL of 15 March 2023

Corrected by:

7.3.5.2 2017/745
»Cl1 ¥ Corrigendum, OJ L 117, 3.5.2019, p. 9 (2017/745)

334.27.12.2 5 (2017/745
»C2 Corrigendum, OJ L 334, 27.12.2019, p. 165 (2017/745)
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26 Mayis 2021
Uygulama tarihi

25 Mayis 2017

Yirtirlige giris 26 M. ayts 2020

26.05.2024

26.09.2024

31.12.2027

31.12.2028

tasarim ve kullanim amacinda degisiklik olmamas1

PMS, piyasa gozetimi, vijilans, ekonomik aktor ve cihaz kayitlari igin
MDR gereklilikleri
.\ | |
Gecis siireci (4 yil) EU 2023/607 ile tanimlanan gereklilikler
MDR kapsaminda bir MDR Diger
OKya basvuru kapsamumda Smif III ve Aacdaki
yapilmazsa MDD b implante Stardat
. ; s0zlesme g cihazlar i¢in
belgelerin gecersiz anmak icin edilebilen ,
olacagi tarih yap © Sinif b Eeely
son tarih : . stiresinin
& cthazlar i¢in
MDR kapsaminda gecis sonu
basvuru yapmak i¢in stiresinin
son tarih sonu
MDD belgeler
MDR kapsaminda OK MDR Belgeler

atanmasi
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Tibbi Cihaz Yonetmeligi (2017/745 AB)

Onaylanmis Kuruluslar



@ TORK STANDARDLARI ENSTITUSU

353:3:3535353:3:3:33-3:3:3:3:3.3-3:3:3:3:3.3-3:3:3-3:3333-3-3:3-3:33:3-3-3333-3:3-3:33:3-3:-3-3:3:3:3-3-3-3:33-3-3-3-3:3:3-3:3-3-3:3 3333333332

MDR kapsaminda onaylanmis kuruluslarin yetkilendirme siireci

26 Kasim 2017: MDR kapsaminda yetkilendirme basvurulari alinmaya
baslamistir.

Yonetmelikte yetkilendirme streci 18 ay olacak sekilde tanimlanmistir.
2 Haziran 2021: Turkiye'de MDR kapsaminda vyetkilendirme
basvurulari alinmaya baslamistir.

Kasim 2023
e MDR kapsaminda atanmis 40 OK bulunmaktadir.
e MDD kapsaminda atanmis 50 OK bulunmaktadir.

o V9 cENELEC i) S SESEES
) [ 228 coveue ~=R0) & SRl 11

T TRCRIDI 493 BEVOAEET
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B An official website

European |
Commission

Single Market Compliance Space

Notified Bodies A~ Noise emissions v Glossary

Home
Search by country EU-South Korea free

trade agreement (FTA)
Search by legislation

Singl

Protocol on
Free search

What i wutua recognition
agreements

The Sing

Ireland/Northern Ireland

CETA - Protocol on
Conformity Assessment

Notifying authorities

Accreditation bodies

 Approach Notified and Designated

Organisations (NANDO) and the Noise Emissions by Outdoor Equipment (NOISE) systems. The new system includes all
information flows between notifying authorities, designating authaorities, accreditation bodies, notified bodies, market surveillance
authorities, mutual recognition authorities, the Commission and, in the future, economic operators like manufacturers and

importers.

Notified bodies (NANDO)

Notification is an act whereby a Member State informs the Commission and the other Member States that a body, which fulfils the relevant requirements, has

12



BB EUROPA - European Commissic X +

< CcC 0O @ webgate. ec.europa.eu/single-market-compliance-space/#/notified-bodies/by-legislation

Home Notified Bodies v

Home > Notified Bodies > Search by Legislation

Search by Legislation

Noise emissions v Glossary

Select Legislation name from the list below to find Bodies notified to carry out conformity

assessments for this Legislation

Search options

Legislation status

Active

Search results (30)

LEGISLATION STATUS

Legislation name

Regulation (EU) No 305/2011 - Construction products

Regulation (EU) 2020/204 (implementing Directive
2019/520) - Interoperability of Electronic Road Toll Systems

Regulation (EU) 2019/945 on unmanned aircraft systems

and on third-country operators of unmanned aircraft
systems

Regulation (EU) 2019/1009 on EU fertilising products

Regulation (EU) 2017/746 on in vitro diagnostic medical
devices

Regulation (EU) 2017/745 on medical devices /

Regulation (EU) 2016/426 Appliances burning gaseous
fuels

Status

Active

Active

Active

Active

Active

Active

Active

PDF
list

F

B

B

B

B

B

(]
=
joJ
RS
s
[«
|
be

RSS
feed

N

4

g 9 2 Y

13
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Single Market Compliance Space

Home Notified Bodies v Noise emissions Glossary

Home » MNotified Bodies > Bodies

Bodies

Refine list of bodies using search criteria below and click on body name to view details

Search options Search results (40)

Country Showing results 1 - 30

All countries NOTIFICATION STATUS
R EIRVISILN Requiation (EL) 2017/745 on medical devices (2

Body type

All types ltems per page 30 w
Notification status Body type Body Name Country

Active NE 0044 TUV NORD CERT GmbH Germany
Legislation ME 0050 Mational Standards Authority of Ireland (MSAI) Ireland

Regulation (EU) 2017/745 on m RV IMQ ISTITUTO ITALIANO DEL MARCHIO DI QUALITA

ME 0051 Italy
SPA

Procedure / article or annex NE 0123 TUV SUD Product Service GmbH Germany

All procedures

g ME 0124 DEKRA Certification GmbH Germany

LT
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OK Kapasitesi ve Is Yikiiniin Yillara Gére Dagilimi*

2022 e

2012-2016 o
OK

1990-2012 kapasitesinde

OK sisteminin azalma (%30)

kurulmasi 2016-2024

OKlar igin is
yukinin
artmasi

2019 2020 2022

*MedTech Europe (2018) New Medical Technology Regulatory Systems — An urgent need to close the gap
http://www.medtecheurope.org/sites/default/files/resource_items/files/MTE_NB_Capacity_Gap_Infographic_Oct18.pdf
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Tibbi Cihaz Yonetmeligi (2017/745 AB)
Tiirk Standardlari Enstitiisii (NB 1783)
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Uygunluk Degerlendirme Sureglerinin Harmonizasyonu

e Tum uygunluk degerlendirme sirecleri ile ilgili (teknik

dokimantasyon degerlendirme, klinik degerlendirmenin
degerlendirmesi vb.) objektif kriterlerin  belirlendigi
talimatlar olusturuldu.

Farkh Urlin Inceleyicilerin belirlenen bir tibbi cihazin teknik
dokiimantasyonunun her bir bolumunun ne kadar slrede
degerlendirdigi |Istatistiksel yontemler ile analiz edilerek
teknik dokimantasyon degerlendirme sureleri belirlendi.

Herhangi bir Uriin Inceleyicinin degerlendirme siiresi valide
edilmis sureler ile istatistiksel yontemlerle karsilastirilarak
s6z konusu Urun Inceleyicinin degerlendirmesinin kalitesi
belirlenebilecek, yanlis negatif ya da yanlis pozitif sonuclarin
online gecilecektir.

17



Uygunluk Degerlendirme Siire¢lerinin Harmonizasyonu

Farkl onaylanmis kuruluslar ile isbirligi
gerceklestirilerek  degerlendirme surelerinin  farkl
onaylanmis kuruluslar arasinda karsilastirmali analizi
gerceklestirilecektir ve tum onaylanmis kuruluslarin
degerlendirmelerinde harmonizasyon saglanmaya
calisilacaktir.

Avrupa Komisyonu ve ilgili otoriteler ile teknik
dokiimantasyon degerlendirme talimati hakkinda ortak
calismalar yapilacaktir.

18
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Imalatg¢ilarin Bilgilendirilmesi

Ocak ayi itibari ile genis katilimh bilgilendirme toplantilari,

egitim faaliyetleri gerceklestirilecektir.
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Uygunluk Degerlendirme Siireci

On Basvuru Fiyat Teklifi Basvuru
Degerlendirme Sozlesme Degerlendirme
Teknik
Dokiimantasyon
0 RV Degerlendirme
Nihai G6zden Kalite Yonetim
Gecgirme Sistemi Denetimi Klinik
Degerlendirmenin
j Degerlendirmesi

Karar Alma

20
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Imalatgilar
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imalatgilarin Karsilastigi En Biiyiik Zorluk
Diger | | 12%

Teknolojik degisime ayak uydurmak [ 17%

Fiyatkandirma ve karlihk baskilar ] 31%

Artan rekabet ] 23%

Calisani tutma /ise alma L 22%

Degisen geri 6deme ortami [ 15%
[ Degisen mevzuatsartlar i 65% ]
Yeni Griin gelistirme Bl 2%

Finansman / sermaye / kredi ] 32%

Emergo (2021) Global Medical Device Industry Outlook For 2021. Mart 2021 **
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Imalatcilarin MDR Gegisinde Degerlendirmesi
Gereken Hususlar

. Tedarik zincirindeki roli (imalatci, yetkili temsilci, ithalatci,

dagitici)

MDR kapsamina giren cihazlar, sinifi degisen cihazlar vb. cihaz
portfoyii

MDR sartlarina gére KYS

MDR Ek Il ve Ek Il sartlarina gore Teknik Dokiimantasyon

MDR Madde 61, Ek XIV ve Ek XV gerekliliklerine gore Klinik
Degerlendirme

PMS, PMCF, PSUR gibi raporlamalar dahil Piyasaya Arz
Sonrasi Gozetim

MDR Ek | gereklilikleri, 6zellikle UDI dahil Etiketleme
EUDAMED ve UDI dahil izlenebilirlik



Tavsiyeler

MDR ve o0zellikle MDCG Rehber dokimanlarinin
detayli olarak ele alinmasi, tim sureclere entegre
edilmesi

Kalite yonetimi ile ilgili birime kurumsal hafizanin
Korunmasi icin onem verilmesi

Degerlendirmelerde / Denetimlerde tespit edilen
uygunsuzluklarin gelisme firsati olarak
degerlendirilmesi

Personelin surekli egitiminin saglanmasi ve egitim
etkinliginin degerlendirilmesi

24
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Tesekkurler

Seyda Temiz
TSE Uzmam
Direktifler Midirligi
0312 416 6444
stemiz@tse.org.tr



