Regulation (EU) 2017/745

(AB) 2017/745 Sayili Tibbi Cihaz Tiizligi

Cevirisi
(Legislative acts) (Yasama Tasarruflan)
REGULATIONS TUZUKLER

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)

THE EUROPEAN PARLIAMENT AND THE

COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treaty on the Functioning of
the European Union, and in particular Article 114
and Article 168(4)(c) thereof,

Having regard to the proposal from the European
Commission,

After transmission of the draft legislative act to the
national parliaments,

Having regard to the opinion of the European
Economic and Social Committee

After consulting the Committee of the Regions,
Acting in accordance with the ordinary legislative

2001/83/AT sayih Direktif’i, (AT) 178/2002
saylh Tiiziik’i ve (AT) 1223/2009 sayili
Tiiziik’ii degistiren ve 90/385/AET ve
93/42/AET sayili Konsey Direktiflerini
yiiriirliikten kaldiran, tibbi cihazlara iliskin
5 Nisan 2017 tarihli ve (AB) 2017/745 sayih
AVRUPA PARLAMENTOSU VE KONSEY
TUZUGU
(AEA ile iligkili metin)
AVRUPA PARLAMENTOSU VE AVRUPA
BIRLIGI KONSEY],

Avrupa Birligi’nin Isleyisi Hakkinda Antlasma’y1
ve bu Antlasma’nin o6zellikle 114. maddesi ve
168(4)(c) maddesini géz Oniinde tutarak,

Avrupa Komisyonunun Onerisini gz Oniinde
tutarak,

Taslak yasama tasarrufunun ulusal parlamentolara
gonderilmesini miiteakip,

Avrupa Ekonomik ve Sosyal
goriisiinii gdz Oniinde tutarak,
Bolgeler Komitesine danistiktan sonra,
Olagan yasama usulii uyarinca hareket ederek,

Komitesinin

procedure,

Whereas: Asagidaki gerekgelerle:

(1) Council Directive 90/385/EEC and Council | (1) 90/385/AET sayili Konsey Direktifi ve
Directive 93/42/EEC constitute the Union | 93/42/AET sayili Konsey Direktifi, viicut disinda

regulatory framework for medical devices, other
than in vitro diagnostic medical devices. However,
a fundamental revision of those Directives is
needed to establish a robust, transparent,
predictable and sustainable regulatory framework
for medical devices which ensures a high level of
safety and health whilst supporting innovation.

kullanilan (in vitro) tan1 tibbi cihazlar1 haricindeki
tibbi cihazlar icin Birlik diizenleyici ¢ergevesini
olusturur. Ancak, yeniligi desteklerken ytiksek bir
glivenlik ve saglik seviyesi saglayan, tibbi
cihazlara yonelik saglam, seffaf, ongdriilebilir ve
stirdiiriilebilir bir diizenleyici ¢er¢eve olusturmak
icin, bu Direktiflerin kokli bir revizyonu
gereklidir.

(2) This Regulation aims to ensure the smooth
functioning of the internal market as regards
medical devices, taking as a base a high level of
protection of health for patients and users, and
taking into account the small- and medium-sized
enterprises that are active in this sector. At the
same time, this Regulation sets high standards of
quality and safety for medical devices in order to
meet common safety concerns as regards such
products. Both objectives are being pursued
simultaneously and are inseparably linked whilst
one not being secondary to the other. As regards
Article 114 of the Treaty on the Functioning of the
European Union (TFEU), this Regulation

(2) Bu Tiiziik, hastalar ve kullanicilar i¢in sagligin
yliksek seviyede korunmasini esas alarak ve bu
sektorde faaliyet gosteren kiiciik ve orta dlgekli
isletmeleri dikkate alarak, tibbi cihazlarla ilgili i¢
piyasanin aksamadan islemesini saglamayi
amaglar. Ayni1 zamanda bu Tiiziik, bu tiir tirtinlerle
ilgili ortak giivenlik kaygilarini karsilamak tizere
tibbi cihazlar i¢in yiiksek kalite ve giivenlilik
standartlar1 belirler. Her iki hedef es zamanl
gerceklestirilir ve biri digerine ikincil olmayacak
sekilde birbiriyle ayrilmaz sekilde baglantilidir.
Avrupa Birligi’nin Isleyisi Hakkinda
Antlasma’nin (ABIA) 114. maddesi ile ilgili
olarak, bu Tiiziik, Birlik piyasasinda tibbi
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harmonises the rules for the placing on the market
and putting into service of medical devices and
their accessories on the Union market thus
allowing them to benefit from the principle of free
movement of goods. As regards Article 168(4)(c)
TFEU, this Regulation sets high standards of
quality and safety for medical devices by ensuring,
among other things, that data generated in clinical
investigations are reliable and robust and that the
safety of the subjects participating in a clinical
investigation is protected.

cihazlarin ve aksesuarlarinin piyasaya arzina ve
hizmete sunulmasina iliskin kurallar
uyumlastirir; bdylece bunlarin mallarin serbest
dolagimi ilkesinden yararlanmalarina olanak verir.
ABIA nin 168(4)(c) maddesi ile ilgili olarak bu
Tiiziikk, diger hususlarin yan1 sira, klinik
arastirmalardan elde edilen verilerin giivenilir ve
saglam olmasini ve bir klinik arastirmaya katilan
gonillilerin giivenliginin korunmasini
saglayarak, tibbi cihazlar i¢in yiiksek kalite ve
giivenlilik standartlar1 belirler.

(3) This Regulation does not seek to harmonise
rules relating to the further making available on
the market of medical devices after they have
already been put into service such as in the context
of second-hand sales.

(3) Bu Tiiziik, tibbi cihazlarin halihazirda hizmete
sunulmus olmasinin ardindan ikinci el satiglar
baglaminda oldugu gibi el degistirilmesi suretiyle
piyasada bulundurulmas:1 ile ilgili kurallar
uyumlastirmayt amaglamaz.

(4) Key elements of the existing regulatory
approach, such as the supervision of notified
bodies, conformity assessment procedures,
clinical investigations and clinical evaluation,
vigilance and market surveillance should be
significantly  reinforced, whilst  provisions
ensuring transparency and traceability regarding
medical devices should be introduced, to improve
health and safety.

(4) Saghik ve giivenligi gelistirmek igin, tibbi
cihazlarla ilgili seffaflik ve izlenebilirlik saglayan
hiikiimler getirilmeliyken, mevcut diizenleyici
yaklagimin onaylanmis kuruluslarin gozetimi,
uygunluk degerlendirme prosediirleri, klinik
arastirmalar ve klinik degerlendirme, uyar1 ve
piyasa gozetimi ve denetimi gibi temel 0geleri
onemli ol¢iide gii¢lendirilmelidir.

(5) To the extent possible, guidance developed for
medical devices at international level, in particular
in the context of the Global Harmonization Task
Force (GHTF) and its follow-up initiative, the
International Medical Devices Regulators Forum
(IMDREF), should be taken into account to promote
the global convergence of regulations which
contributes to a high level of safety protection
worldwide, and to facilitate trade, in particular in
the provisions on Unique Device Identification,
general safety and performance requirements,
technical documentation, classification rules,
conformity assessment procedures and clinical
investigations.

(5 Mimkiin oldugu o6l¢iide, o6zellikle Kiiresel
Uyumlastirma Calisma Grubu (GHTF) ve onun
devami niteliginde bir girisim olan Uluslararasi
Tibbi Cihaz Diizenleyicileri Forumu (IMDRF)
baglaminda, tibbi cihazlar i¢in uluslararasi
seviyede gelistirilen kilavuzlar; o6zellikle Tekil
Cihaz Tanimlamasi, genel giivenlilik ve
performans gereklilikleri, teknik dokiimantasyon,
siniflandirma kurallar1, uygunluk degerlendirme
prosediirleri ve klinik arastirmalar ile  ilgili
hiikiimlerde, diinya genelinde yiiksek seviyede
gilivenlik korumasina  katkida  bulunan
diizenlemelerin kiiresel yakinlagmasini tesvik
etmek ve ticareti kolaylastirmak icin dikkate
alinmalidir.

(6) For historical reasons, active implantable
medical  devices, covered by Directive
90/385/EEC, and other medical devices, covered
by Directive 93/42/EEC, were regulated in two
separate legal instruments. In the interest of
simplification, both directives, which have been
amended several times, should be replaced by a
single legislative act applicable to all medical
devices other than in vitro diagnostic medical
devices.

(6) Tarihsel nedenlerle, 90/385/AET sayili
Direktif kapsamindaki implante edilebilir aktif
tibbi cihazlar ve 93/42/AET sayili Direktif
kapsamindaki diger tibbi cihazlar iki ayr1 yasal
belge ile diizenlenmekteydi. Basitlestirme adina,
birgok kez degistirilen her iki direktifin yerine, in
vitro tani tibbi cihazlar1 haricindeki tiim tibbi
cihazlara uygulanabilir tek bir yasama tasarrufu
getirilmelidir.

(7) The scope of application of this Regulation
should be clearly delimited from other Union
harmonisation legislation concerning products,

(7) Bu Tiiziik’tin uygulama kapsamai, in vitro tani
tibbi cihazlari, tibbi {iriinler, kozmetikler ve gida
gibi iriinlerle ilgili diger Birlik uyumlagtirma
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such as in vitro diagnostic medical devices,
medicinal products, cosmetics and food.
Therefore, Regulation (EC) No 178/2002 of the
European Parliament and of the Council should be
amended to exclude medical devices from its
scope.

mevzuatindan agik bir sekilde ayirilmalidir. Bu
nedenle, (AB) 178/2002 sayili  Avrupa
Parlamentosu ve Konsey Tiiziigii tibbi cihazlari
kapsami  disinda birakacak sekilde tadil
edilmelidir.

(8) It should be the responsibility of the Member
States to decide on a case-by-case basis whether or
not a product falls within the scope of this
Regulation. In order to ensure consistent
qualification decisions in that regard across all
Member States, particularly with regard to
borderline cases, the Commission should be
allowed to, on its own initiative or at the duly
substantiated request of a Member State, having
consulted the Medical Device Coordination Group
(‘MDCG?), decide on a case-by-case basis whether
or not a specific product, category or group of
products falls within the scope of this Regulation.
When deliberating on the regulatory status of
products in borderline cases involving medicinal
products, human tissues and cells, biocidal
products or food products, the Commission should
ensure an appropriate level of consultation of the
European Medicines Agency (EMA), the
European Chemicals Agency and the European
Food Safety Authority, as relevant.

(8) Bir iirliniin bu Tiiziik’iin kapsamina girip
girmedigine durum bazinda karar vermek iiye
devletin sorumlulugunda olmalidir. Tim tiye
devletler baglaminda tutarli nitelikte kararlar
saglamak i¢in, oOzellikle smir belirleme
durumlariyla ilgili olarak, Komisyonun; kendi
inisiyatifiyle ya da bir liye devletin usuliince
gerekcelendirilmis talebi tizerine, Tibbi Cihaz
Koordinasyon Grubu (“MDCG”)’ye danisarak,
spesifik bir triniin, triin Kkategorisinin veya
grubunun  bu Tizik’in kapsamina  girip
girmedigine durum bazinda karar verebilmesine
imkan verilmelidir. Tibbi iiriinler, insan dokular1
ve hiicreleri, biyosidal iirtinler ya da gida
tirlinlerini kapsayan sinir belirleme durumlarinda
drlinlerin mevzuat durumu tartisildigr zaman,
Komisyon; ilgi oldugu durumlarda Avrupa Ilag
Ajanst (EMA), Avrupa Kimyasallar Ajansi ve
Avrupa Gida Giivenligi Otoritesi ile makul bir
seviyede konsiiltasyon saglamalidir.

(9) Since in some cases it is difficult to distinguish
between medical devices and cosmetic products,
the possibility of taking a Union-wide decision
regarding the regulatory status of a product should
also be introduced in Regulation (EC) No
1223/2009 of the European Parliament and of the
Council.

(9) Bazi durumlarda tibbi cihazlarla kozmetik
drlinler arasinda ayrim yapmak zor oldugundan,
bir iriinlin mevzuat durumuyla ilgili Birlik
genelinde bir karar alma imkani, (AB) 1223/2009
sayili Avrupa Parlamentosu ve Konsey Tiiziigli'ne
de dahil edilmelidir.

(10) Products which combine a medicinal product
or substance and a medical device are regulated
either under this Regulation or under Directive
2001/83/EC of the European Parliament and of the
Council. The two legislative acts should ensure
appropriate interaction in terms of consultations
during pre-market assessment, and of exchange of
information in the context of vigilance activities
involving such combination products. For
medicinal products that integrate a medical device
part, compliance with the general safety and
performance requirements laid down in this
Regulation for the device part should be
adequately assessed in the context of the
marketing authorisation for such medicinal
products. Directive 2001/83/EC should therefore
be amended.

(10) Bir tibbi tiriin veya etkin madde ile bir tibbi
cihazi birlestiren irilinler ya bu Tiiziik ya da
2001/83/AT sayili Avrupa Parlamentosu ve
Konsey Direktifi kapsaminda diizenlenir. Bu iki
yasama  tasarrufu, piyasaya arz  Oncesi
degerlendirme sirasinda konsiiltasyonlar ve bu tiir
kombinasyon irilinlerin dahil oldugu vijilans
faaliyetleri baglaminda bilgi aligverisi agisindan
uygun etkilesim saglamalidir. Bir tibbi cihaz
parcasini ihtiva eden tibbi {iriinler i¢in, cihaz
pargasina iliskin bu Tiziik’te belirtilen genel
giivenlilik  ve  performans  gerekliliklerine
uygunluk, bu tir tibbi iriinlerin satis izni
baglaminda yeterli Slgiide degerlendirilmelidir.
Dolayisiyla, 2001/83/AT sayili Direktif tadil
edilmelidir.

(11) Union legislation, in particular Regulation
(EC) No 1394/2007 of the European Parliament

(11) Birlik mevzuati, 6zellikle (AT) 1394/2007
sayilt Avrupa Parlamentosu ve Konsey Tiliziigii ve
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and of the Council and Directive 2004/23/EC of
the European Parliament and of the Council, is
incomplete in respect of certain products
manufactured utilising derivatives of tissues or
cells of human origin that are non-viable or are
rendered non-viable. Such products should come
under the scope of this Regulation, provided they
comply with the definition of a medical device or
are covered by this Regulation.

2004/23/AT sayili Avrupa Parlamentosu ve
Konsey Direktifi, cansiz veya cansiz hale getirilen
insan kaynakli dokularin veya hiicrelerin tiirevleri
kullanilarak  imal edilen belirli  {riinler
bakimindan eksiktir. Bu tiir {irlinler, tibbi cihaz
tanimini kargilamalar1 ya da bu Tiiziik tarafindan
kapsanmalari sartiyla, bu Tiiziik’iin kapsami altina
girmelidir.

(12) Certain groups of products for which a
manufacturer claims only an aesthetic or another
non-medical purpose but which are similar to
medical devices in terms of functioning and risks
profile should be covered by this Regulation. In
order for manufacturers to be able to demonstrate
the conformity of such products, the Commission
should adopt common specifications at least with
regard to application of risk management and,
where necessary, clinical evaluation regarding
safety. Such common specifications should be
developed specifically for a group of products
without an intended medical purpose and should
not be used for conformity assessment of the
analogous devices with a medical purpose.
Devices with both a medical and a non-medical
intended purpose should fulfil both the
requirements applicable to devices with, and to
devices without, an intended medical purpose.

(12) Bir imalat¢inin yalnizca estetik amacg veya
tibbi olmayan baska bir amag¢ iddia ettigi ancak
fonksiyon ve risk profili a¢isindan tibbi cihazlara
benzer olan belirli iirin gruplar1 bu Tiiziik
kapsaminda yer almalidir. Imalatc¢ilarin bu tiir
trlinlerin  uygunlugunu gosterebilmeleri igin,
Komisyon; en azindan risk yOnetiminin
uygulanmasi1 ve gerektiginde giivenlilige iliskin
klinik degerlendirme hakkinda ortak
spesifikasyonlar kabul etmelidir. Bu gibi ortak
spesifikasyonlar, 6zellikle tibbi kullanim amaci
olmayan bir iiriin grubu icin gelistirilmelidir ve
tibb1 amact olan benzer cihazlarin uygunluk
degerlendirmesi i¢in kullanilmamalidir. Hem tibbi
hem de tibbi olmayan kullanim amaci olan
cihazlar, tibbi kullanim amaci olan ve olmayan
cihazlara uygulanabilir gerekliliklerin her ikisini
de karsilamalidir.

(13) As is the case for products that contain viable
tissues or cells of human or animal origin, that are
explicitly excluded from Directives 90/385/EEC
and 93/42/EEC and hence from this Regulation, it
should be clarified that products that contain or
consist of viable biological materials or viable
organisms of another origin in order to achieve or
support the intended purpose of those products are
not covered by this Regulation either.

(13) Insan veya hayvan kaynakli canli dokular
veya hiicreler iceren, 90/385/AET ve 93/42/AET
sayil1 Direktiflerden ve dolayisiyla bu Tiziik’ten
actkca hari¢ tutulan driinlerde oldugu gibi,
kullanim amacini gerceklestirmek  veya
desteklemek i¢in baska kaynakli canli biyolojik
maddeleri veya canli organizmalar1 igeren veya
bunlardan olusan iriinlerin de bu Tizik
kapsaminda yer almadig1 netlestirilmelidir.

(14) The requirements laid down in Directive
2002/98/EC of the European Parliament and of the
Council should continue to apply.

(14) 2002/98/AT sayil1 Avrupa Parlamentosu ve
Konsey Direktifi'nde belirtilen gereklilikler
uygulanmaya devam etmelidir.

(15) There is scientific uncertainty about the risks
and benefits of nanomaterials used for devices. In
order to ensure a high level of health protection,
free movement of goods and legal certainty for
manufacturers, it is necessary to introduce a
uniform definition for nanomaterials based on
Commission Recommendation 2011/696/EU, with
the necessary flexibility to adapt that definition to
scientific and technical progress and subsequent
regulatory development at Union and international
level. In the design and manufacture of devices,
manufacturers should take special care when using
nanoparticles for which there is a high or medium

(15) Cihazlar igin kullanilan nanomateryallerin
riskleri ve faydalar1 hakkinda bilimsel belirsizlik
vardir. Yiksek seviyede saglik korumasini,
mallarin serbest dolasimini ve imalatgilar igin
yasal kesinligi saglamak iizere, 2011/696/AB
sayitll ~ Komisyon  Tavsiyesine  dayanarak
nanomateryallerin yeknesak bir tanimin1 yapmak
gereklidir, bu tammmin Birlik seviyesinde ve
uluslararas1  seviyede bilimsel ve teknik
ilerlemelere ve sonraki diizenleyici gelismelere
uyarlanmasi i¢in gerekli esnekligi olmalidir.
Cihazlarin tasarim ve imalatinda; imalatgilar, ic
maruziyeti yiilksek ya da orta potansiyelde olan
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potential for internal exposure. Such devices
should be subject to the most stringent conformity
assessment procedures. In preparation of
implementing acts regulating the practical and
uniform application of the corresponding
requirements laid down in this Regulation, the
relevant scientific opinions of the relevant
scientific committees should be taken into
account.

nanopartikiiller kullanirken ozel onem
gostermelidir. Bu tiir cihazlar en kati uygunluk
degerlendirme prosediirlerine tabi olmalidir. Bu
Tiiziik’te belirtilen ilgili gerekliliklerin pratik ve
yeknesak uygulamasini diizenleyen uygulama
tasarruflarinin  hazirlanmasinda, ilgili bilimsel
komitelerin ilgili bilimsel goriisleri dikkate
alinmalidir.

(16) Safety aspects addressed by Directive
2014/30/EU of the European Parliament and of the
Council are an integral part of the general safety
and performance requirements laid down in this
Regulation for devices. Consequently, this
Regulation should be considered a lex specialis in

(16) 2014/30/AB sayil1t Avrupa Parlamentosu ve
Konsey Direktifi’nde deginilen giivenlik konulari,
cihazlar i¢in bu Tiiziikk’te belirtilen genel
giivenlilik  ve performans gerekliliklerinin
biitiinlesik bir pargasidir. Sonug olarak, bu Tiizik,
bu Direktif karsisinda bir st kanun olarak

relation to that Directive. degerlendirilmelidir.

(17) This Regulation should include requirements | (17) Bu Tiiziik, baska amaclar1 gozeten
regarding the design and manufacture of devices | 2013/59/Euratom sayili Konsey Direktifi’nin
emitting ionizing radiation without affecting the | uygulanmasini etkilemeden iyonlastirict

application of Council Directive 2013/59/Euratom
which pursues other objectives.

radyasyon yayan cihazlarin tasarimi ve imalatiyla
ilgili gereklilikleri igermelidir.

(18) This Regulation should include requirements
for devices' design, safety and performance
characteristics which are developed in such a way
as to prevent occupational injuries, including
protection from radiation.

(18) Bu Tiiziik; cihazlarin, radyasyondan korunma
dahil olmak tizere, mesleki yaralanmalari
onleyecek sekilde gelistirilen tasarim, gilivenlilik
ve performans karakteristiklerine  yonelik
gereklilikleri igermelidir.

(19) It is necessary to clarify that software in its
own right, when specifically intended by the
manufacturer to be used for one or more of the
medical purposes set out in the definition of a
medical device, qualifies as a medical device,
while software for general purposes, even when
used in a healthcare setting, or software intended
for life-style and well-being purposes is not a
medical device. The qualification of software,
either as a device or an accessory, is independent
of the software's location or the type of
interconnection between the software and a
device.

(19) Bir saglik tesisinde kullanilsa dahi genel
amaclt yazillm veya yasam-tarzi ve refah
uygulamasi amaglari i¢in tasarlanan yazilim bir
tibbi cihaz degilken; imalatc1 6zellikle tibbi cihaz
taniminda belirtilen tibbi amaglarin bir veya daha
fazlas1 i¢in kullanilmasini amagladiginda kendi
basmma yazilimin bir tibbi cihaz olarak
nitelendirildiginin aciklanmasi gereklidir. Cihaz
veya aksesuar olarak yazilimin niteligi, yazilimin
konumundan veya yazilim ile bir cihaz arasindaki
ara baglant1 tiirinden bagimsizdir.

(20) The definitions in this Regulation, regarding
devices themselves, the making available of
devices, economic operators, users and specific
processes, the conformity assessment, clinical
investigations and clinical evaluations, post-
market surveillance, vigilance and market
surveillance, standards and other technical
specifications, should be aligned with well-
established practice in the field at Union and
international level in order to enhance legal
certainty.

(20) Cihazlarin kendilerine, cihazlarin piyasada
bulundurulmasina, iktisadi isletmelere,
kullanicilara ve spesifik siireglere, uygunluk
degerlendirmesine, klinik arastirmalara ve klinik
degerlendirmelere, piyasaya arz sonrasi gozetime,
vijilans ile piyasa goézetim ve denetimine,
standartlara ve diger teknik ozelliklere iliskin bu
Tiziik teki tanimlar, hukuki kesinligi gelistirmek
icin Birlik diizeyinde ve uluslararas1 diizeyde,
sahada 1yi yapilandirilmis uygulamalarla uyumlu
hale getirilmelidir.

(21) It should be made clear that it is essential that
devices offered to persons in the Union by means
of information society services within the meaning

(21) Birlik igerisindeki kisilere bilgi toplumu
hizmetleri vasitastyla (AB) 2015/1535 sayili
Avrupa Parlamentosu ve Konsey Direktifi
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of Directive (EU) 2015/1535 of the European
Parliament and of the Council and devices used in
the context of a commercial activity to provide a
diagnostic or therapeutic service to persons within
the Union comply with the requirements of this
Regulation, where the product in question is
placed on the market or the service is provided in
the Union.

gergevesinde sunulan cihazlarin  ve Birlik
icerisindeki kisilere bir tan1 veya tedavi hizmeti
sunmak i¢in ticari bir faaliyet baglaminda
kullanilan cihazlarin, Birlik i¢erisinde s6z konusu
irliniin piyasaya arz edilmesi veya hizmetin
sunulmasi durumunda, bu Tizik’in
gerekliliklerini  karsilamasinin oldugu
acikliga kavusturulmalidir.

€sas

(22) To recognise the important role of
standardisation in the field of medical devices,
compliance with harmonised standards as defined
in Regulation (EU) No 1025/2012 of the European
Parliament and of the Council should be a means
for manufacturers to demonstrate conformity with
the general safety and performance requirements
and other legal requirements, such as those
relating to quality and risk management, laid down
in this Regulation.

(22) Tibbi cihazlar alaninda standardizasyonun
Onemli roliinii kabul etmek i¢in, (AB) 1025/2012
saytli  Avrupa Parlamentosu ve Konsey
Tiiziigli’'nde tanimlandigr gibi uyumlastiriimis
standartlara uygunluk, bu Tiiziik’te belirtilen
genel giivenlilik ve performans gerekliliklerine ve
kalite ve risk yonetimi ile ilgili olanlar gibi diger
yasal  gerekliliklere uygunlugu goéstermede
imalatgilar i¢in bir ara¢ olmalidir.

(23) Directive 98/79/EC of the European
Parliament and of the Council allows the
Commission to adopt common technical

specifications for specific categories of in vitro
diagnostic medical devices. In areas where no
harmonised standards exist or where they are
insufficient, the Commission should be
empowered to lay down common specifications
which provide a means of complying with the
general safety and performance requirements, and
the requirements for clinical investigations and
clinical evaluation and/or post-market clinical
follow-up, laid down in this Regulation.

(23) 98/79/AT sayili Avrupa Parlamentosu ve
Konsey Direktifi, Komisyonun in vitro tani tibbi
cihazlarinin spesifik kategorileri i¢in ortak teknik
spesifikasyonlar kabul etmesine izin verir.
Uyumlastirilmis standartlarin bulunmadigi veya
yetersiz oldugu alanlarda, Komisyon, bu Tiiziik’te
belirtilen genel giivenlilik ve performans
gerekliliklerini ve klinik arastirmalara ve klinik
degerlendirmeye ve/veya piyasaya arz sonrasi
klinik takibe yonelik gereklilikleri karsilamak i¢in
bir ara¢ saglayan ortak spesifikasyonlari
belirlemek iizere yetkilendirilmelidir.

(24) Common specifications (‘CS’) should be
developed after consulting the relevant
stakeholders and taking account of European and
international standards.

(24) Ortak spesifikasyonlar (‘OS’), ilgili
paydaslara danisildiktan ve Avrupa standartlar ile
uluslararasi1 standartlar dikkate alindiktan sonra
gelistirilmelidir.

(25) The rules applicable to devices should be
aligned, where appropriate, with the New
Legislative Framework for the Marketing of
Products, which consists of Regulation (EC) No
765/2008 of the European Parliament and of the
Council and Decision No 768/2008/EC of the
European Parliament and of the Council.

(25) Cihazlara uygulanabilir kurallar, uygun
oldugu hallerde, (AT) 765/2008 sayili Avrupa
Parlamentosu ve Konsey Tiiziigii ile 768/2008/AT
sayllt  Avrupa Parlamentosu ve Konsey
Karari’ndan olusan, Uriinlerin Pazarlanmasina
Yonelik Yeni Yasal Cergeve ile uyumlu hale
getirilmelidir.

(26) The rules on Union market surveillance and
control of products entering the Union market laid
down in Regulation (EC) No 765/2008 apply to
devices covered by this Regulation which does not
prevent Member States from choosing the
competent authorities to carry out those tasks.

(26) (AB) 765/2008 sayil1 Tiiziik’te belirtilen,
Birlik piyasa gozetimi ve denetimi ile Birlik
piyasasina giren triinlerin kontroliine iligkin
kurallar, tiye devletlerin bu gorevleri yiiriitecek
olan yetkili otoriteleri segmesini engellemeyen bu
Tiiziik kapsamindaki cihazlara uygulanir.

(27) It is appropriate to set out clearly the general
obligations of the different economic operators,
including importers and distributors, building on
the New Legislative Framework for the Marketing
of Products, without prejudice to the specific

(27) Bu Tiziikk’te belirtilen gerekliliklerin
anlasilmasin1  artirmak ve  boylece ilgili
isletmelerin mevzuata uygunluklarini1 gelistirmek
icin, bu Tiiziikk’lin ¢esitli bolimlerinde belirtilen
O0zel  yiikiimliliklere halel getirmeksizin,
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obligations laid down in the various parts of this
Regulation, to enhance understanding of the
requirements laid down in this Regulation and thus

Uriinlerin Pazarlanmasma Yénelik Yeni Yasal
Cergeveye dayanarak, ithalatgilar ve dagiticilar
dahil olmak iizere, farkli iktisadi isletmelerin

to improve regulatory compliance by the relevant | genel yiikiimliiliikklerini ag¢ik¢a  diizenlemek
operators. uygundur.
(28) For the purpose of this Regulation, the | (28) Bu Tiiziik’in amact dogrultusunda,

activities of distributors should be deemed to
include acquisition, holding and supplying of
devices.

dagiticilarin  faaliyetlerinin cihazlarin alimini,
depolanmasint ve tedarikini igerdigi kabul
edilmelidir.

(29) Several of the obligations on manufacturers,
such as clinical evaluation or vigilance reporting,
that were set out only in the Annexes to Directives
90/385/EEC  and 93/42/EEC, should be
incorporated into the enacting provisions of this
Regulation to facilitate its application.

(29) Yalnizca 90/385/AET ve 93/42/AET sayili
Direktiflerin eklerinde belirlenmis olan, klinik
degerlendirme veya vijilans raporlamasi gibi
imalatcilara  ait  yiikiimliiliiklerin  bircogu,
uygulanmasini kolaylastirmak i¢in bu Tiiziik’iin
yasallagtirilan hiikiimlerine dahil edilmelidir.

(30) Health institutions should have the possibility
of manufacturing, modifying and using devices in-
house and thereby address, on a non-industrial
scale, the specific needs of target patient groups
which cannot be met at the appropriate level of
performance by an equivalent device available on
the market. In that context, it is appropriate to
provide that certain rules of this Regulation, as
regards medical devices manufactured and used
only within health institutions, including hospitals
as well as institutions, such as laboratories and
public health institutes that support the healthcare
system and/or address patient needs, but which do
not treat or care for patients directly, should not
apply, since the aims of this Regulation would still
be met in a proportionate manner. It should be
noted that the concept of ‘health institution’ does
not cover establishments primarily claiming to
pursue health interests or healthy lifestyles, such
as gyms, spas, wellness and fitness centres. As a
result, the exemption applicable to health
institutions does not apply to such establishments.

(30) Saglik kurumlari; kurum i¢inde cihazlari imal
etme, modifiye etme ve kullanma ve dolayisiyla
piyasada bulundurulan esdeger bir cihaz
tarafindan  uygun  performans  seviyesinde
karsilanamayan hedef hasta gruplarinin spesifik
gereksinimlerini, endistriyel dl¢ekte olmadan ele
alma imkanina sahip olmalidir. Bu baglamda, bu
Tizlik’lin amaclarinin  orantili  bir  sekilde
karsilanmasina devam edileceginden, yalnizca,
hastanelerin yani sira saglik sistemini destekleyen
velveya hasta gereksinimlerini ele alan ancak
hastalara dogrudan tedavi veya bakim vermeyen
laboratuvarlar ve kamu saghigi kurumlar1 gibi
kuruluslar1 igeren saglik kurumlarinda iiretilen ve
kullanilan tibbi cihazlara bu Tiiziik’teki belirli
kurallarin uygulanmamasini saglamak uygundur.
Saglik kurumu kavraminin, jimnastik salonlari,
spalar, saglikli yasam ve fitness merkezleri gibi
oncelikli olarak saglik yararini veya saglikli
yasam tarzini slirdiirmeyi amagladigint beyan
eden kuruluslar1 kapsamadigi belirtilmelidir.
Sonug olarak, saglik kurumlarina uygulanabilir bu
muafiyet, bu gibi kuruluslara uygulanmaz.

(31) In view of the fact that natural or legal persons
can claim compensation for damage caused by a
defective device in accordance with applicable
Union and national law, it is appropriate to require
manufacturers to have measures in place to
provide sufficient financial coverage in respect of
their potential liability under Council Directive
85/374/EEC.  Such  measures should be
proportionate to the risk class, type of device and
the size of the enterprise. In this context, it is also
appropriate to lay down rules concerning the
facilitation, by a competent authority, of the
provision of information to persons who may have
been injured by a defective device.

(31) Gergek veya tiizel kisilerin uygulanabilir
Birlik mevzuati ve ulusal mevzuat uyarinca bir
kusurlu cihazin neden oldugu hasara yonelik
tazminat talep edebilmelerini goz Oniinde
bulundurarak, 85/374/AET sayili  Konsey
Direktifi altindaki muhtemel yiikiimlilikleri
hususunda, imalat¢ilarin yeterli mali teminat
saglamasi i¢in yerinde tedbirlere sahip olmasin
talep etmek uygundur. Bu gibi tedbirler, risk
sinifl, cihazin tipi ve isletmenin biiyilikligiyle
orantili olmalidir. Bu baglamda, kusurlu bir cihaz
sebebiyle yaralanmis olabilecek kisilere bilgi
saglanmasinin kolaylastirilmasiyla ilgili
kurallarin ~ bir  yetkili  otorite tarafindan
belirlenmesi de uygundur.
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(32) To ensure that devices manufactured in series
production continue to be in conformity with the
requirements of this Regulation and that
experience from the use of the devices they
manufacture is taken into account for the
production process, all manufacturers should have
a quality management system and a post-market
surveillance system in place which should be
proportionate to the risk class and the type of the
device in question. In addition, in order to
minimize risks or prevent incidents related to
devices, manufacturers should establish a system
for risk management and a system for reporting of
incidents and field safety corrective actions.

(32) Seri tiiretimde imal edilen cihazlarin bu
Tiiziik’tin gerekliliklerine uygunluklarinin devam
etmesini ve imal ettikleri cihazlarin kullanimindan
elde edilen deneyimin iiretim siirecinde dikkate
alinmasini saglamak igin, tim imalatcilar, s6z
konusu cihazin risk sinifi ve tipiyle orantili bir
kalite yonetim sistemine ve piyasaya arz sonrast
gdzetim sistemine sahip olmalidir. Ilaveten,
cihazlarla ilgili riskleri azaltmak veya olumsuz
olaylar1 dnlemek i¢in, imalatg¢ilar; risk yonetimine
yonelik bir sistem ile olumsuz olaylarin ve saha
gilivenligi diizeltici faaliyetlerinin raporlanmasina
yonelik bir sistem kurmalidir.

(33) The risk management system should be
carefully aligned with and reflected in the clinical
evaluation for the device, including the clinical
risks to be addressed as part of clinical
investigations, clinical evaluation and post-market
clinical follow up. The risk management and
clinical evaluation processes should be inter-
dependent and should be regularly updated.

(33) Risk yonetimi sistemi; klinik arastirmalar,
klinik degerlendirme ve piyasaya arz sonrasi
klinik takibin parcasi olarak ele almacak klinik
riskler dahil olmak iizere, cihaza ydnelik klinik
degerlendirme ile dikkatli bir sekilde ayn1 eksene
oturtulmali ve klinik degerlendirmeye
yansitilmalidir.  Risk  yonetimi  ve  klinik
degerlendirme siirecleri birbirine bagli olmali ve
diizenli olarak giincellenmelidir.

(34) It should be ensured that supervision and
control of the manufacture of devices, and the
post-market surveillance and vigilance activities
concerning them, are carried out within the
manufacturer's organisation by a person
responsible for regulatory compliance who fulfils
minimum conditions of qualification.

(34) Cihazlarin  imalatinin =~ gbézetimi  ve
kontroliiniin ve cihazlarla iligkili piyasaya arz
sonras1 gozetim ile vijilans faaliyetlerinin,
imalat¢inin organizasyonu dahilinde asgari nitelik
sartlarin1 yerine getiren mevzuata uygunluktan
sorumlu  bir kisi tarafindan yiirtitiilmesi
saglanmalidir.

(35) For manufacturers who are not established in
the Union, the authorised representative plays a
pivotal role in ensuring the compliance of the
devices produced by those manufacturers and in
serving as their contact person established in the
Union. Given that pivotal role, for the purposes of
enforcement it is appropriate to make the
authorised representative legally liable for
defective devices in the event that a manufacturer
established outside the Union has not complied
with its general obligations. The liability of the
authorised representative provided for in this
Regulation is without prejudice to the provisions
of Directive 85/374/EEC, and accordingly the
authorised representative should be jointly and
severally liable with the importer and the
manufacturer. The tasks of an authorised
representative should be defined in a written
mandate. Considering the role of authorised
representatives, the minimum requirements they
should meet should be clearly defined, including
the requirement of having available a person who
fulfils minimum conditions of qualification which

(35) Birlik’te yerlesik olmayan imalatgilar igin,
yetkili temsilci, bu imalat¢ilar tarafindan iretilen
cthazlarin uygunlugunu saglamada ve bu
imalatcilarin Birlik’te yerlesik irtibat kisisi olarak
hizmet vermede 6nemli bir rol oynar. Bu 6nemli
rol goz Oniline alindiginda, yaptirim amaciyla,
Birlik disinda yerlesik olan bir imalat¢inin genel
ylkiimliiliiklerine uymadigr durumda, kusurlu
cihazlar i¢in yetkili temsilciyi yasal olarak
yikiimli yapmak uygundur. Bu Tiziik’te
belirtilen  yetkili temsilcinin  ylikiimliligi,
85/374/AET sayil1 Direktif hiikiimlerine halel
getirmez ve buna gore yetkili temsilci, ithalatg1 ve
imalat¢1 ile birlikte ve ayr1 ayr1 yiikiimli
olmalidir. Bir yetkili temsilcinin gérevleri yazili
bir vekaletnamede tanimlanmalidir. Yetkili
temsilcilerin roliinii gdz Oniinde bulundurarak,
imalat¢inin mevzuata uygunluktan sorumlu kisisi
i¢in olanlara benzer asgari nitelik sartlarini yerine
getiren bir kisinin bulunmasi gerekliligi dahil
olmak Tzere, yetkili temsilcilerin karsilamasi
gereken minimum gereklilikler acikca
tanimlanmalidir.
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should be similar to those for a manufacturer's
person responsible for regulatory compliance.

(36) To ensure legal certainty in respect of the
obligations incumbent on economic operators, it is
necessary to clarify when a distributor, importer or
other person is to be considered the manufacturer
of a device.

(36) Iktisadi isletmelerin {izerine diisen
yukiimliiliikler konusunda yasal kesinlik saglamak
lizere, bir dagitici, ithalat¢1 veya diger kisinin ne
zaman bir cihazin imalatgis1 olarak kabul
edilecegini netlestirmek gereklidir.

(37) Parallel trade in products already placed on
the market is a lawful form of trade within the
internal market on the basis of Article 34 TFEU
subject to the limitations arising from the need for
protection of health and safety and from the need
for protection of intellectual property rights
provided for under Article 36 TFEU. Application
of the principle of parallel trade is, however,
subject to different interpretations in the Member
States. The conditions, in particular the
requirements for relabelling and repackaging,
should therefore be specified in this Regulation,
taking into account the case-law of the Court of
Justice in other relevant sectors and existing good
practice in the field of medical devices.

(37) Piyasaya halihazirda arz edilmis iirlinlere
iliskin paralel ticaret, saglik ve giivenligin
korunmasi ihtiyacindan ve ABIA nin 36. maddesi
kapsaminda belirlenen fikri miilkiyet haklarinin
korunmasi ihtiyacindan dogan sinirlamalara tabi
olarak ABIA’nin 34. maddesine dayanilarak ic
piyasada yapilan ticaretin yasal bir seklidir.
Ancak, paralel ticaret ilkesinin uygulanmasi tiye
devletlerde  farkli  yorumlamalara tabidir.
Dolayisiyla sartlar, 6zellikle yeniden etiketleme
ve yeniden ambalajlama gereklilikleri, diger ilgili
sektorlerdeki Adalet Divaninin igtihatlar1 ve tibbi
cihazlar alanindaki mevecut iyi uygulamalar
dikkate alinarak bu Tiiziik ’te belirlenmelidir.

(38) The reprocessing and further use of single-use
devices should only take place where permitted by
national law and while complying with the
requirements laid down in this Regulation. The
reprocessor of a single-use device should be
considered to be the manufacturer of the
reprocessed device and should assume the
obligations incumbent on manufacturers under this
Regulation. Nevertheless, Member States should
have the possibility of deciding that the
obligations relating to reprocessing and re-use of
single-use devices within a health institution or by
an external reprocessor acting on its behalf may
differ from the obligations on a manufacturer
described in this Regulation. In principle, such
divergence should only be permitted where
reprocessing and reuse of single-use devices
within a health institution or by an external
reprocessor are compliant with CS that have been
adopted, or, in the absence of such CS, with
relevant harmonised standards and national
provisions. The reprocessing of such devices
should ensure an equivalent level of safety and
performance to that of the corresponding initial
single-use device.

(38) Tek kullanimlik cihazlarin yeniden islenmesi
ve yeniden kullanimi sadece, ulusal mevzuatla
izin verildiginde ve bu Tiiziikk’te belirtilen
gerekliliklere uygunluk saglandiginda
gerceklestirilmelidir. Tek kullanimlik bir cihazin
yeniden isleyicisi, yeniden islenen cihazin
imalat¢is1  kabul edilmelidir ve bu Tiiziik
kapsaminda  imalat¢ilarin = {izerine  diisen
ylkiimliilikleri tistlenmelidir. Bununla birlikte,
iiye devletler, bir saglik kurumu icerisinde veya
saglik kurumu adina faaliyet gdsteren harici bir
yeniden isleyici tarafindan tek kullanimlik
cihazlarin  yeniden islenmesi ve yeniden
kullanimina iligkin yilikiimliiliiklerin, bu Tiiziik’te
tamimlanan  imalatginin  yiikiimliiliiklerinden
farklilik gosterebilecegine karar verme imkanina
sahip olmalidir. Prensip olarak, bu istisnaya
sadece, bir saglik kurumu igerisinde veya harici
bir yeniden isleyici tarafindan tek kullanimlik
cihazlarin yeniden islenmesinin ve yeniden
kullaniminin, kabul edilen ortak spesifikasyonlara
ya da bu tiir ortak spesifikasyonlar olmadiginda
ilgili uyumlastirilmis standartlara ve ulusal
hiikkiimlere uygun olmasi durumunda izin
verilmelidir. Bu tiir cihazlarin yeniden islenmesi,
baslangictaki ilgili tek kullanimlik cihazinkine
esdeger bir diizeyde giivenlilik ve performans
saglamalidir.

(39) Patients who are implanted with a device
should be given clear and easily accessible

(39) Bir cihaz implante edilen hastalara, implante
edilen cihazin tanimlanmasina ve ornegin belirli

13.11.2019 / TITCK. ABM-V.1

9



essential information allowing the implanted
device to be identified and other relevant
information about the device, including any
necessary health risk warnings or precautions to be
taken, for example indications as to whether or not
it is compatible with certain diagnostic devices or
with scanners used for security controls.

tan1 cihazlariyla ya da giivenlik kontrolleri i¢in
kullanilan tarayicilarla uyumlu olup olmadigina
iliskin gostergeler gibi, gerekli saglik riski
uyarilar1 veya alinacak oOnlemler dahil olmak
izere, cihaz hakkinda diger ilgili bilgilere imkan
veren agik ve kolayca erisilebilir temel bilgiler
verilmelidir.

(40) Devices should, as a general rule, bear the CE
marking to indicate their conformity with this
Regulation so that they can move freely within the
Union and be put into service in accordance with
their intended purpose. Member States should not
create obstacles to the placing on the market or
putting into service of devices that comply with
the requirements laid down in this Regulation.
However, Member States should be allowed to
decide whether to restrict the use of any specific
type of device in relation to aspects that are not
covered by this Regulation.

(40) Cihazlar, genel kural olarak, bu Tiiziik’e
uygunluklarint  gdstermek i¢in CE isareti
tasimalidir, boylece Birlik iginde serbestge
dolasabilir ve kullanim amaclar1 uyarinca hizmete
sunulabilir. Uye devletler, bu Tiiziik’te belirtilen
gereklilikleri  karsilayan cihazlarin  piyasaya
arzina veya hizmete sunumuna engel olmamalidir.
Ancak, liye devletlerin, bu Tiiziik’iin kapsamadigi
konulara iliskin spesifik bir cihaz tipinin
kullanimin1  kisitlayip kisitlamayacagiyla ilgili
karar vermesine imkan verilmelidir.

(41) The traceability of devices by means of a
Unique Device Identification system (UDI system)
based on international guidance should
significantly enhance the effectiveness of the post-
market safety-related activities for devices, which
Is owing to improved incident reporting, targeted
field safety corrective actions and better
monitoring by competent authorities. It should
also help to reduce medical errors and to fight
against falsified devices. Use of the UDI system
should also improve purchasing and waste
disposal policies and stock-management by health
institutions and other economic operators and,
where possible, be compatible with other
authentication systems already in place in those
settings.

(41) Cihazlarin uluslararasi kilavuzlar1 esas alan
bir Tekil Cihaz Tanimlamasi sistemi (UDI
sistemi) vasitasiyla izlenebilirligi; gelistirilen
olumsuz olay raporlamasi, hedeflenen saha
giivenligi diizeltici faaliyetleri ve yetkili otoriteler
tarafindan daha iyi izleme sayesinde cihazlara

yonelik  piyasaya arz  sonrast  giivenlik
faaliyetlerinin =~ etkinligini  6nemli  dlgiide
artirmalidir.  Bu  sistem  tibbi  hatalarin

azaltilmasina ve sahte cihazlara kars1 miicadele
edilmesine de yardimci olmalidir. UDI sisteminin
kullanimi; saglik kurumlart ve diger iktisadi
isletmelerce satin alma ile atiklarin bertaraf
edilmesi politikalarini ve stok yoOnetimini de
gelistirmelidir ve miimkiinse, hali hazirda bu
tesislerde mevcut olan diger kimlik dogrulama
sistemleriyle uyumlu olmalidir.

(42) The UDI system should apply to all devices
placed on the market except custom-made devices,
and be based on internationally recognised
principles including definitions that are
compatible with those used by major trade
partners. In order for the UDI system to become
functional in time for the application of this
Regulation, detailed rules should be laid down in
this Regulation.

(42) UDI sistemi; i1smarlama iiretilen cihazlar
hari¢ olmak ilizere piyasaya arz edilen biitlin
cihazlar icin gecerlidir ve baslica (biiyiik) ticaret
ortaklar1 tarafindan kullanilanlarla uyumlu olan
tamimlar dahil olmak {izere uluslararasi kabul
gormiis ilkeleri temel almalidir. UDI sisteminin bu
Tizlk’lin uygulanma zamaninda islevsel olmasi
icin, detaylandirilmis kurallar bu Tiiziik’te
belirtilmelidir.

(43) Transparency and adequate access to
information, appropriately presented for the
intended user, are essential in the public interest,
to protect public health, to empower patients and
healthcare professionals and to enable them to
make informed decisions, to provide a sound basis
for regulatory decision-making and to build
confidence in the regulatory system.

(43) Kamu sagliginin korunmasi, hastalarin ve
saglik profesyonellerinin gii¢lendirilmesi ve
onlarin bilgiye dayali kararlar vermelerinin
saglanmasi, diizenleyici karar vermede saglam bir
zeminin olusturulmas1 ve diizenleyici sisteme
giliven insa edilmesi igin, seffaflik ve hedeflenen
kullaniciya uygun sekilde sunulan bilgiye yeterli
erisim, kamu yarar1 bakimindan sarttir.
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(44) One key aspect in fulfilling the objectives of
this Regulation is the creation of a European
database on medical devices (Eudamed) that
should integrate different electronic systems to
collate and process information regarding devices
on the market and the relevant economic operators,
certain aspects of conformity assessment, notified
bodies, certificates, clinical investigations,
vigilance and market surveillance. The objectives
of the database are to enhance overall
transparency, including through better access to
information for the public and healthcare
professionals, to avoid multiple reporting
requirements, to enhance coordination between
Member States and to streamline and facilitate the
flow of information between economic operators,
notified bodies or sponsors and Member States as
well as between Member States among themselves
and with the Commission. Within the internal
market, this can be ensured effectively only at
Union level and the Commission should therefore
further develop and manage the European
databank on medical devices set up by
Commission Decision 2010/227/EU.

(44) Bu Tiziik’iin amaglarin1 gergeklestirmede
kilit noktalardan birisi, piyasadaki cihazlar ve

ilgili iktisadi isletmeler, uygunluk
degerlendirmenin belirli yonleri, onaylanmis
kuruluslar, sertifikalar, klinik arastirmalar,

vijilans ve piyasa gozetimi ve denetimiyle ilgili
bilgileri derlemek ve islemek i¢in, farkli
elektronik sistemleri biitlinlestirecek olan, tibbi
cihazlara iliskin bir Avrupa veri tabaninin
(Eudamed) olusturulmasidir. Veri tabaninin
amaglar;; kamu ve saglik profesyonellerinin
bilgiye dogrudan daha iyi erisim saglamasi dahil
olmak tizere genel seffafligi arttirmak, birden
fazla raporlama gerekliliklerini Onlemek, tiye
devletler arasindaki koordinasyonu artirmak ve
iktisadi isletmeler, onaylanmis kuruluslar veya
destekleyiciler ile iiye devletler arasindaki ve
bunun yani sira iiye devletlerin kendi aralarindaki
ve Komisyonla aralarindaki bilgi akisini diizene
koymak ve kolaylastirmaktir. Bu, i¢ piyasada

yalnizca Birlik seviyesinde etkili  olarak
saglanabilir ve dolayisiyla Komisyon,
2010/227/AB  sayili Komisyon Karar1 ile

olusturulan tibbi cihazlara iliskin Avrupa veri
bankasini daha da gelistirmeli ve yonetmelidir.

(45) To facilitate the functioning of Eudamed, an
internationally  recognised medical device
nomenclature should be available free of charge to
manufacturers and other natural or legal persons
required by this Regulation to wuse that
nomenclature. Furthermore, that nomenclature
should be available, where reasonably practicable,
free of charge also to other stakeholders.

(45) Eudamed’in isleyisini kolaylastirmak icin,
uluslararas1 kabul goérmiis bir tibbi cihaz
adlandirmasi, imalat¢ilara ve bu adlandirmayi bu
Tiiziik geregi kullanmasi gereken diger gergek
veya tiizel kisilere licretsiz olmalidir. Ayrica bu
adlandirma diger paydaslara da, makul bir sekilde
uygulanabilir oldugunda, iicretsiz olmalidir.

(46) Eudamed's electronic systems regarding
devices on the market, the relevant economic
operators and certificates should enable the public
to be adequately informed about devices on the
Union market. The electronic system on clinical
investigations should serve as a tool for the
cooperation between Member States and for
enabling sponsors to submit, on a voluntary basis,
a single application for several Member States and
to report serious adverse events, device
deficiencies and related updates. The electronic
system on vigilance should enable manufacturers
to report serious incidents and other reportable
events and to support the coordination of the
evaluation of such incidents and events by
competent authorities. The electronic system
regarding market surveillance should be a tool for
the exchange of information between competent
authorities.

(46) Piyasadaki cihazlar, ilgili iktisadi isletmeler
ve sertifikalarla 1ilgili Eudamed’in elektronik
sistemleri, kamunun Birlik piyasasindaki cihazlar

hakkinda yeterince bilgilendirilmesini
saglamalidir.  Klinik  arastirmalara  iligkin
elektronik sistem, 1iiye devletler arasindaki
isbirligine ve destekleyicilerin, gdniilliilik

esasinda, farkli iye devletler i¢in tek bir bagvuru
sunmalarin1 ve ciddi advers olaylari, cihaz
kusurlarini ve ilgili giincellemeleri
raporlamalarini saglamaya yonelik bir ara¢ gorevi
gormelidir. Vijilansa iliskin elektronik sistem,
imalatcilara ciddi olumsuz olaylar1 ve diger rapor
edilebilir olaylar1 raporlamayr ve yetkili
otoritelerin bu tiir olumsuz olaylar1 ve sonuglarini
degerlendirmelerinin koordinasyonunu
desteklemeyi saglamalidir. Piyasa gozetimi ve
denetimine iliskin elektronik sistem, yetkili
otoriteler arasinda bilgi aligverisi i¢in bir arag
olmalidir.
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(47) In respect of data collated and processed
through the electronic systems of Eudamed,
Directive 95/46/EC of the European Parliament
and of the Council applies to the processing of
personal data carried out in the Member States,
under the supervision of the Member States'
competent authorities, in particular the public
independent authorities designated by the Member
States. Regulation (EC) No 45/2001 of the
European Parliament and of the Council applies to
the processing of personal data carried out by the
Commission within the framework of this
Regulation, under the supervision of the European
Data Protection Supervisor. In accordance with
Regulation (EC) No 45/2001, the Commission
should be designated as the controller of Eudamed
and its electronic systems.

(47) Eudamed’in elektronik sistemleri araciliiyla
derlenen ve islenen veriler ile iliskili olarak
95/46/AT sayil1 Avrupa Parlamentosu ve Konsey
Direktifi, liye devletlerin yetkili otoritelerinin,
Ozellikle de Ttye devletler tarafindan atanan
bagimsiz kamu yetkililerinin gdzetimi altinda, tiye
devletlerde yiiriitiilen kisisel verilerin iglenmesi
konusunda uygulanir. (AT) 45/2001 say1l1 Avrupa
Parlamentosu ve Konsey Tiiziigii, Avrupa Veri
Koruma Denetgisinin gézetimi altinda, bu Tiiziik
in ¢ergevesi dahilinde Komisyon tarafindan
yuriitiilen kisisel verilerin islenmesinde gegerlidir.
(AT) 45/2001 sayili Tiiziik uyarinca, Komisyon,
Eudamed’in ve onun elektronik sistemlerinin
denetcisi olarak atanmalidir.

(48) For implantable devices and for class IlI
devices, manufacturers should summarise the
main safety and performance aspects of the device
and the outcome of the clinical evaluation in a
document that should be publicly available.

(48) Imalatgilar, implante edilebilir cihazlar ve
sinif III cihazlar i¢in cihazin temel giivenlilik ve
performans yonlerini ve klinik degerlendirmenin
sonucunu  kamuya acik bir dokiimanda
Ozetlemelidirler.

(49) The summary of safety and clinical
performance for a device should include in
particular the place of the device in the context of
diagnostic or therapeutic options taking into
account the clinical evaluation of that device when
compared to the diagnostic or therapeutic

(49) Bir cihazin giivenlilik ve klinik performans
Ozeti; diger tan1 veya tedavi alternatifleri ile
kiyaslandiginda bu cihazin klinik
degerlendirmesini ve cihaz ve alternatiflerinin
degerlendirilebilecegi spesifik kosullart  goz
oniinde bulundurarak 6zellikle cihazin tan1 veya

alternatives and the specific conditions under | tedavi  secenekleri ~ baglamindaki  yerini
which that device and its alternatives can be | i¢cermelidir.

considered.

(50) The proper functioning of notified bodies is | (50)Yiiksek seviyede saghk ve gilivenlik

crucial for ensuring a high level of health and
safety protection and citizens' confidence in the
system. Designation and monitoring of notified
bodies by the Member States, in accordance with
detailed and strict criteria, should therefore be
subject to controls at Union level.

korumasini ve vatandaslarin sisteme giivenmesini
saglamak tlizere onaylanmis kuruluslarin diizgiin
isleyisi kritik derecede Onemlidir. Dolayisiyla,
ayrintili ve siki kriterler uyarinca iiye devletler
tarafindan onaylanmis kuruluslarin atanmasi ve
izlenmesi Birlik seviyesinde denetimlere tabi
olmalidir.

(51) Notified bodies’  assessments  of
manufacturers' technical documentation, in
particular documentation on clinical evaluation,
should be critically evaluated by the authority
responsible for notified bodies. That evaluation
should be part of the risk-based approach to the
oversight and monitoring activities of notified
bodies and should be based on sampling of the
relevant documentation.

(51) Onaylanmis kuruluglarin, imalat¢ilarin teknik

dokiimantasyonuna, ozellikle klinik
degerlendirme dokiimantasyonuna iliskin
degerlendirmeleri, onaylanmis kurulustan

sorumlu ulusal yetkili otorite tarafindan elestirel
olarak degerlendirilmelidir. Bu degerlendirme,
onaylanmis kurulusun gozetim ve izleme
faaliyetlerine yonelik risk esasli yaklasiminin
parcast  olmali ve ilgili  dokiimanlarin
Orneklenmesine dayanmalidir.

(52) The position of notified bodies vis-a-vis
manufacturers should be strengthened, including
with regard to their right and duty to carry out
unannounced on-site audits and to conduct

(52) Orijinal sertifikanin alinmasindan sonra
imalat¢ilarin siirekli uygunlugunu temin etmek
izere, habersiz yerinde denetimleri yapma ve tibbi
cihazlar iizerinde fiziksel veya laboratuvar testleri
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physical or laboratory tests on devices to ensure
continuous compliance by manufacturers after
receipt of the original certification.

yliriitme hak ve gorevleri agisindan, onaylanmis
kuruluslarin imalatgilara gore konumu
giiclendirilmelidir.

(53) To increase transparency with regard to the
oversight of notified bodies by national
authorities, the authorities responsible for notified
bodies should publish information on the national
measures governing the assessment, designation
and monitoring of notified bodies. In accordance
with good administrative practice, this information
should be kept up to date by those authorities in
particular to reflect relevant, significant or
substantive changes to the procedures in question.

(53) Yetkili otoriteler tarafindan onaylanmis
kuruluslarin gozetimine iliskin seffafligi arttirmak
i¢in, onaylanmis kuruluslardan sorumlu otoriteler;
onaylanmis  kuruluslarin  degerlendirilmesi,
atanmasi ve izlenmesi hakkindaki ulusal tedbirlere
iliskin bilgiler yaymmlamalidir. Iyi ydnetim
uygulamalar1 uyarinca bu bilgiler, 6zellikle s6z
konusu prosediirlerle ilgili 6nemli veya asli
degisiklikleri yansitmak igin, bu yetkili otoriteler
tarafindan giincel tutulmalidir.

(54) The Member State in which a notified body is
established should be responsible for enforcing the
requirements of this Regulation with regard to that
notified body.

(54) Bir onaylanmis kurulusun yerlesik bulundugu
iiye devlet, bu onaylanmis kurulusla ilgili olarak
bu Tizik’iin gerekliliklerini uygulatmaktan
sorumlu olmalidir.

(55) In view, in particular, of the responsibility of
Member States for the organisation and delivery of
health services and medical care, they should be
allowed to lay down additional requirements on
notified bodies designated for the conformity
assessment of devices and established on their
territory as far as issues that are not regulated in
this Regulation are concerned. Any such
additional requirements laid down should not
affect more specific horizontal Union legislation
on notified bodies and equal treatment of notified
bodies.

(55) Uye devletlerin dzellikle saglik hizmetleri ile
tibbi bakimin organizasyonu ve sunulmasina
yonelik sorumluluklar1 agisindan, bu Tiiziik’te

dizenlenmeyen konularla ilgili olarak kendi
sinirlari igerisinde cihazlarin ~ uygunluk
degerlendirmeleri  i¢in  atanan  onaylanmis
kuruluslar hakkinda ilave gereklilikler

belirlemesine izin verilmelidir. Belirlenen bu tiir
ilave gereklilikler, onaylanmis kuruluslara ve
onaylanmis kuruluslarin esit muamelesine iligkin
daha spesifik yatay Birlik mevzuatini etkilemez.

(56) For class 111 implantable devices and class I1b
active devices intended to administer and/or
remove a medicinal product, notified bodies
should, except in certain cases, be obliged to
request expert panels to scrutinise their clinical
evaluation  assessment  report. Competent
authorities should be informed about devices that
have been granted a certificate following a
conformity assessment procedure involving an
expert panel. The consultation of expert panels in
relation to the clinical evaluation should lead to a
harmonised evaluation of high-risk medical
devices by sharing expertise on clinical aspects
and developing CS on categories of devices that
have undergone that consultation process.

(56) Sinif III implante edilebilir cihazlar ve bir
tibbi Uriinii tatbik etmek ve/veya almak icin
tasarlanan Sinif IIb aktif cihazlar i¢in, onaylanmis
kuruluslar, belirli durumlar haricinde, klinik
degerlendirmenin degerlendirilmesi raporlarinin
gozden gecirilmesi icin uzman heyetleri talep
etmekle yilikiimliidiir. Bir uzman heyetinin de
dahil oldugu bir uygunluk degerlendirme
prosediiriinii takiben bir sertifikanin verilmis
oldugu cihazlar hakkinda yetkili otoriteler
bilgilendirilmelidir. Klinik degerlendirme ile ilgili
olarak uzman heyetleriyle konsiiltasyon, klinik
konularda deneyim paylasimi yapilarak ve bu
konsiiltasyon siirecinden ge¢mis olan cihaz
kategorilerine iligkin ortak spesifikasyonlar (OS)
gelistirerek yliksek riskli tibbi cihazlara iliskin
uyumlastirilmig bir degerlendirme saglamalidir.

(57) For class Il devices and for certain class I1b
devices, a manufacturer should be able to consult

(57) Smuf III cihazlar ve belirli sinif IIb cihazlar
icin, kendi klinik degerlendirmesi ve/veya

voluntarily an expert panel, prior to that | arastirmasindan Once imalatg1 goniillii olarak,
manufacturer's  clinical  evaluation and/or | klinik gelistirme stratejisi ve klinik arastirma
investigation, on its clinical development strategy | onerileri ile ilgili, bir uzman heyetine
and on proposals for clinical investigations. danigabilmelidir.
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(58) It is necessary, in particular for the purpose of
the conformity assessment procedures, to maintain
the division of devices into four product classes in
line with international practice. The classification
rules, which are based on the vulnerability of the
human body, should take into account the potential
risks associated with the technical design and
manufacture of the devices. To maintain the same
level of safety as provided by Directive
90/385/EEC, active implantable devices should be
in the highest risk class.

(58)  Ogzellikle  uygunluk  degerlendirme
prosediirleri amaciyla, uluslararast uygulama
dogrultusunda, cihazlarin dort {riin simifina
béliinmesini siirdiirmek gerekir. Insan viicudunun
hassasiyetine dayanan simiflandirma kurallari,
cihazlarin teknik tasarimi ve imalatiyla iliskili
potansiyel riskleri gbz Oniine almalidir.
90/385/AET sayili Direktifle saglanan ayni
giivenlilik seviyesini korumak icin, implante
edilebilir aktif cihazlar en yiiksek risk sinifinda
olmalidir.

(59) Rules under the old regime applied to invasive
devices do not sufficiently take account of the
level of invasiveness and potential toxicity of
certain devices which are introduced into the
human body. In order to obtain a suitable risk-
based classification of devices that are composed
of substances or of combinations of substances
that are absorbed by or locally dispersed in the
human body, it is necessary to introduce specific
classification rules for such devices. The
classification rules should take into account the
place where the device performs its action in or on
the human body, where it is introduced or applied,
and whether a systemic absorption of the
substances of which the device is composed, or of
the products of metabolism in the human body of
those substances occurs.

(59) Invaziv cihazlara eski diizenlemede
uygulanan kurallar, insan viicuduna giris yapan
belirli cihazlarin invazivlik ve potansiyel toksisite
seviyesini yeteri kadar g6z oniinde bulundurmaz.
Insan viicudu tarafindan absorbe edilen ya da
insan viicudu icinde lokal olarak dagilan
maddelerden veya madde kombinasyonlarindan
olusan cihazlarin risk esasli uygun bir
siniflandirmasini saglamak tizere, bu tiir cihazlar
igin Ozel siniflandirma kurallarinin uygulanmasi
gereklidir. Smiflandirma kurallari; cihazin insan
viicudu igerisinde veya iizerinde faaliyetlerini
yerine getirdigi yeri, cihazin girdigi veya
uygulandigt yeri ve cihazin olustugu maddelerin
veya bu maddelerin insan  viicudundaki
metabolizma  Urilinlerinin  sistemik  olarak
absorpsiyonun  gergeklesip  gergeklesmedigi
durumlar dikkate almalidir.

(60) The conformity assessment procedure for
class | devices should be carried out, as a general
rule, under the sole responsibility of manufacturers
in view of the low level of vulnerability associated
with such devices. For class lla, class I1b and class
I11 devices, an appropriate level of involvement of
a notified body should be compulsory.

(60) Sinif I cihazlar igin uygunluk degerlendirme
prosediirii, genel bir kural olarak, bu tiir cihazlarla
iliskili diisiik hassasiyet seviyesinden dolay1
yalnizca imalat¢ilarin = sorumlulugu  altinda
yiriitilmelidir. Sinif Ila, smif IIb ve smif III
cihazlar i¢in, bir onaylanmis kurulusun uygun
seviyede dahiliyeti zorunlu olmalidir.

(61) The conformity assessment procedures for
devices should be further strengthened and
streamlined whilst the requirements for notified
bodies as regards the performance of their
assessments should be clearly specified to ensure
a level playing field.

(61) Esit sartlar saglamak ig¢in,
kuruluglarin degerlendirmelerine iliskin
performanslart ile ilgili gereklilikler agikga
belirlenmeli ve cihazlara ydnelik uygunluk
degerlendirme prosediirleri daha fazla
giiclendirilmeli ve anlasilir hale getirilmelidir.

onaylanmis

(62) It is appropriate that certificates of free sale
contain information that makes it possible to use
Eudamed in order to obtain information on the
device, in particular with regard to whether it is on
the market, withdrawn from the market or recalled,
and on any certificate on its conformity.

(62) Serbest satis sertifikalarinin, cihazla ilgili,
ozellikle cihazin piyasada olup olmadigi,
piyasadan geri c¢ekilip ¢ekilmedigi veya geri
cagirilip ¢agrilmadigt ve uygunluguna iliskin
herhangi bir sertifikasi olup olmadigina yonelik
bilgileri elde etmek i¢in  Eudamed’in
kullanilmasint  miimkiin kilabilecek bilgiler
icermesi uygundur.

(63) To ensure a high level of safety and
performance, demonstration of compliance with
the general safety and performance requirements

(63) Yiiksek bir giivenlilik ve performans seviyesi
saglamak i¢in, bu Tiuziik’te belirtilen genel
glivenlilik  ve  performans  gerekliliklerine
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laid down in this Regulation should be based on
clinical data that, for class Il devices and
implantable devices should, as a general rule, be
sourced from clinical investigations that have been
carried out under the responsibility of a sponsor. It
should be possible both for the manufacturer and
for another natural or legal person to be the
sponsor taking responsibility for the clinical
investigation.

uygunlugun gosterilmesi, sinif III cihazlar ve
implante edilebilir cihazlar i¢in genel bir kural
olarak, bir destekleyici sorumlulugu altinda
yuriitiilmiis olan klinik arastirmalardan elde edilen
klinik verilere dayali olmalidir. Hem imalatginin
hem de diger bir gercek veya tiizel kisinin klinik
aragtirmanin sorumlulugunu istlenerek
destekleyici olmasi miimkiin olmalidir.

(64) The rules on clinical investigations should be
in line with well-established international
guidance in this field, such as the international
standard 1SO 14155:2011 on good clinical practice
for clinical investigations of medical devices for
human subjects, so as to make it easier for the
results of clinical investigations conducted in the
Union to be accepted as documentation outside the
Union and to make it easier for the results of
clinical investigations conducted outside the
Union in accordance with international guidelines
to be accepted within the Union. In addition, the
rules should be in line with the most recent version
of the World Medical Association Declaration of
Helsinki on Ethical Principles for Medical
Research Involving Human Subjects.

(64) Klinik arastirma kurallar1, Birlikte yliriitiilen
klinik arastirmalarin sonuglarinin Birlik disinda

dokiimantasyon  olarak  kabul  edilmesini
kolaylastirmak ve uluslararasi kilavuzlara uygun
olarak  Birlik  diginda  yiiriitiilen  klinik

arastirmalarin sonug¢larinin Birlik igerisinde kabul
edilmesini kolaylastirmak i¢in, insanlar i¢in T1bbi
Cihazlarin  Klinik Arastirmasi- lyi  Klinik
Uygulamalar1 ISO  14155:2011 uluslararasi
standard1 gibi bu alanda iyi bilinen uluslararasi
kilavuzlar dogrultusunda olmalidir. Buna ek
olarak bu kurallar, Insan Goniilliileri Uzerinde
Yapilan Tibbi Arastirmalarda Etik ilkeler Uzerine
Diinya Tip Birligi Helsinki Bildirgesinin en
giincel siirtimii ile ayn1 dogrultuda olmalidir.

(65) It should be left to the Member State where a
clinical investigation is to be conducted to
determine the appropriate authority to be involved
in the assessment of the application to conduct a
clinical investigation and to organise the
involvement of ethics committees within the
timelines for the authorisation of that clinical
investigation as set out in this Regulation. Such
decisions are a matter of internal organisation for
each Member State. In that context, Member States
should ensure the involvement of laypersons, in
particular patients or patients' organisations. They
should also ensure that the necessary expertise is
available.

(65) Tizik’te belirtildigi tizere bir klinik
arastirma ylriitmek i¢in yapilan basvurunun
degerlendirilmesine katilacak uygun otoriteyi
belirlemek ve bu klinik arastirmanin iznine iligkin
zaman ¢izelgeleri icerisinde etik komitelerin
katilimint organize etmek klinik arastirmanin
yiiriitiillecegi liye devlete birakilmalidir. Bu tiir
kararlar, her liye devlet icin bir i¢ Orgilitlenme
konusudur. Bu baglamda, liye devletler meslekten
olmayan kisilerin, 6zellikle hastalarin veya hasta
orgiitlerinin  katilimim1 saglamalidirlar. Ayrica,
gerekli  uzmanligin  mevcut olmasmi da
saglamalidirlar.

(66) Where, in the course of a clinical
investigation, harm caused to a subject leads to the
civil or criminal liability of the investigator or the
sponsor being invoked, the conditions for liability
in such cases, including issues of causality and the
level of damages and sanctions, should remain
governed by national law.

(66) Klinik arastirmalar sirasinda goniilliiniin
ugradigt  zararin, aragtirmacinin ya da
destekleyicinin hukuki ya da cezai
ylikiimliiliikklerinin ortaya c¢ikmasina yol a¢cmasi
halinde, nedensellik sorunlar1 ile zarar ve
yaptirimlarin seviyesi de dahil olmak iizere
ylkiimliilik kosullar1 ulusal mevzuata tabi
kalmalidir.

(67) An electronic system should be set up at
Union level to ensure that every clinical
investigation is recorded and reported in a publicly
accessible database. To protect the right to the
protection of personal data, recognised by Article
8 of the Charter of Fundamental Rights of the

(67) Her klinik arastirmanin kamuya agik bir veri
tabanina kaydedilmesini ve raporlanmasini
saglamak iizere Birlik seviyesinde bir elektronik
sistem kurulmalidir. Avrupa Birligi Temel Haklar
Sartinin 8. maddesiyle kabul edilen kisisel
verilerin korunmasi hakkini gozetmek ig¢in, bir
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European Union (‘the Charter’), no personal data
of subjects participating in a clinical investigation
should be recorded in the electronic system. To
ensure synergies with the area of clinical trials on
medicinal products, the electronic system on
clinical investigations should be interoperable
with the EU database to be set up for clinical trials
on medicinal products for human use.

klinik arastirmaya katilan goniilliilerin kisisel
verileri elektronik sisteme kaydedilmemelidir.
T1bbi {iriinlere iliskin klinik arastirmalar alaniyla
sinerji saglamak {izere, klinik arastirmalara
yonelik elektronik sistem, insan kullanimi ig¢in
tibbi iriinlere iliskin klinik arastirmalar igin
kurulan AB veri tabaniyla birlikte caligabilir
olmalidir.

(68) Where a clinical investigation is to be
conducted in more than one Member State, the
sponsor should have the possibility of submitting
a single application in order to reduce
administrative burden. In order to allow for
resource-sharing and to ensure consistency
regarding the assessment of the health and safety-
related aspects of the investigational device and of
the scientific design of that clinical investigation,
the procedure for the assessment of such single
application should be coordinated between the
Member States under the direction of a
coordinating Member State. Such coordinated
assessment should not include the assessment of
intrinsically national, local and ethical aspects of a
clinical investigation, including informed consent.
For an initial period of seven years from the date
of application of this Regulation, Member States
should be able to participate on a voluntary basis
in the coordinated assessment. After that period,
all Member States should be obliged to participate
in the coordinated assessment. The Commission,
based on the experience gained from the voluntary
coordination between Member States, should draw
up a report on the application of the relevant
provisions regarding the coordinated assessment
procedure. In the event that the findings of the
report are negative, the Commission should submit
a proposal to extend the period of participation on
a voluntary basis in the coordinated assessment
procedure.

(68) Bir klinik aragtirmanin birden fazla iiye
devlette yiiriitiillecegi durumda, idari ylki
azaltmak amaciyla, destekleyici tek bir basvuru
yapma imkanina sahip olmalidir. Kaynak
paylasimina izin vermek ve arastirma amagcl
cihazin saglik ve giivenlilikle ilgili yonlerinin ve
bu klinik arastirmanin bilimsel tasariminin
degerlendirilmesiyle ilgili tutarliligi saglamak
tizere, bu tek basvurunun degerlendirilmesine
iligkin prosediir bir koordinatér iiye devletin
yonetimi altinda iiye devletler arasinda koordine
edilmelidir. Bu gibi koordineli degerlendirme,
bilgilendirilmis goniillii oluru da dahil olmak
iizere, bir klinik arastirmanin ulusal, yerel ve etik
yonleri 6ziinde degerlendirilmesini igermemelidir.
Uye devletler, bu Tiiziik’iin uygulama tarihinden
itibaren yedi yillik bir baslangic donemi igin,
koordineli degerlendirmede goniilli olarak yer
alabilmelidir. Bu donemden sonra, tiim f{iye
devletler koordineli degerlendirmede yer almakla
yukiimli olmalidir. Komisyon, iiye devletler
arasindaki goniilli koordinasyondan edindigi
deneyimlere dayanarak koordineli degerlendirme
prosediiriine iligkin ilgili hiikiimlerin
uygulanmasina yonelik bir rapor hazirlamalidir.
Rapordaki bulgularin olumsuz olmasi durumunda,
Komisyon koordineli degerlendirme prosediiriine
goniilliilik esasli katilim doéneminin uzatilmasi
i¢in bir 6neri sunmalidir.

(69) Sponsors should report certain adverse events
and device deficiencies that occur during clinical
investigations to the Member States in which those
clinical investigations are being conducted.
Member States should have the possibility of
terminating or suspending the investigations or
revoking the authorisation for those investigations,
if considered necessary to ensure a high level of
protection of the subjects participating in a clinical
investigation. Such information should be
communicated to the other Member States.

(69) Destekleyiciler, klinik arastirmalar sirasinda
meydana gelen belirli advers olaylar1 ve cihaz
kusurlarin1 bu klinik arastirmalarin yiirttildiigi
iiye devletlere raporlamalidir. Uye devletler, bir
klinik arastirmaya katilan goniilliilerin yiiksek
seviyede korunmasini saglamak icin, gerekli
goriilmesi halinde arastirmalar1 sonlandirma veya
askiya alma ya da bu arastirmalarin izinlerini iptal
etme imkanina sahip olmalidir. Bu bilgiler, diger
iiye devletlere iletilmelidir.

(70) The sponsor of a clinical investigation should
submit a summary of results of the clinical
investigation that is easily understandable for the

(70) Bir klinik arastirmanin destekleyicisi, klinik
aragtirma raporu ile birlikte klinik arastirma
sonuclarinin  hedeflenen kullanici tarafindan
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intended user together with the clinical
investigation report, where applicable, within the
timelines laid down in this Regulation. Where it is
not possible to submit the summary of the results
within the defined timelines for scientific reasons,
the sponsor should justify this and specify when

kolayca anlasilabilir bir 6zetini, uygulanabildigi
hallerde, bu Tiiziik’te belirtilen zaman ¢izelgeleri

icerisinde  sunmalidir.  Bilimsel nedenlerle,
sonuclara iliskin Ozetin tanimlanan zaman
cizelgeleri igerisinde sunulmasimnin miimkiin
olmadigi  durumlarda, destekleyici, bunu

the results will be submitted. gerekgelendirir  ve  sonuglarin  ne  zaman
sunulacagini belirtir.
(71) This Regulation should cover clinical | (71) Bu Tizik; cihazlarin  uygunlugunu

investigations intended to gather clinical evidence
for the purpose of demonstrating conformity of

gostermek amaciyla klinik kanit toplamak igin
yapilan klinik arastirmalar1 kapsamalidir ve ayni

devices and should also lay down basic | zamanda tibbi cihazlar ile ilgili diger klinik
requirements regarding ethical and scientific | arastirma tirleri i¢in etik ve bilimsel
assessments for other types of clinical | degerlendirmelere iliskin temel gereklilikleri de
investigations of medical devices. belirlemelidir.

(72) Incapacitated subjects, minors, pregnant | (72) Kisitlilar, cocuklar, gebe kadinlar ve emziren

women and breastfeeding women require specific
protection measures. However, it should be left to
Member States to determine the legally designated
representatives of incapacitated subjects and
minors.

kadinlar i¢in 6zel koruma tedbirleri gereklidir.
Ancak, kisitlilarin ve ¢ocuklarin yasal vasilerinin
belirlenmesi iiye devletlere birakilmalidir.

(73) The principles of replacement, reduction and
refinement in the area of animal experimentation
laid down in the Directive 2010/63/EU of the
European Parliament and of the Council should be
observed. In particular, the unnecessary
duplication of tests and studies should be avoided.

(73) 2010/63/AB sayili Avrupa Parlamentosu ve
Konseyi Direktifi’nde belirtilen hayvan deneyi
alaninda ikame, azaltma ve iyilestirme ilkelerine
riayet edilmelidir.  Ozellikle, testlerin ve
caligsmalarin gereksiz tekrarindan kaginilmalidir.

(74) Manufacturers should play an active role
during the post-market phase by systematically
and actively gathering information from post-
market experience with their devices in order to
update their technical documentation and
cooperate with the national competent authorities
in charge of vigilance and market surveillance
activities. To this end, manufacturers should
establish a comprehensive post-market
surveillance system, set up under their quality
management system and based on a post-market
surveillance plan. Relevant data and information
gathered through post-market surveillance, as well
as lessons learned from any implemented
preventive and/or corrective actions, should be
used to update any relevant part of technical
documentation, such as those relating to risk
assessment and clinical evaluation, and should
also serve the purpose of transparency.

(74) Imalatgilar, vijilans ve piyasa gdzetim ve
denetimi faaliyetlerinden sorumlu ulusal yetkili
otoritelerle  igbirligi  yapmak ve  teknik
dokiimantasyonlarin1 giincellemek igin, cihazlari
ile ilgili piyasaya arz sonrasi deneyimlerden
sistematik ve aktif bir sekilde bilgi toplayarak,
piyasaya arz sonrasi asama boyunca aktif rol
oynamalidir. Bu amagla, imalat¢ilar, kendi kalite
yonetim sistemleri altinda kurulan ve bir piyasaya
arz sonrasi goOzetim planina dayanan, genis
kapsamli bir piyasaya arz sonrasi gozetim sistemi
kurmalidir. Uygulanan her bir 6nleyici ve/veya
diizeltici faaliyetten alinan derslerle birlikte,
piyasaya arz sonrasit gozetimden toplanan ilgili
veri ve bilgiler, risk degerlendirme ve klinik
degerlendirme ile ilgili olan boéliimler gibi teknik
dokiimantasyonun ilgili her bolimiinii
gilincellemek i¢in kullanilmali ve ayrica seffaflik
amacina hizmet etmelidir.

(75) In order to better protect health and safety
regarding devices on the market, the electronic
system on vigilance for devices should be made
more effective by creating a central portal at Union
level for reporting serious incidents and field
safety corrective actions.

(75) Piyasadaki cihazlarla ilgili olarak saglik ve
giivenligin daha iyi korunmasi1 amaciyla cihazlara
iliskin vijilansa yonelik elektronik sistem, ciddi
olumsuz olaylar1 ve saha giivenligi diizeltici
faaliyetleri raporlamak i¢in Birlik seviyesinde bir
merkezi portal olusturulmas: yoluyla, daha etkili
hale getirilmelidir.
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(76) Member States should take appropriate
measures to raise awareness among healthcare
professionals, users and patients about the
importance of reporting incidents. Healthcare
professionals, users and patients should be
encouraged and enabled to report suspected
serious incidents at national level using
harmonised formats. The national competent
authorities should inform manufacturers of any
suspected serious incidents and, where a
manufacturer confirms that such an incident has
occurred, the authorities concerned should ensure
that appropriate follow-up action is taken in order
to minimise recurrence of such incidents.

(76) Uye devletler; olumsuz olaylarin
raporlanmasinin ~ 6nemi  hakkinda,  saglik
profesyonelleri, kullanicilar ve hastalar arasinda
farkindaligi arttirmak i¢in uygun tedbirleri
almalidir. Saglik profesyonellerinin, kullanicilarin
ve hastalarin wulusal seviyede silipheli ciddi
olumsuz olaylar1 uyumlastirilmis formatlar
kullanarak raporlamalar1 i¢in olanak saglanmali
ve tegvik edilmeleri gerekmektedir. Ulusal yetkili
otoriteler, siiphelenilen ciddi olumsuz olaylarda
imalatcilar1 bilgilendirmeli ve imalat¢inin boyle
bir olumsuz olayin meydana geldigini teyit etmesi
halinde, ilgili otoriteler bu olumsuz olaylarin
tekrarlanmasini en aza indirmek i¢in uygun takip
faaliyetlerinin gergeklestirilmesini saglamalidir.

(77) The evaluation of reported serious incidents
and field safety corrective actions should be
conducted at national level but coordination
should be ensured where similar incidents have
occurred or field safety corrective actions have to
be carried out in more than one Member State,
with the objective of sharing resources and
ensuring consistency regarding the corrective
action.

(77) Raporlanan ciddi olumsuz olaylarin ve saha
giivenligi diizeltici faaliyetlerinin
degerlendirilmesi ulusal seviyede yiiriitiilmelidir;
ancak birden fazla liye devlette benzer olumsuz
olaylarin meydana gelmesi veya saha giivenligi
diizeltici faaliyetlerinin yriitiilmesinin gerektigi
durumlarda kaynaklar1 paylasmak ve diizeltici
faaliyetle ilgili tutarlilik saglamak amaciyla
koordinasyon saglanmalidir.

(78) In the context of the investigation of
incidents, the competent authorities should take
into account, where appropriate, the information
provided by and views of relevant stakeholders,
including patient and healthcare professionals'
organisations and manufacturers' associations.

(78) Olumsuz olaylarin arastirilmasi baglaminda
yetkili otoriteler, uygun oldugu hallerde, hasta ve
saglik profesyonelleri oOrgiitleri ve imalatct
dernekleri dahil olmak {izere, ilgili paydaslar
tarafindan saglanan bilgileri ve goriisleri goz
Oniine almalidir.

(79) The reporting of serious adverse events or
device deficiencies during clinical investigations
and the reporting of serious incidents occurring
after a device has been placed on the market should
be clearly distinguished to avoid double reporting.

(79) Klinik arastirmalar sirasindaki ciddi advers
olaylarin veya cihaz kusurlarinin raporlanmasi ile
bir cihaz piyasaya arz edildikten sonra meydana
gelen ciddi olumsuz olaylarin raporlanmasi ¢ift
raporlamay1 Onlemek i¢in birbirinden agikga
ayrilmalidir.

(80) Rules on market surveillance should be
included in this Regulation to reinforce the rights
and obligations of the national competent
authorities, to ensure effective coordination of
their market surveillance activities and to clarify
the applicable procedures.

(80) Ulusal yetkili otoritelerin hak ve
yiikiimliiliiklerini giiglendirmek, bunlarin piyasa
gozetimi ve denetimi faaliyetlerinin etkili
koordinasyonunu saglamak ve uygulanabilir
usulleri netlestirmek icin bu Tiiziik’e piyasa
gozetimi ve denetimine iliskin kurallar dabhil
edilmelidir.

(81) Any statistically significant increase in the
number or severity of incidents that are not serious
or in expected side-effects that could have a
significant impact on the benefit-risk analysis and
which could lead to unacceptable risks should be
reported to the competent authorities in order to
permit their assessment and the adoption of
appropriate measures.

(81) Ciddi olmayan olumsuz olaylarin sayisindaki
veya siddetindeki ya da fayda-risk analizinde
onemli bir etkisi olabilecek ve kabul edilemez
risklere yol acabilecek olan beklenen yan
etkilerdeki istatiksel olarak onemli herhangi bir
artig, yetkili otoritelerin degerlendirmelerine ve
uygun tedbirlerin kabuliine izin vermek ig¢in
yetkili otoritelere raporlanmalidir.

(82) An expert committee, the Medical Device
Coordination Group (MDCG), composed of

(82) Bu Tiiziikle ve (AB) 2017/746 sayili Avrupa
Parlamentosu ve Konseyi Tiiziigi ile kendisine
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persons designated by the Member States based on
their role and expertise in the field of medical
devices including in vitro diagnostic medical
devices, should be established to fulfil the tasks
conferred on it by this Regulation and by
Regulation (EU) 2017/746 of the European
Parliament and of the Council, to provide advice
to the Commission and to assist the Commission
and the Member States in ensuring a harmonised
implementation of this Regulation. The MDCG
should be able to establish subgroups in order to
have access to necessary in-depth technical
expertise in the field of medical devices including
in vitro diagnostic medical devices. When
establishing subgroups, appropriate consideration
should be given to the possibility of involving
existing groups at Union level in the field of
medical devices.

verilen gorevleri yerine getirmek, Komisyona
tavsiyeler sunmak ve bu Tiizlik’iin yeknesak
uygulanmasini saglamada Komisyona ve iiye
devletlere yardime1 olmak i¢in, in vitro tani tibbi
cihazlar1 dahil olmak {izere tibbi cihazlar
alanindaki rollerine ve uzmanliklarina dayanarak
iiye devletler tarafindan atanan kisilerden olusan
bir uzman komite, Tibbi Cihaz Koordinasyon
Grubu (MDCG), olusturulmalidir. MDCG, in
vitro tami tibbi cihazlar1 dahil olmak iizere tibbi
cihazlar alaninda gerekli derinlemesine teknik
uzmanlhiga ulasabilmek i¢in alt gruplar
olusturabilmelidir. Alt gruplar olusturulurken,
Birlik seviyesinde tibbi cihazlar alaninda mevcut
olan gruplarin dahil olma olasiligt
degerlendirilmelidir.

(83) Expert panels and expert laboratories should
be designated by the Commission on the basis of
their up-to-date clinical, scientific or technical
expertise, with the aim of providing scientific,
technical and clinical assistance to the
Commission, the MDCG, manufacturers and
notified bodies in relation to the implementation of
this Regulation. Moreover, expert panels should
fulfil the tasks of providing an opinion on clinical
evaluation assessment reports of notified bodies in
the case of certain high-risk devices.

(83) Uzman heyetleri ve uzman laboratuvarlari; bu
Tiliziik’iin uygulanmasina iligkin, Komisyona,
MDCG’ye, imalatgilara ~ ve  onaylanmis
kuruluslara bilimsel, teknik ve klinik destek
saglamak amaciyla, giincel klinik, bilimsel veya
teknik uzmanliklarina dayali olarak Komisyon
tarafindan atanmalidir. Ayrica, uzman heyetleri;
belirli yiiksek riskli cihazlarda, onaylanmis
kuruluslarin klinik degerlendirmenin
degerlendirilmesi raporlarina iligkin goriis sunma
gorevlerini yerine getirmelidir.

(84) Closer coordination between national
competent authorities through information
exchange and coordinated assessments under the
direction of a coordinating authority is essential
for ensuring a consistently high level of health and
safety protection within the internal market, in
particular in the areas of clinical investigations and
vigilance. The principle of coordinated exchange
and assessment should also apply across other
authority activities described in this Regulation,
such as the designation of notified bodies and
should be encouraged in the area of market
surveillance  of devices. Joint  working,
coordination and communication of activities
should also lead to more efficient use of resources
and expertise at national level.

(84) I¢ piyasada, dzellikle de klinik arastirmalar
ve vijilans alanlarinda, tutarli sekilde yiiksek bir
saglik ve giivenlik korumasi saglamak igin, bilgi
aligverisi ve koordinator otoritenin yOnetimi
altindaki koordineli degerlendirmeler yoluyla
ulusal yetkili otoriteler arasinda daha yakin
koordinasyonun saglanmasi esastir. Koordineli
bilgi aligverisi ve degerlendirme ilkesi;
onaylanmis kuruluslarin atamasi gibi, bu Tiiziik’te
tanimlanan diger otorite faaliyetlerinin geneli i¢in
de uygulanmalidir ve cihazlarin piyasa gozetim ve
denetimi alaninda tesvik edilmelidir. Ortak
calisma, koordinasyon ve faaliyetler hakkinda
iletisim ulusal seviyede kaynak ve uzmanligin
daha verimli kullanimina da yol agmalidir.

(85) The Commission should provide scientific,
technical and corresponding logistical support to
coordinating national authorities and ensure that
the regulatory system for devices is effectively and
uniformly implemented at Union level based on
sound scientific evidence.

(85) Komisyon, koordinatér ulusal otoritelere
bilimsel, teknik ve uygun lojistik destek sunmali
ve cihazlara yonelik diizenleyici sistemin saglam
bilimsel kanitlara dayali olarak Birlik seviyesinde
etkili ve yeknesak sekilde uygulanmasim
saglamalidir.

(86) The Union and, where appropriate, the
Member States should actively participate in

(86) T1ibbi cihazlarla ilgili giivenlilige iligkin bilgi
aligverisini  kolaylastirmak ve bu Tiziikle
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international regulatory cooperation in the field of
medical devices to facilitate the exchange of
safety-related information regarding medical
devices and to foster the further development of
international regulatory guidelines that promote
the adoption in other jurisdictions of regulations
that lead to a level of health and safety protection
equivalent to that set by this Regulation.

belirlenenlere esdeger bir saglik ve giivenlik
korumas1 seviyesini saglayan diger yetki alanlari
icerisindeki  diizenlemelerin ~ benimsenmesini
destekleyen uluslararasi diizenleyici kilavuzlarin
daha da gelistirilmesini tesvik etmek icin, Birlik
ve uygun oldugu hallerde iiye devletler, tibbi
cihazlar alanindaki uluslararasi diizenleyici
isbirligine aktif olarak katilmalidir.

(87) Member States should take all necessary
measures to ensure that the provisions of this
Regulation are implemented, including by laying
down effective, proportionate and dissuasive
penalties for their infringement.

(87) Uye devletler, bu Tiiziik hiikiimlerinin
uygulanmasini saglamak ic¢in bunlarin ihlallerine
yonelik etkili, orantili ve caydirici cezalarin
koyulmasi1 da dahil olmak iizere gerekli tiim
tedbirleri almalidir.

(88) Whilst this Regulation should not affect the
right of Member States to levy fees for activities at
national level, Member States should, in order to
ensure transparency, inform the Commission and
the other Member States before they decide on the
level and structure of such fees. In order to further
ensure transparency, the structure and level of the
fees should be publicly available on request.

(88) Bu Tiiziik liye devletlerin ulusal diizeyde
faaliyetleri igin ticretlendirme hakkini
etkilemezken, iiye devletler, seffafligi saglamak
icin Komisyona ve diger iiye devletlere bu tiir
licretlerin seviyesi ve yapisina karar vermeden
once bilgi vermelidir. Seffafligin daha da
arttirilmasi i¢in iicretlerin yapisi ve seviyesi talep
edilmesi halinde kamuya ac¢ik olmalidir.

(89) This Regulation respects the fundamental
rights and observes the principles recognised in
particular by the Charter and in particular human
dignity, the integrity of the person, the protection
of personal data, the freedom of art and science,
the freedom to conduct business and the right to
property. This Regulation should be applied by the
Member States in accordance with those rights and
principles.

(89) Bu Tiiziik, temel haklara saygi gosterir ve
Ozellikle Avrupa Birligi Temel Haklar Sarti
tarafindan taninan ilkeleri ve bilhassa insan
sayginligl, kisisel biitiinliik, kisisel verilerin
korunmasi, sanat ve bilim 0Ozgiirliigli, tesebbiis
serbestisi ve miilkiyet hakkini gozetir. Bu Tiiziik,
tiye devletler tarafindan bu hak ve ilkeler uyarinca
uygulanmalidir.

(90) The power to adopt delegated acts in
accordance with Article 290 TFEU should be
delegated to the Commission in order to amend
certain non-essential provisions of this Regulation.
It is of particular importance that the Commission
carry out appropriate consultations during its
preparatory work, including at expert level, and
that those consultations be conducted in
accordance with the principles laid down in the
Interinstitutional Agreement of 13 April 2016 on
Better Law-Making. In particular, to ensure equal
participation in the preparation of delegated acts,
the European Parliament and the Council receive
all documents at the same time as Member States'
experts, and their experts systematically have
access to meetings of Commission expert groups
dealing with preparation of delegated acts.

(90) Bu Tizik’iin temel olmayan bazi
hiikiimlerini tadil etmek amaciyla ABIA nin 290.
maddesi uyarinca yetki devrine dayanan
tasarruflar1  kabul etme giici Komisyona
devredilmelidir. Komisyonun, uzmanlik
seviyelerindeki de dahil olmak {izere hazirlik
caligmasi sirasinda uygun konsiiltasyon yapmasi
ve bu konsiiltasyonlarin 13 Nisan 2016 tarihli
Daha Iyi Kanun Yapma hakkinda Kurumlararasi
Anlasmada belirtilen ilkelere goére yliriitiilmesi
ozellikle onemlidir. Ozellikle, yetki devrine
dayanan tasarruflarin  hazirlanmasinda  esit
katilimi saglamak icin, Avrupa Parlamentosu ve
Konseyi tiim dokiimanlar1 {iye devletlerin
uzmanlari ile ayni anda alir ve onlarin uzmanlari
yetki devrine dayanan tasarruflarin
hazirlanmasiyla ilgilenen Komisyon uzman
gruplarinin toplantilarina sistematik olarak katilir.

(91) In order to ensure uniform conditions for the
implementation of this Regulation, implementing
powers should be conferred on the Commission.
Those powers should be exercised in accordance

(91) Bu Tiiziik’iin uygulanmasi i¢in yeknesak
sartlar saglamak iizere, Komisyona uygulama
yetkileri verilmelidir. Bu yetkiler, (AB) 182/2011
sayil1 Avrupa Parlamentosu ve Konsey Tiiziigi
uyarinca uygulanmalidir.
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with Regulation (EU) No 182/2011 of the
European Parliament and of the Council.

(92) The advisory procedure should be used for
implementing acts that set out the form and
presentation of the data elements of manufacturers'
summaries of safety and clinical performance, and
that establish the model for certificates of free sale,
given that such implementing acts are of a
procedural nature and do not directly have an
impact on health and safety at Union level.

(92) Danigsma usulii, imalatcilarin giivenlilik ve
klinik performans oOzetlerindeki veri Ogelerinin
bicim ve sunumlarini belirleyen ve serbest satis
sertifikalar1 i¢cin model olusturan uygulama
tasarruflar1 i¢in kullanilmalidir. Bu uygulama
tasarruflarinin prosediirel nitelikte oldugu ve
Birlik seviyesinde saglik ve giivenlik {iizerine
dogrudan bir etkiye sahip olmadigr goz Oniine
alinmalidir.

(93) The Commission should adopt immediately
applicable implementing acts where, in duly
justified cases relating to the extension to the
territory of the Union of a national derogation from
the applicable conformity assessment procedures,
imperative grounds of urgency so require.

(93) Komisyon, gecerli uygunluk degerlendirme
prosediirlerinden ulusal diizeyde bir sapmanin
Birlik topraklarina yayilmasiyla ilgili olarak
usuliine gore gerekcelendirilmis, aciliyetin gerekli
oldugu  durumlarda, aninda  uygulanabilir
uygulama tasarruflart kabul etmelidir.

(94) In order to enable it to designate issuing
entities, expert panels and expert laboratories,
implementing powers should be conferred on the
Commission.

(94) Komisyona, tahsis kuruluslari, uzman
heyetleri ve uzman laboratuvarlari atayabilmesi
icin uygulama yetkisi verilmelidir.

(95) To allow economic operators, especially
SMEs, notified bodies, Member States and the
Commission to adapt to the changes introduced by
this Regulation and to ensure its proper
application, it is appropriate to provide for a
sufficient transitional period for that adaptation
and for the organisational arrangements that are to
be made. However, certain parts of the Regulation
that directly affect Member States and the
Commission should be implemented as soon as
possible. It is also particularly important that, by
the date of application of this Regulation, a
sufficient number of notified bodies be designated
in accordance with the new requirements so as to
avoid any shortage of medical devices on the
market. Nonetheless, it is necessary that any
designation of a notified body in accordance with
the requirements of this Regulation prior to the
date of its application be without prejudice to the
validity of the designation of those notified bodies
under Directives 90/385/EEC and 93/42/EEC and
to their capacity to continue issuing valid
certificates under those two Directives until the
date of application of this Regulation.

(95) Iktisadi isletmelerin, &zellikle SME
(KOBI)lerin, onaylanmis kuruluslarin, iiye
devletlerin ve Komisyonun bu Tiiziik ile getirilen
degisikliklere uyum saglamalarini ve bu Tiiziik’{in
dogru uygulanmasini saglamak {izere, bu uyum ve
yapilacak olan kurumsal diizenlemeler i¢in yeterli
bir gecis donemi saglamak uygundur. Ancak,
Tiiziik’lin tiye devletleri ve Komisyonu dogrudan
etkileyen bazi boliimleri en kisa siirede
uygulanmalidir. Bu Tiiziik’iin uygulama tarihine
kadar, piyasada tibbi cihaz kitligin1 6nlemek igin
yeni gerekliliklere uygun olarak yeterli sayida
onaylanmis kurulus atanmis olmasit Ozellikle
onemlidir. Bununla birlikte, bu Tizik’{in
uygulama tarihinden Once bir onaylanmis
kurulusun bu Tizik’iin gereklilikleri uyarinca
atanmasi, bu Tiiziik’iin uygulama tarihine kadar
olan siirede bu onaylanmis kuruluslarin
90/385/EEC ve 93/42/EEC sayili Direktifler
kapsaminda var olan atamalarinin gegerliligine ve
bu iki direktif kapsaminda gecerli sertifikalari
diizenlemeye devam etme yetkilerine halel
getirmemelidir.

(96) In order to ensure a smooth transition to the
new rules for registration of devices and of
certificates, the obligation to submit the relevant
information to the electronic systems set up at
Union level pursuant to this Regulation should, in
the event that the corresponding IT systems are
developed according to plan, only become fully
effective from 18 months after the date of

(96) Cihazlarin ve sertifikalarin kaydina iliskin
yeni kurallara sorunsuz bir ge¢is saglamak i¢in,
ilgili bilgi teknolojileri (BT) sistemlerinin plana
gore gelistirilmesi durumunda, iliskili bilgileri bu
Tiiziik uyarinca Birlik seviyesinde  kurulan
elektronik sistemlere gonderme ylkiimliligii, bu
Tiiziik’iin uygulama tarihinden yalnizca 18 ay
sonra tamamen ylrirliige girmelidir. Bu gecis
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application of this Regulation. During this
transitional period, certain provisions of
Directives 90/385/EEC and 93/42/EEC should
remain in force. However, in order to avoid
multiple registrations, economic operators and
notified bodies who register in the relevant
electronic systems set up at Union level pursuant
to this Regulation should be considered to be in
compliance with the registration requirements
adopted by the Member States pursuant to those
provisions.

donemi boyunca, 90/385/AET sayil1 Direktif ve
93/42/AET sayili Direktif’in belirli hiikiimleri
yiriirliikte kalmalidir. Ancak, birden c¢ok kaydi
onlemek i¢in, bu Tiiziik uyarinca Birlik
seviyesinde kurulan ilgili elektronik sistemlere
kaydolan iktisadi isletmeler ve onaylanmis
kuruluslarin, iiye devletler tarafindan bu hiikiimler
uyarinca kabul edilen kayit gerekliliklerini
karsiladig1 kabul edilmelidir.

(97) In order to provide for a smooth introduction
of the UDI system, the moment of application of
the obligation to place the UDI carrier on the label
of the device should vary from one to five years
after the date of application of this Regulation
depending upon the class of the device concerned.

(97) UDI sistemine sorunsuz bir baslangic
saglamak i¢in, cihazin etiketi {iizerine UDI
tasiyicisini yerlestirme ylikiimliiligiiniin
uygulanma zamani, ilgili cihazin sinifina bagl
olarak bu Tiiziikk’iin uygulama tarihinden itibaren

bir yildan bes yila kadar degisiklik gostermelidir.

(98) Directives 90/385/EEC and 93/42/EEC
should be repealed to ensure that only one set of
rules applies to the placing of medical devices on
the market and the related aspects covered by this
Regulation. Manufacturers' obligations as regards
the making available of documentation regarding
devices they placed on the market and
manufacturers' and Member States' obligations as
regards vigilance activities for devices placed on
the market pursuant to those Directives should
however continue to apply. While it should be left
to Member States to decide how to organise
vigilance activities, it is desirable for them to have
the possibility of reporting incidents related to
devices placed on the market pursuant to the
Directives using the same tools as those for
reporting on devices placed on the market pursuant
to this Regulation. It is furthermore appropriate, in
order to ensure a smooth transition from the old
regime to the new regime, to provide that
Commission Regulation (EU) No 207/2012 and
Commission Regulation (EU) No 722/2012 should
remain in force and continue to apply unless and
until repealed by implementing acts adopted by the
Commission pursuant to this Regulation.

Decision 2010/227/EU adopted in implementation
of those Directives and Directive 98/79/EC should
also remain in force and continue to apply until the
date when Eudamed becomes fully functional.
Conversely, no such maintenance in force is
required for Commission Directives 2003/12/EC
and 2005/50/EC and Commission Implementing
Regulation (EU) No 920/2013.

(98) Tibbi cihazlarin piyasaya arz edilmesine ve
bu Tiiziik’iin kapsadig ilgili konulara yalnizca tek
bir kural grubunun uygulanmasini saglamak igin,
90/385/AET ve 93/42/AET sayili Direktifler
yiriirlikten kaldirilmalidir. Ancak, imalatcilarin
bu Direktifler uyarinca piyasaya arz ettikleri
cihazlara dair dokiimanlart hazir bulundurmasina
iliskin ylkiimlilikleri ve imalatgilar ve {iye
devletlerin bu Direktifler uyarinca piyasaya arz
edilen cihazlarla iligkili vijilans faaliyetlerine
iliskin  yiikiimliiliikleri uygulanmaya devam
edilmelidir. ~ Vijilans  faaliyetlerinin  nasil
diizenlenecegine iligkin kararin iliye devletlere
birakilmas1 gerekse de, Direktifler uyarinca
piyasaya arz edilen cihazlarla iliskili olumsuz
olaylarin raporlanmasinda, bu Tiiziikk uyarinca
piyasaya arz edilen cihazlarla ilgili raporlama
yapmak icin kullanilan araglarla ayni araglarin
kullanilmas1 imkanina sahip olunmasi arzu edilir.
Ayrica, eski sistemden yeni sisteme sorunsuz bir
gecis saglamak i¢in, (AB) 207/2012 sayih
Komisyon Tiiziigii ile (AB) 722/2012 sayili
Komisyon Tiiziigli niin yiiriirliikte kalmasini ve bu
Tiiziik uyarinca Komisyon tarafindan kabul edilen

uygulama tasarruflarinca yirtirlitkkten
kaldirilmadik¢a  ve  kaldirilincaya  kadar
uygulanmaya devam edilmesini saglamak
uygundur. Bu Direktiflerin ve 98/79/AT sayili
Direktif’in  uygulanmasinda  kabul edilen
2010/227/AB  sayili Komisyon Karar1 da

yiriirlikte kalmali ve Eudamed’in tamamen
islevsel hale gelecegi tarihe kadar uygulanmasina
devam edilmelidir. Buna karsilik, 2003/12/AT ile
2005/50/AT sayili Komisyon Direktifleri ve (AB)
920/2013 sayil1 Komisyon Uygulama Tiiziigii i¢in
yuriirliikte bu tiir bir devamlilik gerekmez.
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(99) The requirements of this Regulation should be
applicable to all devices placed on the market or
put into service from the date of application of this
Regulation. However, in order to provide for a
smooth transition it should be possible, for a
limited period of time from that date, for devices
to be placed on the market or put into service by
virtue of a valid certificate issued pursuant to
Directive 90/385/EEC or pursuant to Directive
93/42/EEC.

(99) Bu Tiziik’iin gereklilikleri, bu Tiiziik iin
uygulandig: tarihten itibaren piyasaya arz edilen
ya da hizmete sunulan tiim cihazlara uygulanabilir
olmalidir. Ancak, sorunsuz gecisi saglamak igin,
bu tarihten itibaren smirli bir silire igin,
90/385/AET sayili Direktif ve 93/42/AET sayili
Direktif uyarinca diizenlenen gegerli bir sertifika
vasitasiyla cihazlarin piyasaya arz edilmesi ya da
hizmete sunulmast miimkiin olmalidir.

(100) The European Data Protection Supervisor
has given an opinion pursuant to Article 28(2) of
Regulation (EC) No 45/2001.

(100) Avrupa Veri Koruma Denetgisi, (AT)
45/2001 sayil1 Tiiziik’tin 28(2) maddesi uyarinca
bir goriis vermistir.

(101) Since the objectives of this Regulation,
namely to ensure the smooth functioning of the
internal market as regards medical devices and to
ensure high standards of quality and safety for
medical devices, thus ensuring a high level of
protection of health and safety of patients, users
and other persons, cannot be sufficiently achieved
by the Member States but can rather, by reason of
its scale and effects, be better achieved at Union
level, the Union may adopt measures, in
accordance with the principle of subsidiarity as set
out in Article 5 of the Treaty on European Union.
In  accordance  with  the principle of
proportionality, as set out in that Article, this
Regulation does not go beyond what is necessary
in order to achieve those objectives,

HAVE ADOPTED THIS REGULATION:

(101) Bu Tiiziik’iin tibbi cihazlar ile iliskili ig
pazarin sorunsuz islemesi ve tibbi cihazlar ig¢in
yiiksek kalite ve giivenlilik standartlar1 saglamak,
boylelikle de hastalarin, kullanicilarin ve diger
kisilerin saglik ve giivenliklerinin yiiksek
seviyede korunmasini saglamak olarak belirlenen
amaclari, tiye devletlerce yeterli dlgiide
karsilanamayabilir; ancak oOlgegi ve etkileri
nedeniyle, Birlik  seviyesinde daha iyi
karsilanabilir. Birlik, Avrupa Birligi
Antlasmasinin 5. maddesinde belirlenen katmanli
yetki ilkesi uyarinca tedbirler kabul edebilir. S6z
edilen maddede belirlenen orantililik ilkesi
uyarinca, bu Tiiziik, bu amaglara ulagsmak i¢in
gerekenlerin Gtesine gegmez.

ISBU TUZUK’U KABUL ETMISTIR:

CHAPTER |
SCOPE AND DEFINITIONS
Article 1
Subject matter and scope

1. This Regulation lays down rules concerning the
placing on the market, making available on the
market or putting into service of medical devices
for human use and accessories for such devices in
the Union. This Regulation also applies to clinical
investigations concerning such medical devices
and accessories conducted in the Union.

BOLUM I
KAPSAM VE TANIMLAR
Madde 1

Konu ve Kapsam
1. Bu Tiiziik, Birlik i¢erisinde, insan kullanimina
yonelik tibbi cihazlarin ve bu tiir cihazlarin
aksesuarlarinin piyasaya arz edilmesi, piyasada
bulundurulmasi veya hizmete sunulmasiyla ilgili
kurallar1 belirler. Bu Tiiziik, bu tiir tibbi cihazlara
ve aksesuarlara iliskin Birlik igerisinde yiiriitiilen
klinik arastirmalara da uygulanir.

2. This Regulation shall also apply, as from the
date of application of common specifications
adopted pursuant to Article 9, to the groups of
products without an intended medical purpose that
are listed in Annex XVI, taking into account the
state of the art, and in particular existing
harmonised standards for analogous devices with
a medical purpose, based on similar technology.
The common specifications for each of the groups
of products listed in Annex XVI shall address, at
least, application of risk management as set out in
Annex | for the group of products in question and,

2. Bu Tiiziik, 9. madde uyarinca kabul edilen ortak
spesifikasyonlarin uygulanma tarihinden itibaren,
en son teknolojik gelismeleri ve 6zellikle benzer
teknolojiyi esas alan tibbi amagli benzer cihazlar
icin mevcut uyumlastirilmis standartlar1 dikkate
alarak XVI. Ekte listelenen tibbi amagli olmayan
irlin gruplarina da uygulanir. XVI. Ekte listelenen
her bir iiriin grubu i¢in ortak spesifikasyonlar, en
azindan, s6z konusu iirlin gruplar1 i¢in I. Ekte
belirtildigi sekilde risk yonetiminin
uygulanmasini ve gerektiginde, giivenlilikle ilgili
klinik degerlendirmeyi ele alir.
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where necessary, clinical evaluation regarding
safety.

The necessary common specifications shall be
adopted by 26 May 2020. They shall apply as from
six months after the date of their entry into force
or from 26 May 2020, whichever is the latest.

Notwithstanding Article 122, Member States'
measures regarding the qualification of the
products covered by Annex XVI as medical
devices pursuant to Directive 93/42/EEC shall
remain valid until the date of application, as
referred to in the first subparagraph, of the relevant
common specifications for that group of products.
This Regulation also applies to clinical
investigations conducted in the Union concerning
the products referred to in the first subparagraph.

Gerekli ortak spesifikasyonlar, 26 Mayis 2020
tarihine kadar kabul edilecektir. Bu ortak
spesifikasyonlar, daha ge¢ olan tarih dikkate
alinmak kaydiyla, bunlarin yiiriirliige girdigi
tarihten alti ay sonra veya 26 Mayis 2020
tarihinden itibaren uygulanir.

122. maddeye bakilmaksizin, 93/42/AET sayil
Direktif uyarinca tibbi cihaz olarak XVI. Ekin
kapsadigr  {riinlerin  niteligiyle ilgili {ye
devletlerin tedbirleri, bu {irlin gruplar i¢in ilgili
ortak spesifikasyonlarin birinci alt paragrafta
atifta bulunulan uygulama tarihine kadar gegerli
kalir.

Bu Tiiziik, ayrica birinci alt paragrafta atifta
bulunulan iriin gruplan ile ilgili olarak Birlik
icerisinde yiiriitilen klinik arastirmalara da
uygulanir.

3. Devices with both a medical and a non-medical
intended purpose shall fulfil cumulatively the
requirements applicable to devices with an
intended medical purpose and those applicable to
devices without an intended medical purpose.

3. Hem tibbi bir amaci olan hem de tibbi olmayan
bir amaci olan cihazlar, tibbi amacgli cihazlara
uygulanabilir ve tibbi amacli olmayan cihazlara
uygulanabilir gereklilikleri kiimiilatif olarak
karsilar.

4. For the purposes of this Regulation, medical
devices, accessories for medical devices, and
products listed in Annex XVI to which this
Regulation applies pursuant to paragraph 2 shall
hereinafter be referred to as ‘devices’.

4. Bu Tiizik’iin amaci1 dogrultusunda, tibbi
cihazlar, tibbi cihaz aksesuarlar1 ve 2. paragraf
uyarinca bu Tiizik’in uygulandigi XVI. Ekte
listelenen iriinler, bundan sonra ‘cihazlar’ olarak
adlandirilir.

5. Where justified on account of the similarity
between a device with an intended medical
purpose placed on the market and a product
without an intended medical purpose in respect of
their characteristics and risks, the Commission is
empowered to adopt delegated acts in accordance
with Article 115 to amend the list in Annex XVI,
by adding new groups of products, in order to
protect the health and safety of users or other
persons or other aspects of public health.

5. Piyasaya arz edilen tibbi amacglh bir cihaz ile
tibbi amacli olmayan bir {iriin arasindaki kendi
karakteristikleri ve riskleri ile iliskili benzerlikler
bakimindan gerekgelendirilmesi halinde;
Komisyon, kullanicilarin veya diger kisilerin
saglik ve giivenligini veya kamu sagligiyla ilgili
diger hususlar1 korumak amaciyla, yeni iirlin
gruplan ekleyerek XVI. Ekteki listeyi tadil etmek
tizere 115. madde uyarinca yetki devrine dayanan
tasarruflar1 kabul etmesi icin yetkilendirilir.

6. This Regulation does not apply to:

(a) in vitro diagnostic medical devices covered by
Regulation (EU) 2017/746;

(b) medicinal products as defined in point 2 of
Article 1 of Directive 2001/83/EC. In deciding
whether a product falls under Directive
2001/83/EC or under this Regulation, particular
account shall be taken of the principal mode of
action of the product;

(c) advanced therapy medicinal products covered
by Regulation (EC) No 1394/2007,

(d) human blood, blood products, plasma or blood
cells of human origin or devices which
incorporate, when placed on the market or put into

6. Bu Tiiziik asagidakilere uygulanmaz:

(a) (AB) 2017/746 sayili Tiiziik kapsaminda yer
alan in vitro tam tibbi cihazlarina;

(b) 2001/83/AT sayili Direktif’in 1. maddesi 2.
bendinde tanimlandig1 sekilde tibbi iiriinlere. Bir
irliniin 2001/83/AT sayil1 Direktif kapsaminda m1
yoksa bu Tiiziik kapsaminda m1 yer aldigina karar
verirken, Ozellikle Urtiniin asli etki mekanizmasi
dikkate alinir;

(c) (AB) 1394/2007 sayil1 Tiiziik kapsamindaki
ileri tedavi tibbi {irlinlerine;

(d) insan kanina, kan iiriinlerine, insan kaynakli
plazma veya kan hiicrelerine ya da bu maddenin 8.
paragrafinda atifta bulunulan cihazlar hari¢ olmak
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service, such blood products, plasma or cells,
except for devices referred to in paragraph 8 of this
Article;

(e) cosmetic products covered by Regulation (EC)
No 1223/2009;

(f) transplants, tissues or cells of animal origin, or
their derivatives, or products containing or
consisting of them; however this Regulation does
apply to devices manufactured utilising tissues or
cells of animal origin, or their derivatives, which
are non-viable or are rendered non-viable;

(9) transplants, tissues or cells of human origin, or
their  derivatives, covered Dby Directive
2004/23/EC, or products containing or consisting
of them; however this Regulation does apply to
devices manufactured utilising derivatives of
tissues or cells of human origin which are non-
viable or are rendered non-viable;

(h) products, other than those referred to in points
(d), (f) and (g), that contain or consist of viable
biological material or viable organisms, including
living micro-organisms, bacteria, fungi or viruses
in order to achieve or support the intended purpose
of the product;

(i) food covered by Regulation (EC) No 178/2002.

lizere piyasaya arz edildiginde ya da hizmete
sunuldugunda bu gibi kan {iriinlerini, plazma veya
hiicreleri ihtiva eden cihazlara;

(e) (AT) 1223/2009 sayil1 Tiiziik kapsamindaki
kozmetik iiriinlere;

(f) hayvan kaynakli transplantlara, dokulara veya
hiicrelere ya da bunlarin tiirevlerine ya da bunlari
iceren veya bunlardan olusan iiriinlere. Ancak bu
Tizilik, cansiz veya cansiz hale getirilen hayvan
kaynakli dokular veya hiicreler ya da bunlarin
tirevleri kullanilarak imal edilen cihazlara
uygulanir;

(g) 2004/23/AT sayili Direktif kapsaminda yer
alan insan kaynakli transplantlara, dokulara veya
hiicrelere, ya da bunlarin tiirevlerine ya da bunlari
iceren veya bunlardan olusan lriinlere. Ancak bu
Tiziik, cansiz veya cansiz hale getirilen insan
kaynakli dokularin veya hiicrelerin tiirevleri
kullanilarak imal edilen cihazlara uygulanir.

(h) (d), (f) ve (g) bentlerinde atifta bulunulan
trtinler disinda, frliniin  kullaniom amacini
gerceklestirmek veya desteklemek amaciyla,
yasayan mikro organizmalar, bakteriler, mantarlar
veya viriisler dahil olmak iizere, canli biyolojik
maddeler ya da canli organizmalari igeren veya
bunlardan olusan {iriinlere;

(1) (AT) 178/2002 sayihh Tiiziikk kapsaminda yer
alan gidalara.

7. Any device which, when placed on the market
or put into service, incorporates as an integral part
an in vitro diagnostic medical device as defined in
point 2 of Article 2 of Regulation (EU) 2017/746,
shall be governed by this Regulation. The
requirements of Regulation (EU) 2017/746 shall
apply to the in vitro diagnostic medical device part
of the device.

7. Piyasaya arz edildiginde ya da hizmete
sunuldugunda (AB) 2017/746 sayili Tiizik’iin 2.
maddesinin 2. bendinde tanimlandig1 sekilde bir in
vitro tani t1ibbi cihazini biitiinlesik parga olarak
ihtiva eden bir cihaz, bu Tiiziik hiikiimlerine tabi
olur. (AB) 2017/746 sayili Tiiziik gereklilikleri,
cihazin in Vvitro tam tubbi cihazi pargast igin
uygulanir.

8. Any device which, when placed on the market
or put into service, incorporates, as an integral
part, a substance which, if used separately, would
be considered to be a medicinal product as defined
in point 2 of Article 1 of Directive 2001/83/EC,
including a medicinal product derived from human
blood or human plasma as defined in point 10 of
Article 1 of that Directive, and that has an action
ancillary to that of the device, shall be assessed
and authorised in accordance with this Regulation.

However, if the action of that substance is
principal and not ancillary to that of the device, the
integral product shall be governed by Directive
2001/83/EC or Regulation (EC) No 726/2004 of
the European Parliament and of the Council, as
applicable. In that case, the relevant general safety

8. Piyasaya arz edildiginde veya hizmete
sunuldugunda, 2001/83/AT sayili Direktif’in 1.
maddesinin 10. bendinde tanimlanan insan kani
veya insan plazmasindan elde edilen bir tibbi {iriin
de dahil olmak iizere, ayr1 olarak kullanildiginda,
s0z konusu Direktif’in 1. maddesinin 2. bendinde
tanimlandigi sekilde, tibbi iriin olarak kabul
edilebilen ve cihazin fonksiyonuna yardimci olan
bir maddeyi biitiinlesik bir parcasi olarak ihtiva
eden cihazlar bu Tiizlik uyarinca degerlendirilir ve
yetkilendirilir.

Ancak, bu maddenin fonksiyonu cihazinkine
yardimc1 olmayip, asli ise, bu biitiinlesik {iriin
2001/83/AT sayili Direktif’e veya uygulanabilir
oldugunda, (AB) 726/2004 sayili Avrupa
Parlamentosu ve Konseyi Tiiziigii’ne tabi olur. Bu
durumda, bu Tiiziik’iin 1. Ekinde belirtilen ilgili
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and performance requirements set out in Annex |
to this Regulation shall apply as far as the safety
and performance of the device part are concerned.

genel giivenlilik ve performans gereklilikleri, s6z
konusu cihaz  pargasinin  givenlilik  ve
performansina yonelik uygulanir.

9. Any device which is intended to administer a
medicinal product as defined in point 2 of Article
1 of Directive 2001/83/EC shall be governed by
this Regulation, without prejudice to the
provisions of that Directive and of Regulation
(EC) No 726/2004 with regard to the medicinal
product.

However, if the device intended to administer a
medicinal product and the medicinal product are
placed on the market in such a way that they form
a single integral product which is intended
exclusively for use in the given combination and
which is not reusable, that single integral product
shall be governed by Directive 2001/83/EC or
Regulation (EC) No 726/2004, as applicable. In
that case, the relevant general safety and
performance requirements set out in Annex | to
this Regulation shall apply as far as the safety and
performance of the device part of the single
integral product are concerned.

9. 2001/83/AT sayil1 Direktif’in 1. maddesinin 2.
bendinde tanimlandigi sekilde bir tibbi {riini
tatbik etmesi amaglanan herhangi bir cihaz
2001/83/AT sayil1 Direktif’in ve (AB) 726/2004
sayil1 Tiiziik’{in tibbi {riin ile ilgili hiikiimlerine
halel getirmeksizin, bu Tiiziik’e tabi olur.

Ancak, bir tibbi iiriini tatbik etmesi amaglanan
cihaz ve tibbi {irlin, yalmizca belirtilen
kombinasyonda kullanim amaciyla ve tekrar
kullanilmayacak sekilde, biitiinlesik tek bir iiriin
olusturarak piyasaya arz ediliyor ise, bu
biitiinlesik tek tirtin, 2001/83/AT sayil1 Direktif’e
veya uygulanabilir oldugunda, (AB) 726/2004
sayil1 Tiziik’e tabi olur. Bu durumda, bu
Tuzik’in I. Ekinde belirtilen ilgili genel
giivenlilik ve performans gereklilikleri, tek
biitlinlesik iirliniin cihaz parcasinin giivenlilik ve
performansina yonelik uygulanir.

10. Any device which, when placed on the market
or put into service, incorporates, as an integral
part, non-viable tissues or cells of human origin or
their derivatives that have an action ancillary to
that of the device shall be assessed and authorised
in accordance with this Regulation. In that case,
the provisions for donation, procurement and
testing laid down in Directive 2004/23/EC shall
apply.

However, if the action of those tissues or cells or
their derivatives is principal and not ancillary to
that of the device and the product is not governed
by Regulation (EC) No 1394/2007, the product
shall be governed by Directive 2004/23/EC. In that
case, the relevant general safety and performance
requirements set out in Annex | to this Regulation
shall apply as far as the safety and performance of
the device part are concerned.

10. Piyasaya arz edildiginde veya hizmete
sunuldugunda, cihazin fonksiyonuna yardime1
olan cansiz insan kaynakli dokular1 veya
hiicreleri, ya da bunlarin tiirevlerini biitlinlesik bir
parca olarak ihtiva eden cihazlar bu Tiiziik
uyarinca degerlendirilir ve yetkilendirilir. Bu
durumda, 2004/23/AT sayili Direktif’te belirtilen
bagislama, temin etme ve test etmeye yonelik
hiikiimler uygulanir.

Ancak, bu dokularin veya hiicrelerin ya da
bunlarin tlirevlerinin fonksiyonu cihazinkine
yardimc1 olmayip, asli ise ve bu iiriin (AB)
1394/2007 sayili Tiiziik kapsaminda degilse, bu
irtin 2004/23/AT sayili Direktif’e tabi olur. Bu
durumda, bu Tiiziik’iin I. Ekinde belirtilen ilgili
genel giivenlilik ve performans gereklilikleri, s6z
konusu cihaz  parcasinin  giivenlilik  ve
performansina yonelik uygulanir.

11. This Regulation is specific Union legislation
within the meaning of Article 2(3) of Directive
2014/30/EU.

11. Bu Tiiziik, 2014/30/AB sayil1 Direktif’in 2(3)
maddesi ¢ergevesinde 6zel bir Birlik mevzuatidir.

12. Devices that are also machinery within the
meaning of point (a) of the second paragraph of
Article 2 of Directive 2006/42/EC of the European
Parliament and of the Council shall, where a
hazard relevant under that Directive exists, also
meet the essential health and safety requirements
set out in Annex | to that Directive to the extent to

12. 2006/42/AT sayili Avrupa Parlamentosu ve
Konsey  Direktifi’nin 2. maddesinin 2.
paragrafinin (a) bendi ¢ercevesinde ayrica makina
olarak tanimlanan cihazlar; bahsi gecen Direktif
kapsaminda ilgili tehlikelerin mevcut oldugu
durumlarda, ilgili Direktif’in 1. Ekinde belirtilen
temel saglik ve giivenlik gerekliliklerini de, bu

which those requirements are more specific than | gerekliliklerin bu Tizik’in 1. Ekinin 1L
Boliimiinde belirtilen genel giivenlilik  ve
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the general safety and performance requirements
set out in Chapter Il of Annex | to this Regulation.

performans gerekliliklerinden daha

oldugu o6lgiide karsilar.

spesifik

13. This Regulation shall not affect the application
of Directive 2013/59/Euratom.

13. Bu Tiiziik, 2013/59/Euratom say1l1 Direktif’in
uygulamasini etkilemez.

14. This Regulation shall not affect the right of a
Member State to restrict the use of any specific
type of device in relation to aspects not covered by
this Regulation.

14. Bu Tiiziikk, bir iiye devletin bu Tizik
kapsaminda olmayan konulara iliskin olarak
herhangi bir spesifik cihaz tipinin kullanimini
kisitlama hakkini etkilemez.

15. This Regulation shall not affect national law
concerning the organisation, delivery or financing
of health services and medical care, such as the
requirement that certain devices may only be
supplied on a medical prescription, the
requirement that only certain health professionals
or healthcare institutions may dispense or use
certain devices or that their use be accompanied by
specific professional counselling.

15. Bu Tiiziik, belirli cihazlarin yalnizca bir tibbi
receteyle temin edilebilmesi gerekliligi ve sadece
belirli saglik profesyonelleri veya saglk
kurumlarinin belirli cihazlar1 hazirlayabilmesi
veya  kullanabilmesi =~ ya da  bunlarin
uygulamalarina spesifik profesyonel danigsmanin
eslik etmesi gerekliligi gibi, saglik hizmetlerinin
ve tibbi bakimin organizasyonu, sunumu veya
finansmanina iliskin ulusal mevzuati etkilemez.

16. Nothing in this Regulation shall restrict the
freedom of the press or the freedom of expression
in the media in so far as those freedoms are
guaranteed in the Union and in the Member States,

16. Ozellikle Avrupa Birligi Temel Haklar
Sartinin 11. maddesi kapsaminda, Birlik’te ve liye
devletlerde bu tiir ozgiirliikklerin giivence altina
alinmasi1 sebebiyle, bu Tiiziik’teki hi¢bir husus

in particular under Article 11 of the Charter of | basin  ozgiirligiini veya medyada ifade
Fundamental Rights of the European Union. ozgirligiini kisitlamaz.
Article 2 Madde 2
Definitions Tanimlar

For the purposes of this Regulation, the following
definitions apply:

(1) ‘medical device’ means any instrument,
apparatus, appliance, software, implant, reagent,
material or other article intended by the
manufacturer to be used, alone or in combination,
for human beings for one or more of the following
specific medical purposes:

— diagnosis, prevention, monitoring, prediction,
prognosis, treatment or alleviation of disease,

— diagnosis, monitoring, treatment, alleviation of,
or compensation for, an injury or disability,

— investigation, replacement or modification of
the anatomy or of a physiological or pathological
process or state,

— providing information by means of in vitro
examination of specimens derived from the human
body, including organ, blood and tissue donations,

and which does not achieve its principal intended
action by pharmacological, immunological or
metabolic means, in or on the human body, but
which may be assisted in its function by such
means.

The following products shall also be deemed to be
medical devices:

devices for the control
conception;

or support of

Bu Tizik’iin amaclar1 dogrultusunda asagidaki
tanimlar uygulanir:

(1) ‘tibbi cihaz’, insan viicudu igerisinde veya
tizerinde amaglanan asli fonksiyonunu
farmakolojik, immiinolojik veya metabolik etkiler
ile saglamayan fakat fonksiyonunu yerine
getirirken bu etkiler tarafindan desteklenebilen ve;

- hastaligin tanisi, 6nlenmesi, izlenmesi, tahmini,
prognozu, tedavisi veya hafifletilmesi,

- yaralanma veya sakathi@in tanisi, izlenmesi,
tedavisi, hafifletilmesi veya kompanse edilmesi,

- anatomik bir yapinin veya islevin veya bir
fizyolojik ya da patolojik siirecin veya durumun
arastirilmasi, ikame edilmesi veya modifikasyonu,
- organ, kan ve doku bagislar1 dahil olmak {izere,
insan viicudundan elde edilen 6rneklerin in vitro
tetkiki vasitasiyla bilgi saglanmasi,

0zel tibbi amaclarindan biri veya daha fazlasi i¢in,
imalatci tarafindan, insan iizerinde tek basina veya
birlikte kullanilmak iizere tasarlanan alet, aparat,
techizat, yazilim, implant, reaktif, materyal veya
diger malzemedir.

Asagidaki iirtinler de tibbi cihaz olarak kabul
edilir;

- Gebeligin kontroliine veya desteklenmesine

yonelik cihazlar;

13.11.2019 / TITCK. ABM-V.1

27



— products specifically intended for the cleaning,
disinfection or sterilisation of devices as referred

- 1(4) maddesinde atifta bulunulan cihazlarin ve

bu bendin 1. paragrafinda atifta bulunulan

to in Article 1(4) and of those referred to in the cihazlarin temizligi, dezenfeksiyonu veya

first paragraph of this point. sterilizasyonu igin 0zel olarak tasarlanan
tirinler.

(2) ‘accessory for a medical device’ means an | (2) ‘bir tibbi cihazin aksesuar1’, kendi basina bir

article which, whilst not being itself a medical | tibbi cihaz olmadigi halde, 0zellikle tibbi

device, is intended by its manufacturer to be used
together with one or several particular medical
device(s) to specifically enable the medical
device(s) to be used in accordance with its/their
intended purpose(s) or to specifically and directly
assist the medical functionality of the medical
device(s) in terms of its/their intended purpose(s);

cihaz(lar)in kullanim amacina/amaglarina uygun
olarak kullanilmasini miimkiin kilmak ya da tibbi
cihaz(lar)in kullanim amaci/amaglar1 bakimindan
tibbi islevselligine dogrudan ve spesifik olarak
yardimci olmak igin, imalat¢isi tarafindan bir ya
da birden fazla belirli tibbi cihazla birlikte
kullanim1 amaglanan pargadir.

(3) ‘custom-made device’ means any device
specifically made in accordance with a written
prescription of any person authorised by national
law by virtue of that person's professional
qualifications which gives, under that person's
responsibility, specific design characteristics, and
is intended for the sole use of a particular patient
exclusively to meet their individual conditions and
needs.

However, mass-produced devices which need to
be adapted to meet the specific requirements of
any professional user and devices which are mass-
produced by means of industrial manufacturing
processes in accordance with the written
prescriptions of any authorised person shall not be
considered to be custom-made devices;

(3) ‘1smarlama firetilen cihaz’, mesleki nitelikleri
dolayisiyla ulusal mevzuat ile yetkilendirilmis bir
kisinin sorumluluguna binaen spesifik tasarim
karakteristiklerini  belirttigi  yazili  regetesi
uyarinca 0zel olarak imal edilen ve yalnizca belirli
bir hastanin bireysel saglik durumunu ve
thtiyaclarini karsilamayi amaclayan cihazdir.

Ancak, herhangi bir profesyonel kullanicinin
spesifik  gereksinimlerini  karsilamak  icin
uyarlanmasi gereken seri iiretilmis cihazlar ve
herhangi bir yetkili kisinin yazili regetesine uygun
olarak endiistriyel imalat islemleriyle seri
iiretilmis cihazlar ismarlama tiretilen cihaz olarak
kabul edilmez.

(4) ‘active device’ means any device, the operation
of which depends on a source of energy other than
that generated by the human body for that purpose,
or by gravity, and which acts by changing the
density of or converting that energy. Devices
intended to transmit energy, substances or other
elements between an active device and the patient,
without any significant change, shall not be
deemed to be active devices.

Software shall also be deemed to be an active
device;

(4) “aktif cihaz’, isleyisi, insan viicudu tarafindan
bu amagc i¢in iiretilen veya yercekimi tarafindan
iretilen enerjiden baska bir kaynaga dayali olan ve
bu enerjinin yogunlugunu degistirmek veya bu
enerjiyi doniistirmek suretiyle calisan cihazdir.
Bir aktif cihazla hasta arasinda kayda deger bir
degisiklik yaratmadan enerji, madde veya diger
Ogelerin iletimini amaclayan cihazlar, aktif cihaz
olarak kabul edilmez.

Yazilim da bir aktif cihaz olarak kabul edilir.

(5) ‘implantable device’ means any device,
including those that are partially or wholly
absorbed, which is intended:

— to be totally introduced into the human body,
or

— to replace an epithelial surface or the surface
of the eye,

by clinical intervention and which is intended to
remain in place after the procedure.

Any device intended to be partially introduced into
the human body by clinical intervention and
intended to remain in place after the procedure for

(5) ‘implante edilebilir cihaz’, kismen veya
tamamen absorbe edilenler dahil olmak iizere,
klinik girisim ile

- insan viicuduna tamamen yerlestirilmesi veya

- bir epitel ylizeyin veya okiiler ylizeyin yerini
almasi

i¢in amacglanan ve uygulama sonrasinda yerinde
kalmas1 hedeflenen cihazdir.

Klinik  girisimle insan viicuduna kismen
yerlestirilmesi ve uygulama sonrasinda asgari 30
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at least 30 days shall also be deemed to be an
implantable device;

giin boyunca yerinde kalmas1 amaglanan cihaz da
viicuda yerlestirilebilir cihaz olarak kabul edilir.

(6) ‘invasive device’ means any device which, in
whole or in part, penetrates inside the body, either
through a body orifice or through the surface of the
body;

(6) ‘invaziv cihaz’, tamami veya bir kism1 viicut
acikligindan veya viicut ylizeyinden gecerek viicut
icine penetre olan cihazdir.

(7) ‘generic device group’ means a set of devices
having the same or similar intended purposes or a
commonality of technology allowing them to be
classified in a generic manner not reflecting
specific characteristics;

(7) “‘jenerik cihaz grubu’, kendi spesifik
karakteristiklerini yansitmadan jenerik olarak
siniflandirilmalarini miimkiin kilan ayni veya
benzer kullanim amaglarina  veya  ortak
teknolojiye sahip bir cihaz setidir.

(8) ‘single-use device’ means a device that is
intended to be used on one individual during a
single procedure;

(8) ‘tek kullanimlik cihaz’, tek bir islem
siiresince, tek bir kisi tizerinde kullanilmasi
amaclanan cihazdir.

(9) ‘falsified device’ means any device with a false
presentation of its identity and/or of its source
and/or its CE marking certificates or documents
relating to CE marking procedures. This definition
does not include unintentional non-compliance
and is without prejudice to infringements of
intellectual property rights;

(9) ‘sahte cihaz’, kimliginin ve/veya kaynaginin
ve/veya CE isareti sertifikalarinin veya CE
isaretleme prosediirleriyle ilgili dokiimanlarin
sahte olarak sunuldugu cihazdir. Bu tanim, kasitl
olmayan uygunsuzluklari icermez ve fikri
miilkiyet haklarinin ihlalleri konusunda pesin
hiikiim igermez.

(10) ‘procedure pack’ means a combination of
products packaged together and placed on the
market with the purpose of being used for a
specific medical purpose;

(10) ‘islem paketi’, spesifik bir tibbi amaca
yonelik kullanilmak tizere, birlikte paketlenerek
piyasaya arz edilen {iriinler kombinasyonudur.

(11) ‘system’ means a combination of products,
either packaged together or not, which are
intended to be interconnected or combined to
achieve a specific medical purpose;

(11) ‘sistem’, birlikte paketlenmis olsun veya
olmasin, spesifik bir tibbi amac1 gerceklestirmek
i¢in, birbirine baglanmasi veya birlestirilmesi
amaclanan, liriinlerin kombinasyonudur.

(12) ‘intended purpose’ means the use for which a
device is intended according to the data supplied
by the manufacturer on the label, in the
instructions for use or in promotional or sales
materials or statements and as specified by the
manufacturer in the clinical evaluation;

(12) ‘kullanim amacrt’, etiket iizerinde, kullanim
kilavuzunda veya tanitim veya satis materyalleri
ya da beyanlarinda imalat¢1 tarafindan saglanan
verilere gore ve klinik degerlendirmede imalatci
tarafindan  belirtildigi  sekilde, bir cihazin
amaglanan kullanimidir.

(13) ‘label’ means the written, printed or graphic
information appearing either on the device itself,
or on the packaging of each unit or on the
packaging of multiple devices;

(13) “etiket’, ya cihazin kendisi lizerinde ya da her
bir birimin ambalajinin {izerinde veya ¢oklu cihaz
ambalajinin lizerinde bulunan yazili, basili veya
grafiksel bilgilerdir.

(14) ‘instructions for use’ means the information
provided by the manufacturer to inform the user of

(14) ‘kullanim kilavuzu’, cihazin kullanim amaci,
uygun kullanimi ve alinmasi gereken Onlemler

a device's intended purpose and proper use and of | hakkinda  kullaniciy1  bilgilendirmek  iizere
any precautions to be taken; imalatc1 tarafindan verilen bilgilerdir.
(15) ‘Unique Device Identifier’ (‘UDI’) means a | (15) ‘Tekil Cihaz Tanimlamasi (UDI)’,

series of numeric or alphanumeric characters that
is created through internationally accepted device
identification and coding standards and that allows
unambiguous identification of specific devices on
the market;

uluslararas1 kabul gormiis cihaz tanimlama ve
kodlama standartlari ile olusturulan ve piyasadaki
spesifik cihazlarin kesin olarak tanimlanmasina
imkan veren bir niimerik veya alfa nilimerik
karakterler serisidir.

(16) ‘non-viable’ means having no potential for
metabolism or multiplication;

(16) ‘cansiz’, metabolizma
potansiyeli olmayandir.

veya ¢ogalma
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(17) ‘derivative’ means a ‘non-cellular substance’
extracted from human or animal tissue or cells
through a manufacturing process. The final
substance used for manufacturing of the device in
this case does not contain any cells or tissues;

(17) ‘tirev’, bir imalat siireci vasitasiyla insan
veya hayvan doku veya hiicrelerinden ekstrakte
edilen “hiicresel olmayan madde”dir. Bu durumda
cihazin imalat1 i¢in kullanilan nihai madde hig¢bir
hiicre veya doku i¢cermez.

(18) ‘nanomaterial’ means a natural, incidental or
manufactured material containing particles in an
unbound state or as an aggregate or as an
agglomerate and where, for 50 % or more of the
particles in the number size distribution, one or
more external dimensions is in the size range 1-
100 nm;

Fullerenes, graphene flakes and single-wall carbon
nanotubes with one or more external dimensions
below 1 nm shall also be deemed to be
nanomaterials;

(18) ‘nanomateryal’, serbest halde veya agregat ya
da aglomerat halinde partikiiller iceren ve sayi-
boyut dagiliminda partikiillerin %50 veya daha
fazlast icin, dis boyutlardan biri ya da daha
fazlasinin 1-100 nm boyut araliinda oldugu
dogal, rastlantisal veya iiretilmis materyaldir.

I nm’nin altinda bir veya daha fazla dis boyuta
sahip fulleren, grafen tanecikleri ve tek duvarli
karbon nanotiipler de nanomateryal olarak kabul
edilir.

(19) ‘particle’, for the purposes of the definition of
nanomaterial in point (18), means a minute piece
of matter with defined physical boundaries;

(19) “‘partikiil’, 18. bentteki nanomateryal
taniminin amaglar1 dogrultusunda, tanimlanmis
fiziksel smirlar1 olan ¢ok kiiclik bir madde
pargasidir.

(20) ‘agglomerate’, for the purposes of the
definition of nanomaterial in point (18), means a
collection of weakly bound particles or aggregates
where the resulting external surface area is similar

(20) ‘aglomerat’, 18. bentteki nanomateryal
taniminin amagclar1 dogrultusunda, sonucta olusan
dis yiizey alani, bireysel bilesenlerin yiizey
alanlarinin toplamina benzer olan, zayif baglarla

to the sum of the surface areas of the individual | baglanmis partikiiller veya agregatlar
components; toplulugudur.
(21) ‘aggregate’, for the purposes of the definition | (21) ‘agregat’, 18. bentteki nanomateryal

of nanomaterial in point (18), means a particle
comprising of strongly bound or fused particles;

taniminin amaglari dogrultusunda, gii¢lii baglarla
baglanmis veya birlesmis partikiillerden olusan
partikiildiir.

(22) ‘performance’ means the ability of a device to
achieve its intended purpose as stated by the
manufacturer,

(22) ‘performans’, bir cihazin, imalat¢i tarafindan
beyan edilen kullanim amacini gergeklestirme
kabiliyetidir.

(23) ‘risk’® means the combination of the
probability of occurrence of harm and the severity
of that harm;

(23) ‘risk’, zararin olusma olasilig1 ile bu zararin
siddetinin kombinasyonudur.

(24) ‘benefit-risk determination” means the
analysis of all assessments of benefit and risk of
possible relevance for the use of the device for the
intended purpose, when used in accordance with
the intended purpose given by the manufacturer;

(24) ‘fayda-risk tespiti’, imalatginin beyan ettigi
kullanim amacina uygun olarak kullanildiginda,
cihazin amaglanan kullanimi ile ilgili muhtemel
tiim fayda ve risk degerlendirmelerinin analizidir.

(25) ‘compatibility’ is the ability of a device,
including software, when used together with one
or more other devices in accordance with its
intended purpose, to:

(a) perform without losing or compromising the
ability to perform as intended, and/or

(b) integrate and/or operate without the need for
modification or adaption of any part of the
combined devices,

and/or

(25) ‘uyumluluk’, yazilim dahil olmak iizere bir
cihazin kullanim amacina uygun olarak bir veya
birden fazla baska cihaz ile birlikte kullanilmasi
durumunda:

(a) amaglandig1 sekilde performans gosterme
kabiliyetini kaybetmeden veya bundan &diin
vermeden performansini yerine getirme ve/veya
(b) kombine cihazlarin herhangi bir parcasinin
modifiye edilmesi veya uyarlanmasi ihtiyaci
olmadan entegre olmast ve/veya c¢aligsmasi,
ve/veya
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(c) be used together without conflict/interference
or adverse reaction.

(c) catisma/etkilesim veya advers reaksiyon
olmadan birlikte kullanilma,

kabiliyetidir.

(26) ‘interoperability’ is the ability of two or more
devices, including software, from the same
manufacturer or from different manufacturers, to:
(a) exchange information and use the information
that has been exchanged for the correct execution
of a specified function without changing the
content of the data, and/or

(b) communicate with each other, and/or

(c) work together as intended.

(26) ‘birlikte calisabilirlik’, yazilim dahil olmak
lizere ayn1 imalat¢i veya farkli imalatgilardan, iki
ya da daha fazla cihazin:

(a) bilgi aligverisinde bulunma ve verilerin
iceriginde degisiklik yapmadan belirli bir
fonksiyonun dogru uygulanmasi i¢in degis tokus
edilmis bilgileri kullanma ve/veya
(b) birbirleriyle haberlesme, ve/veya
(c)amaglandigr  sekilde  birlikte
kabiliyetidir.

calisma,

(27) ‘making available on the market’ means any
supply of a device, other than an investigational
device, for distribution, consumption or use on the
Union market in the course of a commercial
activity, whether in return for payment or free of
charge;

(27) ‘piyasada bulundurma’, arastirma amaglh
cihazlar hari¢ olmak iizere bir cihazin, ticari
faaliyet kapsaminda bedelli veya bedelsiz olarak,
Birlik piyasasinda dagitimi, tiiketimi ya da
kullanimzi i¢in temin edilmesidir.

(28) ‘placing on the market’ means the first
making available of a device, other than an
investigational device, on the Union market;

(28) ‘piyasaya arz’, arastirma amagli cihazlar
hari¢ olmak lizere; bir cihazin, Birlik pazarinda ilk
kez bulundurulmasidir.

(29) ‘putting into service’ means the stage at which
a device, other than an investigational device, has
been made available to the final user as being
ready for use on the Union market for the first time
for its intended purpose;

(29) ‘hizmete sunum’, arastirma amagli cihazlar
hari¢ olmak iizere; bir cihazin Birlik pazarinda,
kullaniom amacina uygun olarak ilk defa
kullanilmak iizere son kullanici i¢in hazir hale
getirildigi asamadir.

(30) ‘manufacturer’ means a natural or legal
person who manufactures or fully refurbishes a
device or has a device designed, manufactured or
fully refurbished, and markets that device under its
name or trademark;

(30) ‘imalatgr’, bir cihazi imal eden veya tamamen
yenilestiren ya da tasarlanmis, imal edilmis veya
tamamen yenilestirilmis bir cihazi olup bu cihazi
kendi ad1 ya da ticari markasi altinda pazarlayan
gercek veya tiizel kisidir.

(31) “fully refurbishing’, for the purposes of the
definition of manufacturer, means the complete
rebuilding of a device already placed on the market
or put into service, or the making of a new device
from used devices, to bring it into conformity with
this Regulation, combined with the assignment of
a new lifetime to the refurbished device;

(31) ‘tamamen yenilestirme’, imalat¢1 taniminin
amaglart dogrultusunda halihazirda piyasaya arz
edilmis veya hizmete sunulmus bir cihazin, bu
Tizik’e uygunlugu saglamak i¢in tamamen
restorasyonu veya kullanilmig cihazlardan yeni bir
cihaz yapilmasidir. Yenilestirilen cihaza yeni bir
kullanim 6mrii belirlenir.

(32) ‘authorised representative’ means any natural
or legal person established within the Union who
has received and accepted a written mandate from
a manufacturer, located outside the Union, to act
on the manufacturer's behalf in relation to
specified tasks with regard to the latter's
obligations under this Regulation;

(32) ‘yetkili temsilci’, imalat¢ginin bu Tiiziik
kapsamindaki yiikiimliliikleriyle ilgili belirli
gorevleri imalatg1 adina gergeklestirmek igin,
Birlik disinda yerlesik bulunan bir imalat¢idan
yazili1 bir vekaletname alan ve kabul eden Birlik
icerisinde yerlesik gercek veya tiizel kisidir.

(33) ‘importer’ means any natural or legal person
established within the Union that places a device
from a third country on the Union market;

(33) ‘ithalatg1r’, Birlik piyasasina {igilincii bir
iilkeden bir cihaz arz eden, Birlik igerisinde
yerlesik gercek veya tiizel kisidir.

(34) “distributor’ means any natural or legal person
in the supply chain, other than the manufacturer or

(34) ‘dagitict’, imalatg1 veya ithalat¢t hari¢ olmak
lizere, bir cihazi hizmete sunum noktasina kadar
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the importer, that makes a device available on the
market, up until the point of putting into service;

piyasada bulunduran, tedarik zincirinde yer alan
gercek veya tiizel kisidir.

(35) ‘economic operator’ means a manufacturer,
an authorised representative, an importer, a
distributor or the person referred to in Article
22(1) and 22(3);

(35) ‘iktisadi isletme’, imalatg1, yetkili temsilci,
ithalat¢1, dagitict ya da 22(1) ve 22(3) maddesinde
atifta bulunulan kisidir.

(36) ‘health institution’ means an organisation the
primary purpose of which is the care or treatment
of patients or the promotion of public health;

(36) ‘saglik kurumu’, asli amac1 hastalarin bakimi
veya tedavisi ya da kamu sagliginin iyilestirilmesi
olan kurulustur.

(37) ‘user’ means any healthcare professional or
lay person who uses a device,

(37) ‘kullanict’, bir cihazt kullanan saglik
profesyoneli veya meslekten olmayan kisidir.

(38) ‘lay person’ means an individual who does

(38) ‘meslekten olmayan kisi’, saglik veya tip

not have formal education in a relevant field of | disiplininin ilgili bir alaninda resmi tahsili
healthcare or medical discipline; olmayan kisidir.
(39) ‘reprocessing’ means a process carried outon | (39)  ‘yeniden isleme’, giivenli  yeniden

a used device in order to allow its safe reuse
including cleaning, disinfection, sterilisation and
related procedures, as well as testing and restoring
the technical and functional safety of the used
device;

kullanimini saglamak icin kullanilmig bir cihaz
iizerinde yiiriitillen, temizleme, dezenfeksiyon,
sterilizasyon ve ilgili prosediirlerle birlikte
kullanilmis cihazin teknik ve islevsel glivenliginin
test edilmesi ve yeniden saglanmasini da igeren
islemdir.

(40) ‘conformity assessment’ means the process
demonstrating whether the requirements of this
Regulation relating to a device have been fulfilled;

(40) “‘uygunluk degerlendirmesi’, bir cihazla ilgili
bu Tiiziik’iin gerekliliklerinin yerine getirilmis
olup olmadigini gosteren islemdir.

(41) ‘conformity assessment body’ means a body
that performs third-party conformity assessment

(41)  ‘uygunluk  degerlendirme  kurulusu’,
kalibrasyon, test etme, belgelendirme ve tetkiki de

activities including calibration, testing, | igeren tglincii taraf uygunluk degerlendirme
certification and inspection; faaliyetlerini yiiriiten kurulustur.
(42) ‘notified body’ means a conformity | (42) ‘onaylanmis kurulus’, bu Tiiziik uyarinca

assessment body designated in accordance with
this Regulation;

atanan uygunluk degerlendirme kurulusudur.

(43) ‘CE marking of conformity’ or ‘CE marking’
means a marking by which a manufacturer
indicates that a device is in conformity with the
applicable requirements set out in this Regulation
and other applicable Union harmonisation
legislation providing for its affixing;

(43) ‘CE uygunluk isareti’ veya ‘CE isareti’,
imalatcinin, cihaza ilistirmek suretiyle cihazin bu
Tizik ile belirlenen uygulanabilir gerekliliklere
ve diger uygulanabilir Birlik uyumlastirma
mevzuatina uygun oldugunu gosterdigi isarettir.

(44) ‘clinical evaluation’ means a systematic and
planned process to continuously generate, collect,
analyse and assess the clinical data pertaining to a
device in order to verify the safety and
performance, including clinical benefits, of the
device when used as intended by the manufacturer;

(44) ‘klinik degerlendirme’, cihaz imalat¢inin
amagcladigr sekilde kullanildiginda, cihazin klinik
yararlar1 dahil olmak {zere, gilivenlilik ve
performansini dogrulamak i¢in cihazla ilgili klinik
verileri silirekli olarak iiretme, toplama, analiz
etme ve degerlendirmeye yonelik sistematik ve
planl bir siirectir.

(45) ‘clinical investigation’ means any systematic
investigation involving one or more human
subjects, undertaken to assess the safety or
performance of a device;

(45) ‘klinik arastirma’, cihazin giivenlilik veya
performansini degerlendirmek i¢in ylriitiilen, bir
veya daha fazla insan goniilliiniin dahil oldugu
sistematik arastirmadir.

(46) ‘investigational device’ means a device thatis | (46) ‘arastirma amac¢li cihaz’, bir klinik
assessed in a clinical investigation;, aragtirmada degerlendirilmekte olan cihazdir.
(47) “clinical investigation plan’ means a | (47) ‘klinik arastirma plani’, bir klinik

document that describes the rationale, objectives,

aragtirmanin gerekgesini, amaclarini, tasarimini,
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design, methodology, monitoring, statistical
considerations, organisation and conduct of a
clinical investigation;

metodolojisini, izlenmesini, istatiksel
degerlendirmelerini, organizasyonunu ve
yiiriitiilmesini agiklayan bir dokiimandir.

(48) ‘clinical data’ means information concerning
safety or performance that is generated from the
use of a device and is sourced from the following:

— clinical investigation(s) of the device
concerned,
— clinical investigation(s) or other studies

reported in scientific literature, of a device for
which equivalence to the device in question can be
demonstrated,

— reports published in peer reviewed scientific
literature on other clinical experience of either the
device in question or a device for which
equivalence to the device in question can be
demonstrated,

— clinically relevant information coming from
post-market surveillance, in particular the post-
market clinical follow-up;

(48) ‘klinik veri’, bir cihazin kullanilmasiyla elde
edilen gilivenlilik ve performansla ilgili bilgilerdir
ve asagidakilerden kaynaklanir:
- ilgili  cihazin  klinik
arastirmalarindan,

- s0z konusu cihaza esdegerligi gosterilebilen bir
cihazin klinik arastirmasindan/arastirmalarindan
ya da bu denk cihazla ilgili olarak bilimsel
literatiirde raporlanan diger ¢alismalardan

- s06z konusu cihaza veya bu cihaza esdegerligi
gosterilebilen bir cihaza iliskin diger klinik
deneyimler ile ilgili olarak hakemli bilimsel
literatiirde yayimlanmis raporlardan;

arastirmasindan/

- piyasaya arz sonrast gozetimden, Ozellikle
piyasaya arz sonrasi klinik takipten gelen klinik
olarak ilgili bilgilerden,

(49) ‘sponsor’ means any individual, company,
institution  or  organisation  which  takes
responsibility for the initiation, for the
management and setting up of the financing of the
clinical investigation;

(49) ‘destekleyici’, klinik arastirmanin
baslatilmasi, yonetilmesi ve finansmaninin
saglanmasi1 sorumlugunu alan herhangi Kkisi,

sirket, kurum veya kurulustur.

(50) “‘subject’ means an individual who

participates in a clinical investigation;

(50) ‘goniilli’, bir klinik aragtirmaya istirak eden
kisidir.

(51) “clinical evidence’ means clinical data and
clinical evaluation results pertaining to a device of
a sufficient amount and quality to allow a qualified
assessment of whether the device is safe and
achieves the intended clinical benefit(s), when
used as intended by the manufacturer;

(51) ‘klinik kanit’, imalat¢inin amacladigi sekilde
kullanildiginda, cihazin giivenli olup olmadiginin
ve amaglanan klinik fayda(lar1) saglayip
saglamadiginin nitelikli bir degerlendirmesine
imkan tanimak i¢in cihazla ilgili yeterli miktarda
ve kalitede klinik veri ve klinik degerlendirme
sonuclaridir.

(52) ‘clinical performance’ means the ability of a
device, resulting from any direct or indirect
medical effects which stem from its technical or
functional characteristics, including diagnostic
characteristics, to achieve its intended purpose as
claimed by the manufacturer, thereby leading to a
clinical benefit for patients, when used as intended
by the manufacturer;

(52) ‘klinik performans’, imalat¢inin amagladigi
sekilde  kullanildiginda, cihazin, imalat¢i
tarafindan beyan edilen kullanim amacini yerine
getirebilmesi ve boylelikle hastalar i¢in klinik
fayda saglamasi i¢in, tanisal karakteristikleri dahil
olmak iizere teknik veya islevsel
karakteristiklerinden ortaya ¢ikan herhangi
dogrudan veya dolayl tibbi etkiden kaynaklanan
kabiliyetidir.

(53) “clinical benefit’ means the positive impact of
a device on the health of an individual, expressed
in terms of a meaningful, measurable, patient-
relevant clinical outcome(s), including outcome(s)
related to diagnosis, or a positive impact on patient
management or public health;

(53) ‘klinik fayda’, bir cihazin; tamyla ilgili
cikti(lar) da dahil olmak iizere, anlamli,
Olciilebilir, hastayla 1ilgili klinik ¢ikti(lar)
bakimindan ifade edilebilen, bir kisinin saglig1
iizerindeki olumlu etkisi ya da hasta yonetimi veya
kamu sagligi iizerindeki olumlu etkisidir.

(54) ‘investigator’ means an individual
responsible for the conduct of a clinical
investigation at a clinical investigation site;

(54) ‘arastirmaci’, bir klinik arastirma tesisinde
klinik aragtirmanin yiiriitiitlmesinden sorumlu olan
kisidir.
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(55) ‘informed consent’ means a subject's free and
voluntary expression of his or her willingness to
participate in a particular clinical investigation,
after having been informed of all aspects of the
clinical investigation that are relevant to the
subject’s decision to participate or, in the case of
minors and of incapacitated subjects, an
authorisation or agreement from their legally
designated representative to include them in the
clinical investigation;

(55) ‘bilgilendirilmis goniillii oluru’, goéniilliiniin,
belirli bir klinik aragtirmaya istirak etme kararini
ilgilendiren klinik arastirmanin biitlin yonleri
hakkinda bilgilendirilmesinden sonra, klinik
aragtirmaya istirak icin istekliligini 6zgiirce ve
goniillii olarak ifadesi; ya da c¢ocuklarin ve
kisithilarin olmasit durumunda, klinik arastirmaya
dahil edilmeleri i¢in yasal vasilerinden alinan izin
veya mutabakattir.

(56) ‘ethics committee’ means an independent
body established in a Member State in accordance
with the law of that Member State and empowered
to give opinions for the purposes of this
Regulation, taking into account the views of
laypersons, in particular patients or patients'
organisations;

(56) ‘etik kurul’, bir iiye devletin kanunlari
uyarinca o lye devlette kurulmus ve meslekten
olmayan kisilerin, 6zellikle de hastalarin veya
hasta oOrgiitlerinin, goriislerini dikkate alarak, bu
Tizlk iin amaglart dogrultusunda goriis vermek
i¢in yetkilendirilmis bagimsiz bir kurulustur.

(57) ‘adverse event’ means any untoward medical
occurrence, unintended disease or injury or any
untoward clinical signs, including an abnormal
laboratory finding, in subjects, users or other
persons, in the context of a clinical investigation,
whether or not related to the investigational
device;

(57) ‘advers olay’, bir klinik arastirma baglaminda
aragtirma amagli cihazla ilgili olsun veya olmasin,
goniilliilerdeki, kullanicilardaki  veya diger
kisilerdeki, anormal bir laboratuvar bulgusu dahil
olmak fiizere, istenmeyen tibbi olay, hastalik veya
yaralanma ya da istenmeyen klinik bulgulardir.

(58) ‘serious adverse event’ means any adverse
event that led to any of the following:

(a) death,

(b) serious deterioration in the health of the
subject, that resulted in any of the following:

(i) life-threatening illness or injury,

(i) permanent impairment of a body structure or
a body function,

(iii)  hospitalisation or prolongation of patient
hospitalisation,

(iv) medical or surgical intervention to prevent
life-threatening illness or injury or permanent
impairment to a body structure or a body function,

(v) chronic disease,
(c) foetal distress, foetal death or a congenital
physical or mental impairment or birth defect;

(58) ‘ciddi advers olay’, asagidakilerden herhangi
birine yol acan advers olaydir:

(a) oliim,

(b) goniilliiniin saglik durumunda asagidakilerden
herhangi biriyle sonug¢lanan ciddi bozulma:
(1) hayatt1 tehdit eden hastalikla
yaralanmayla,

(i1) viicut yapisinin veya bir viicut fonksiyonunun
kalic1 olarak bozulmasiyla,

(ili)  hastaneye yatigla veya hastanin hastanede
yatis siiresinin uzamastyla,

(iv) hayati tehdit eden hastaligi veya
yaralanmayi ya da viicut yapisinda veya bir viicut
fonksiyonunda kalici bozulmayi 6nlemek igin
tibbi veya cerrahi miidahaleyle,

(v) kronik hastalikla,

(c) fetal distres, fetal 61iim veya konjenital fiziksel
veya zihinsel bozukluk ya da dogum kusuru;

veya

(59) ‘device deficiency’ means any inadequacy in
the identity, quality, durability, reliability, safety
or performance of an investigational device,
including malfunction, use errors or inadequacy in
information supplied by the manufacturer;

(59) ‘cihaz kusuru’, bir arastirma amacli cihazin,
ariza, kullanim hatalar1 veya imalat¢1 tarafindan
saglanan bilgilerde yetersizlik dahil olmak {izere,
kimligi, kalitesi, dayanikliligi, giivenilirligi,
glivenliligi ya da performansindaki herhangi bir
yetersizliktir.

(60) ‘post-market surveillance’ means all
activities carried out by manufacturers in
cooperation with other economic operators to
institute and keep up to date a systematic
procedure to proactively collect and review

(60) ‘piyasaya arz sonrasi gozetim’, imalatgilarin,
gerekli diizeltici veya Onleyici faaliyetleri
ivedilikle  uygulamaya iligkin  her tiirli
gereksinimi tanimlamak amaciyla, piyasaya arz
ettikleri, piyasada bulundurduklar1 veya hizmete
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experience gained from devices they place on the
market, make available on the market or put into
service for the purpose of identifying any need to
immediately apply any necessary corrective or
preventive actions;

sunduklar1 cihazlardan kazanilan deneyimleri
proaktif (6n hazirlikli) olarak toplamak ve gdzden
gecirmek i¢in sistematik bir prosediir kurmaya ve
gilincel tutmaya yonelik diger iktisadi isletmelerle
isbirligi igerisinde yiiriittiikleri tiim faaliyetlerdir.

(61) ‘market surveillance’ means the activities
carried out and measures taken by competent
authorities to check and ensure that devices
comply with the requirements set out in the
relevant Union harmonisation legislation and do
not endanger health, safety or any other aspect of
public interest protection;

(61) ‘piyasa gozetimi ve denetimi’, cihazlarin
ilgili Birlik uyumlastirma mevzuatinda belirlenen
gereklilikleri karsiladigimi ve saglik, giivenlik
veya kamu yararinin korunmasmnin diger
unsurlarini tehlikeye atmadigini kontrol etmek ve
garantiye almak i¢in yetkili otoriteler tarafindan
yuriitiilen faaliyetler ve alinan 6nlemlerdir.

(62) ‘recall’ means any measure aimed at
achieving the return of a device that has already
been made available to the end user;

(62) ‘geri c¢agirma’, halihazirda son kullaniciya
sunulmus olan bir cihazin (imalatciya) geri
doniisiinii  saglamayr amaclayan herhangi bir
Onlemdir.

(63) ‘withdrawal’ means any measure aimed at
preventing a device in the supply chain from being
further made available on the market;

(63) ‘geri ¢cekme’, tedarik zincirinde yer alan bir
cihazin bundan boyle piyasada bulundurulmasini
Onlemeyi amaglayan herhangi bir 6nlemdir.

(64) ‘incident’ means any malfunction or
deterioration in the characteristics or performance
of a device made available on the market,
including use-error due to ergonomic features, as
well as any inadequacy in the information supplied
by the manufacturer and any undesirable side-
effect;

(64) “olumsuz olay”, ergonomik 6zelliklerinden
kaynaklanan kullanim hatalar1 dahil olmak {izere,
piyasada bulundurulan bir cihazin
karakteristiklerinde ya da  performansinda
herhangi bir ariza ya da bozulmanin yani sira,
imalatg1 tarafindan saglanan bilgilerdeki herhangi
bir yetersizlik veya herhangi bir istenmeyen yan
etkidir.

(65) ‘serious incident’ means any incident that
directly or indirectly led, might have led or might
lead to any of the following:

(a) the death of a patient, user or other person,

(b) the temporary or permanent serious
deterioration of a patient's, user's or other person's
state of health,

(c) aserious public health threat;

(65) ‘ciddi olumsuz olay’, asagidakilerden
herhangi birine dogrudan veya dolayl1 olarak yol
acan, yol agmis olabilecek veya yol acabilecek
olan herhangi bir olumsuz olaydir:

(a) hastanin, kullanicinin ya da diger kisinin
6liimii,

(b) hastanin, kullanicinin veya diger kisinin saglik
durumunda gegici ya da kalic1 ciddi bozulma,

(c) ciddi bir kamu saglig1 tehdidi;

(66) ‘serious public health threat’” means an event
which could result in imminent risk of death,
serious deterioration in a person's state of health,
or serious illness, that may require prompt
remedial action, and that may cause significant
morbidity or mortality in humans, or that is
unusual or unexpected for the given place and
time;

(66) ‘ciddi kamu saghig tehdidi’, mutlak 6lim
riskiyle, acil miidahale gerektirebilen ciddi
hastalikla veya kisinin saglik durumunda ciddi
bozulmayla sonuglanabilen ve insanlarda 6nemli
morbiditeye veya mortaliteye neden olabilen ya da
belirli bir yer ve zaman icin olagandis1 veya
beklenmedik herhangi bir olaydir.

(67) ‘corrective action’ means action taken to
eliminate the cause of a potential or actual non-
conformity or other undesirable situation;

(67) ‘diizeltici faaliyet’, potansiyel veya gercek
bir uygunsuzlugun ya da istenmeyen diger bir
durumun nedenini ortadan kaldirmak igin
yiiriitiilen faaliyettir.

(68) “‘field safety corrective action’ means
corrective action taken by a manufacturer for
technical or medical reasons to prevent or reduce

(68) ‘saha giivenligi diizeltici faaliyeti’, piyasada
bulundurulan bir cihazla ilgili ciddi olumsuz olay
riskini onlemek ya da azaltmak i¢in teknik veya
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the risk of a serious incident in relation to a device
made available on the market;

tibbi nedenlerle imalat¢1 tarafindan yiiriitiilen
diizeltici faaliyettir.

(69) ‘field safety notice’ means a communication
sent by a manufacturer to users or customers in
relation to a field safety corrective action;

(69) ‘saha giivenligi bildirimi’, bir saha giivenligi
diizeltici faaliyetiyle ilgili olarak imalatci
tarafindan  kullanicilara  veya  miisterilere
gonderilen iletidir.

(70) ‘harmonised standard’ means a European
standard as defined in point (1)(c) of Article 2 of
Regulation (EU) No 1025/2012;

(70) ‘uyumlastirilmis standart’, (AB) 1025/2012
sayil1 Tiziik’iin 2. maddesinin (1)(c) bendinde
tanimlandig1 sekilde bir Avrupa standardidir.

(71) ‘common specifications’ (CS) means a set of
technical and/or clinical requirements, other than
a standard, that provides a means of complying
with the legal obligations applicable to a device,
process or system.

(71) ‘ortak spesifikasyonlar (OS)’, bir cihaza,
siirece veya sisteme uygulanabilir yasal
yukiimliiliiklere uymaya aracilik eden, standart
haricindeki teknik ve/veya Kklinik gereklilikler
dizisidir.

Article 3
Amendment of certain definitions

The Commission is empowered to adopt delegated
acts in accordance with Article 115 in order to
amend the definition of nanomaterial set out in
point (18) and the related definitions in points
(19), (20) and (21) of Article 2 in the light of
technical and scientific progress and taking into
account definitions agreed at Union and
international level.

Madde 3
Belirli tanimlarda degisiklik

Komisyon, teknik ve bilimsel ilerlemeler 1s1ginda
ve Birlik seviyesinde ve uluslararasi seviyede
mutabik kalinan tanimlar1 dikkate alarak, 2.
maddenin (18) bendinde belirtilen nanomateryal
tanimini ve (19), (20) ve (21) bentlerindeki ilgili
tanimlar1 degistirmek {izere 115. madde uyarinca
yetki devrine dayanan tasarruflari kabul etmek
i¢in yetkilendirilir.

Article 4
Regulatory status of products

1. Without prejudice to Article 2(2) of Directive
2001/83/EC, upon a duly substantiated request of
a Member State, the Commission shall, after
consulting the Medical Device Coordination
Group established under Article 103 of this
Regulation (‘MDCG”), by means of implementing
acts, determine whether or not a specific product,
or category or group of products, falls within the
definitions of ‘medical device’ or ‘accessory for a
medical device’. Those implementing acts shall be
adopted in accordance with the examination
procedure referred to in Article 114(3) of this
Regulation.

Madde 4
Uriinlerin mevzuat durumu

1. 2001/83/AT sayili Direktif’in 2(2) maddesine
halel getirmeksizin, Komisyon, bir iiye devletin
usuliince gerekgelendirilmis talebi {izerine, bu
Tiiziik’tin 103. maddesi kapsaminda olusturulan
Tibbi Cihaz Koordinasyon Grubuna (‘MDCG’)
danistiktan  sonra, uygulama  tasarruflari
vasitastyla, spesifik bir iirlin ya da iiriin kategorisi
veya grubunun ‘tibbi cihaz’ ya da ‘tibbi cihaz
aksesuar1’ tanimina girip girmedigini belirler. Bu
uygulama tasarruflari, bu Tizik’in 114(3)
maddesinde atifta bulunulan inceleme usulii
uyarinca kabul edilir.

2. The Commission may also, on its own initiative,
after consulting the MDCG, decide, by means of
implementing acts, on the issues referred to in
paragraph 1 of this Article. Those implementing
acts shall be adopted in accordance with the
examination procedure referred to in Article
114(3).

2. Komisyon, ayrica, MDCG’ye danistiktan sonra,
uygulama tasarruflari vasitasiyla bu maddenin 1.
paragrafinda atifta bulunulan konular hakkinda
kendi inisiyatifiyle karar verebilir. Bu uygulama
tasarruflart 114(3) maddesinde atifta bulunulan
inceleme usulii uyarinca kabul edilir.

3. The Commission shall ensure that Member
States share expertise in the fields of medical
devices, in vitro diagnostic medical devices,
medicinal products, human tissues and cells,
cosmetics, biocides, food and, if necessary, other
products, in order to determine the appropriate

3. Komisyon; bir {iriinlin veya iirlin kategorisi ya
da grubunun tabi oldugu mevzuati belirlemek
izere, liye devletlerin, tibbi cihazlar, in vitro tani
tibbi cihazlari, tibbi irilinler, insan doku ve
hiicreleri, kozmetikler, biyositler, gida ve
gerektiginde diger tiriinler alaninda uzmanliklarini
paylagmalarini saglar.
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regulatory status of a product, or category or group
of products.

4. When deliberating on the possible regulatory
status as a device of products involving medicinal
products, human tissues and cells, biocides or food
products, the Commission shall ensure an
appropriate level of consultation of the European
Medicines Agency (EMA), the European
Chemicals Agency (ECHA) and the European
Food Safety Authority (EFSA), as relevant.

4. Tibbi firiinler, insan doku ve hiicreleri,
biyositler veya gida iirlinleri ihtiva eden tiriinlerin
mevzuata gore cihaz olma ihtimali tartisildiginda,
Komisyon, ilgiliyse, Avrupa ila¢ Ajans1 (EMA),
Avrupa Kimyasallar Ajans1 (ECHA) ve Avrupa
Gida Giivenligi Otoritesi (EFSA) ile konsiiltasyon
saglar.

CHAPTER Il
MAKING AVAILABLE ON THE MARKET
AND PUTTING INTO SERVICE OF
DEVICES, OBLIGATIONS OF ECONOMIC
OPERATORS, REPROCESSING, CE
MARKING, FREE MOVEMENT
Article 5
Placing on the market and putting into service
1. A device may be placed on the market or put
into service only if it complies with this
Regulation when duly supplied and properly
installed, maintained and used in accordance with
its intended purpose.

BOLUM II
Cihazlarin piyasada bulundurulmasi ve
hizmete sunumu, iktisadi isletmelerin
yiikiimliiliikleri, yeniden isleme, CE isareti,
serbest dolasim

Madde 5
Piyasaya arz ve hizmete sunum

1. Bir cihaz; usuline uygun olarak temin
edildiginde ve dogru sekilde kuruldugunda,
bakimi yapildiginda ve kullanim amacina uygun
sekilde kullanildiginda, bu Tiiziik’e uymasi
sartiyla, piyasaya arz edilebilir veya hizmete
sunulabilir.

2. A device shall meet the general safety and
performance requirements set out in Annex |
which apply to it, taking into account its intended
purpose.

2. Bir cihaz, kullanim amaci dikkate alinarak, I.
Ekte belirtilen ve cihaz i¢in gecerli olan genel
gilivenlilik ve performans gerekliliklerini karsilar.

3. Demonstration of conformity with the general
safety and performance requirements shall include
a clinical evaluation in accordance with Article 61.

3. Genel giivenlilik ve performans gerekliliklerine
uygunlugun gdsterilmesi, 61. madde uyarinca bir
klinik degerlendirmeyi igerir.

4. Devices that are manufactured and used within
health institutions shall be considered as having
been put into service.

4. Saglik kurumlar1 biinyesinde imal edilen ve
kullanilan cihazlar hizmete sunulmus olarak kabul
edilir.

5. With the exception of the relevant general safety
and performance requirements set out in Annex I,
the requirements of this Regulation shall not apply
to devices, manufactured and used only within
health institutions established in the Union,
provided that all of the following conditions are
met:

(a) the devices are not transferred to another legal
entity,

(b) manufacture and use of the devices occur
under appropriate quality management systems,
(c) the health institution justifies in its
documentation that the target patient group's
specific needs cannot be met, or cannot be met at
the appropriate level of performance by an
equivalent device available on the market,

(d) the health institution provides information
upon request on the use of such devices to its

5. I. Ekte belirtilen ilgili genel giivenlilik ve
performans gereklilikleri hari¢ olmak {izere, bu
Tiuzik’iin gereklilikleri, sadece Birlik ig¢inde
yerlesik olan saglik kurumlari biinyesinde imal
edilen ve kullanilan cihazlara asagidaki tiim
kosullarin saglanmasi sartiyla uygulanmaz:

(a) cihazlarin bir tiizel
aktarilmamasi,

(b) cihazlarin imalat1 ve kullaniminin uygun kalite
yonetim sistemleri altinda gerceklesmesi,

(c) saglik kurumunun, hedef hasta grubunun
spesifik ihtiyaglarinin karsilanamadigini veya
piyasada bulundurulan esdeger bir cihaz
tarafindan  uygun performans seviyesinde
karsilanamadigini  kendi  dokiimantasyonunda
gerekcelendirmesi,

(d) saglik kurumunun, bu tiir cihazlarin kullanimi
hakkinda, cihazlarin imal edilmesinin, modifiye

baska kisilige
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competent authority, which shall include a
justification of their manufacturing, modification
and use;

(e) the health institution draws up a declaration
which it shall make publicly available, including:
(i) the name and address of the manufacturing
health institution;

(ii) the details necessary to identify the devices;
(ii1) adeclaration that the devices meet the general
safety and performance requirements set out in
Annex | to this Regulation and, where applicable,
information on which requirements are not fully
met with a reasoned justification therefor,

(f) the health institution draws up documentation
that makes it possible to have an understanding of
the manufacturing facility, the manufacturing
process, the design and performance data of the
devices, including the intended purpose, and that
is sufficiently detailed to enable the competent
authority to ascertain that the general safety and
performance requirements set out in Annex | to
this Regulation are met;

(g) the health institution takes all necessary
measures to ensure that all devices are
manufactured in accordance with the
documentation referred to in point (f), and

(h) the health institution reviews experience
gained from clinical use of the devices and takes
all necessary corrective actions.

Member States may require that such health
institutions submit to the competent authority any
further relevant information about such devices
which have been manufactured and used on their
territory. Member States shall retain the right to
restrict the manufacture and the use of any specific
type of such devices and shall be permitted access
to inspect the activities of the health institutions.
This paragraph shall not apply to devices that are
manufactured on an industrial scale.

edilmesinin ve kullanilmasinin gerekgesini iceren
bilgileri, talebi halinde kendi yetkili otoritesine
saglamasi,

(e) saghik kurumunun, asagidakileri
kamuya a¢ik bir beyan hazirlamasi:
(1)imalat yapan saglik kurumunun adi1 ve adresi,

iceren

(i1)cihazlar1 tanimlamak i¢in gerekli ayrintilar,
(iti)cihazlarin bu Tiiziik’iin 1. Ekinde belirtilen
genel giivenlilik ve performans gerekliliklerini
karsiladiginin beyani ve uygulanabildigi hallerde
mantikli gerekgesiyle birlikte hangi gerekliliklerin
tamamen karsilanmadig1 hakkinda bilgi,

(f) saghik kurumu tarafindan, imalat tesisinin,
imalat siirecinin, kullanim amaci da dahil olmak
lizere cihazlarin tasarim ve performans verilerinin
anlasilmasin1 miimkiin kilan ve yetkili otoritenin
bu Tiiziik’iin 1. Ekinde belirtilen genel giivenlilik
ve performans gerekliliklerinin kargilandigini
tespit etmesine imkan saglayan yeterince ayrintili
dokiimantasyon hazirlanmasi,

(g) saglik kurumunun, tiim cihazlarin (f) bendinde
atifta bulunulan dokiimantasyon uyarinca imal
edilmesini saglamak i¢in gerekli biitiin dnlemleri
almasi ve

(h) saghk kurumunun cihazlarin  klinik
kullanimindan kazanilan deneyimleri gdzden
gecirmesi ve gerekli tim diizeltici faaliyetleri
yiiriitmesi.

Uye devletler, kendi siirlarinda imal edilmis ve
kullanilmis olan bu tiir cihazlar hakkinda ilgili
bagkaca bilgileri bu saglik kurumlarinin yetkili
otoriteye sunmasini talep edebilir. Uye devletler,
saglik kurumlarinin faaliyetlerini denetleme
hakkina sahiptir ve bu tiir cihazlarin spesifik bir
tipinin imalatin1 ve kullanimini kisitlama hakkin1
sakl1 tutar.

Bu paragraf, endiistriyel Olgekte imal edilen
cihazlar i¢in uygulanmaz.

6. In order to ensure the uniform application of
Annex I, the Commission may adopt
implementing acts to the extent necessary to
resolve issues of divergent interpretation and of
practical application. Those implementing acts
shall be adopted in accordance with the
examination procedure referred to in Article
114(3).

6. Komisyon, I. Ekin yeknesak uygulanmasini
saglamak amaciyla farkli yorumlama ve pratik
uygulama sorunlarini ¢6zmek ig¢in gerekli oldugu
Olciide uygulama tasarruflar1 kabul edebilir. Bu
uygulama tasarruflari, 114(3) maddesinde atifta
bulunulan inceleme usulii uyarinca kabul edilir.

Article 6
Distance sales
1. A device offered by means of information
society services, as defined in point (b) of Article
1(1) of Directive (EU) 2015/1535, to a natural or

Madde 6
Uzaktan satislar
1. (AB) 2015/1535 sayili Direktif’in  1(1)
maddesinin (b) bendinde tanimlandigi sekilde
bilgi toplumu hizmetleri yoluyla Birlik igerisinde
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legal person established in the Union shall comply
with this Regulation.

yerlesik olan bir ger¢ek veya tiizel kisiye sunulan
bir cihaz, bu Tiiziik’e uyar.

2. Without prejudice to national law regarding the
exercise of the medical profession, a device that is
not placed on the market but used in the context of
a commercial activity, whether in return for
payment or free of charge, for the provision of a
diagnostic or therapeutic service offered by means
of information society services as defined in point
(b) of Article 1(1) of Directive (EU) 2015/1535 or
by other means of communication, directly or
through intermediaries, to a natural or legal person
established in the Union shall comply with this
Regulation.

2. Tip mesleginin icra edilmesiyle ilgili ulusal
mevzuata halel getirmeksizin, piyasaya arz
edilmeyen ancak bir ticari faaliyet kapsaminda,
bedelli veya bedelsiz olarak (AB) 2015/1535
sayil1 Direktif’in 1(1) maddesinin (b) bendinde
tanimlandig1r sekilde bilgi toplumu hizmetleri
yoluyla veya baska iletisim yollariyla Birlik
icerisinde yerlesik bir gercek veya tiizel kisiye,
dogrudan veya aracilar yoluyla sunulan bir tan1 ya
da tedavi hizmetinin sunumu i¢in kullanilan bir
cihaz bu Tiiziik’e uyar.

3. Upon request by a competent authority, any
natural or legal person offering a device in
accordance with paragraph 1 or providing a
service in accordance with paragraph 2 shall make
available a copy of the EU declaration of
conformity of the device concerned.

3. Bir yetkili otoritenin talebi lizerine, 1. paragraf
uyarinca bir cithaz sunan ya da 2. paragraf uyarinca
bir hizmet sunan herhangi bir ger¢ek veya tiizel
kisi, ilgili cihazin AB uygunluk beyaninin bir
suretini hazir bulundurur.

4. A Member State may, on grounds of protection
of public health, require a provider of information
society services, as defined in point (b) of Article
1(1) of Directive (EU) 2015/1535, to cease its
activity.

4. Bir iye devlet, kamu sagliginin korunmasi
gerekcgesiyle, (AB) 2015/1535 sayili Direktif’in
1(1) maddesinin (b) bendinde tanimlandig1 sekilde
bir bilgi toplumu hizmetleri saglayicisinin
faaliyetlerini sonlandirmasini talep edebilir.

Article 7

Claims
In the labelling, instructions for use, making
available, putting into service and advertising of
devices, it shall be prohibited to use text, names,
trademarks, pictures and figurative or other signs
that may mislead the user or the patient with regard
to the device's intended purpose, safety and
performance by:

(a) ascribing functions and properties to the
device which the device does not have;

(b) creating a false impression regarding treatment
or diagnosis, functions or properties which the
device does not have;

(c) failing to inform the user or the patient of a
likely risk associated with the use of the device in
line with its intended purpose;

(d) suggesting uses for the device other than those
stated to form part of the intended purpose for
which the conformity assessment was carried out.

Madde 7

Iddialar
etiketlemesinde, kullanim
kilavuzunda, (piyasada) bulundurulmasinda,
hizmete sunumunda ve reklamlarinda,
asagidakilerin  yapilmast  yoluyla, cihazin
kullanim amaci, giivenliligi ve performansiyla
ilgili kullanici veya hastay1 yanlis
yonlendirebilecek metin, isimler, ticari markalar,
resimler ve figiiratif veya diger isaretlerin
kullanilmas1 yasaklanir:
(a) cihaza, cihazin sahip olmadig1 fonksiyonlari ve
ozellikleri atfetmek,
(b) cihazin sahip olmadigi, tedavi veya tani ile
fonksiyonlar veya 6zellikler hakkinda yanlis bir
intiba olusturmak,
(c) cihazin kullanim amacina uygun olarak
kullanilmasi ile iliskili olas1 bir riski kullaniciya
ya da hastaya bildirmede eksiklik,
(d) uygunluk degerlendirmesinin yiiritildigi
kullanim amacinin bir pargasini olusturmak ig¢in
beyan edilenler haricinde cihaz i¢in kullanim
Onerilerinde bulunmak.

Cihazlarin

Article 8
Use of harmonised standards
1. Devices that are in conformity with the relevant
harmonised standards, or the relevant parts of
those standards, the references of which have been

Madde 8
Uyumlastirilnus standartlarin kullanimi
1. Atiflar1 Avrupa Birligi Resmi Gazetesi’nde
yayimlanmis ilgili uyumlagtirilmis standartlara
veya bu standartlarin ilgili boéliimlerine uygun
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published in the Official Journal of the European
Union, shall be presumed to be in conformity with
the requirements of this Regulation covered by
those standards or parts thereof.

The first subparagraph shall also apply to system
or process requirements to be fulfilled in
accordance with this Regulation by economic
operators or sponsors, including those relating to
quality management systems, risk management,
post-market  surveillance  systems, clinical
investigations, clinical evaluation or post-market
clinical follow-up (‘PMCF’).

References in this Regulation to harmonised
standards shall be understood as meaning
harmonised standards the references of which have
been published in the Official Journal of the
European Union.

olan cihazlarin, bu Tiiziikk’iin bu standartlar veya
bunlarin ~ boliimleri  tarafindan  kapsanan
gerekliliklerine uygun oldugu varsayilir.

Birinci alt paragraf, ayrica, kalite yoOnetim
sistemleri, risk yOnetimi, piyasaya arz sonrasi
gozetim sistemleri, klinik arastirmalar, klinik
degerlendirme veya piyasaya arz sonrasi klinik
takiple (‘PMCEF’) ilgili olanlar dahil olmak iizere,
iktisadi isletmeler veya destekleyiciler tarafindan
bu Tiizilk uyarinca yerine getirilmesi gereken
sistem ya da siire¢ gereklilikleri i¢in uygulanir.
Bu Tiiziik’te uyumlastirilmis standartlara yapilan
atiflar, atiflart Avrupa Birligi Resmi Gazetesi’nde
yayimlanmis uyumlastirilmis standartlar olarak
anlasilir.

2. References in this Regulation to harmonised
standards shall also include the monographs of the
European Pharmacopoeia adopted in accordance
with the Convention on the Elaboration of a
European Pharmacopoeia, in particular on surgical
sutures and on interaction between medicinal
products and materials used in devices containing
such medicinal products, provided that references
to those monographs have been published in the
Official Journal of the European Union.

2. Bu Tizik’te uyumlastirilmig standartlara
yapilan  atiflar,  Avrupa  Farmakopesinin
Detaylandirilmas1 Konvansiyonu uyarinca kabul
edilen Avrupa Farmakopesi monograflarini,
Ozellikle de cerrahi siiturlara iliskin ve tibbi
iriinler iceren cihazlarda kullanilan bu tiir tibbi
drlinler 1ile materyaller arasindaki etkilesime
iliskin olanlari, bu monograflara yapilan atiflarin
Avrupa Birligi Resmi Gazetesi’nde yayimlanmis
olmasi sartiyla, icerir.

Article 9
Common specifications

1. Without prejudice to Article 1(2) and 17(5) and
the deadline laid down in those provisions, where
no harmonised standards exist or where relevant
harmonised standards are not sufficient, or where
there is a need to address public health concerns,
the Commission, after having consulted the
MDCG, may, by means of implementing acts,
adopt common specifications (CS) in respect of
the general safety and performance requirements
set out in Annex I, the technical documentation set
out in Annexes Il and 111, the clinical evaluation
and post-market clinical follow-up set out in
Annex XIV or the requirements regarding clinical
investigation set out in Annex XV. Those
implementing acts shall be adopted in accordance
with the examination procedure referred to in
Article 114(3).

Madde 9
Ortak spesifikasyonlar

1. 1(2) maddesi ile 17(5) maddesine ve bu
hiikiimlerde  belirtilen  son  tarthe  halel
getirmeksizin, uyumlastirilmis  standartlarin
olmadig1 veya ilgili uyumlastirilmis standartlarin
yetersiz oldugu durumda veya kamu sagligi
sorunlarinin ele alinmasina ihtiya¢ duyuldugu
durumda, Komisyon, MDCG’ye danistiktan
sonra, uygulama tasarruflar1 vasitasiyla, 1. Ekte
belirtilen genel giivenlilik ve performans
gereklilikleri, 11. ve 111. Eklerde belirtilen teknik
dokiimantasyon, XIV Ekte belirtilen klinik
degerlendirme ve piyasaya arz sonrasi klinik takip
veya XV. Ekte belirtilen klinik arastirmaya iliskin
gereklilikler hakkinda ortak spesifikasyonlar
kabul edebilir. Bu uygulama tasarruflari, 114(3)
maddesinde atifta bulunulan inceleme usulii
uyarinca kabul edilir.

2. Devices that are in conformity with the CS
referred to in paragraph 1 shall be presumed to be
in conformity with the requirements of this
Regulation covered by those CS or the relevant
parts of those CS.

2. 1. paragrafta atifta bulunulan ortak
spesifikasonlara uygun olan cihazlarin, bu
Tiiziik’lin, bu ortak spesifikasyonlar veya bu ortak
spesifikasyonlarin ilgili boéliimlerince kapsanan
gereklilikleri ile uyumlu oldugu varsayilir.

3. Manufacturers shall comply with the CS
referred to in paragraph 1 unless they can duly

3. Imalatcilar, en az ortak spesifikasyonlara denk
bir giivenlilik ve performans seviyesi saglayan
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justify that they have adopted solutions that ensure
a level of safety and performance that is at least
equivalent thereto.

¢ozlimler benimsediklerini usuliine uygun olarak
gerekcelendiremedikleri siirece, 1. paragrafta
atifta bulunulan ortak spesifikasyonlara uyarlar.

4. Notwithstanding paragraph 3, manufacturers of
products listed in Annex XVI shall comply with
the relevant CS for those products.

4. XVI. Ekte listelenen iiriinlerin imalatgilari, 3.
paragrafa bakilmaksizin bu iiriinlere yonelik ilgili
ortak spesifikasyonlara uyarlar.

Article 10
General obligations of manufacturers
1. When placing their devices on the market or
putting them into service, manufacturers shall
ensure that they have been designed and
manufactured in accordance with the requirements
of this Regulation.

Madde 10
Imalatcilarin genel yiikiimliiliikleri
1. Imalatcilar, cihazlarini piyasaya arz ederken
veya hizmete sunarken, cihazlarinin bu Tiiziik iin
gereklilikleri uyarinca tasarlanmis ve imal edilmis
olmalarini saglar.

2. Manufacturers shall establish, document,
implement and maintain a system for risk
management as described in Section 3 of Annex |I.

2. Imalatgilar, 1. Ekin 3. Kesiminde tanimlandig:
sekilde bir risk yonetimi sistemi kurar, dokiimante
eder, uygular ve siirdiiriir.

3. Manufacturers shall conduct a clinical
evaluation in accordance with the requirements set
out in Article 61 and Annex XIV, including a
PMCEF.

3. Imalatgilar, piyasaya arz sonrasi klinik takip
(‘PMCEF’) dahil olmak iizere, 61. maddede ve
XIV. Ekte belirtilen gereklilikler uyarinca bir
klinik degerlendirme yiiriitiir.

4. Manufacturers of devices other than custom-
made devices shall draw up and keep up to date
technical documentation for those devices. The
technical documentation shall be such as to allow
the conformity of the device with the requirements
of this Regulation to be assessed. The technical
documentation shall include the elements set out
in Annexes Il and III.

The Commission is empowered to adopt delegated
acts in accordance with Article 115 amending, in
the light of technical progress, the Annexes Il and
.

4. Ismarlama tiretilen cihazlar disindaki cihazlarin
imalatgilari, bu cihazlar i¢in teknik
dokiimantasyonu hazirlar ve giincel tutar. Teknik

dokiimantasyon, cihazin bu Tliziik iin
gerekliliklerine uygunlugunun
degerlendirilmesine imkan verecek sekilde

olmalidir. Teknik dokiimantasyon, II. ve IIL
Eklerde belirtilen 6geleri igerir.

Komisyon, teknik ilerlemeler 1s1ginda, 115.
Madde uyarinca, II. ve III. Ekleri degistiren yetki
devrine dayanan tasarruflar kabul etmesi i¢in
yetkilendirilir.

5. Manufacturers of custom-made devices shall
draw up, keep up to date and keep available for
competent  authorities  documentation  in
accordance with Section 2 of Annex XII|I.

5. Ismarlama tiretilen cihazlarin imalatgilari, XIII.
Ekin 2. Kesimi uyarinca dokiimantasyon hazirlar,
giincel tutar ve yetkili otoriteler i¢in hazir
bulundurur.

6. Where compliance with the applicable
requirements has been demonstrated following the
applicable conformity assessment procedure,
manufacturers of devices, other than custom-made
or investigational devices, shall draw up an EU
declaration of conformity in accordance with
Article 19, and affix the CE marking of conformity
in accordance with Article 20.

6. Ismarlama firetilen veya arastirma amaglh
cihazlar haricindeki cihazlarin  imalatgilar;
uygulanabilir gerekliliklere uyumlulugun, ilgili
uygunluk degerlendirme islemleri kapsaminda
gosterilmis  olmast durumunda, 19. madde
uyarinca bir AB uygunluk beyani diizenler ve 20.
madde uyarinca CE uygunluk isaretini ilistirir.

7. Manufacturers shall comply with the obligations
relating to the UDI system referred to in Article 27
and with the registration obligations referred to in
Articles 29 and 31.

7. Imalatcilar, 27. maddede atifta bulunulan UDI
sistemine iliskin yilikiimliliikler ile 29. ve 31.
maddelerde atifta bulunulan kayit
yiikiimliiliiklerine uyar.

8. Manufacturers shall keep the technical
documentation, the EU declaration of conformity
and, if applicable, a copy of any relevant
certificate, including any amendments and

8. Imalatgilar, teknik dokiimantasyonu, AB
uygunluk beyanini ve uygulanabilir oldugunda,
56. madde uyarinca diizenlenmis olan, tadilleri ve
ekleri dahil olmak {izere, ilgili her sertifikanin bir
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supplements, issued in accordance with Article 56,
available for the competent authorities for a period
of at least 10 years after the last device covered by
the EU declaration of conformity has been placed
on the market. In the case of implantable devices,
the period shall be at least 15 years after the last
device has been placed on the market.

Upon request by a competent authority, the
manufacturer shall, as indicated therein, provide
that technical documentation in its entirety or a
summary thereof.

A manufacturer with a registered place of business
outside the Union shall, in order to allow its

authorised representative to fulfil the tasks
mentioned in Article 11(3), ensure that the
authorised representative has the necessary

documentation permanently available.

suretini, AB uygunluk beyaninin kapsadigi son
cihaz piyasaya arz edildikten sonra en az on yillik
bir siire boyunca yetkili otoriteler i¢in hazir
bulundurur. Implante edilebilir cihazlar i¢in bu
siire, son cihaz piyasaya arz edildikten sonra en az
15 yildir.

Bir yetkili otoritenin talebi iizerine, imalatci, bu
talepte  belirtildigi sekilde  bu  teknik
dokiimantasyonun tamamini veya bir 0&zetini
temin eder.

Kayith is yeri Birlik disinda olan bir imalatgi;
yetkili temsilcisinin 11(3) maddesinde belirtilen
gorevleri yerine getirmesine imkan tanimak igin,
yetkili temsilcinin gerekli  dokiimantasyonu
siirekli olarak hazir bulundurmasini saglar.

9. Manufacturers shall ensure that procedures are
in place to keep series production in conformity
with the requirements of this Regulation. Changes
in device design or characteristics and changes in
the harmonised standards or CS by reference to
which the conformity of a device is declared shall
be adequately taken into account in a timely
manner. Manufacturers of devices, other than
investigational devices, shall establish, document,
implement, maintain, keep up to date and
continually improve a quality management system
that shall ensure compliance with this Regulation
in the most effective manner and in a manner that
IS proportionate to the risk class and the type of
device.

The quality management system shall cover all
parts and elements of a manufacturer's
organisation dealing with the quality of processes,
procedures and devices. It shall govern the
structure, responsibilities, procedures, processes
and management resources required to implement
the principles and actions necessary to achieve
compliance with the provisions of this Regulation.
The quality management system shall address at
least the following aspects:

(a) astrategy for regulatory compliance, including
compliance  with  conformity = assessment
procedures and procedures for management of
modifications to the devices covered by the
system;

(b) identification of applicable general safety and
performance requirements and exploration of
options to address those requirements;

(c) responsibility of the management;

(d) resource management, including selection and
control of suppliers and sub-contractors;

9. Imalatcilar, seri iretimin bu Tiizik’iin
gerekliliklerine uygunlugunu siirdiirmek icin
prosediirlerin mevcut olmasini saglar. Cihaz
tasarimindaki veya ozelliklerindeki degisiklikler
ve atif yoluyla bir cihazin uygunlugunun beyan
edildigi uyumlastirilmis standartlardaki veya
ortak Ozelliklerdeki degisiklikler layikiyla ve
zamaninda dikkate alinir. Arastirma amagh
cihazlar disindaki cihazlarin imalatgilari, en etkili
bi¢imde ve cihazin risk sinifi ve tipiyle orantili
sekilde bu Tiiziik’e uygunlugu saglayan bir kalite
yonetim sistemi kurar, dokiimante eder, uygular,
stirdiiriir, glincel tutar ve siirekli olarak gelistirir.

Kalite yonetim sistemi, imalat¢inin
organizasyonunun, siire¢lerin, prosediirlerin ve
cihazlarin kalitesiyle ilgilenen biitlin boliimlerini
ve Ogelerini kapsar. Bu sistem, bu Tiiziik’lin
hiikiimlerine uygunlugu elde etmek i¢in gereken
ilkelerin ve faaliyetlerin uygulanmasina yonelik
ihtiyag duyulan  yapiyi, sorumluluklari,
prosediirleri, siirecleri ve yonetim kaynaklarini
yonetir. Kalite yOnetim sistemi asgari olarak
asagidaki hususlara deginir:

(a) uygunluk degerlendirme prosediirlerine
uygunluk ve sistemin kapsadigi cihazlardaki
modifikasyonlarin yonetimine iliskin prosediirler
dahil olmak iizere, mevzuata uygunluk i¢in bir
strateji;

(b) uygulanabilir genel giivenlilik ve performans
gerekliliklerinin belirlenmesi ve bu gerekliliklerin
karsilanmasina iligskin se¢ceneklerin arastirilmast;
(c) yonetimin sorumlulugu;

(d) tedarikgilerin ve altyiiklenicilerin se¢imi ve
kontrolii dahil olmak iizere, kaynak yonetimi,
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(e) risk management as set out in in Section 3 of
Annex I;

(f) clinical evaluation in accordance with Article
61 and Annex XIV, including PMCF;

(g) product realisation, including planning,
design, development, production and service
provision;

(h) verification of the UDI assignments made in
accordance with Article 27(3) to all relevant
devices and ensuring consistency and validity of
information provided in accordance with Article
29;

(i) setting-up, implementation and maintenance of
a post-market surveillance system, in accordance
with Article 83;

(3) handling communication with competent
authorities, notified bodies, other economic
operators, customers and/or other stakeholders;
(k) processes for reporting of serious incidents
and field safety corrective actions in the context of
vigilance;

() management of corrective and preventive
actions and verification of their effectiveness;

(m) processes for monitoring and measurement of
output, data analysis and product improvement.

(e) I. Ekin 3. Kesiminde belirtildigi sekilde risk
yonetimi;

(f) piyasaya arz sonrasi klinik takip (PMCF) dahil
olmak iizere, 61. madde ve XIV. Ek uyarinca
klinik degerlendirme;

(g) planlama, tasarim, gelistirme, {iiretim ve
hizmet sunumu dahil olmak {izere, {iriin
gerceklestirme;

(h) ilgili tiim cihazlara 27(3) maddesi uyarinca
yapilan UDI tahsisinin dogrulanmasi ve 29.
madde uyarinca saglanan bilgilerin tutarliliginin
ve gegerliliginin saglanmasi;

(1) 83. madde uyarinca piyasaya arz sonrasi
gbzetim sisteminin kurulmasi, uygulanmasi ve
sturdirilmesi;

(j) yetkili otoriteler, onaylanmis kuruluslar, diger
iktisadi isletmeler, miisteriler ve/veya diger
paydaslarla iletisimin yiiriitiilmesi;

(k) vijilans kapsaminda ciddi olumsuz olaylarin ve
saha giivenligi diizeltici faaliyetlerinin
raporlanmasina yonelik siirecler;

(1) diizeltici ve Onleyici faaliyetlerin yonetimi ve
bunlarin etkinliklerinin dogrulanmasi;

(m) ¢iktilarn izlenmesi ve 6l¢limii, veri analizi ve
iirlin gelistirme i¢in siirecler.

10. Manufacturers of devices shall implement and
keep up to date the post-market surveillance
system in accordance with Article 83.

10. Cihazlarin imalatgilari, 83. madde uyarinca
piyasaya arz sonrasi gozetim sistemini uygular ve
giincel tutar.

11. Manufacturers shall ensure that the device is
accompanied by the information set out in Section
23 of Annex | in an official Union language(s)
determined by the Member State in which the
device is made available to the user or patient. The
particulars on the label shall be indelible, easily
legible and clearly comprehensible to the intended
user or patient.

11. Imalatcilar; I. Ekin 23. Kesiminde belirtilen
bilgilerin, cihazin kullanic1i veya hastaya
sunuldugu iiye devlet tarafindan belirlenen resmi
Birlik  dilinde/dillerinde cihazin  beraberinde
bulunmasimi saglar. Etiket ilizerindeki detaylar,
silinemez, kolayca okunabilir ve hedeflenen
kullanic1 veya hasta i¢in agik¢a anlasilabilir olur.

12. Manufacturers who consider or have reason to
believe that a device which they have placed on the
market or put into service is not in conformity with
this Regulation shall immediately take the
necessary corrective action to bring that device
into conformity, to withdraw it or to recall it, as
appropriate. They shall inform the distributors of
the device in question and, where applicable, the

authorised representative  and importers
accordingly.

Where the device presents a serious risk,
manufacturers shall immediately inform the

competent authorities of the Member States in
which they made the device available and, where
applicable, the notified body that issued a
certificate for the device in accordance with

12. Piyasaya arz ettikleri veya hizmete sunduklar1
bir cihazin bu Tiiziik’e uygun olmadigini diisiinen
veya bu duruma inanmalar1 i¢in gerekgesi olan
imalatgilar, uygun oldugu sekilde, bu cihazi uygun
hale getirmek, geri ¢ekmek veya geri ¢agirmak
icin gerekli diizeltici faaliyeti ivedilikle yapar.
Imalatcilar, s6z konusu cihazin dagiticilarini ve
varsa yetkili temsilciyle ithalatcilar: bu dogrultuda
bilgilendirir.

Cihaz ciddi bir risk olusturuyorsa, imalat¢ilar,
Ozellikle uygunsuzluk ve yapilan herhangi bir
diizeltici faaliyet hakkinda, cihazi
bulundurduklari liye devletlerin yetkili
otoritelerini ve varsa, 56. madde uyarinca cihaz
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Article 56, in particular, of the non-compliance
and of any corrective action taken.

icin bir sertifika diizenleyen onaylanmis kurulusu
ivedilikle bilgilendirir.

13. Manufacturers shall have a system for
recording and reporting of incidents and field
safety corrective actions as described in Articles
87 and 88.

13. Imalatgilar, 87. ve 88. maddelerde belirtildigi
sekilde, olumsuz olaylarin ve saha gilivenligi
diizeltici faaliyetlerin kaydedilmesi ve
raporlanmasi i¢in bir sisteme sahip olur.

14. Manufacturers shall, upon request by a
competent authority, provide it with all the
information and documentation necessary to
demonstrate the conformity of the device, in an
official Union language determined by the
Member State concerned. The competent authority
of the Member State in which the manufacturer has
its registered place of business may require that the
manufacturer provide samples of the device free of
charge or, where that is impracticable, grant access
to the device. Manufacturers shall cooperate with
a competent authority, at its request, on any
corrective action taken to eliminate or, if that is not
possible, mitigate the risks posed by devices which
they have placed on the market or put into service.

If the manufacturer fails to cooperate or the
information and documentation provided is
incomplete or incorrect, the competent authority
may, in order to ensure the protection of public
health and patient safety, take all appropriate
measures to prohibit or restrict the device's being
made available on its national market, to withdraw
the device from that market or to recall it until the
manufacturer cooperates or provides complete and
correct information.

If a competent authority considers or has reason to
believe that a device has caused damage, it shall,
upon request, facilitate the provision of the
information and documentation referred to in the
first subparagraph to the potentially injured patient
or user and, as appropriate, the patient's or user's
successor in title, the patient's or user's health
insurance company or other third parties affected
by the damage caused to the patient or user,
without prejudice to data protection rules and,
unless there is an overriding public interest in
disclosure, without prejudice to the protection of
intellectual property rights.

The competent authority need not comply with the
obligation laid down in the third subparagraph
where disclosure of the information and

14. Imalatgilar, bir yetkili otoritenin talebi
iizerine, cihazin uygunlugunu gdostermek igin
gereken tiim bilgileri ve dokiimantasyonu, ilgili
iiye devlet tarafindan belirlenen resmi bir Birlik
dilinde temin eder. Imalat¢inin kayitli is yerinin
bulundugu {iye devletin yetkili otoritesi,
imalat¢inin cihaz numunelerini bedelsiz temin
etmesini veya bunun uygulanabilir olmadigi
durumlarda, cihaza erisim izni vermesini talep
edebilir. imalatcilar, piyasaya arz ettikleri veya
hizmete sunduklar1 cihazlardan kaynaklanan
riskleri ortadan kaldirmak veya bu miimkiin
degilse, azaltmak icin yapilan diizeltici faaliyetler
hakkinda, talebi iizerine, bir yetkili otoriteyle
igbirligi yapar.

Eger imalatc1 isbirligi yapmazsa veya temin edilen
bilgiler ve dokiimantasyon eksik veya yanlis ise,
kamu saglig1 ve hasta giivenliginin korunmasini
saglamak amaciyla, yetkili otorite, imalatg1
isbirligi yapana veya tam ve dogru bilgiler
saglayana kadar cihazin kendi ulusal piyasasinda
bulundurulmasini yasaklamak veya kisitlamak,
piyasadan cihaz1 geri ¢ekmek ya da cihazi geri
cagirmak i¢in uygun biitiin 6nlemleri alabilir.

Eger bir yetkili otorite, bir cihazin zarara neden
oldugunu diisiiniiyorsa veya buna inanmasi i¢in
gerekcesi varsa, talep Tlzerine, veri koruma
kurallarina ve agiklamasinda kamu yarar1 agir
basmadik¢a fikri milkiyet haklarinin
korunmasina halel getirmeksizin; yaralanma
olasilig1 olan hasta veya kullaniciya ve uygun
goriildiigii sekilde hastanin veya kullanicinin
hukuki halefine, hastanin veya kullanicinin saglik
sigortasi sirketine ya da hastaya veya kullaniciya
verilen zarardan etkilenen diger {i¢lincii taraflara,
birinci alt paragrafta atifta bulunulan bilgilerin ve
dokiimantasyonun tedarikini kolaylastirir.

Birinci alt paragrafta atifta bulunulan bilgilerin ve
dokiimantasyonun agiklanmasinin normalde yasal
islemler baglaminda yapilmasi durumunda, yetkili

documentation referred to in the first subparagraph | otoritenin {i¢lincli alt paragrafta belirtilen
is ordinarily dealt with in the context of legal | yiikiimliliige uymasi gerckmez.
proceedings.
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15. Where manufacturers have their devices
designed or manufactured by another legal or
natural person the information on the identity of
that person shall be part of the information to be
submitted in accordance with Article 30(1).

15. Imalatgilarin, cihazlarini baska bir tiizel veya
gercek kisiye tasarlatmasi veya imal ettirmesi
durumunda, bu kisinin kimligine iliskin bilgiler
30(1) maddesi uyarinca sunulacak olan bilgilerin
bir pargasi olur.

16. Natural or legal persons may claim
compensation for damage caused by a defective
device in accordance with applicable Union and
national law.

Manufacturers shall, in a manner that is
proportionate to the risk class, type of device and
the size of the enterprise, have measures in place
to provide sufficient financial coverage in respect
of their potential liability under Directive
85/374/EEC, without prejudice to more protective
measures under national law.

16. Tiizel veya gergek Kkisiler, uygulanan Birlik
kanunu ve ulusal kanun uyarinca, kusurlu bir
cihazin neden oldugu zarar i¢in tazminat talep
edebilir.

Risk sinifiyla, cihaz tipiyle ve isletmenin
bliyiikliigiiyle orantili olacak sekilde, imalatgilar,
ulusal mevzuat kapsamindaki daha koruyucu
tedbirlere halel getirmeksizin, 85/374/AET sayili
Direktif kapsamindaki olas1 yiikiimliiliiklerine
dair yeterli mali teminat saglamak i¢in 6nlemlerin
mevcudiyetini saglar.

Article 11
Authorised representative
1. Where the manufacturer of a device is not
established in a Member State, the device may
only be placed on the Union market if the
manufacturer designates a sole authorised
representative.

Madde 11
Yetkili temsilci
1. Bir cihazin imalat¢isinin bir liye devlet
igerisinde yerlesik olmamasi durumunda, cihaz
Birlik piyasasina yalnizca imalat¢inin tek bir
yetkili temsilci atamasi sartiyla arz edilebilir.

2. The designation shall constitute the authorised
representative's mandate, it shall be valid only
when accepted in writing by the authorised
representative and shall be effective at least for all
devices of the same generic device group.

2. Atama, yetkili temsilciye vekaletname
diizenlenmesiyle olusur, sadece yetkili temsilci
tarafindan yazili olarak kabul edildiginde
gecerlilik kazanir ve asgari ayni jenerik cihaz
grubunun tiim cihazlarini kapsar.

3. The authorised representative shall perform the
tasks specified in the mandate agreed between it
and the  manufacturer. The  authorised
representative shall provide a copy of the mandate
to the competent authority, upon request.

The mandate shall require, and the manufacturer
shall enable, the authorised representative to
perform at least the following tasks in relation to
the devices that it covers:

(a) verify that the EU declaration of conformity
and technical documentation have been drawn up
and, where applicable, that an appropriate
conformity assessment procedure has been carried
out by the manufacturer;

(b) keep available a copy of the technical
documentation, the EU declaration of conformity
and, if applicable, a copy of the relevant
certificate, including any amendments and
supplements, issued in accordance with Article 56,
at the disposal of competent authorities for the
period referred to in Article 10(8);

(c) comply with the registration obligations laid
down in Article 31 and verify that the

3. Yetkili temsilci, kendisi ve imalatg1 arasinda
kabul edilen vekaletnamede belirtilen gorevleri
yerine getirir. Yetkili temsilci, talep fiizerine,
yetkili otoriteye vekaletnamenin bir suretini
saglar.

Vekaletname, kapsadigi cihazlarla ilgili olarak
yetkili temsilcinin asgari olarak asagidaki
gorevleri yerine getirmesini gerekli kilar ve
imalat¢i, yetkili temsilcinin bunlar1 yerine
getirmesine olanak saglar:

(a) imalatg¢1 tarafindan, AB uygunluk beyaninin ve
teknik dokiimantasyonun hazirlanmis oldugunu ve
uygulanabildigi hallerde, uygun bir uygunluk
degerlendirme prosediiriiniin yuriitiilmiig
oldugunu dogrulamak;

(b) teknik dokiimantasyonun bir suretini, AB
uygunluk beyanin1 ve uygulanabilir oldugunda
tadilleri ve ekleri dahil olmak iizere 56. madde
uyarinca diizenlenen ilgili sertifikanin bir suretini,
10(8) maddesinde atifta bulunulan siire boyunca
yetkili otoritelere sunmak tizere muhafaza etmek;

(c) 31. maddede belirtilen kayit yiikiimliiliiklerine
uymak ve imalatcinin 27. ve 29. maddelerde
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manufacturer has complied with the registration
obligations laid down in Articles 27 and 29;

(d) in response to a request from a competent
authority, provide that competent authority with
all the information and documentation necessary
to demonstrate the conformity of a device, in an
official Union language determined by the
Member State concerned;

(e) forward to the manufacturer any request by a
competent authority of the Member State in which
the authorised representative has its registered
place of business for samples, or access to a device
and verify that the competent authority receives
the samples or is given access to the device;

(f) cooperate with the competent authorities on
any preventive or corrective action taken to
eliminate or, if that is not possible, mitigate the
risks posed by devices;

(g) immediately inform the manufacturer about
complaints and reports from healthcare
professionals, patients and users about suspected
incidents related to a device for which they have
been designated;

(h) terminate the mandate if the manufacturer acts
contrary to its obligations under this Regulation.

belirtilen  kayit
dogrulamak;

(d) bir yetkili otoriteden gelen talebe istinaden, bir
cihazin uygunlugunu gostermek icin gerekli tiim
bilgi ve belgeleri, ilgili liye devlet tarafindan
belirlenen resmi bir Birlik dilinde, o yetkili
otoriteye saglamak;

yiikiimliiliikklerine uydugunu

(e) yetkili temsilcinin kayitl1 is yerinin bulundugu
iiye devletin yetkili otoritesinin numune veya bir
cihaza erisimine yonelik taleplerini imalatgiya
iletmek ve yetkili otoritenin numuneleri aldigini
veya cihaza erigim sagladigini dogrulamak;

(f) cihazlardan kaynaklanan riskleri gidermek
veya bu miimkiin degilse azaltmak i¢in yapilan
Onleyici veya diizeltici faaliyetler konusunda
yetkili otoritelerle isbirligi yapmak;

(g) atandiklart bir cihazla ilgili siipheli olumsuz
olaylar konusunda saglik profesyonellerinden,
hastalardan ve kullanicilardan gelen sikayetler ve

raporlar hakkinda imalatciy1 ivedilikle
bilgilendirmek;
(h) imalatginin  bu  Tiiziik kapsamindaki

ylkiimliiliiklerine aykiri hareket etmesi halinde
vekéletnameyi fesh etmek.

4. The mandate referred to in paragraph 3 of this
Article shall not delegate the manufacturer's
obligations laid down in Article 10(1), (2), (3), (4),
(6), (7), (9), (10), (11) and (12).

4. Bu maddenin 3. paragrafinda atifta bulunulan
vekaletname, imalatginin 10 (1), (2), (3), (4), (6),
(7), (9), (10), (11) ve (12) maddelerinde belirtilen
yiikiimliiliiklerini devretmez.

5. Without prejudice to paragraph 4 of this Article,
where the manufacturer is not established in a
Member State and has not complied with the
obligations laid down in Article 10, the authorised
representative shall be legally liable for defective
devices on the same basis as, and jointly and
severally with, the manufacturer.

5. Bumaddenin 4. paragrafina halel getirmeksizin,
imalatginin bir liye devlet igerisinde yerlesik
olmadigi ve 10. maddede belirtilen
yikiimliiliklere uymadigir durumda; yetkili
temsilci kusurlu cihazlar i¢in imalatc1 ile ayni
temelde, birlikte ve ayr1 ayri, yasal olarak
yukiimlii olur.

6. An authorised representative who terminates its
mandate on the ground referred to in point (h) of
paragraph 3 shall immediately inform the
competent authority of the Member State in which
it is established and, where applicable, the notified
body that was involved in the conformity
assessment for the device of the termination of the
mandate and the reasons therefor.

6. 3. paragrafin (h) bendinde atifta bulunulan
gerekcelerle vekaletnameyi fesheden bir yetkili
temsilci, vekaletnamenin feshi ve bunun
gerekeeleri hakkinda, yerlesik oldugu iiye devletin
yetkili otoritesini ve uygulanabilir oldugu
hallerde, cihazin uygunluk degerlendirmesine
dahil olan onaylanmis kurulusu ivedilikle
bilgilendirir.

7. Any reference in this Regulation to the
competent authority of the Member State in which
the manufacturer has its registered place of
business shall be understood as a reference to the
competent authority of the Member State in which
the authorised representative, designated by a
manufacturer referred to in paragraph 1, has its
registered place of business.

7. Imalatginin kayith is yerinin bulundugu iiye
devletin yetkili otoritesine bu Tiiziik’te yapilan
herhangi bir atif, 1. paragrafta atifta bulunulan bir
imalat¢1 tarafindan atanan yetkili temsilcinin
kayitlt is yerinin bulundugu iiye devletin yetkili
otoritesine bir atif olarak anlasilir.
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Article 12

Change of authorised representative
The detailed arrangements for a change of
authorised representative shall be clearly defined
In an agreement between the manufacturer, where
practicable the outgoing authorised representative,
and the incoming authorised representative. That
agreement shall address at least the following
aspects:
(a) the date of termination of the mandate of the
outgoing authorised representative and date of
beginning of the mandate of the incoming
authorised representative;
(b) the date until which the outgoing authorised
representative may be indicated in the information
supplied by the manufacturer, including any
promotional material,
(c) the transfer of documents, including
confidentiality aspects and property rights;
(d) the obligation of the outgoing authorised
representative after the end of the mandate to
forward to the manufacturer or incoming
authorised representative any complaints or
reports from healthcare professionals, patients or
users about suspected incidents related to a device
for which it had been designated as authorised
representative.

Madde 12
Yetkili temsilci degigimi
Bir yetkili temsilci degisimi ig¢in ayrintili
diizenlemeler, imalat¢i, uygulanabilir oldugu

yerde ayrilan yetkili temsilci ve yeni baslayan
yetkili temsilci arasindaki bir s6zlesmede agikca
tanimlanir. Bu sozlesme, asgari olarak asagidaki
hususlara deginir:

(a) ayrilan yetkili temsilcinin vekaletnamesinin
feshedilme tarihi ve yeni baslayan yetkili
temsilcinin vekaletnamesinin baslama tarihi;

(b) tamitim materyalleri dahil olmak {izere,
imalat¢1 tarafindan temin edilen bilgilerde ayrilan
yetkili temsilcinin gosterilebilecegi en son tarih;

(c) gizlilik ilkeleri ve miilkiyet haklar1 dahil olmak
iizere, dokiimanlarin transferi;

(d) ayrilan yetkili temsilcinin, vekaletnamenin
bitimi sonrasinda, yetkili temsilci olarak atanmig
oldugu bir cihazla ilgili siipheli olumsuz olaylar
hakkinda saglik profesyonelleri, hastalar veya
kullanicilardan gelen sikayetleri veya raporlari
imalatciya veya yeni baglayan yetkili temsilciye
iletme yiiktimliliigi.

Article 13
General obligations of importers
1. Importers shall place on the Union market only
devices that are in conformity with this
Regulation.

Madde 13
Ithalatcilarin genel yiikiimliiliikleri
1. [lthalatcilar, yalmizca bu Tiiziik’e uygun
cihazlar Birlik piyasasina arz ederler.

2. In order to place a device on the market,
importers shall verify that:

(a) the device has been CE marked and that the
EU declaration of conformity of the device has
been drawn up;

(b) a manufacturer is
authorised representative
Article 11 has been
manufacturer;

(c) the device is labelled in accordance with this
Regulation and accompanied by the required
instructions for use;

(d) where applicable, a UDI has been assigned by
the manufacturer in accordance with Article 27.

identified and that an
in accordance with
designated by the

Where an importer considers or has reason to
believe that a device is not in conformity with the
requirements of this Regulation, it shall not place
the device on the market until it has been brought
into conformity and shall inform the manufacturer
and the manufacturer's authorised representative.

2. Bir cihaz1 piyasaya arz etmek i¢in, ithalatcilar
asagidakileri dogrular:

(a) cihazin CE isaretli oldugunu ve cihazin AB
uygunluk beyaninin diizenlenmis oldugunu;

(b) imalat¢inin tanimlandigini ve 11. madde
uyarinca bir yetkili temsilcinin imalatg1 tarafindan
atanmis oldugunu;

(c) cihazin bu Tiiziik uyarinca etiketlendigini ve
gerekli kullanim kilavuzunun cihazin beraberinde
bulundugunu;

(d) uygulanabildigi hallerde, 27.madde uyarinca
imalatg1 tarafindan bir UDI tahsis edilmis
oldugunu.

Ithalatg1, bir cihazin bu Tiiziik ’{in gerekliliklerine
uygun olmadiginmi diisiinmesi veya buna inanmasi
icin gerekcesi olmasi durumunda, uygun hale
getirilene kadar, cihazi piyasaya arz etmez ve
imalat¢1 ile imalatcinin yetkili temsilcisini
bilgilendirir. Ithalat¢inin, cihazin ciddi bir risk
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Where the importer considers or has reason to
believe that the device presents a serious risk or is
a falsified device, it shall also inform the
competent authority of the Member State in which
the importer is established.

teskil ettigini veya sahte bir cihaz oldugunu
diisiinmesi ya da buna inanmasi i¢in gerekgesi
olmasi durumunda, ithalat¢i, yerlesik oldugu tiye
devletin yetkili otoritesini de bilgilendirir.

3. Importers shall indicate on the device or on its
packaging or in a document accompanying the
device their name, registered trade name or
registered trade mark, their registered place of
business and the address at which they can be
contacted, so that their location can be established.
They shall ensure that any additional label does not
obscure any information on the label provided by
the manufacturer.

3. Ithalatgilar, cihaz iizerinde ya da ambalajinin
lizerinde ya da cihazin beraberinde bulunan bir
dokiimanda adlarimi, kayitli ticari unvanlarini
veya kayitli ticari markalarini,  kendilerine
ulasilabilecek, kayitl is yerini ve adresini belirtir;
bdylece konumlar1 belirlenebilir. Ithalatcilar,
herhangi bir ilave etiketin imalat¢1 tarafindan
saglanan etiket lizerindeki herhangi bir bilgiyi
kapatmamasini saglar.

4. Importers shall verify that the device is
registered in the electronic system in accordance
with Article 29. Importers shall add their details to
the registration in accordance with Article 31.

4. [Ithalatgilar, 29.madde uyarinca cihazin
elektronik sisteme kaydedildigini dogrular.
Ithalatcilar, 31.madde uyarinca kayit isleminde
kendileri ile ilgili detaylar1 eklerler.

5. Importers shall ensure that, while a device is
under their responsibility, storage or transport
conditions do not jeopardise its compliance with
the general safety and performance requirements
set out in Annex | and shall comply with the
conditions set by the manufacturer, where
available.

5. Ithalatcilar, bir cihaz kendi sorumluluklari
altinda iken, depolama veya tasima kosullarinin,
cihazin 1. Ekte belirlenen genel giivenlilik ve
performans gerekliliklerine uygunlugunu
tehlikeye atmamasini saglar ve mevcutsa, imalatci
tarafindan belirlenen kosullara uyar.

6. Importers shall keep a register of complaints, of
non-conforming devices and of recalls and
withdrawals, and provide the manufacturer,
authorised representative and distributors with any
information requested by them, in order to allow
them to investigate complaints.

6. Ithalatgilar, sikayetlerin, uygun olmayan
cihazlarin, geri cagirmalarin ve geri ¢cekmelerin
kaydini tutar ve sikayetleri arastirmalarina imkéan
tanimak icin kendilerinden talep edilen bilgileri
imalatgiya, yetkili temsilciye ve dagiticilara temin
eder.

7. Importers who consider or have reason to
believe that a device which they have placed on the
market is not in conformity with this Regulation
shall immediately inform the manufacturer and its
authorised representative. Importers shall co-
operate with the manufacturer, the manufacturer's
authorised representative and the competent
authorities to ensure that the necessary corrective
action to bring that device into conformity, to
withdraw or recall it is taken. Where the device
presents a serious risk, they shall also immediately
inform the competent authorities of the Member
States in which they made the device available
and, if applicable, the notified body that issued a
certificate in accordance with Article 56 for the
device in question, giving details, in particular, of
the non-compliance and of any corrective action
taken.

7. Piyasaya arz ettikleri bir cihazin bu Tiiziik’e
uygun olmadigini diisiinen veya buna inanmasi
icin gerekgesi olan ithalatgilar; imalat¢iyr ve onun
yetkili  temsilcisini  ivedilikle bilgilendirir.
Ithalatgilar; bu cihazi uygun hale getirmeye, geri
cekmeye veya geri ¢agirmaya yonelik gerekli
diizeltici faaliyetin yiiriitiilmesini saglamak icin
imalat¢1, imalatginin yetkili temsilcisi ve yetkili
otoriteler ile is birligi yapar. Cihazin 6nemli bir
risk teskil ettigi durumda ithalat¢i; cihazi
bulundurdugu iiye devletlerin yetkili otoritelerini
ve varsa s0z konusu cihaz i¢in 56.madde uyarinca
sertifika diizenlemis olan onaylanmis kurulusu,
0zellikle uygunsuzluk ve yapilan diizeltici faaliyet
hakkinda ayrintilar vererek ivedilikle
bilgilendirir.

8. Importers who have received complaints or
reports from healthcare professionals, patients or
users about suspected incidents related to a device
which they have placed on the market shall

8. Piyasaya arz ettikleri bir cihazla ilgili siipheli
olumsuz olaylar hakkinda saglik profesyonelleri,
hastalar veya kullanicilardan sikadyetler ya da
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immediately forward this information to the
manufacturer and its authorised representative.

raporlar alan ithalatgilar, bu bilgileri imalat¢iya ve
onun yetkili temsilcisine ivedilikle iletir.

9. Importers shall, for the period referred to in
Article 10(8), keep a copy of the EU declaration of
conformity and, if applicable, a copy of any
relevant certificate, including any amendments
and supplements, issued in accordance with
Article 56.

9. ithalatcilar, 10(8) maddesinde atifta bulunulan
siire boyunca, AB uygunluk beyaninin bir suretini
ve mevcut ise, tadilleri ve ekleri dahil olmak lizere
56. madde uyarinca diizenlenmis olan ilgili her
sertifikanin bir suretini bulundurur.

10. Importers shall cooperate with competent
authorities, at the latters' request, on any action
taken to eliminate or, if that is not possible,
mitigate the risks posed by devices which they
have placed on the market. Importers, upon
request by a competent authority of the Member
State in which the importer has its registered place
of business, shall provide samples of the device
free of charge or, where that is impracticable, grant
access to the device.

10. ithalatcilar, piyasaya arz ettikleri cihazlardan
kaynaklanan riskleri ortadan kaldirmak veya
bunun miimkiin olmadig1 durumlarda ise azaltmak
icin; yapilan her tiirli faaliyetle ilgili, talepleri
iizerine yetkili otoritelerle isbirligi yapar.
Ithalatcilar, kayitli isyerlerinin bulundugu iiye
devletin yetkili otoritesinin talebi lizerine, cihazin
numunelerini bedelsiz temin eder veya bu
uygulanabilir degilse, cihaza erisim izni verir.

Article 14
General obligations of distributors

1. When making a device available on the market,
distributors shall, in the context of their activities,
act with due care in relation to the requirements
applicable.

Madde 14
Dagiticilarin genel yiikiimliiliikleri

1. Dagiticilar, bir cihazi1 piyasada bulundururken,
kendi faaliyetleri baglaminda, (cihaza)
uygulanabilir gereklilikler konusunda gereken
Oonemi gosterir.

2. Before making a device available on the market,
distributors shall verify that all of the following
requirements are met:

(a) the device has been CE marked and that the
EU declaration of conformity of the device has
been drawn up;

(b) the device is accompanied by the information
to be supplied by the manufacturer in accordance
with Article 10(11);

(c) for imported devices, the importer has
complied with the requirements set out in Article
13(3);

(d) that, where applicable, a UDI has been
assigned by the manufacturer.

In order to meet the requirements referred to in
points (a), (b) and (d) of the first subparagraph the
distributor may apply a sampling method that is
representative of the devices supplied by that
distributor.

Where a distributor considers or has reason to
believe that a device is not in conformity with the
requirements of this Regulation, it shall not make
the device available on the market until it has been
brought into conformity, and shall inform the
manufacturer and, where applicable, the
manufacturer's authorised representative, and the
importer. Where the distributor considers or has

2. Dagiticilar, bir cihazi piyasada bulundurmadan
once, asagidaki tiim gerekliliklerin yerine
getirildigini dogrular:

(a) cihazin CE isaretli oldugunu ve cihazin AB
uygunluk beyaninin diizenlenmis oldugunu;

(b) 10(11) maddesi uyarinca imalat¢1 tarafindan
saglanan  bilgilerin,  cithazin  beraberinde
bulundugunu;

(c) ithal edilen cihazlar igin, ithalat¢inin, 13(3)
maddesinde belirtilen gerekliliklere uydugunu;

(d) uygulanabildigi hallerde, imalat¢1 tarafindan
bir UDI tahsis edilmis oldugunu;

Birinci alt paragrafin (a), (b) ve (d) bentlerinde
atifta  bulunulan  gereklilikleri  karsilamak
amaciyla, dagitict kendisi tarafindan tedarik
edilen cihazlar1 temsil eden bir 6rnekleme metodu
uygulayabilir.

Dagiticinin =~ bir  cithazin  bu  Tizik’lin
gerekliliklerine uygun olmadigini diisiinmesi veya
buna inanmasi i¢in gerekcesi olmast durumunda,

dagitict uygun hale getirilene kadar cihazi
piyasada  bulundurmaz ve imalatgr ile
uygulanabildigi hallerde imalat¢inin  yetkili

temsilcisini ve ithalat¢iyr bilgilendirir. Cihazin
ciddi bir risk teskil ettigini veya sahte cihaz
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reason to believe that the device presents a serious
risk or is a falsified device, it shall also inform the
competent authority of the Member State in which
it is established.

oldugunu diisiinmesi veya buna inanmasi ig¢in
gerekcesi olmasit durumunda, dagitici yerlesik
oldugu iiye devletin yetkili otoritesini de
bilgilendirir.

3. Distributors shall ensure that, while the device
is under their responsibility, storage or transport
conditions comply with the conditions set by the
manufacturer.

3. Dagiticilar, cihaz kendi sorumluluklar: altinda
iken depolama veya tasima kosullarinin imalatg1
tarafindan belirlenen kosullara uymasini saglar.

4. Distributors that consider or have reason to
believe that a device which they have made
available on the market is not in conformity with
this Regulation shall immediately inform the
manufacturer and, where applicable, the
manufacturer's authorised representative and the
importer. Distributors shall co-operate with the
manufacturer and, where applicable, the
manufacturer's authorised representative, and the
importer, and with competent authorities to ensure
that the necessary corrective action to bring that
device into conformity, to withdraw or to recall it,
as appropriate, is taken. Where the distributor
considers or has reason to believe that the device
presents a serious risk, it shall also immediately
inform the competent authorities of the Member
States in which it made the device available,
giving details, in particular, of the non-compliance
and of any corrective action taken.

4. Piyasada bulundurduklart bir cihazin bu
Tiiziik’e uygun olmadigimi1 diisiinen veya buna
inanmasi i¢in gerekgesi olan dagiticilar, imalatgiy1
ve uygulanabildigi hallerde imalat¢inin yetkili
temsilcisini ve ithalatgiyr ivedilikle bilgilendirir.
Dagiticilar; bu cihazi uygun hale getirmeye, geri
cekmeye veya geri cagirmaya yonelik gerekli
diizeltici faaliyetin uygun sekilde yiiriitiillmesini
saglamak ic¢in imalatciyla ve uygulanabildigi
hallerde imalat¢inin yetkili temsilcisi, ithalat¢1 ve
yetkili otoriteler ile isbirligi yapar. Dagitici,
cihazin ciddi bir risk teskil ettigini diisiinmesi
veya buna inanmasi ic¢in gerekgesi olmasi
durumunda cihazi bulundurdugu iiye devletlerin
yetkili otoritelerini de 6zellikle uygunsuzluk ve
yiriitiilen diizeltici faaliyet hakkinda ayrintilar
vererek ivedilikle bilgilendirir.

5. Distributors that have received complaints or
reports from healthcare professionals, patients or
users about suspected incidents related to a device
they have made available, shall immediately
forward this information to the manufacturer and,
where applicable, the manufacturer's authorised
representative, and the importer. They shall keep a
register of complaints, of non-conforming devices
and of recalls and withdrawals, and keep the
manufacturer and, where available, the authorised
representative and the importer informed of such
monitoring and provide them with any information
upon their request.

5. (Piyasada) Bulundurduklar1 bir cihazla ilgili
sipheli olumsuz olaylar hakkinda; saghk
profesyonelleri, hastalar veya kullanicilardan
sikayetler ya da raporlar alan dagiticilar bu
bilgileri imalat¢iya ve uygulanabildigi hallerde
imalat¢inin yetkili temsilcisine ve ithalatciya
ivedilikle iletir. Dagiticilar; sikayetlerin, uygun
olmayan cihazlarin ve geri cagirmalar ile geri
cekmelerin kaydini tutar ve imalatglyr ve
mevcutsa yetkili temsilci ile ithalatgiyr bu tir
izlemeler hakkinda bilgilendirir ve talepleri
iizerine onlara her tiirlii bilgiyi saglar.

6. Distributors shall, upon request by a competent
authority, provide it with all the information and
documentation that is at their disposal and is
necessary to demonstrate the conformity of a
device. Distributors shall be considered to have
fulfilled the obligation referred to in the first
subparagraph when the manufacturer or, where
applicable, the authorised representative for the
device in question provides the required
information. Distributors shall cooperate with
competent authorities, at their request, on any
action taken to eliminate the risks posed by devices
which they have made available on the market.

6. Dagiticilar, bir yetkili otoritenin talebi iizerine
cihazin uygunlugunu kanitlamak icin gereken ve
kendi tasarruflarinda olan tiim bilgi ve
dokiimantasyonu saglar. Imalatg1 veya
uygulanabildigi halde yetkili temsilci s6z konusu
cithaz i¢in gerekli bilgileri sagladiginda,
dagiticilarin birinci alt paragrafta atifta bulunulan
yukimliligi yerine getirdigi kabul edilir.
Dagiticilar, piyasada bulundurduklari cihazlardan
kaynaklanan riskleri ortadan kaldirmak igin
yapilan her tiirlii faaliyetle ilgili, talepleri iizerine
yetkili otoriteler ile isbirligi yapar. Dagiticilar, bir
yetkili  otoritenin  talebi  iizerine  cihaz
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Distributors, upon request by a competent
authority, shall provide free samples of the device
or, where that is impracticable, grant access to the
device.

numunelerini bila-bedel temin eder veya bunun
uygulanabilir olmadigi durumlarda cihaza erisim
izni verir.

Article 15

Person responsible for regulatory compliance
1. Manufacturers shall have available within their
organisation at least one person responsible for
regulatory compliance who possesses the requisite
expertise in the field of medical devices. The
requisite expertise shall be demonstrated by either
of the following qualifications:
(a) a diploma, certificate or other evidence of
formal qualification, awarded on completion of a
university degree or of a course of study
recognised as equivalent by the Member State
concerned, in law, medicine, pharmacy,
engineering or another relevant scientific
discipline, and at least one year of professional
experience in regulatory affairs or in quality
management systems relating to medical devices;
(b) four years of professional experience in
regulatory affairs or in quality management
systems relating to medical devices.
Without prejudice to national provisions regarding
professional qualifications, manufacturers of
custom-made devices may demonstrate the
requisite expertise referred to in the first
subparagraph by having at least two years of
professional experience within a relevant field of
manufacturing.

Madde 15
Mevzuata uyumdan sorumlu kisi
1. Imalatcilar; tibbi cihazlar alaninda gerekli
uzmanliga sahip, mevzuata uyumdan sorumlu en
az bir kisiyi  kuruluslarinin  biinyesinde
bulundurur.  Gerekli  uzmanlik, asagidaki
yeterliliklerden herhangi biri yoluyla kanitlanir:

(a) hukuk, tip, eczacilik, mithendislik veya ilgili
baska bir bilimsel disiplinde, bir {iiniversite
derecesi veya ilgili liye devlet tarafindan bunlara
denkligi kabul edilen bir egitimin tamamlanmasi
tizerine verilen bir diploma, sertifika veya diger
resmi yeterlilik kaniti ve tibbi cihazlarla ilgili,
mevzuat islerinde ya da kalite yonetim
sistemlerinde asgari bir yillik mesleki deneyim;

(b) tibbi cihazlarla ilgili mevzuat islerinde veya
kalite yonetim sistemlerinde dort yillik mesleki
deneyim.

Mesleki yeterliliklerle ilgili ulusal hiikiimlere
halel getirmeksizin 1smarlama {iretilen cihazlarin
imalatgilar, birinci alt paragrafta atifta bulunulan
gerekli uzmanliklarini, ilgili imalat alaninda
asgari iki y1llik mesleki deneyim ile kanitlayabilir.

2. Micro and small enterprises within the meaning
of Commission Recommendation 2003/361/EC
shall not be required to have the person responsible
for  regulatory compliance  within  their
organisation but shall have such person
permanently and continuously at their disposal.

2. 2003/361/AT sayili Komisyon Tavsiyesi
cercevesindeki mikro ve kiiciik isletmelerin,
mevzuata uyumdan sorumlu kisiyi kendi
kuruluslar1 biinyesinde bulundurmalar1 gerekmez;
fakat s6z konusu igletmeler kalic1 ve siirekli olarak
boyle bir kisiden hizmet alirlar.

3. The person responsible for regulatory
compliance shall at least be responsible for
ensuring that:

(a) the conformity of the devices is appropriately
checked, in accordance with the quality
management system under which the devices are
manufactured, before a device is released,;

(b) the technical documentation and the EU
declaration of conformity are drawn up and kept
up-to-date;

(c) the post-market surveillance obligations are
complied with in accordance with Article 10(10);
(d) the reporting obligations referred to in Articles
87 to 91 are fulfilled;

3. Mevzuata uyumdan sorumlu kisi asgari olarak
sunlar1 saglamaktan sorumlu olur:

(a) bir cihaz piyasaya serbest birakilmadan 6nce
cihazlarin uygunlugunun bu cihazlarin imal
edildikleri kalite yonetim sistemi uyarinca kontrol
edilmesini,

(b) teknik dokiimantasyonun ve AB uygunluk
beyaninin diizenlenmesini ve giincel tutulmasin,

(c) 10 (10) maddesi uyarinca piyasaya arz sonrasi
gozetim yiikiimliiliiklerine uyulmasini,

(d) 87 ila 91. maddelerde atifta bulunulan
raporlama ylikiimliiliiklerinin yerine getirilmesini,
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(e) in the case of investigational devices, the
statement referred to in Section 4.1 of Chapter Il
of Annex XV is issued.

(e) arastirma amach cihazlar olmasi durumunda,
XV. Ekin II. Boliimiiniin 4.1. Kesiminde atifta
bulunulan beyanin diizenlenmesi.

4. If a number of persons are jointly responsible
for regulatory compliance in accordance with
paragraphs 1, 2 and 3, their respective areas of
responsibility shall be stipulated in writing.

4. Eger birden fazla kisi, 1., 2. ve 3. paragraflar
uyarinca mevzuata uyumdan birlikte sorumluysa,
onlarin sahsi sorumluluk alanlar1 yazili olarak
belirtilir.

5. The person responsible for regulatory
compliance shall suffer no disadvantage within the
manufacturer's organisation in relation to the
proper fulfilment of his or her duties, regardless of
whether or not they are employees of the
organisation.

5. Mevzuata uyumdan sorumlu kisi, kurulusun bir
calisan1  olup  olmamasina  bakilmaksizin
gorevlerinin  diizgiin  bir  sekilde yerine
getirilmesiyle ilgili olarak imalat¢inin kurulusu
icerisinde, aleyhine hi¢bir duruma maruz
birakilmaz.

6. Authorised representatives shall have
permanently and continuously at their disposal at
least one person responsible for regulatory
compliance who possesses the requisite expertise
regarding the regulatory requirements for medical
devices in the Union. The requisite expertise shall
be demonstrated by either of the following
qualifications:

(a) a diploma, certificate or other evidence of
formal qualification, awarded on completion of a
university degree or of a course of study
recognised as equivalent by the Member State
concerned, in law, medicine, pharmacy,
engineering or another relevant scientific
discipline, and at least one year of professional
experience in regulatory affairs or in quality
management systems relating to medical devices;
(b) four years of professional experience in
regulatory affairs or in quality management
systems relating to medical devices.

6. Yetkili temsilciler, Birlik’teki tibbi cihazlara
yonelik mevzuat gerekliliklerine iliskin gerekli
uzmanliga sahip mevzuata uyumdan sorumlu en
az bir kisiden kalic1 ve siirekli olarak hizmet alir.
Gerekli uzmanlik, asagidaki yeterliliklerden
herhangi biri yoluyla kanitlanir:

() hukuk, tip, eczacilik, mithendislik veya ilgili
baska bir bilimsel disiplinde, bir iiniversite
derecesi veya ilgili liye devlet tarafindan bunlara
denkligi kabul edilen bir egitimin tamamlanmasi
lizerine verilen bir diploma, sertifika veya diger
resmi yeterlilik kanit1 ve tibbi cihazlarla ilgili,
mevzuat islerinde ya da kalite yOnetim
sistemlerinde en az bir yillik mesleki deneyim;

(b) tibbi cihazlarla ilgili mevzuat islerinde veya
kalite yonetim sistemlerinde dort yillik mesleki
deneyim.

Article 16
Cases in which obligations of manufacturers
apply to importers, distributors or other persons

1. A distributor, importer or other natural or legal
person shall assume the obligations incumbent on
manufacturers if it does any of the following:

(a) makes available on the market a device under
its name, registered trade name or registered trade
mark, except in cases where a distributor or
importer enters into an agreement with a
manufacturer whereby the manufacturer is
identified as such on the label and is responsible
for meeting the requirements placed on
manufacturers in this Regulation;

(b) changes the intended purpose of a device
already placed on the market or put into service;

Madde 16
Imalatcilarin yiikiimliiliiklerinin ithalatcilar,
dagiticilar veya diger kisiler icin gecerli oldugu
durumlar
1. Bir dagitici, ithalat¢1 veya diger gercek ya da
tiizel kisi, asagidakilerden herhangi birini yaparsa
imalatcilara diisen yiikiimliiliikleri iistlenir:
(a) bir dagitict veya ithalat¢inin bir imalatgiyla,
imalatginin  etiket {izerinde imalatg1 olarak
tanimlandig1 ve bu Tiiziik’te imalatgilara verilen
gereklilikleri karsilamaktan sorumlu oldugu bir
sozlesme yaptigr durumlar hari¢ olmak iizere;
kendi adi, kayith ticari unvani veya kayith ticari
markasi altinda bir cihazi piyasada bulundurmasi,

(b) halihazirda piyasaya arz edilmis veya hizmete
sunulmus olan bir cihazin kullanom amacini
degistirmesi,
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(c) modifies a device already placed on the market
or put into service in such a way that compliance
with the applicable requirements may be affected.

The first subparagraph shall not apply to any
person who, while not considered a manufacturer
as defined in point (30) of Article 2, assembles or
adapts for an individual patient a device already on
the market without changing its intended purpose.

(c) uygulanabilir gerekliliklere uygunlugun
etkilenebilecegi bir sekilde, halihazirda piyasaya
arz edilmis veya hizmete sunulmus olan bir cihazi
modifiye etmesi.

2. maddenin 30. bendinde tanimlandig1 sekilde bir
imalat¢1  olarak kabul edilmemekle birlikte
halihazirda piyasadaki bir cihazi, kullanim
amacini degistirmeden miinferit bir hasta igin
birlestiren veya uyarlayan herhangi bir kisi i¢in,
birinci alt paragraf uygulanmaz.

2. For the purposes of point (c) of paragraph 1, the
following shall not be considered to be a
modification of a device that could affect its
compliance with the applicable requirements:

(@) provision, including translation, of the
information supplied by the manufacturer, in
accordance with Section 23 of Annex I, relating to
a device already placed on the market and of
further information which is necessary in order to
market the device in the relevant Member State;
(b) changes to the outer packaging of a device
already placed on the market, including a change
of pack size, if the repackaging is necessary in
order to market the device in the relevant Member
State and if it is carried out in such conditions that
the original condition of the device cannot be
affected by it. In the case of devices placed on the
market in sterile condition, it shall be presumed
that the original condition of the device is
adversely affected if the packaging that is
necessary for maintaining the sterile condition is
opened, damaged or otherwise negatively affected
by the repackaging.

2. 1. paragrafin (c) bendinin amaglari
dogrultusunda, asagidakiler  bir cihazin
uygulanabilir gerekliliklere uygunlugunu

etkileyebilecek bir modifikasyon olarak kabul
edilmez:

(a) halihazirda piyasaya arz edilmis olan bir
cihazla ilgili olarak I. Ekin 23. Kesimi uyarinca
imalat¢1 tarafindan saglanan bilgilerin ve bir
cihazi ilgili Giye devlette pazarlamak icin gerekli
olan diger bilgilerin, c¢eviri dahil olmak iizere,
temin edilmesi;

(b) eger ilgili liye devlette liriinli pazarlamak icin
yeniden ambalajlama gerekliyse ve soz konusu
ambalajlama cihazin orijinal durumunun bundan
etkilenmeyecegi sartlarda yapilmigsa, ambalaj
boyutundaki bir degisiklik dahil olmak {izere,
halihazirda piyasaya arz edilmis olan bir cihazin
dis ambalajindaki degisiklikler. Steril durumda
piyasaya arz edilen cihazlar i¢in, eger steril
durumu korumak i¢in gerekli olan ambalaj agilir,
hasar goriir veya yeniden ambalajlamadan
olumsuz sekilde etkilenir ise, cihazin orijinal
durumunun olumsuz olarak etkilendigi varsayilir.

3. A distributor or importer that carries out any of
the activities mentioned in points (a) and (b) of
paragraph 2 shall indicate on the device or, where
that is impracticable, on its packaging or in a
document accompanying the device, the activity
carried out together with its name, registered trade
name or registered trade mark, registered place of
business and the address at which it can be
contacted, so that its location can be established.

Distributors and importers shall ensure that they
have in place a quality management system that
includes procedures which ensure that the
translation of information is accurate and up-to-
date, and that the activities mentioned in points (a)
and (b) of paragraph 2 are performed by a means
and under conditions that preserve the original
condition of the device and that the packaging of
the repackaged device is not defective, of poor
quality or untidy. The quality management system

3. 2. paragrafin (a) ve (b) bentlerinde belirtilen
faaliyetlerin herhangi birini yiiriiten bir dagitic
veya ithalat¢i; cihaz {zerinde veya bunun
uygulanabilir ~ olmadigt  hallerde, ambalaj1
iizerinde veya cihazin beraberinde bulunan bir
dokiimanda adini, kayith ticari unvanini ya da
kayith ticari markasini, kendilerine ulasilabilecek,
kayitli is yerini ve adresini belirtir; bdylece
konumlar1 belirlenebilir.

Dagiticilar ve ithalatgilar, bilgilerin cevirisinin
dogru ve giincel olmasini1 ve 2. paragrafin (a) ve
(b) bentlerinde belirtilen faaliyetlerin cihazin
orjjinal durumunu koruyan bir yolla ve kosullar
altinda gerceklestirilmesini ve yeniden
ambalajlanmis cihazin ambalajinin kusurlu, diisiik
kaliteli veya diizensiz olmamasini saglayan
prosediirler igeren bir kalite yonetim sistemine
sahip oldugundan emin olur. Kalite yoOnetim
sistemi; digerlerine ek olarak giivenlik ile ilgili
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shall cover, inter alia, procedures ensuring that the
distributor or importer is informed of any
corrective action taken by the manufacturer in
relation to the device in question in order to
respond to safety issues or to bring it into
conformity with this Regulation.

hususlara cevap vermek veya cihaz1 bu Tiiziik’e
uygun hale getirmek i¢in s6z konusu cihazla ilgili
olarak imalat¢1 tarafindan ytiriitiilen herhangi bir
diizeltici faaliyet hakkinda dagiticinin veya
ithalat¢inin bilgilendirilmesini saglayan
prosediirleri kapsar.

4. At least 28 days prior to making the relabelled
or repackaged device available on the market,
distributors or importers carrying out any of the
activities mentioned in points (a) and (b) of
paragraph 2 shall inform the manufacturer and the
competent authority of the Member State in which
they plan to make the device available of the
intention to make the relabelled or repackaged
device available and, upon request, shall provide
the manufacturer and the competent authority with
a sample or mock-up of the relabelled or
repackaged device, including any translated label
and instructions for use. Within the same period of
28 days, the distributor or importer shall submit to
the competent authority a certificate, issued by a
notified body designated for the type of devices
that are subject to activities mentioned in points (a)
and (b) of paragraph 2, attesting that the quality
management system of the distributer or importer
complies with the requirements laid down in
paragraph 3.

4. 2. paragrafin (a) ve (b) bentlerinde belirtilen
faaliyetlerden herhangi birini yiiriiten dagiticilar
veya ithalat¢ilar; yeniden etiketlenmis veya
yeniden ambalajlanmis cihazi  piyasada
bulundurmadan en az 28 giin once, imalat¢iy1 ve
yeniden etiketlenmis veya yeniden ambalajlanmis
cihazi piyasada bulundurma niyetiyle ilgili olarak,
cihazi bulundurmayi1 planladiklar1 iiye devletin
yetkili otoritesini bilgilendirir ve talepleri lizerine,
imalatciya ve yetkili otoriteye cevirisi yapilmis
etiket ve kullanim kilavuzu dahil olmak iizere
yeniden etiketlenmis veya yeniden ambalajlanmis
cihazin bir numunesini veya modelini temin eder.
Ayn1 28 giinliik siire icerisinde, dagitict veya
ithalat¢i, dagiticinin veya ithalatginin  kalite
yonetim sisteminin 3. paragrafta belirtilen
gerekliliklere uydugunu onaylayan, 2. paragrafin
(@) ve (b) bentlerinde belirtilen faaliyetlere tabi
olan cihaz tipleri i¢in atanmis bir onaylanmis
kurulus tarafindan diizenlenen bir sertifikay1
yetkili otoriteye sunar.

Article 17
Single-use devices and their reprocessing

1. Reprocessing and further use of single-use
devices may only take place where permitted by
national law and only in accordance with this
Article.

Madde 17
Tek kullanimlik cihazlar ve onlarin yeniden
islenmesi
1. Tek kullanimlik cihazlarin yeniden islenmesi ve
yeniden kullanimi sadece ulusal mevzuatca izin
verilmesi durumunda ve yalnizca bu madde
uyarinca gergeklesebilir.

2. Any natural or legal person who reprocesses a
single-use device to make it suitable for further use
within the Union shall be considered to be the
manufacturer of the reprocessed device and shall
assume  the  obligations incumbent on
manufacturers laid down in this Regulation, which
include obligations relating to the traceability of
the reprocessed device in accordance with Chapter
11 of this Regulation. The reprocessor of the
device shall be considered to be a producer for the
purpose of Article 3(1) of Directive 85/374/EEC.

2. Birlik igerisinde yeniden kullanima uygun hale
getirmek icin tek kullanimlik bir cihazi yeniden
isleyen herhangi bir gercek veya tiizel kisi;
yeniden islenmis cihazin imalatgis1 olarak kabul
edilir ve bu Tiiziik iin 3. B6liimii uyarinca yeniden
islenmis  cithazin  izlenebilirligine  iliskin
yukiimliiliikkler dahil olmak iizere bu Tizik’te
belirtilen, imalat¢ilara diisen ylikiimliiliikleri
iistlenir. Cihazin yeniden isleyicisinin,
85/374/AET sayili Direktif” in 3(1) maddesi
uyarinca bir liretici oldugu kabul edilir.

3. By way of derogation from paragraph 2, as
regards single-use devices that are reprocessed and
used within a health institution, Member States
may decide not to apply all of the rules relating to
manufacturers' obligations laid down in this
Regulation provided that they ensure that:

3. 2. paragrafa istisna olarak, bir saghik kurumu
biinyesinde yeniden islenen ve kullanilan tek
kullanimlik cihazlar hususunda, asagidakilerin
saglanmasi sartiyla, tiye devletler, imalat¢inin bu

Tiziik’te Dbelirtilen yiikiimliiliikleriyle ilgili
kurallarin ~ bazilarim  uygulamamaya  karar
verebilir:
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(a) the safety and performance of the reprocessed
device is equivalent to that of the original device
and the requirements in points (a), (b), (d), (e), (f),
(9) and (h) of Article 5(5) are complied with;

(b) the reprocessing is performed in accordance
with CS detailing the requirements concerning:

— risk management, including the analysis of the
construction and material, related properties of the
device (reverse engineering) and procedures to
detect changes in the design of the original device
as well as of its planned application after
reprocessing,

— the validation of procedures for the entire
process, including cleaning steps,

— the product release and performance testing,
— the quality management system,

— the reporting of incidents involving devices that
have been reprocessed, and

— the traceability of reprocessed devices.
Member States shall encourage, and may require,
health institutions to provide information to
patients on the use of reprocessed devices within
the health institution and, where appropriate, any
other relevant information on the reprocessed
devices that patients are treated with.

Member States shall notify the Commission and
the other Member States of the national provisions
introduced pursuant to this paragraph and the
grounds for introducing them. The Commission
shall keep the information publicly available.

(a) yeniden islenen cihazin giivenlilik ve
performansinin orijinal cihazinkine denk olmasi
ve 5(5) maddesinin (a), (b), (d), (e), (f), (g) ve (h)
bentlerindeki gerekliliklere uyulmasi;

(b) yeniden islemenin asagidakilere iliskin
gereklilikleri detaylandiran ortak spesifikasyonlar
(OS) uyarinca yapilmasi:

- yap1 ve malzeme analizi, cihazin ilgili 6zellikleri
(tersine  mihendislik) ve yeniden isleme
sonrasinda planlanan uygulamasinin yani sira,
orijinal cihazin tasarimindaki degisiklikleri tespit
eden prosediirler dahil olmak iizere, risk yonetimi,

- temizleme asamalar1 dahil olmak {izere, biitiin
siirece yonelik prosediirlerin validasyonu,

- lirlin serbest birakma ve performans testleri,

- kalite yonetim sistemi,

- yeniden islenmis cihazlarin dahil
olumsuz olaylarin raporlanmasi ve

- yeniden islenmis cihazlarin izlenebilirligi.

Uye devletler, saglik kurumlarinin, kendi
biinyelerinde  yeniden islenmis cihazlarin
kullanimi1 hakkinda bilgileri ve uygun oldugunda
hastalarda kullanilan yeniden islenmis cihazla
ilgili diger bilgileri, hastalara saglamasini tesvik
eder ve talep edebilir.

Uye devletler, bu paragraf uyarinca getirilen
ulusal hiikiimleri ve onlar1 getirme gerekgelerini,
Komisyona ve diger {iye devletlere bildirir.
Komisyon bilgileri kamuya agik tutar.

oldugu

4. Member States may choose to apply the
provisions referred to in paragraph 3 also as
regards single-use devices that are reprocessed by
an external reprocessor at the request of a health
institution, provided that the reprocessed device in
its entirety is returned to that health institution and
the external reprocessor complies with the
requirements referred to in points (a) and (b) of
paragraph 3.

4. Uye devletler; bir saglik kurumunun talebi
iizerine bir harici yeniden isleyici vasitasiyla
yeniden islenen tek kullanimlik cihazlarla ilgili
olarak da yeniden islenmis cihazin biitiiniiyle bu
saglik kurumuna iade edilmesi ve harici yeniden
isleyicinin 3. paragrafin (a) ve (b) bentlerinde
atifta bulunulan gerekliliklere uymasi sartiyla, 3.
paragrafta atifta bulunulan hiikiimleri uygulamay1
secebilir.

5. The Commission shall adopt, in accordance with
Article 9(1), the necessary CS referred to in point
(b) of paragraph 3 by 26 May 2020. Those CS shall
be consistent with the latest scientific evidence and
shall address the application of the general
requirements on safety and performance laid down
in in this Regulation. In the event that those CS are
not adopted by 26 May 2020, reprocessing shall be
performed in accordance with any relevant
harmonised standards and national provisions that

5. Komisyon, 9(1) maddesi uyarinca, 3.
paragrafin (b) bendinde atifta bulunulan gerekli
ortak spesifikasyonlar1 26 Mayis 2020 tarihine
kadar kabul eder. Bu ortak 6zellikler, en giincel
bilimsel kanitlarla tutarli olur ve bu Tiiziik’te
belirtilen giivenlilik ve performans hakkindaki
genel gerekliliklerin uygulanmasini ele alir. Bu
ortak spesifikasyonlarin 26 Mayis 2020 tarihine
kadar kabul edilmemesi durumunda, yeniden
isleme, 3. paragrafin (b) bendinde belirtilen

cover the aspects outlined in point (b) of paragraph | hususlar1  kapsayan  ilgili  uyumlastiriimig
3. Compliance with CS or, in the absence of CS, | standartlar ve ulusal hiikiimler uyarinca
with any relevant harmonised standards and | gerceklestirilir. Ortak spesifikasyonlara veya
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national provisions, shall be certified by a notified
body.

ortak  spesifikasyonlarin  yoklugunda, ilgili
uyumlastirilmis standartlara ve ulusal hiikiimlere
uygunluk, bir onaylanmis kurulus tarafindan
sertifikalandirilir.

6. Only single-use devices that have been placed
on the market in accordance with this Regulation,
or prior to 26 May 2020 in accordance with
Directive 93/42/EEC, may be reprocessed.

6. Yalnizca, bu Tiiziik’e uygun olarak veya 26
Mayis 2020 tarihinden once 93/42/AET sayili
Direktif’e uygun olarak Birlik piyasasina arz
edilmis olan tek kullanimlik cihazlar yeniden
islenebilir.

7. Only reprocessing of single-use devices that is
considered safe according to the latest scientific
evidence may be carried out.

7. Yalnizca, en giincel bilimsel kanitlara gore
giivenli oldugu kabul edilen tek kullanimlik
cihazlarin yeniden islenmesi gergeklestirilebilir.

8. The name and address of the legal or natural
person referred to in paragraph 2 and the other
relevant information referred to in Section 23 of
Annex | shall be indicated on the label and, where
applicable, in the instructions for use of the
reprocessed device.

The name and address of the manufacturer of the
original single-use device shall no longer appear
on the label, but shall be mentioned in the
instructions for use of the reprocessed device.

8. 2. paragrafta atifta bulunulan tiizel veya gercek
kisinin adi ve adresi ve I. Ekin 23. Kesiminde
atifta bulunulan ilgili diger bilgiler; yeniden
islenmis cihazin etiketi lizerinde ve
uygulanabildigi hallerde kullanim kilavuzunda
belirtilir.

Orijinal tek kullanimlik cihazin imalatgisinin adi
ve adresi artik etiket lizerinde yer almaz, ancak
yeniden islenen cihazin kullanim kilavuzunda
belirtilir.

9. A Member State that permits reprocessing of
single-use devices may maintain or introduce
national provisions that are stricter than those laid
down in this Regulation and which restrict or
prohibit, within its territory, the following:

(a) the reprocessing of single-use devices and the
transfer of single-use devices to another Member
State or to a third country with a view to their
reprocessing;

(b) the making available or further use of
reprocessed single-use devices.

Member States shall notify the Commission and
the other Member States of those national
provisions. The Commission shall make such
information publicly available.

9. Tek kullanimlik cihazlarin yeniden islenmesine
izin veren bir liye devlet, kendi sinirlari i¢erisinde,
bu Tiizikk’te yer alanlardan daha kati ve
asagidakileri kisitlayan veya yasaklayan ulusal
hiikiimleri muhafaza edebilir veya getirebilir:

(a) tek kullanimlik cihazlarin yeniden islenmesi ve
bunlarin yeniden islenmesi amaciyla diger bir tiye
devlete ya da {i¢iincii bir lilkeye nakledilmesi;

(b) yeniden islenmis tek kullanimlik cihazlarin
bulundurulmasi ya da yeniden kullanimu.

Uye devletler, Komisyona ve diger iiye devletlere
bu ulusal hiikiimleri bildirir. Komisyon, bu tiir
bilgileri kamuya agik hale getirir.

10. The Commission shall by 27 May 2024 draw
up a report on the operation of this Article and
submit it to the European Parliament and to the
Council. On the basis of that report, the
Commission shall, if appropriate, make proposals
for amendments to this Regulation.

10. Komisyon, 27 Mayis 2024 tarihine kadar bu
maddenin isleyisi hakkinda bir rapor hazirlar ve
bunu Avrupa Parlamentosuna ve Konseye sunar.
Bu rapora dayanarak, Komisyon, eger uygunsa, bu
Tizik’e iligkin degisiklikler i¢in Onerilerde
bulunur.

Article 18
Implant card and information to be supplied to
the patient with an implanted device

1. The manufacturer of an implantable device shall
provide together with the device the following:
(a) information allowing the identification of the
device, including the device name, serial number,
lot number, the UDI, the device model, as well as
the name, address and the website of the
manufacturer;

Madde 18
Implante edilmis bir cihazi olan hastaya
saglanacak implant karti ve bilgiler

1. Implante edilebilir bir cihazin imalatgisi,
cihazla birlikte asagidakileri saglar:

(a) imalatginin adi, adresi ve web sitesi ile birlikte,
cihaz adi, seri numarasi, lot numarasi, UDI, cihaz
modeli dahil olmak iizere, cihazin tanimlanmasina
imkan taniyan bilgileri;
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(b) any warnings, precautions or measures to be
taken by the patient or a healthcare professional

with regard to reciprocal interference with
reasonably foreseeable external influences,
medical ~ examinations  or  environmental
conditions;

(c) any information about the expected lifetime of
the device and any necessary follow-up;

(d) any other information to ensure safe use of the
device by the patient, including the information in
point (u) of Section 23.4 of Annex I.

The information referred to in the first
subparagraph shall be provided, for the purpose of
making it available to the particular patient who
has been implanted with the device, by any means
that allow rapid access to that information and
shall be stated in the language(s) determined by the
concerned Member State. The information shall be
written in a way that is readily understood by a lay
person and shall be updated where appropriate.
Updates of the information shall be made available
to the patient via the website mentioned in point
(a) of the first subparagraph.

In addition, the manufacturer shall provide the
information referred to in point (a) of the first
subparagraph on an implant card delivered with
the device.

(b) hasta ya da bir saglik profesyoneli tarafindan,
mantik ¢ercevesinde oOngoriilebilir dis etkiler,
tibbi muayeneler veya cevresel sartlarla karsilikl
(resiprokal) etkilesime istinaden alinacak her tiirlii
uyari, tedbir veya onlemleri;

(c) cihazin beklenen kullanim 6mrii ve gerekli her
tiirli takip hakkinda bilgileri;

(d) 1. Ekin 23.4. Kesiminin (u) bendindeki bilgiler
dahil olmak tizere, cihazin hasta tarafindan
giivenli kullanimin1 saglamak i¢in diger her tiirlii
bilgiyi.

Birinci alt paragrafta atifta bulunulan bilgiler,
cihazin implante edildigi belirli bir hastaya
saglanmasi amaciyla, bu bilgilere hizli erigime
imkan taniyacak yollarla sunulur ve ilgili iiye
devlet tarafindan  belirlenen  dilde/dillerde
belirtilir. Bu bilgiler, meslekten olmayan bir kisi
tarafindan kolaylikla anlasilabilir bir sekilde
yazilir ve uygun oldugunda giincellenir. Bilgi
giincellemeleri birinci alt paragrafin (a) bendinde
bahsedilen web sitesi yoluyla hastaya sunulur.

Buna ek olarak, imalatgilar, birinci alt paragrafin
(a) bendinde atifta bulunulan bilgileri, cihazla
birlikte verilen bir implant kart1 tizerinde saglar.

2. Member States shall require health institutions
to make the information referred to in paragraph 1
available, by any means that allow rapid access to
that information, to any patients who have been
implanted with the device, together with the
implant card, which shall bear their identity.

2. Uye devletler, saglik kurumlarindan
1.paragrafta atifta bulunulan bilgileri, bu bilgilere
hizl1 erisimi saglayacak yollarla, kimliklerini
tasiyan implant kartiyla birlikte cihazin implante
edildigi hastalara sunulmasini talep eder.

3. The following implants shall be exempted from
the obligations laid down in this Article: sutures,
staples, dental fillings, dental braces, tooth
crowns, screws, wedges, plates, wires, pins, clips
and connectors. The Commission is empowered to
adopt delegated acts in accordance with Article
115 to amend this list by adding other types of
implants to it or by removing implants therefrom.

3. Asagidaki implantlar, bu maddede belirtilen
ylkiimliiliiklerden muaftir:  siiturlar  (cerrahi
iplikler), zimba telleri, dental dolgular, dental
braketler, dis kronlari, vidalar, kamalar, plakalar,
teller, pinler, klipsler ve konektorler. Komisyon;
diger implant tiplerini bu listeye ekleyerek ya da
implantlar1 buradan ¢ikararak, bu listeyi tadil
etmek iizere 115. madde uyarinca yetki devrine
dayanan  tasarruflart  kabul etmek  igin
yetkilendirilir.

Article 19
EU declaration of conformity
1. The EU declaration of conformity shall state
that the requirements specified in this Regulation
have been fulfilled in relation to the device that is
covered. The manufacturer shall continuously
update the EU declaration of conformity. The EU
declaration of conformity shall, as a minimum,
contain the information set out in Annex IV and

Madde 19
AB uygunluk beyani
1. AB uygunluk beyani, kapsanan cihazla ilgili
olarak bu Tiiziikte belirtilen gerekliliklerin yerine
getirildigini belirtir. Imalatci, AB uygunluk
beyanini siirekli olarak giinceller. AB uygunluk
beyani, asgari olarak IV. Ekte belirtilen bilgileri
icerir ve cihazin bulunduruldugu tiye devlet(ler)
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shall be translated into an official Union language
or languages required by the Member State(s) in
which the device is made available.

tarafindan talep edilen bir resmi Birlik diline veya
dillerine ¢evrilir.

2. Where, concerning aspects not covered by this
Regulation, devices are subject to other Union
legislation which also requires an EU declaration
of conformity by the manufacturer that fulfilment
of the requirements of that legislation has been
demonstrated, a single EU declaration of
conformity shall be drawn up in respect of all
Union acts applicable to the device. The
declaration shall contain all the information
required for identification of the Union legislation
to which the declaration relates.

2. Bu Tiiziik’iin kapsamadigi konulara iliskin
olarak, cihazlarin, imalat¢1 tarafindan ilgili
mevzuatin  gerekliliklerini  yerine getirdigini
gbsteren ayrica bir AB uygunluk beyanini
gerektiren diger Birlik mevzuatina tabi oldugu
durumda, cihaza uygulanabilir biitiin Birlik
kanunlariyla ilgili tek bir AB uygunluk beyani
hazirlanir. Beyan, ilgili oldugu Birlik mevzuatinin
tanimlanmasi i¢in gerekli tiim bilgileri igerir.

3. By drawing up the EU declaration of
conformity, the manufacturer shall assume
responsibility ~ for  compliance  with  the
requirements of this Regulation and all other
Union legislation applicable to the device.

3. Imalat¢1, AB uygunluk beyanini hazirlayarak,
bu Tiiziik’iin ve cihaza uygulanabilir diger tiim
Birlik mevzuatinin gerekliliklerine uygunluga
iligkin sorumlulugu istlenir.

4. The Commission is empowered to adopt
delegated acts in accordance with Article 115
amending the minimum content of the EU
declaration of conformity set out in Annex IV in
the light of technical progress.

4. Komisyon, teknik gelismeler 1s1ginda AB
uygunluk beyaninin IV. Ekte belirlenen asgari
igerigini degistirmek lizere 115. madde uyarinca
yetki devrine dayanan tasarruflar1 kabul etmek
i¢in yetkilendirilir.

Article 20
CE marking of conformity
1. Devices, other than custom-made or
investigational devices, considered to be in
conformity with the requirements of this
Regulation shall bear the CE marking of
conformity, as presented in Annex V.

Madde 20
CE uygunluk isareti
I. Ismarlama iretilen veya arastirma amagl
cihazlar haricinde, bu Tiiziik’iin gerekliliklerine
uygun oldugu kabul edilen cihazlar, V. Ekte
gosterildigi sekilde, CE uygunluk isareti tagir.

2. The CE marking shall be subject to the general
principles set out in Article 30 of Regulation (EC)
No 765/2008.

2. CE isareti, (AT) 765/2008 sayil1 Tiiziik’iin 30.
maddesinde belirlenen genel ilkelere tabi olur.

3. The CE marking shall be affixed visibly, legibly
and indelibly to the device or its sterile packaging.
Where such affixing is not possible or not
warranted on account of the nature of the device,
the CE marking shall be affixed to the packaging.
The CE marking shall also appear in any
instructions for use and on any sales packaging.

3. CE isareti, cihaza veya steril paketine, goriiniir,
okunakli ve silinemez bir sekilde ilistirilir.
Cihazin yapisindan dolayr bu ilistirmenin
miimkiin olmadig1 veya garanti edilemedigi
durumda, CE isareti ambalaja ilistirilir. CE isareti,
ayrica her bir kullanim kilavuzunda ve cihazlarin
bulundugu her bir satig ambalaj1 lizerinde yer alir.

4. The CE marking shall be affixed before the
device is placed on the market. It may be followed
by a pictogram or any other mark indicating a
special risk or use.

4. CE isareti, cihaz piyasaya arz edilmeden once
ilistirilir. Bunu 6zel bir riski ya da kullanimi
gosteren bir piktogram (sembol) veya diger bir
isaret izleyebilir.

5. Where applicable, the CE marking shall be
followed by the identification number of the
notified body responsible for the conformity
assessment procedures set out in Article 52. The
identification number shall also be indicated in any
promotional material which mentions that a device
fulfils the requirements for CE marking.

5. Uygulanabildigi hallerde, CE isaretini 52.
maddede belirtilen uygunluk degerlendirme
prosediirlerinden sorumlu onaylanmig kurulusun
kimlik numaras1 izler. Kimlik numarasi, bir
cihazin, CE isaretine yonelik gereklilikleri yerine
getirdigini belirten her bir tanitim materyalinde de
gosterilir.
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6. Where devices are subject to other Union
legislation which also provides for the affixing of
the CE marking, the CE marking shall indicate that
the devices also fulfil the requirements of that
other legislation.

6. Cihazlarin, CE isaretinin ilistirilmesini
saglayan diger Birlik mevzuatina da tabi oldugu
durumda, CE isareti, cihazlarin diger mevzuatin
gerekliliklerini de yerine getirdigini gosterir.

Article 21

Devices for special purposes
1. Member States shall not create obstacles to:
(a) investigational devices being supplied to an
investigator for the purpose of a clinical
investigation if they meet the conditions laid down
in Articles 62 to 80 and Article 82, in the
implementing acts adopted pursuant to Article 81
and in Annex XV;
(b) custom-made devices being made available on
the market if Article 52(8) and Annex XIII have
been complied with.
The devices referred to in the first subparagraph
shall not bear the CE marking, with the exception
of the devices referred to in Article 74.

Madde 21

Ozel amach cihazlar
1. Uye devletler, asagidakilere engel olusturmaz:
(@) 62 ila 80. maddelerde, 82. maddede ve
81.madde uyarinca kabul edilen uygulama
tasarruflarinda ve XV. Ekte belirtilen sartlari
karsilamasi kosuluyla, klinik aragtirma amaciyla
bir arastirmaciya temin edilen arastirma amacl
cihazlara;
(b) 52(8) maddesine ve XIII. Eke uygun olmalari
kosuluyla, piyasada bulundurulan i1smarlama
iretilen cihazlara.
74. maddede atifta bulunulan cihazlar hari¢ olmak
lizere, birinci alt paragrafta atifta bulunulan
cihazlar CE isareti tasimaz.

2. Custom-made devices shall be accompanied by
the statement referred to in Section 1 of Annex
X1, which shall be made available to the
particular patient or user identified by name, an
acronym or a numerical code.

Member States may require that the manufacturer
of a custom-made device submit to the competent
authority a list of such devices which have been
made available in their territory.

2. Adiyla, bir kisaltmayla veya sayisal bir kodla
tanimlanan, belirli hastaya veya kullaniciya
saglanan 1smarlama tretilen cihazlara XIII. Ekin
1. Kesiminde atifta bulunulan beyan eslik eder.

Uye devletler kendi sinirlar igerisinde, 1smarlama
dretilen cihaz imalat¢isinin bulundurdugu bu tiir
cihazlarin bir listesini yetkili otoriteye sunmasini
talep edebilir.

3. At trade fairs, exhibitions, demonstrations or
similar events, Member States shall not create
obstacles to the showing of devices which do not
comply with this Regulation, provided a visible
sign clearly indicates that such devices are
intended for presentation or demonstration
purposes only and cannot be made available until
they have been brought into compliance with this
Regulation.

3. Uye devletler, bu Tiiziik’e uygun olmayan
sunum veya tanitim amagcli cihazlarin, yalnizca
sunum veya tanittim amacli oldugunu ve bu
Tiziik’e uygun hale getirilinceye kadar piyasada
bulundurulamayacagini acikca gosteren
goriilebilir bir isaret tasimasi sartiyla cihazlarin
ticari fuarlarda, sergilerde, tanitimlarda veya
benzer organizasyonlarda gosterimini engellemez.

Article 22

Systems and procedure packs
1. Natural or legal persons shall draw up a
statement if they combine devices bearing a CE
marking with the following other devices or
products, in a manner that is compatible with the
intended purpose of the devices or other products
and within the limits of use specified by their
manufacturers, in order to place them on the
market as a system or procedure pack:
(a) other devices bearing the CE marking;
(b) in vitro diagnostic medical devices bearing the
CE marking in conformity with Regulation (EU)
2017/746;

Madde 22
Sistemler ve iglem paketleri

1. Gergek veya tiizel kisiler; CE isareti tasiyan
cihazlarla asagidaki diger cihazlar1 veya {iriinleri,
cihazlarin veya diger iirlinlerin kullanim amacina
uygun sekilde ve imalatgilari tarafindan belirlenen
kullanim sinirlart dahilinde bir sistem veya islem
paketi olarak piyasaya arz etmek ig¢in bir araya
getirirse bir beyan hazirlar:

(a) CE isareti tagiyan diger cihazlar,
(b) (AB) 2017/746 sayih Tiiziikk’e uygun olarak
CE isareti tagiyan in vitro tant tibbi cihazlari,
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(c) other products which are in conformity with
legislation that applies to those products only
where they are used within a medical procedure or
their presence in the system or procedure pack is
otherwise justified.

(c) yalnizca bir tibbi uygulama dahilinde
kullanilmas1 ya da sistem veya islem paketinde
bulunmalar1  ayrica  gerekgelendirildiginde,
kendilerine uygulanan mevzuata uygun olan diger
iiriinler.

2. In the statement made pursuant to paragraph 1,
the natural or legal person concerned shall declare
that:

(a) they verified the mutual compatibility of the
devices and, if applicable other products, in
accordance with the manufacturers' instructions
and have carried out their activities in accordance
with those instructions;

(b) they packaged the system or procedure pack
and supplied relevant information to users
incorporating the information to be supplied by the
manufacturers of the devices or other products
which have been put together;

(c) the activity of combining devices and, if
applicable, other products as a system or procedure
pack was subject to appropriate methods of
internal monitoring, verification and validation.

2. 1. paragraf uyarinca yapilan beyanda, ilgili
gergek ya da tiizel kisi asagidakileri beyan eder:

(a) imalat¢ilarin talimatlarina uygun olarak,
cihazlarin ve wuygulanabildigi hallerde diger
trtinlerin karsilikli uyumlulugunu dogruladigini
ve faaliyetini bu talimatlar uyarinca yiirittiigiini;

(b) sistemi veya islem paketini ambalajladigini ve
bir araya getirilen cihazlarin ya da diger tiriinlerin
imalatgilar1 tarafindan temin edilenler de dahil
olmak {izere ilgili bilgileri kullanicilara
sagladigini,

(c) cihazlarin ve uygulanabildigi hallerde diger
irlinlerin bir sistem veya islem paketi olarak bir
araya getirilmesine dair faaliyetin uygun i¢
izleme, dogrulama ve validasyon yontemlerine
tabi tutuldugunu.

3. Any natural or legal person who sterilises
systems or procedure packs referred to in
paragraph 1 for the purpose of placing them on the
market shall, at their choice, apply one of the
procedures set out in Annex IX or the procedure
set out in Part A of Annex XI. The application of
those procedures and the involvement of the
notified body shall be limited to the aspects of the
procedure relating to ensuring sterility until the
sterile packaging is opened or damaged. The
natural or legal person shall draw up a statement
declaring that sterilisation has been carried out in
accordance with the manufacturer's instructions.

3. Piyasaya arz etmek amaciyla 1. paragrafta atifta
bulunulan sistemleri veya islem paketlerini
sterilize eden herhangi bir gercek veya tiizel kisi,
kendi se¢cimine gore, IX. Ekte belirtilen
prosediirlerden birini veya XI. Ekin A Kisiminda
belirtilen prosediiri uygular. S6z konusu
prosediirlerin  uygulanmasi ve  onaylanmis
kurulusun dahiliyeti, steril paket acilana ya da
zarar gorene kadar sterilitenin saglanmasiyla ilgili
prosediire iliskin hususlarla sinirlidir. Gergek
veya tiizel kisi, sterilizasyonun imalat¢inin
talimatlar1 uyarinca yiritiildiiglinii bildiren bir
beyan hazirlar.

4. Where the system or procedure pack
incorporates devices which do not bear the CE
marking or where the chosen combination of
devices is not compatible in view of their original
intended purpose, or where the sterilisation has not
been carried out in accordance with the
manufacturer's instructions, the system or
procedure pack shall be treated as a device in its
own right and shall be subject to the relevant
conformity assessment procedure pursuant to
Article 52. The natural or legal person shall
assume  the  obligations incumbent on
manufacturers.

4. Sistemin veya islem paketinin CE isareti
tasimayan cihazlar igerdigi veya segilen cihaz
kombinasyonunun cihazlarin orijinal kullanim
amaclar1 bakimindan uyumlu olmadigi ya da
sterilizasyonun imalat¢inin talimatlarina uygun
olarak yiriitilmedigi durumlarda, sistem veya
islem paketi kendi basina bir cihaz olarak kabul
edilir ve 52. madde uyarinca ilgili uygunluk
degerlendirme islemine tabi olur. Gergek veya
tizel kisi, imalatgilara diisen yiikiimliliikleri
iistlenir.

5. The systems or procedure packs referred to in
paragraph 1 of this Article shall not themselves
bear an additional CE marking but they shall bear
the name, registered trade name or registered trade

5. Bu maddenin, 1. paragrafinda atifta bulunulan
sistemler veya islem paketleri ilave bir CE isareti
tasimaz, ancak bu maddenin 1. ve 3.
paragraflarinda atifta bulunulan kisinin adini,

13.11.2019 / TITCK. ABM-V.1

60




mark of the person referred to in paragraphs 1 and
3 of this Article as well as the address at which that
person can be contacted, so that the person's
location can be established. Systems or procedure
packs shall be accompanied by the information
referred to in Section 23 of Annex I. The statement
referred to in paragraph 2 of this Article shall be
kept at the disposal of the competent authorities,
after the system or procedure pack has been put
together, for the period that is applicable under
Article 10(8) to the devices that have been
combined. Where those periods differ, the longest
period shall apply.

kayitli ticari unvanmint veya kayith ticari
markasini, bununla  birlikte, bu  kisiye
ulasilabilecek ve bdylece bu kisinin konumunun
tespit edilebilecegi adresi tasir. Sistemler veya
islem paketlerine, I. Ekin 23. Kesiminde atifta
bulunulan bilgiler eslik eder. Bu maddenin 2.
paragrafinda atifta bulunulan beyan, sistem veya
islem paketi olusturulduktan sonra, birlestirilen
cihazlara 10(8) maddesi kapsaminda
uygulanabilir siire boyunca yetkili otoritelere
sunulmak iizere muhafaza edilir. Bu siirelerin
farkli oldugu durumlarda en uzun siire uygulanir.

Article 23
Parts and components

1. Any natural or legal person who makes available
on the market an item specifically intended to
replace an identical or similar integral part or
component of a device that is defective or worn in
order to maintain or restore the function of the
device without changing its performance or safety
characteristics or its intended purpose, shall ensure
that the item does not adversely affect the safety
and performance of the device. Supporting
evidence shall be kept available for the competent
authorities of the Member States.

Madde 23
Parcalar ve bilesenler

1. Performansini veya giivenlilik
karakteristiklerini ya da kullanim amacini
degistirmeksizin cihazin islevini korumak ya da
diizeltmek amaciyla, bir cihazin kusurlu veya
asinmis olan ayni ya da benzer biitiinlesik
parcasint veya bilesenini degistirmek i¢in
Ozellikle tasarlanan bir parcayr piyasada
bulunduran herhangi bir gercek veya tiizel kisi, bu
parcanin cihazin giivenliligini ve performansini
olumsuz bir gekilde etkilemediginden emin olur.
Destekleyici kanitlar, iiye devletlerin yetkili
otoriteleri i¢in hazir bulundurulur.

2. An item that is intended specifically to replace
a part or component of a device and that
significantly changes the performance or safety
characteristics or the intended purpose of the
device shall be considered to be a device and shall
meet the requirements laid down in this
Regulation.

2. Bir cihazin pargasin1t  veya bilesenini
degistirmek i¢in 6zellikle tasarlanan ve cihazin
performansini veya gilivenlilik 6zelliklerini ya da
kullanim amacin1 6nemli Olgiide degistiren bir
parca, bir cihaz olarak kabul edilir ve bu Tiiziikte
belirtilen gereklilikleri karsilar.

Article 24
Free movement

Except where otherwise provided for in this
Regulation, Member States shall not refuse,
prohibit or restrict the making available on the
market or putting into service within their territory
of devices which comply with the requirements of
this Regulation.

Madde 24
Serbest dolasim
Bu Tizik’te aksi belirtilmedigi siirece, iiye
devletler bu Tiiziik’iin gerekliliklerine uyan
cihazlarin kendi smirlar1 igerisinde piyasada
bulundurulmasini veya hizmete sunulmasini
reddetmez, yasaklamaz veya kisitlamaz.

CHAPTER 111
IDENTIFICATION AND TRACEABILITY
OF DEVICES, REGISTRATION OF
DEVICES AND OF ECONOMIC
OPERATORS, SUMMARY OF SAFETY AND
CLINICAL PERFORMANCE, EUROPEAN
DATABASE ON MEDICAL DEVICES
Article 25
Identification within the supply chain

UCUNCU BOLUM
Cihazlarin tanimlanmasi ve izlenebilirligi,
cihazlarin ve iktisadi isletmelerin kayd,
giivenlilik ve klinik performans ozeti, tibbi
cihazlara iliskin Avrupa veri tabam

Madde 25
Tedarik zinciri icinde tanimlama

1. Distributors and importers shall co-operate with | 1.  Dagiticilar  ve ithalatgilar;  cihazlarin
manufacturers or authorised representatives to | izlenebilirligini uygun bir seviyede
61
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achieve an appropriate level of traceability of
devices.

gerceklestirmek icin, imalatgilar veya yetkili
temsilcilerle igbirligi yapar.

2. Economic operators shall be able to identify the
following to the competent authority, for the
period referred to in Article 10(8):

(a) any economic operator to whom they have
directly supplied a device;

(b) any economic operator who has directly
supplied them with a device;

(c) any health institution or healthcare
professional to which they have directly supplied
a device.

2. Iktisadi isletmeler, 10(8) maddesinde atifta
bulunulan siire boyunca, yetkili otoriteye
asagidakileri tanimlayabilmelidir:

(a) bir cihazi dogrudan tedarik ettikleri her bir
iktisadi isletmeyi;

(b) onlara bir cihazi dogrudan tedarik eden her bir
iktisadi isletmeyi;

(c) bir cihazi dogrudan tedarik ettikleri her bir
saglik kurumunu veya saglik profesyonelini.

Article 26
Medical devices nomenclature

To facilitate the functioning of the European
database on medical devices (‘Eudamed’) as
referred to in Article 33, the Commission shall
ensure that an internationally recognised medical
devices nomenclature is available free of charge to
manufacturers and other natural or legal persons
required by this Regulation to use that
nomenclature. The Commission shall also
endeavour to ensure that that nomenclature is
available to other stakeholders free of charge,
where reasonably practicable.

Madde 26
Tibbi cihazlarin adlandirilmasi

33. maddede atifta bulunuldugu sekilde tibbi
cihazlara iliskin  Avrupa  Veri  Tabani
(‘Eudamed’)’in isleyisini kolaylastirmak igin,
Komisyon, uluslararast kabul gdérmiis bir tibbi
cihaz adlandirmasinin imalatgilara ve bu Tiiziikle
bu adlandirmay1 kullanmasi gerekli kilinan diger
gercek veya tiizel kisilere bedelsiz olmasini
saglar. Komisyon; makul sekilde uygulanabilir
oldugu durumlarda, bu adlandirmanin diger
paydaslara bedelsiz olmasini saglamak i¢in de
gayret gosterir.

Article 27

Unique Device Identification system
1. The Unique Device ldentification system (‘UDI
system’) described in Part C of Annex VI shall
allow the identification and facilitate the
traceability of devices, other than custom-made
and investigational devices, and shall consist of
the following:
(@) production of a UDI that comprises the
following:
(1) a UDI device identifier (‘UDI-DI’) specific to
a manufacturer and a device, providing access to
the information laid down in Part B of Annex VI,
(i1) a UDI production identifier (‘UDI-PI’) that
identifies the unit of device production and if
applicable the packaged devices, as specified in
Part C of Annex VI,
(b) placing of the UDI on the label of the device
or on its packaging;
(c) storage of the UDI by economic operators,
health institutions and healthcare professionals, in
accordance with the conditions laid down in
paragraphs 8 and 9 of this Article respectively;
(d) establishment of an electronic system for
Unique Device Identification (‘UDI database’) in
accordance with Article 28.

Madde 27

Tekil Cihaz Tanimlama sistemi
1. VI. Ekin C Kisminda tanimlanan Tekil Cihaz
Tanimlama sistemi (‘UDI sistemi’), ismarlama
iiretilen ve arastirma amagcli cihazlar disindaki
cihazlarin tanimlanmasina imkan Verir,
izlenebilirligini kolaylastirir ve asagidakilerden
olusur:
(a) asagidakileri
olusturulmasindan:
(1) VL. Ekin B Kisminda belirtilen bilgilere erigim
saglayan, bir imalat¢iya ve bir cihaza 6zgili bir
UDI cihaz tanimlayicisini (‘UDI-DI’);
(i1) VI. Ekin C Kisminda belirtildigi sekilde cihaz
iiretim birimini ve mevcutsa ambalajlanmis
cihazlari  tanimlayan  bir UDI  {retim
tanimlayicisini (‘“UDI-PI’);
(b) cihazin etiketinin veya ambalajinin {izerine
UDTI’nin yerlestirilmesinden;
(c) Sirasiyla bu maddenin 8. ve 9. paragraflarinda
belirtilen sartlar uyarinca, iktisadi isletmeler,
saglik kurumlarnt ve saglik profesyonelleri
tarafindan UDI’nin kaydinin tutulmasindan;
(d) 28. madde uyarinca Tekil Cihaz
Tanimlamasina iliskin bir elektronik sistemin
(UDI veri tabani) kurulmasindan.

iceren bir UDI’nin

2. The Commission shall, by means of
implementing acts, designate one or several

2. Komisyon, uygulama tasarruflar vasitasiyla, bu
Tiiziik uyarinca UDI’lerin belirlenmesi ig¢in bir
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entities to operate a system for assignment of UDIs
pursuant to this Regulation (‘issuing entity’). That
entity or those entities shall satisfy all of the
following criteria:

(a) the entity is an organisation with legal
personality;

(b) its system for the assignment of UDIs is
adequate to identify a device throughout its
distribution and use in accordance with the
requirements of this Regulation;

(c) its system for the assignment of UDIs
conforms to the relevant international standards;
(d) the entity gives access to its system for the
assignment of UDIs to all interested users in
accordance with a set of predetermined and
transparent terms and conditions;

(e) the entity undertakes to do the following:

(i) operate its system for the assignment of UDIs
for at least 10 years after its designation;

(i) make available to the Commission and to the
Member States, upon request, information
concerning its system for the assignment of UDIs;
(iii) remain in compliance with the criteria for
designation and the terms of designation.

When  designating  issuing  entities, the
Commission shall endeavour to ensure that UDI
carriers, as defined in Part C of Annex VI, are
universally readable regardless of the system used
by the issuing entity, with a view to minimising
financial and administrative burdens for economic
operators and health institutions.

sistem igletmek iizere bir veya birden fazla kurulus
(tahsis kurulusu) tayin eder. Bu kurulus veya
kuruluslar asagidaki tiim kriterleri karsilar:

(a)  kurulus, tiizel olan  bir
organizasyondur;

(b) kurulusun UDI’lerin belirlenmesine yonelik
sistemi; bir cihazi bu Tiiziik’iin gereklilikleri
uyarinca dagitimi ve kullanimi  boyunca
tanimlamaya izin verir;

(c) kurulusun UDI’lerin belirlenmesine yonelik
sistemi, ilgili uluslararasi standartlara uyar;

(d) kurulus, 6nceden belirlenmis ve seffaf kosullar
ve sartlar dizisi uyarinca ilgili tiim kullanicilara
UDT’lerin belirlenmesine yonelik sistemine erigim
hakki verir;

(e) kurulus, asagidakileri yapmayi iistlenir:

(1) tayin edilmesinden sonra en az on yil icin
UDPI’lerin  belirlenmesine  ydnelik  sistemini
isletmek;

(i1)) UDTI’lerin belirlenmesine yonelik kendi
sistemiyle ilgili bilgileri, talep iizerine, Komisyon
ve liye devletler i¢in hazir bulundurmak;

(i11) tayin edilme kriterlerine ve sartlarina uygun
kalmak.

Komisyon; tahsis kuruluslarini tayin ettiginde,
iktisadi isletmeler ve saglik kurumlarina yonelik
finansal ve idari yiikleri azaltmak amaciyla, tahsis
kurulusu tarafindan kullanilan sisteme
bakilmaksizin VI. Ekin C Kisminda tanimlandigi
sekilde UDI tasiyicilarinin  evrensel olarak
okunabilir olmasini saglamak icin ¢aba gosterir.

kisiligi

3. Before placing a device, other than a custom-
made device, on the market, the manufacturer shall
assign to the device and, if applicable, to all higher
levels of packaging, a UDI created in compliance
with the rules of the issuing entity designated by
the Commission in accordance with paragraph 2.
Before a device, other than a custom-made or
investigational device, is placed on the market the
manufacturer shall ensure that the information
referred to in Part B of Annex VI of the device in
question are correctly submitted and transferred to
the UDI database referred to in Article 28.

3. Ismarlama tiretilen cihazlar haricinde, bir cihazi
piyasaya arz etmeden Once imalatg1; 2. paragraf
uyarinca Komisyon tarafindan tayin edilen bir
tahsis kurulusunun kurallarmma uygun olarak
olusturdugu UDI’yi, cihaza ve wuygulanabilir
oldugunda tiim ambalaj seviyelerine uygular.
Ismarlama firetilen ya da arastirma amagli cihaz
haricindeki bir cihazi piyasaya arz etmeden Once
imalat¢i, s0z konusu cihaza iliskin VI. Ekin B
Kisminda atifta bulunulan bilgilerin, 28. maddede
atifta bulunulan UDI veri tabanina dogru bir
sekilde girilmesini ve aktarilmasini saglar.

4. UDI carriers shall be placed on the label of the
device and on all higher levels of packaging.
Higher levels of packaging shall not be understood
to include shipping containers.

4. UDI tasiyicilar, cihazin etiketine ve ambalajin
tim st seviyelerine yerlestirilir. Ambalajin st
seviyelerinin, nakliyat konteynirlarin1 kapsadigi
anlasiimaz.

5. The UDI shall be used for reporting serious
incidents and field safety corrective actions in
accordance with Article 87.

5. UDI, 87. madde uyarinca ciddi olumsuz olaylar1
ve saha giivenligi diizeltici faaliyetleri raporlamak
icin kullanilir.
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6. The Basic UDI-DI, as defined in Part C of
Annex VI, of the device shall appear on the EU
declaration of conformity referred to in Article 19.

6. VI Ekin C Kisminda tanimlandig1 sekilde,
cihazin Temel UDI-DI’s1, 19. maddede atifta
bulunulan AB uygunluk beyaninda yer alir.

7. As part of the technical documentation referred
to in Annex Il, the manufacturer shall keep up-to-
date a list of all UDIs that it has assigned.

7. Imalatci, II. Ekte atifta bulunulan teknik
dokiimantasyonun pargasi olarak, tahsis ettigi tim
UDI’larin listesini giincel tutar.

8. Economic operators shall store and keep,
preferably by electronic means, the UDI of the
devices which they have supplied or with which
they have been supplied, if those devices belong
to:

— class Il implantable devices;

— the devices, categories or groups of devices
determined by a measure referred to in point (a) of
paragraph 11.

8. Iktisadi isletmeler, temin ettikleri veya
kendilerine tedarik edilmis olan cihazlarin
UDT’larini, eger bu cihazlar asagidakilere dahilse,
tercihen elektronik yollarla kaydeder ve muhafaza
eder:

- Simif IIT implante edilebilir cihazlar;

- 11. paragrafin (a) bendinde atifta bulunulan
tedbirle belirlenen cihazlar, cihaz kategorileri
veya gruplari.

9. Health institutions shall store and keep
preferably by electronic means the UDI of the
devices which they have supplied or with which
they have been supplied, if those devices belong to
class Il implantable devices.

For devices other than class Il implantable
devices, Member States shall encourage, and may
require, health institutions to store and keep,
preferably by electronic means, the UDI of the
devices with which they have been supplied.

Member States shall encourage, and may require,
healthcare professionals to store and keep
preferably by electronic means, the UDI of the
devices with which they have been supplied with.

9. Saglik kurumlari, temin ettikleri veya
kendilerine tedarik edilmis olan cihazlarin
UDTI’larini, eger bu cihazlar simif III implante
edilebilir cihazlara dahilse, tercihen elektronik
yollarla kaydeder ve muhafaza eder.

Uye devletler, simif 111 implante edilebilir cihazlar
haricindeki cihazlar icin saglik kurumlarinin
kendilerine tedarik edilmis olan cihazlarin
UDJI’lerini, tercihen elektronik  yollarla,
kaydetmesini ve muhafaza etmesini tesvik eder ve
bunu talep edebilir.

Uye  devletler, saglik  profesyonellerinin
kendilerine temin edilmis olan cihazlarin
UDTI’lerini,  tercihen  elektronik  yollarla,

kaydetmesini ve muhafaza etmesini tesvik eder ve
bunu talep edebilir.

10. The Commission is empowered to adopt
delegated acts in accordance with Article 115:

(a) amending the list of information set out in Part
B of Annex VI in the light of technical progress;
and

(b)  amending Annex VI in the light of
international developments and technical progress
in the field of Unique Device Identification.

10. Komisyon, 115. madde uyarinca yetki devrine

dayanan  tasarruflart  kabul etmek  i¢in
yetkilendirilir.
(a) teknik ilerlemeler 1s18inda, VI. Ekin B

Kisminda belirtilen bilgi listesini degistirmek ve

alanindaki
ilerlemeler

(b) Tekil Cihaz Tanimlamasi
uluslararas1 gelismeler ve teknik
1s51ginda VI. Eki degistirmek.

11. The Commission may, by means of
implementing  acts, specify the detailed
arrangements and the procedural aspects for the
UDI system with a view to ensuring its harmonised
application in relation to any of the following:

(a) determining the devices, categories or groups
of devices to which the obligation laid down in
paragraph 8 is to apply;

(b) specifying the data to be included in the UDI-
Pl of specific devices or device groups;

11. Komisyon, uygulama tasarruflar1 vasitasiyla,
UDI sisteminin asagidaki hususlardan herhangi
biri ile ilgili olarak uyumlastirilmis kullanimini
saglamak amaciyla, UDI sistemine yonelik detayli

diizenlemeler ve wusule iliskin  hususlar
belirleyebilir:
(a) 8. paragrafta Dbelirtilen yiikiimliliigiin

uygulanacagi cihazlarin, cihaz kategorilerinin
veya gruplarinin belirlenmesi;

(b) belirli cihazlarin veya cihaz gruplarinin UDI-
PI’inda yer alacak verilerin belirlenmesi.
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The implementing acts referred to in the first
subparagraph shall be adopted in accordance with
the examination procedure referred to in Article
114(3).

Birinci alt paragrafta atifta bulunulan uygulama
tasarruflari, 114(3) maddesinde atifta bulunulan
inceleme usulii uyarinca kabul edilir.

12. When adopting the measures referred to in
paragraph 11, the Commission shall take into
account all of the following:

(a) confidentiality and data protection as referred
to in Articles 109 and 110 respectively;

(b) the risk-based approach;

(c) the cost-effectiveness of the measures;

(d) the convergence of UDI systems developed at
international level;

(e) the need to avoid duplications in the UDI
system;

(f) the needs of the healthcare systems of the
Member States, and where possible, compatibility
with other medical device identification systems
that are used by stakeholders.

12. Komisyon, 11. paragrafta atifta bulunulan
tedbirleri kabul ederken asagidakilerin tiimiinii
dikkate alir:

(a) sirastyla 109. ve 110. maddelerde atifta

bulunuldugu sekilde gizlilik ve verilerin
korunmasini;

(b) risk bazl yaklagimi,

(c) tedbirlerin maliyet etkinligini,

(d)uluslararas1  diizeyde  gelistirilen  UDI

sistemlerinin benzesmesini,

(e) UDI sisteminde miikerrerleri (dublikasyonlart)
Onleme geregini,

(f) 1lye devletlerin saglik sistemlerinin
ihtiyaglarmi  ve miimkiin oldugu hallerde,
paydaslar tarafindan kullanilan diger tibbi cihaz
tanimlama sistemleriyle ge¢imliligini.

Article 28
UDI database
1. The Commission, after consulting the MDCG
shall set up and manage a UDI database to
validate, collate, process and make available to the
public the information mentioned in Part B of
Annex VI.

Madde 28
UDI veri tabam
1. Komisyon, MDCG’ye danistiktan sonra, VI.
Ekin B Kisiminda belirtilen bilgileri dogrulamak,
derlemek, islemek ve kamuya erisilir kilmak igin
UDI veri tabani kurar ve yonetir.

2. When designing the UDI database, the
Commission shall take into account the general
principles set out in Section 5 of Part C of Annex
VI. The UDI database shall be designed in
particular such that no UDI-PIs and no
commercially confidential product information
can be included therein.

2. Komisyon, UDI veri tabanini tasarlarken, VI.
Ekin C Kistminin 5. Kesiminde belirtilen genel
ilkeleri gbz onlinde bulundurur. UDI veri tabani,
ozellikle UDI-PI’lar ve ticari olarak gizli iriin
bilgileri dahil edilmeyecek sekilde tasarlanir.

3. The core data elements to be provided to the
UDI database, referred to in Part B of Annex VI,
shall be accessible to the public free of charge.

3. UDI veri tabanmna girilecek, VI. Ekin B
Kisiminda atifta bulunulan temel veri ogeleri
bedelsiz sekilde kamuya acik olur.

4. The technical design of the UDI database shall
ensure maximum accessibility to information
stored therein, including multi-user access and
automatic uploads and downloads of that
information. The Commission shall provide for

technical and administrative  support to
manufacturers and other users of the UDI
database.

4. UDI veri tabaninin teknik tasarimi; ¢oklu
kullanic1 erigimi ve burada depolanan bilgilerin
otomatik olarak yiiklenmesi ve indirilmesi dahil
olmak {izere, bu bilgilere azami sekilde
erisilebilirlik saglar. Komisyon, imalat¢ilara ve
UDI veri tabaninin diger kullanicilarina teknik ve
idari destek saglar.

Article 29
Registration of devices
1. Before placing a device, other than a custom-
made device, on the market, the manufacturer
shall, in accordance with the rules of the issuing
entity referred to in Article 27(2), assign a Basic
UDI-DI as defined in Part C of Annex VI to the
device and shall provide it to the UDI database

Madde 29
Cihazlarin kaydi
1. Imalat¢r; 1smarlama diretilen cihazlar
haricindeki bir cihazi piyasaya arz etmeden Once,
27(2) maddesinde atifta bulunulan tahsis
kuruluslarinin kurallar1 uyarinca, cihaza VI. Ekin
C Kisiminda tanimlandig: sekilde bir Temel UDI-
DI tahsis eder ve bunu o cihazla ilgili, VI. EKkin B
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together with the other core data elements referred
to in Part B of Annex VI related to that device.

Kisiminda atifta bulunulan diger temel veri
Ogeleriyle birlikte UDI veri tabanina girer.

2. Before placing on the market a system or
procedure pack pursuant to Article 22(1) and (3),
that is not a custom-made device, the natural or
legal person responsible shall assign to the system
or procedure pack, in compliance with the rules of
the issuing entity, a Basic UDI-DI and shall
provide it to the UDI database together with the
other core data elements referred to in Part B of
Annex VI related to that system or procedure pack.

2. Sorumlu gercek veya tilizel kisi; 1smarlama
iiretilen cihaz olmayan, bir sistem veya islem
paketini 22(1) ve 22(3) maddesi uyarinca piyasaya
arz etmeden Once, sistem veya islem paketine
tahsis kuruluslarinin kurallarina uygun olarak bir
Temel UDI-DI tahsis eder ve bunu o sistemle veya
islem paketiyle ilgili, VI. Ekin B Kisiminda atifta
bulunulan diger temel veri 6geleriyle birlikte UDI
veri tabanina girer.

3. For devices that are the subject of a conformity
assessment as referred to in Article 52(3) and in
the second and third subparagraphs of Article
52(4), the assignment of a Basic UDI-DI referred
to in paragraph 1 of this Article shall be done
before the manufacturer applies to a notified body
for that assessment.

For the devices referred to in the first
subparagraph, the notified body shall include a
reference to the Basic UDI-DI on the certificate
issued in accordance with point (a) of Section 4 of
Chapter I of Annex XII and confirm in Eudamed
that the information referred to in Section 2.2 of
Part A of Annex VI is correct. After the issuing of
the relevant certificate and before placing the
device on the market, the manufacturer shall
provide the Basic UDI-DI to the UDI database
together with the other core data elements referred
to in Part B of Annex VI related to that device.

3.52(3) maddesinde ve 52(4) maddesinin ikinci ve
liclincli alt paragraflarinda atifta bulunulan bir
uygunluk degerlendirmesine tabi olan cihazlar
icin bu maddenin 1. paragrafinda atifta bulunulan
Temel UDI-DI tahsisi, imalat¢inin bir onaylanmis
kurulusa bu degerlendirme i¢in basvurmasindan
once gergeklestirilir.

Birinci alt paragrafta atifta bulunulan cihazlar i¢in
onaylanmis kurulus, XII. Ekin, I. Boliimiiniin 4.
Kesiminin (a) bendi uyarinca diizenlenen sertifika
tizerinde Temel UDI-DI’ya atif yapar ve VI. Ekin
A Kisiminin 2.2. Kesiminde atifta bulunulan
bilgilerin dogrulugunu Eudamed’de teyit eder.
Ilgili sertifikanin diizenlenmesinden sonra ve
cihazin piyasaya arzindan Once, imalat¢i, Temel
UDI-DI’y1, o cihazla ilgili, VI. Ekin B Kisiminda
atifta bulunulan diger temel veri Ogeleriyle
birlikte UDI veri tabanina girer.

4. Before placing a device on the market, other
than a custom-made device, the manufacturer shall
enter or if, already provided, verify in Eudamed
the information referred to in Section 2 of Part A
of Annex VI, with the exception of Section 2.2
thereof, and shall thereafter keep the information
updated.

4. Ismarlama tretilen cihaz haricindeki bir cihazi
piyasaya arz etmeden once, imalatg1, 2.2. Kesimi
hari¢ olmak iizere, VI. Ekin A Kisiminin 2.
Kesiminde atifta bulunulan bilgileri Eudamed’e
girer veya halihazirda girilmis ise teyit eder ve
sonrasinda bilgileri giincel tutar.

Article 30
Electronic system for registration of economic
operators
1. The Commission, after consulting the MDCG,
shall set up and manage an electronic system to
create the single registration number referred to in
Article 31(2) and to collate and process
information that is necessary and proportionate to
identify the manufacturer and, where applicable,
the authorised representative and the importer. The
details regarding the information to be provided to
that electronic system by the economic operators
are laid down in Section 1 of Part A of Annex VI.

Madde 30
Iktisadi isletmelerin kaydina iliskin elektronik
sistem

1. Komisyon, MDCG’ye danistiktan sonra, 31(2)
maddesinde atifta bulunulan miinferit kayit
numarasint olusturmak ve imalat¢iyr ve varsa
yetkili temsilciyi ve ithalat¢iyr tanimlamak igin
gerekli ve uygun bilgileri derlemek ve islemek
i¢in bir elektronik sistem kurar ve yonetir. iktisadi
isletmeler tarafindan bu elektronik sisteme
girilecek olan bilgilere iligskin ayrintilar VI. Ekin
A Kisiminin 1. Kesiminde belirtilmistir.

2. Member States may maintain or introduce
national provisions on registration of distributors

2. Uye devletler, kendi sinirlar1 igerisinde
bulundurulmus olan cihazlarin dagiticilarinin
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of devices which have been made available on | kaydina iliskin ulusal hiikimleri muhafaza
their territory. edebilir veya yeni hiikkiimler getirebilir.
3. Within two weeks of placing a device, otherthan | 3. Ithalatcilar; 1smarlama iiretilen cihazlar

a custom-made device, on the market, importers
shall verify that the manufacturer or authorised
representative has provided to the electronic
system the information referred to in paragraph 1.
Where applicable, importers shall inform the
relevant authorised representative or manufacturer
if the information referred to in paragraph 1 is not
included or is incorrect. Importers shall add their
details to the relevant entry/entries.

haricindeki bir cihazin piyasaya arzindan itibaren
iki hafta icerisinde, imalat¢1 ya da yetkili
temsilcinin birinci paragrafta atifta bulunulan
bilgileri elektronik sisteme girdigini dogrular.
Uygulanabildigi hallerde; ithalatcilar, eger 1.
paragrafta atifta bulunulan bilgiler dabhil
edilmemisse veya yanligsa, ilgili yetkili otoriteyi
ya da imalatciyr bilgilendirir. Ithalatcilar, ilgili
giris/girislere kendi detaylarini ekler.

Article 31
Registration of manufacturers, authorised
representatives and importers

1. Before placing a device, other than a custom-
made device, on the market, manufacturers,
authorised representatives and importers shall, in
order to register, submit to the electronic system
referred to in Article 30 the information referred to
in Section 1 of Part A of Annex VI, provided that
they have not already registered in accordance
with this Article. In cases where the conformity
assessment procedure requires the involvement of
a notified body pursuant to Article 52, the
information referred to in Section 1 of Part A of
Annex VI shall be provided to that electronic
system before applying to the notified body.

Madde 31
Imalatcilarin, yetkili temsilcilerin ve
ithalat¢ilarin kaydi

1. Ismarlama iiretilen cihazlar haricindeki bir
cihaz1 piyasaya arz etmeden oOnce, bu madde
uyarinca  halihazirda  kayithh ~ olmamalari
durumunda imalat¢ilar, yetkili temsilciler ve
ithalat¢ilar kayit olmak amaciyla VI. Ekin A
Kisiminin 1. Kesiminde atifta bulunulan bilgileri
30. maddede atifta bulunulan elektronik sisteme
girer. Uygunluk degerlendirme prosediiriiniin 52.
madde uyarinca bir onaylanmis kurulusun dahil
olmasini gerektirdigi durumlarda, VI. Ekin A
Kisiminin 1. Kesiminde atifta bulunulan bilgiler;
onaylanmis kurulusa basvurmadan once bu
elektronik sisteme girilir.

2. After having verified the data entered pursuant
to paragraph 1, the competent authority shall
obtain a single registration number (‘SRN’) from
the electronic system referred to in Article 30 and
issue it to the manufacturer, the authorised
representative or the importer.

2. Yetkili otorite, birinci paragraf uyarinca girilen
verileri dogruladiktan sonra, 30. maddede atifta
bulunulan elektronik sistemden bir miinferit kayit
numarast (‘MKN”) olusturur ve bunu imalatgiya,
yetkili temsilciye veya ithalatgiya verir.

3. The manufacturer shall use the SRN when
applying to a notified body for conformity
assessment and for accessing Eudamed in order to
fulfil its obligations under Article 29.

3. Imalatgi, MKN’yi, uygunluk degerlendirmesi
icin bir onaylanmis kurulusa basvururken ve 29.
madde kapsamindaki yiikiimliiliiklerini yerine
getirmek lizere Eudamed’e erigirken kullanir.

4. Within one week of any change occurring in
relation to the information referred to in paragraph
1 of this Article, the economic operator shall
update the data in the electronic system referred to
in Article 30.

4. Tktisadi isletme; bu maddenin Dbirinci
paragrafinda atifta bulunulan bilgilere iligkin
herhangi bir degisikligin meydana gelmesinden
itibaren bir hafta igerisinde 30. maddede atifta
bulunulan  elektronik  sistemdeki  verileri
giinceller.

5. Not later than one year after submission of the
information in accordance with paragraph 1, and
every second vyear thereafter, the economic
operator shall confirm the accuracy of the data. In
the event of a failure to do so within six months of
those deadlines, any Member State may take
appropriate corrective measures within its territory
until that economic operator complies with that
obligation.

5. Iktisadi isletme; birinci paragraf uyarinca
bilgilerin sunumundan sonra bir yili gegmeyecek
siirede ve bundan sonraki her ikinci yilda verilerin
dogrulugunu teyit eder. S0z konusu bitis
siirelerinden itibaren alti ay icerisinde bunun
gerceklestirilmemesi durumunda, her liye devlet
iktisadi isletme bu yiikiimlilige uyana kadar
kendi sinir1 igerisinde uygun diizeltici tedbirler
alabilir.
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6. Without prejudice to the economic operator's
responsibility for the data, the competent authority
shall verify the confirmed data referred to in
Section 1 of Part A of Annex VI.

6. Iktisadi  isletmelerin  verilere iliskin
sorumluluklarina halel getirmeksizin, yetkili
otorite; VI. Ekin A Kisiminin 1. Kesiminde atifta
bulunulan teyit edilmis verileri dogrular.

7. The data entered pursuant to paragraph 1 of this
Article in the electronic system referred to in
Avrticle 30 shall be accessible to the public.

7. 30. maddede atifta bulunulan elektronik sisteme
bu maddenin 1. paragrafi uyarinca girilen veriler
kamuya acik olur.

8. The competent authority may use the data to
charge the manufacturer, the authorised
representative or the importer a fee pursuant to
Article 111.

8. Yetkili otorite, imalatgidan, yetkili temsilciden
veya ithalat¢idan 111. madde uyarinca iicret talep
etmek i¢in s6z konusu verileri kullanabilir.

Article 32
Summary of safety and clinical performance

1. For implantable devices and for class Il
devices, other than custom-made or investigational
devices, the manufacturer shall draw up a
summary of safety and clinical performance.

The summary of safety and clinical performance
shall be written in a way that is clear to the
intended user and, if relevant, to the patient and
shall be made available to the public via Eudamed.
The draft of the summary of safety and clinical
performance shall be part of the documentation to
be submitted to the notified body involved in the
conformity assessment pursuant to Article 52 and
shall be validated by that body. After its
validation, the notified body shall upload the
summary to Eudamed. The manufacturer shall
mention on the label or instructions for use where
the summary is available.

Madde 32
Giivenlilik ve klinik performans ozeti
1. Ismarlama {iretilen veya arastirma amaglh
cihazlar hari¢ olmak iizere; implante edilebilir
cihazlar ve smif III cihazlar icin imalatci, bir
giivenlilik ve klinik performans 6zeti hazirlar.
Giivenlilik ve klinik performans 6zeti, hedeflenen
kullanic1 ve ilgiliyse hasta i¢in anlasilir bir sekilde
yazilir ve Eudamed yoluyla kamuya agik olur.

Giivenlilik ve klinik performans 6zetinin taslagi,
52.madde uyarinca uygunluk degerlendirmesine
dahil olan onaylanmis kurulusa sunulacak
dokiimantasyonun bir boliimiidiir ve bu kurulus
tarafindan gecerli kilinir. Onaylanmis kurulus,
O0zeti gecerli kilmasindan sonra Eudamed’e
yiikler. imalatc1, 6zetin bulundugu yeri etiket veya
kullanim kilavuzu iizerinde belirtir.

2. The summary of safety and clinical performance
shall include at least the following aspects:

(a) the identification of the device and the
manufacturer, including the Basic UDI-DI and, if
already issued, the SRN;

(b) the intended purpose of the device and any
indications,  contraindications  and  target
populations;

(c) a description of the device, including a
reference to previous generation(s) or variants if
such exist, and a description of the differences, as
well as, where relevant, a description of any
accessories, other devices and products, which are
intended to be used in combination with the
device;

(d) possible diagnostic or therapeutic alternatives;
(e) reference to any harmonised standards and CS
applied,;

() the summary of clinical evaluation as referred
to in Annex XIV, and relevant information on
post-market clinical follow-up;

(9) suggested profile and training for users;

2. Givenlilik ve klinik performans 6zeti asgari
olarak asagidaki hususlari igerir:

(a) Temel UDI-DI ve hélihazirda verildiyse MKN
dahil olmak iizere cihaz1 ve imalat¢iy1 tanimlayici
bilgileri,

(b) cihazin kullanim amacini, endikasyonlari,
kontrendikasyonlar1 ve hedef popiilasyonlari,

(c) eger mevcutsa Onceki nesline/nesillerine veya
varyantlarina atif dahil olmak {izere cihazin,
farkliliklarimin - ve ilgiliyse, cihazla birlikte
kullanilmast amaclanan aksesuarlarin,  diger
cihazlarin ve tiriinlerin agiklamasini;

(d) olas1 tan1 veya tedavi alternatiflerini;

(e) uygulanan uyumlagtirilmis standartlara ve
ortak spesifikasyonlara atfi;

(f) XIV. ekte atifta bulunuldugu sekilde klinik
degerlendirme Ozetini ve piyasaya arz sonrasi
klinik takip hakkinda ilgili bilgileri;

(g) Onerilen kullanici1 profilini ve egitimlerini;
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(h) information on any residual risks and any
undesirable effects, warnings and precautions.

(h) artik riskler ile istenmeyen etkiler hakkinda
bilgileri, uyarilar1 ve 6nlemleri.

3. The Commission may, by means of
implementing acts, set out the form and the
presentation of the data elements to be included in
the summary of safety and clinical performance.
Those implementing acts shall be adopted in
accordance with the advisory procedure referred to
in Article 114(2).

3. Komisyon, uygulama tasarruflar1 vasitasiyla,
gilivenlilik ve klinik performans 6zeti igerisinde
yer alacak veri dgelerinin bigimini ve sunumunu
belirleyebilir. Bu uygulama tasarruflari, 114(2)
maddesinde atifta bulunulan danigsma prosediirii
uyarinca kabul edilir.

Article 33

European database on medical devices
1. The Commission, after consulting the MDCG,
shall set up, maintain and manage the European
database on medical devices (‘Eudamed’) for the
following purposes:
(a) to enable the public to be adequately informed
about devices placed on the market, the
corresponding certificates issued by notified
bodies and about the relevant economic operators;
(b) to enable unique identification of devices
within the internal market and to facilitate their
traceability;
(c) to enable the public to be adequately informed
about clinical investigations and to enable
sponsors of clinical investigations to comply with
obligations under Articles 62 to 80, Article 82, and
any acts adopted pursuant to Article 81;

(d) to enable manufacturers to comply with the
information obligations laid down in Articles 87 to
90 or in any acts adopted pursuant to Article 91;

(e) to enable the competent authorities of the
Member States and the Commission to carry out
their tasks relating to this Regulation on a well-
informed basis and to enhance the cooperation
between them.

Madde 33

Tibbi cihazlara iligkin Avrupa veri tabani
1. Komisyon, MDCG’ye danistiktan sonra,
asagidaki amaclar dogrultusunda tibbi cihazlara
iliskin Avrupa veri tabanini (Eudamed) kurar,
siirdiiriir ve yonetir:
(a) piyasaya arz edilen cihazlar, onaylanmis
kuruluslar tarafindan diizenlenen ilgili sertifikalar
ve ilgili iktisadi isletmeler hakkinda kamunun
yeterince bilgilendirilmesine imkan saglamak,
(b) 1i¢ piyasa igerisinde cihazlarin tekil
tanimlanmasina imkan saglamak ve onlarin
izlenebilirligini kolaylastirmak,
(c) kamunun, klinik arastirmalar
yeterince bilgilendirilmesine ve Klinik
arastirmalarin  destekleyicilerinin 62 ila 80.
maddeler, 82.madde ve 81. madde uyarinca kabul
edilen tasarruflar kapsamindaki yiikiimliiliiklere
uymalarina imkén saglamak,
(d) imalat¢ilarin 87 ila 90. maddelerde veya 91.
madde wuyarinca kabul edilen tasarruflarda
belirtilen bilgi yiikiimliililklerine uymalarina
imkan saglamak;
(e) tye devletlerin yetkili otoritelerinin ve
Komisyonun bu Tiiziikle ilgili gorevlerini iyi
bilgilendirilmis bir temelde yiiriitmelerine imkan
saglamak ve aralarindaki igbirligini giiglendirmek.

hakkinda

2. Eudamed shall include the following electronic
systems:

(a) the electronic system for registration of
devices referred to in Article 29(4);

(b) the UDI-database referred to in Article 28;

(c) the electronic system on registration of
economic operators referred to in Article 30;

(d) the electronic system on notified bodies and
on certificates referred to in Article 57,

(e) the electronic system on clinical investigations
referred to in Article 73;

(f) the electronic system on vigilance and post-
market surveillance referred to in Article 92;

2. Eudamed, asagidaki elektronik sistemleri igerir:

(a) 29(4) maddesinde atifta bulunulan, cihazlarin
kayitlarina iligkin elektronik sistem;

(b) 28. maddede atifta bulunulan UDI veri tabani;
(c) 30. maddede atifta bulunulan, iktisadi
islemelerin kaydina iligkin elektronik sistem;

(d) 57. maddede atifta bulunulan, onaylanmis
kuruluslara ve sertifikalara iliskin elektronik
sistem;

(e) 73. maddede atifta bulunulan,
arastirmalara iliskin elektronik sistem;
() 92. maddede atifta bulunulan, vijilans ve
piyasaya arz sonrasi gozetime iliskin elektronik
sistem;

klinik
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(g) the electronic system on market surveillance
referred to in Article 100.

() 100. maddede atifta bulunulan, piyasa
gozetimi ve denetimine iligkin elektronik sistem.

3. When designing Eudamed the Commission shall
give due consideration to compatibility with
national databases and national web-interfaces to
allow for import and export of data.

3. Komisyon, Eudamed’i tasarlarken, verilerin
alinmasina ve disar1 aktarilmasina olanak
saglamak i¢in, ulusal veri tabanlar1 ve ulusal web-
ara ylizleri ile uyumluluga gereken 6nemi verir.

4. The data shall be entered into Eudamed by the
Member States, notified bodies, economic
operators and sponsors as specified in the
provisions on the electronic systems referred to in
paragraph 2. The Commission shall provide for
technical and administrative support to users of
Eudamed.

4. Veriler, liye devletler, onaylanmis kuruluslar,
iktisadi isletmeler ve destekleyiciler tarafindan 2.
paragrafta atifta bulunulan elektronik sistemlerle
ilgili hiikiimlerde belirtildigi sekilde Eudamed’e
girilir. Komisyon, Eudamed kullanicilarina teknik
ve idari destek saglar.

5. All the information collated and processed by
Eudamed shall be accessible to the Member States
and to the Commission. The information shall be
accessible to notified bodies, economic operators,
sponsors and the public to the extent specified in
the provisions on the electronic systems referred to
in paragraph 2.

The Commission shall ensure that public parts of
Eudamed are presented in a user-friendly and
easily-searchable format.

5. Eudamed tarafindan derlenen ve islenen tiim
bilgiler, {iye devletler ve Komisyon igin
erisilebilir olur. Bilgiler, onaylanmis kuruluslar,
iktisadi isletmeler, destekleyiciler ve kamu i¢in 2.
paragrafta atifta bulunulan elektronik sistemler

hakkindaki  hiikiimlerde  belirtilen  Glgilide
erisilebilir olur.
Komisyon, Eudamed’in kamuya acik

boliimlerinin kullanict dostu ve kolaylikla arama
yapilabilir bir bi¢imde sunulmasin1 saglar.

6. Eudamed shall contain personal data only
insofar as necessary for the electronic systems
referred to in paragraph 2 of this Article to collate
and process information in accordance with this
Regulation. Personal data shall be kept in a form
which permits identification of data subjects for
periods no longer than those referred to in Article
10(8).

6. Eudamed, bu Tiiziik uyarinca bilgileri derlemek
ve islemek iizere sadece bu maddenin ikinci
paragrafinda atifta bulunulan elektronik sistemler
i¢in gerektigi Olgiide kisisel veri igerir. Kisisel
veriler, veri sahiplerinin tanimlanmasina izin
veren bir formda, 10 (8) maddesinde atifta
bulunulan siireleri asmayacak sekilde tutulur.

7. The Commission and the Member States shall
ensure that data subjects may effectively exercise
their rights to information, of access, to
rectification and to object in accordance with
Regulation (EC) No 45/2001 and Directive
95/46/EC, respectively. They shall also ensure that
data subjects may effectively exercise the right of
access to data relating to them, and the right to
have inaccurate or incomplete data corrected and
erased. Within their respective responsibilities, the
Commission and the Member States shall ensure
that inaccurate and unlawfully processed data are
deleted, in accordance with the applicable
legislation. Corrections and deletions shall be
carried out as soon as possible, but no later than 60
days after a request is made by a data subject.

7. Komisyon ve iiye devletler, sirasiyla (AT)
45/2001 sayili Tiiziik ve 95/46/AT sayili Direktif
uyarinca veri sahiplerinin bilgiye erisim, diizeltme
ve itiraz haklarini etkili sekilde kullanabilmelerini
saglarlar. Komisyon ve 1lye devletler ayni
zamanda veri sahiplerinin kendileriyle ilgili
verilere erisim hakkint ve yanlis veya eksik
verilerin diizeltilmesini ve silinmesini saglama
hakkin etkili sekilde kullanabilmelerini saglarlar.
Komisyon ve iiye devletler, kendi sorumluluklari
dahilinde, dogru olmayan ve yasalara aykir
sekilde islenen verilerin uygulanabilir mevzuat
uyarinca silinmesini saglarlar. Bu veriler,
miimkiin olan en kisa siirede diizeltilir veya silinir;
ancak bu siire veri sahibinin talebinden sonraki 60
glini asamaz.

8. The Commission shall, by means of
implementing acts, lay down the detailed
arrangements necessary for the setting up and
maintenance of Eudamed. Those implementing
acts shall be adopted in accordance with the
examination procedure referred to in Article

8. Komisyon, uygulama tasarruflar1 vasitasiyla,
Eudamed’in kurulmasi1 ve siirdiiriilmesi igin
gerekli detayli diizenlemeleri belirler. Bu
uygulama tasarruflari, 114(3) maddesinde atifta
bulunulan inceleme usulii uyarinca kabul edilir.
Komisyon, bu uygulama tasarruflarini1 kabul
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114(3). When adopting those implementing acts,
the Commission shall ensure that, as far as
possible, the system is developed in such a way as
to avoid having to enter the same information
twice within the same module or in different
modules of the system.

ederken, sistemin ayni veya farkli modiillerine
ayni bilginin iki kez girilmesini ortadan kaldiracak
sekilde sistemin gelistirilmesini miimkiin olan en
kisa stirede saglar.

9. In relation to its responsibilities under this
Article and the processing of personal data
involved therein, the Commission shall be
considered to be the controller of Eudamed and its
electronic systems.

9. Komisyon; bu madde kapsamindaki
sorumluluklariyla ve burada yer alan Kkisisel
verilerin islenmesiyle ilgili olarak, Eudamed’in ve
onun elektronik sistemlerinin denetleyicisi olur.

Article 34

Functionality of Eudamed
1. The Commission shall, in collaboration with the
MDCG, draw up the functional specifications for
Eudamed. The Commission shall draw up a plan
for the implementation of those specifications by
26 May 2018. That plan shall seek to ensure that
Eudamed is fully functional at a date that allows
the Commission to publish the notice referred to in
paragraph 3 of this Article by 25 March 2020 and
that all other relevant deadlines laid down in
Article 123 of this Regulation and in Article 113
of Regulation (EU) 2017/746 are met.

Madde 34
Eudamed’in islevselligi

1. Komisyon, MDCG ile igbirligi icinde, Eudamed
icin islevsel Ozellikler olusturur. Komisyon, bu
Ozelliklerin 26 Mayis 2018 tarihine kadar
uygulanmasi i¢in bir plan hazirlar. Bu plan,
Komisyonun bu maddenin 3. paragrafinda atifta
bulunulan bildiriyi 25 Mart 2020 tarihine kadar
yayimlamasina imkan veren bir tarihte
Eudamed’in tamamen islevsel olmasini ve bu
Tiiziik’tin 123. maddesinde ve (AB) 2017/746
sayil1 Tiiziik’iin 113. maddesinde belirtilen ilgili
diger tiim bitis tarihlerinin karsilanmasini
saglamay1 amaglar.

2. The Commission shall, on the basis of an
independent audit report, inform the MDCG when
it has verified that Eudamed has achieved full
functionality and Eudamed meets the functional
specifications drawn up pursuant to paragraph 1.

2. Komisyon, Eudamed’in tam islevsellik
kazandigin1 ve 1. paragraf uyarinca olusturulan
islevsel ozellikleri karsiladigini dogruladiginda,
bagimsiz bir denetim raporuna dayanarak
MDCG’yi bilgilendirir.

3. The Commission shall, after consultation with
the MDCG and when it is satisfied that the
conditions referred to in paragraph 2 have been
fulfilled, publish a notice to that effect in the
Official Journal of the European Union.

3. Komisyon, MDCG’ye danistiktan sonra ve 2.
paragrafta atifta bulunulan sartlarin yerine
getirilmis olduguna kanaat getirdiginde, Avrupa
Birligi Resmi Gazetesi’nde bu hususta bir bildiri
yayimlar.

CHAPTER IV
NOTIFIED BODIES
Article 35
Authorities responsible for notified bodies
1. Any Member State that intends to designate a
conformity assessment body as a notified body, or
has designated a notified body, to carry out
conformity assessment activities under this
Regulation shall appoint an authority (‘authority
responsible for notified bodies’), which may
consist of separate constituent entities under
national law and shall be responsible for setting up
and carrying out the necessary procedures for the

assessment, designation and notification of
conformity assessment bodies and for the
monitoring of notified bodies, including

subcontractors and subsidiaries of those bodies.

DORDUNCU BOLUM
Onaylanmis Kuruluslar
Madde 35
Onaylanmis kuruluslardan sorumlu otoriteler

1. Bu Tiiziik kapsaminda uygunluk degerlendirme
faaliyetlerini yiirlitmek {izere bir uygunluk
degerlendirme kurulusunu onaylanmis kurulus
olarak atamayi planlayan veya bir onaylanmig
kurulus atamis olan her bir {iye devlet; ulusal

mevzuatt altinda ayr1 kurucu kuruluslardan
olusabilen ve uygunluk degerlendirme
kuruluslarinin  degerlendirilmesi, atanmasi ve
bildirimi icin gerekli prosediirlerin

belirlenmesinden ve yiiriitilmesinden ve alt
yiiklenicileri ve bagli kuruluslart dahil olmak
iizere onaylanmis kuruluslarin izlenmesinden
sorumlu  olan bir otoriteyi  (‘onaylanmis
kuruluslardan sorumlu ulusal otorite’) belirler.
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2. The authority responsible for notified bodies
shall be established, organised and operated so as
to safeguard the objectivity and impartiality of its
activities and to avoid any conflicts of interests
with conformity assessment bodies.

2. Onaylanmis kuruluslardan sorumlu otorite,
faaliyetlerinin  nesnelligini  ve tarafsizligimi
koruyacak sekilde ve uygunluk degerlendirme
kuruluslariyla ¢ikar catismalarini  Onleyecek
sekilde kurulur, organize edilir ve isletilir.

3. The authority responsible for notified bodies
shall be organised in a manner such that each
decision relating to designation or notification is
taken by personnel different from those who
carried out the assessment.

3. Onaylanmis kuruluslardan sorumlu otorite;
atamayla veya bildirimle ilgili her kararin,
degerlendirmeyi yiiriitenlerden farkli personel
tarafindan alinacagi sekilde organize edilir.

4. The authority responsible for notified bodies
shall not perform any activities that notified bodies
perform on a commercial or competitive basis.

4. Onaylanmis kuruluslardan sorumlu otorite,
onaylanmis kuruluslarin ticari ya da rekabetci bir
temelde gerceklestirdigi higbir faaliyeti yiiriitmez.

5. The authority responsible for notified bodies
shall safeguard the confidential aspects of the
information it obtains. However, it shall exchange
information on notified bodies with other Member
States, the Commission and, when required, with
other regulatory authorities.

5. Onaylanmis kuruluslardan sorumlu otorite, elde
ettigi bilgilerin gizlilik igeren ydnlerini Kkorur.
Ancak, diger iliye devletlerle, Komisyonla ve
gerektiginde  diger diizenleyici  otoritelerle,
onaylanmis kuruluslara iliskin bilgi alisverisinde
bulunur.

6. The authority responsible for notified bodies
shall have a sufficient number of competent
personnel permanently available for the proper
performance of its tasks.

Where the authority responsible for notified
bodies is a different authority from the national
competent authority for medical devices, it shall
ensure that the national authority responsible for
medical devices is consulted on relevant matters.

6. Onaylanmig kuruluslardan sorumlu otorite,
gorevlerinin uygun sekilde yerine getirilmesi i¢in
yeterli sayida yetkin personeli daimi olarak
bulundurur.

Onaylanmis kuruluslardan sorumlu otoritenin,
tibbi cihazlarla ilgili ulusal yetkili otoriteden farkl
bir otorite olmas1 durumunda, ilgili konularda tibbi
cihazlardan sorumlu ulusal otoriteye danisilmasi
saglanir.

7. Member States shall make publicly available
general information on their measures governing
the assessment, designation and notification of
conformity assessment bodies and for the
monitoring of notified bodies, and on changes
which have a significant impact on such tasks.

7. Uye devletler, uygunluk degerlendirme
kuruluslarinin  degerlendirilmesi, atanmasi ve
bildirimi ile onaylanmis kuruluslarin izlenmesini
yoneten tedbirlerine ve bu gibi gorevler iizerinde
onemli bir etkiye sahip olan degisikliklere iliskin
genel bilgileri kamuya acik hale getirir.

8. The authority responsible for notified bodies
shall participate in the peer-review activities
provided for in Article 48.

8. Onaylanmis kuruluslardan sorumlu otorite, 48.
maddede belirtilen hakem denetimli faaliyetlere
katilir.

Article 36
Requirements relating to notified bodies

1. Notified bodies shall fulfil the tasks for which
they are designated in accordance with this
Regulation. They shall satisfy the organisational
and general requirements and the quality
management, resource and process requirements
that are necessary to fulfil those tasks. In
particular, notified bodies shall comply with
Annex VII.

In order to meet the requirements referred to in the
first subparagraph, notified bodies shall have
permanent availability of sufficient
administrative, technical and scientific personnel
in accordance with Section 3.1.1 of Annex VII and
personnel with relevant clinical expertise in

Madde 36

Onaylanmis kuruluslara iliskin gereklilikler
1. Onaylanmis kuruluslar, bu Tiiziik uyarinca
atandiklar1 gorevleri yerine getirir. Onaylanmis
kuruluslar, bu gorevleri yerine getirmek icin
gereken, kurumsal ve genel gereklilikler ile kalite
yonetimi, kaynak ve siire¢ gerekliliklerini karsilar.
Onaylanmis kuruluslar, 6zellikle VII. Eke uyar.

Onaylanmis kuruluslar, birinci alt paragrafta atifta
bulunulan gereklilikleri karsilamak amaciyla,
miimkiin oldugu hallerde onaylanmis kurulusun
kendisi tarafindan istihdam edilen, VII. Ekin 3.1.1.
Kesimi uyarinca idari, teknik ve bilimsel personeli
ve VII. Ekin 3.2.4. Kesimi uyarinca ilgili klinik
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accordance with Section 3.2.4 of Annex VII,
where possible employed by the notified body
itself.

The personnel referred to in Sections 3.2.3 and
3.2.7 of Annex VII shall be employed by the
notified body itself and shall not be external
experts or subcontractors.

uzmanliga sahip personeli daimi olarak yeterli
sayida biinyesinde bulundurur.

VII. Ekin 3.2.3. ve 3.2.7. Kesimlerinde atifta
bulunulan personel, onaylanmis kurulusun kendisi
tarafindan istihdam edilir ve dis uzmanlar ya da alt
yiikleniciler olamaz.

2. Notified bodies shall make available and submit
upon request all relevant documentation, including
the manufacturer's documentation, to the authority
responsible for notified bodies to allow it to
conduct its assessment, designation, notification,
monitoring and surveillance activities and to
facilitate the assessment outlined in this Chapter.

2. Onaylanmisg kuruluslar, imalat¢inin
dokiimantasyonu dahil olmak iizere ilgili biitiin
dokiimantasyonu bulundurur ve onaylanmis
kuruluslardan sorumlu otoritenin degerlendirme,
atama, bildirim, izleme ile gézetim ve denetim
faaliyetlerini  ylriitmesine ve bu Bdlimde
Ozetlenen degerlendirmeyi  kolaylastirmasina
imkan saglamak i¢in talebi lizerine otoriteye sunar.

3. In order to ensure the uniform application of the
requirements set out in  Annex VII, the
Commission may adopt implementing acts, to the
extent necessary to resolve issues of divergent
interpretation and of practical application. Those
implementing acts shall be adopted in accordance
with the examination procedure referred to in
Article 114(3).

3. Komisyon, VII. Ekte belirtilen gerekliliklerin
yeknesak uygulanmasin1 saglamak amaciyla,
farkli yorumlama ve pratik uygulama sorunlarini
¢ozmek ig¢in gerekli oldugu Olclide, uygulama
tasarruflar1  kabul edebilir. Bu uygulama
tasarruflar1 114(3) maddesinde atifta bulunulan
inceleme usulii uyarinca kabul edilir.

Article 37
Subsidiaries and subcontracting

1. Where a notified body subcontracts specific
tasks connected with conformity assessment or has
recourse to a subsidiary for specific tasks
connected with conformity assessment, it shall
verify that the subcontractor or the subsidiary
meets the applicable requirements set out in Annex
VII and shall inform the authority responsible for
notified bodies accordingly.

Madde 37
Bagl kuruluslar ve alt yiiklenicilik
1. Bir onaylanmis  kurulus, uygunluk
degerlendirmeyle baglantili belirli gorevlerini
altytikleniciye vermesi veya uygunluk
degerlendirmeyle baglantili belirli gorevleri icin
bir baglh kurulus kullanmasi durumunda,

altyiiklenicinin veya baglhi kurulusun VII. Ekte
belirtilen uygulanabilir gereklilikleri kargiladigini
dogrular ve bu dogrultuda onaylanmis
kuruluglardan sorumlu otoriteyi bilgilendirir.

2. Notified bodies shall take full responsibility for
the tasks performed on their behalf by
subcontractors or subsidiaries.

2. Onaylanmis kuruluslar; altyiikleniciler veya
baglt kuruluslar tarafindan kendileri adina
gerceklestirilen gorevlerin tiim sorumlulugunu
alir.

3. Notified bodies shall make publicly available a
list of their subsidiaries.

3. Onaylanmis kuruluslar, bagli kuruluslarinin bir
listesini kamuya agik hale getirir.

4. Conformity assessment activities may be
subcontracted or carried out by a subsidiary
provided that the legal or natural person that
applied for conformity assessment has been
informed accordingly.

4. Uygunluk degerlendirme faaliyetleri, uygunluk
degerlendirme bagvurusu yapmis olan tiizel veya
gergek kisinin bu dogrultuda bilgilendirilmis
olmasi sartiyla, altylikleniciye verilebilir ya da bir
bagl kurulus tarafindan yiiriitiilebilir.

5. Notified bodies shall keep at the disposal of the
authority responsible for notified bodies all
relevant documents concerning the verification of
the qualifications of the subcontractor or the
subsidiary and the work carried out by them under
this Regulation.

5. Onaylanmis kuruluslar, altytliklenicinin veya
bagli kurulusun yeterliliklerinin dogrulanmasi ile
bu Tiizlik kapsaminda onlar tarafindan yiiriitiilen
islere yonelik ilgili tim dokiimanlar1 onaylanmis
kuruluslardan sorumlu ulusal yetkili otoritenin
kullanimina sunmak iizere muhafaza eder.

Article 38

Madde 38
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Application by conformity assessment bodies for
designation

1. Conformity assessment bodies shall submit an

application for designation to the authority

responsible for notified bodies.

Atanma icin uygunluk degerlendirme
kuruluglarinin yaptig1 basvuru
1. Uygunluk degerlendirme kuruluslari, atanmak
i¢in, onaylanmis kuruluslardan sorumlu otoriteye
bir bagvuru yapar.

2. The application shall specify the conformity
assessment activities as defined in this Regulation,
and the types of devices for which the body is
applying to be designated, and shall be supported
by documentation demonstrating compliance with
Annex VII.

In respect of the organisational and general
requirements and the quality management
requirements set out in Sections 1 and 2 of Annex
VII, a valid accreditation certificate and the
corresponding evaluation report delivered by a
national accreditation body in accordance with
Regulation (EC) No 765/2008 may be submitted
and shall be taken into consideration during the
assessment described in Article 39. However, the
applicant shall make available all the
documentation referred to in the first subparagraph

2. Basvuru, bu Tiiziik’te tanimlandigi sekilde
uygunluk  degerlendirme  faaliyetlerini  ve
kurulusun atanmak i¢in bagvurdugu cihaz tiplerini
belirtir ve VII. Eke wuygunlugu gosteren
dokiimantasyonla desteklenir.

VII. ekin 1. ve 2. Kesimlerinde belirtilen kurumsal
ve genel gereklilikler ile kalite yonetim
gereklilikleri konusunda, gecgerli bir akreditasyon
sertifikasi ve (AT) 765/2008 sayil1 Tiiziik uyarinca
ulusal bir akreditasyon kurulusu tarafindan verilen
ilgili degerlendirme raporu sunulabilir ve bu

dokiimanlar 39. maddede tanimlanan
degerlendirme sliresince g0z ontinde
bulundurulur. Ancak, basvuru sahibi, talep

lizerine, birinci alt paragrafta atifta bulunulan
biitlin  dokiimantasyonu  bu  gerekliliklere

to demonstrate compliance  with  those | uygunlugu gostermek i¢in hazir bulundurur.
requirements upon request.
3. The notified body shall update the | 3. Onaylanmis kurulus, VII. Ekte belirtilen tim

documentation referred to in paragraph 2
whenever relevant changes occur, in order to
enable the authority responsible for notified bodies
to monitor and verify continuous compliance with
all the requirements set out in Annex VII.

gerekliliklere uygunlugunun siirekliliginin
onaylanmis  kuruluslardan sorumlu otorite
tarafindan  izlenmesini ve  dogrulanmasim

miimkiin kilmak i¢in, 2. paragrafta atifta bulunulan
dokiimantasyonu ilgili degisiklikler her meydana
geldiginde giinceller.

Article 39
Assessment of the application

1. The authority responsible for notified bodies
shall within 30 days check that the application
referred to in Article 38 is complete and shall
request the applicant to provide any missing
information. Once the application is complete that
authority shall send it to the Commission.

The authority responsible for notified bodies shall
review the application and  supporting
documentation in accordance with its own
procedures and shall draw up a preliminary
assessment report.

Madde 39
Basvurunun degerlendirilmesi

1. Onaylanmis kuruluslardan sorumlu otorite, 38.
maddede atifta bulunulan basvurunun eksiksiz
oldugunu 30 giin icerisinde kontrol eder ve
bagvuru sahibinden eksik bilgileri temin etmesini
talep eder. Bagvuru tamamlandiktan sonra, otorite
basvuruyu Komisyona gonderir.
Onaylanmis  kuruluslardan sorumlu otorite,
basvuruyu ve destekleyici dokiimantasyonu kendi
prosediirlerine uygun olarak inceler ve bir 6n
degerlendirme raporu hazirlar.

2. The authority responsible for notified bodies
shall submit the preliminary assessment report to
the Commission which shall immediately transmit
it to the MDCG.

2. Onaylanmis kuruluslardan sorumlu otorite,
Komisyona 6n degerlendirme raporunu sunar;
Komisyon bu raporu MDCG’ye ivedilikle iletir.

3. Within 14 days of the submission referred to in
paragraph 2 of this Article, the Commission, in
conjunction with the MDCG, shall appoint a joint
assessment team made up of three experts, unless
the specific circumstances require a different

3. Komisyon, MDCG ile birlikte, bu maddenin 2.
paragrafinda atifta bulunulan raporun
sunulmasindan itibaren 14 giin igerisinde, Gzel
durumlar farkli sayida uzman gerektirmedigi
siirece, 40(2) maddesinde atifta bulunulan listeden
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number of experts, chosen from the list referred to
in Article 40(2). One of the experts shall be a
representative of the Commission who shall
coordinate the activities of the joint assessment
team. The other two experts shall come from
Member States other than the one in which the
applicant conformity assessment body is
established.

The joint assessment team shall be comprised of
experts who are competent to assess the
conformity assessment activities and the types of
devices which are the subject of the application or,
in particular when the assessment procedure is
initiated in accordance with Article 47(3), to
ensure that the specific concern can be
appropriately assessed.

secilen lic uzmandan olusan bir ortak
degerlendirme ekibi atar. Uzmanlardan biri,
Komisyonun  bir  temsilcisi  olup;  ortak
degerlendirme ekibinin faaliyetlerini koordine
eder. Diger iki uzman, basvuru sahibi uygunluk
degerlendirme kurulusunun yerlesik oldugu iiye
devlet haricindeki iiye devletlerden katilir.

Ortak degerlendirme ekibi, uygunluk
degerlendirme faaliyetlerini ve basvuruya konu
olan cihaz tiplerini degerlendirmede veya
Ozellikle, bu degerlendirme prosediiriiniin 47(3)
maddesi uyarinca baslatildigt durumda, soz
konusu endisenin uygun bir sekilde
degerlendirilmesini saglamada yetkin
uzmanlardan olusur.

4. Within 90 days of its appointment, the joint
assessment team shall review the documentation
submitted with the application in accordance with
Article 38. The joint assessment team may provide
feedback to, or require clarification from, the
authority responsible for notified bodies on the
application and on the planned on-site assessment.

The authority responsible for notified bodies
together with the joint assessment team shall plan
and conduct an on-site assessment of the applicant
conformity assessment body and, where relevant,
of any subsidiary or subcontractor, located inside
or outside the Union, to be involved in the
conformity assessment process.

The on-site assessment of the applicant body shall
be led by the authority responsible for notified
bodies.

4. Ortak degerlendirme ekibi, atanmasindan
itibaren 90 giin icerisinde, 38. madde uyarinca
bagvuruyla birlikte sunulan dokiimantasyonu
inceler. Ortak degerlendirme ekibi, bagvuru
hakkinda ve planlanmis yerinde degerlendirme
hakkinda onaylanmis kuruluslardan sorumlu
otoriteye geri bildirim saglayabilir ya da ondan
aciklama talep edebilir.

Onaylanmis kuruluslardan sorumlu otorite ortak
degerlendirme ekibiyle birlikte, basvuru sahibi
uygunluk degerlendirme kurulusunun, ve ilgili
oldugu hallerde, uygunluk degerlendirme siirecine
dahil olan, Birlik i¢inde veya disinda yerlesik her
baglh kurulusun ya da alt-yiiklenicinin, yerinde
degerlendirmesini planlar ve yiiriitiir.

Basvuru sahibi kurulusun yerinde
degerlendirmesine, onaylanmis kuruluslardan
sorumlu otorite tarafindan liderlik edilir.

5. Findings regarding non-compliance of an
applicant conformity assessment body with the
requirements set out in Annex VII shall be raised
during the assessment process and discussed
between the authority responsible for notified
bodies and the joint assessment team with a view
to reaching consensus and resolving any diverging
opinions, with respect to the assessment of the
application.

At the end of the on-site assessment, the authority
responsible for notified bodies shall list for the
applicant conformity assessment body the non-
compliances resulting from the assessment and
summarise the assessment by the joint assessment
team.

Within a specified timeframe, the applicant
conformity assessment body shall submit to the
national authority a corrective and preventive
action plan to address the non-compliances.

5. Bagvuru sahibi uygunluk degerlendirme
kurulusunun VII. Ekte belirtilen gerekliliklere
uymadigma  iliskin  bulgular,  basvurunun
degerlendirilmesiyle ilgili fikir birligi saglamak ve
gorus ayriliklarim cozmek amacuyla,
degerlendirme siireci boyunca ele almir ve
onaylanmis kuruluslardan sorumlu otorite ile ortak
degerlendirme ekibi arasinda tartigilir.

Yerinde degerlendirmenin sonunda, onaylanmis
kuruluslardan sorumlu otorite, degerlendirme
sonucu ortaya c¢ikan uygunsuzluklar1 bagvuru
sahibi uygunluk degerlendirme kurulusuna listeler
ve ortak degerlendirme ekibi tarafindan yapilan
degerlendirmeyi Ozetler.

Belirlenmis bir zaman dilimi igerisinde, bagvuru
sahibi  uygunluk  degerlendirme  kurulusu,
uygunsuzluklar1 ele almak icin bir diizeltici ve
Onleyici faaliyet planini ulusal otoriteye sunar.
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6. The joint assessment team shall document any
remaining diverging opinions with respect to the
assessment within 30 days of completion of the on-
site assessment and send them to the authority
responsible for notified bodies.

6. Ortak  degerlendirme  ekibi, yerinde
degerlendirmenin tamamlanmasindan itibaren 30
giin icerisinde degerlendirmeyle ilgili olarak kalan
goriis ayriliklarin1 dokiimante eder ve bunlari
onaylanmis kuruluslardan sorumlu ulusal otoriteye
gonderir.

7. The authority responsible for notified bodies
shall following receipt of a corrective and
preventive action plan from the applicant body
assess whether non-compliances identified during
the assessment have been appropriately addressed.
This plan shall indicate the root cause of the
identified non-compliances and shall include a
timeframe for implementation of the actions
therein.

The authority responsible for notified bodies shall
having confirmed the corrective and preventive
action plan forward it and its opinion thereon to
the joint assessment team. The joint assessment
team may request of the authority responsible for
notified bodies further clarification and
modifications.

The authority responsible for notified bodies shall
draw up its final assessment report which shall
include:

— the result of the assessment,

— confirmation that the corrective and preventive
actions have been appropriately addressed and,
where required, implemented,

— any remaining diverging opinion with the joint
assessment team, and, where applicable,

— the recommended scope of designation.

7. Onaylanmig kuruluslardan sorumlu otorite,
basvuru sahibi kurulusun diizeltici ve Onleyici
faaliyet planinin alinmasini takiben,
degerlendirme sirasinda tespit edilen
uygunsuzluklarin uygun bir sekilde ele alinip
alinmadigin1 degerlendirir. Bu plan, tespit edilen
uygunsuzluklarin kdk nedenini belirtir ve bu
planda belirtilen faaliyetlerin uygulanmasi ig¢in bir
zaman dilimini igerir.

Onaylanmis kuruluslardan sorumlu otorite, teyit
ettikten sonra diizeltici ve dnleyici faaliyet planini
ve buna iliskin goriislerini ortak degerlendirme
ekibine iletir. Ortak degerlendirme ekibi,
onaylanmis kuruluslardan sorumlu otoriteden
ilave aciklama ve degisiklikler talep edebilir.

Onaylanmis  kuruluslardan  sorumlu otorite
asagidakileri iceren nihai degerlendirme raporunu
hazirlar:

- degerlendirmenin sonucunu,

- diizeltici ve oOnleyici faaliyetlerin uygun bir
sekilde ele alinmis oldugunun ve gerektiginde,
uygulanmis oldugunun teyidini,

- ortak degerlendirme ekibiyle arasindaki kalan
goris ayriliklarini ve

- uygulanabildigi hallerde tavsiye edilen atama
kapsamini.

8. The authority responsible for notified bodies
shall submit its final assessment report and, if

8. Onaylanmis kuruluslardan sorumlu otorite,
nihai degerlendirme raporunu ve varsa atama

applicable, the draft designation to the |taslagii Komisyona, MDCG’ye ve ortak
Commission, the MDCG and the joint assessment | degerlendirme ekibine sunar.

team.

9. The joint assessment team shall provide a final | 9. Ortak degerlendirme ekibi, onaylanmis
opinion regarding the assessment report prepared | kuruluslardan ~ sorumlu  otorite  tarafindan

by the authority responsible for notified bodies
and, if applicable, the draft designation within 21
days of receipt of those documents to the
Commission, which shall immediately submit that
final opinion to the MDCG. Within 42 days of
receipt of the opinion of the joint assessment team,
the MDCG shall issue a recommendation with
regard to the draft designation, which the authority
responsible for notified bodies shall duly take into
consideration for its decision on the designation of
the notified body.

hazirlanan degerlendirme raporuna ve varsa atama
taslagina iliskin nihai goriisiinii, bu dokiimanlarin
alinmasindan  itibaren 21 giin igerisinde
Komisyona saglar; Komisyon bu nihai goriisi
ivedilikle MDCG’ye gonderir. MDCG, ortak
degerlendirme ekibinin goriisiiniin alinmasindan
itibaren 42 giin igerisinde atama taslagiyla ilgili bir
tavsiye diizenler; onaylanmis kuruluslardan
sorumlu otorite onaylanmis kurulusun atanmasina
iliskin kararinda bu tavsiyeyi usuliince gz 6niinde
bulundurur.

10. The Commission may, by means of
implementing acts, adopt measures setting out the

10. Komisyon, uygulama tasarruflar1 vasitasiyla,
38. maddede atifta bulunulan atanma basvurusuna
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detailed arrangements specifying procedures and
reports for the application for designation referred
to in Article 38 and the assessment of the
application set out in this Article. Those
implementing acts shall be adopted in accordance
with the examination procedure referred to in
Article 114(3).

yonelik prosediirleri ve raporlar1 diizenleyen
detayli kurallar ile 39. madde kapsaminda
bagvurunun  degerlendirilmesini  diizenleyen
tedbirleri kabul edebilir. Bu uygulama tasarruflari,
114(3) maddesinde atifta bulunulan inceleme
usulli uyarinca kabul edilir.

Article 40
Nomination of experts for joint assessment of
applications for notification
1. The Member States and the Commission shall
nominate experts qualified in the assessment of
conformity assessment bodies in the field of
medical devices to participate in the activities
referred to in Articles 39 and 48.

Madde 40
Bildirime iliskin bagvurularin ortak
degerlendirmesi icin uzmanlarin tayini

1. Uye devletler ve Komisyon; tibbi cihazlar
alaninda uygunluk degerlendirme kuruluslarinin
degerlendirilmesinde nitelikli uzmanlari, 39. ve
48. maddelerde atifta bulunulan faaliyetlere
katilmalar1 i¢in gorevlendirir.

2. The Commission shall maintain a list of the
experts nominated pursuant to paragraph 1 of this
Article, together with information on their specific
field of competence and expertise. That list shall
be made available to Member States competent
authorities through the electronic system referred
to in Article 57.

2. Komisyon, bu maddenin 1. paragrafi uyarinca
gorevlendirilen uzmanlarin bir listesini, onlarin
spesifik yetkinlik ve uzmanlik alanlartyla ilgili
bilgilerle birlikte, muhafaza eder. Bu liste, 57.
maddede atifta bulunulan elektronik sistem
vasitasiyla liye devletlerin yetkili otoritelerinin
erisimine acik olur.

Article 41

Language requirements
All documents required pursuant to Articles 38
and 39 shall be drawn up in a language or
languages which shall be determined by the
Member State concerned.
Member States, in applying the first paragraph,
shall consider accepting and using a commonly
understood language in the medical field, for all or
part of the documentation concerned.
The Commission shall provide translations of the
documentation pursuant to Articles 38 and 39, or
parts thereof into an official Union language, such
as is necessary for that documentation to be readily
understood by the joint assessment team appointed
in accordance with Article 39(3).

Madde 41
Dil gereklilikleri
38. ve 39. maddeler uyarinca gerekli biitiin
dokiimanlar, ilgili iye devlet tarafindan belirlenen
bir dilde veya dillerde hazirlanir.

Uye devletler, birinci alt paragrafi uygularken,
ilgili dokiimantasyonun tamami veya bir kismi
i¢in, tibbi alanda yaygin olarak anlasilan bir dil
kabul etmeyi ve kullanmay1 dikkate alir.
Komisyon, 39(3) maddesi uyarinca atanan ortak
degerlendirme  ekibi  tarafindan  kolaylikla
anlasilmasi i¢in gerekli oldugu iizere 38. ve 39.
maddeler kapsamindaki dokiimantasyonun veya
boliimlerinin resmi bir Birlik dilinde ¢evirilerini
saglar.

Article 42
Designation and notification procedure
1. Member States may only designate conformity
assessment bodies for which the assessment
pursuant to Article 39 was completed and which
comply with Annex VII.

Madde 42
Atama ve bildirim prosediirii
1. Uye devletler yalnizca, 39. madde uyarinca
degerlendirilmesi tamamlanan ve VII. Eke uygun
olan uygunluk degerlendirme kuruluslarini
atayabilir.

2. Member States shall notify the Commission and
the other Member States of the conformity
assessment bodies they have designated, using the
electronic notification tool within the database of
notified bodies developed and managed by the
Commission (NANDO).

2. Uye devletler, atamis olduklar1 uygunluk
degerlendirme kuruluslarini, Komisyon (NANDO)
tarafindan gelistirilen ve ydnetilen onaylanmis
kuruluslar veri tabanindaki elektronik bildirim
aracini kullanarak, Komisyona ve diger {iye
devletlere bildirir.

3. The notification shall clearly specify, using the
codes referred to in paragraph 13 of this Article,
the scope of the designation indicating the

3. Bildirim, bu maddenin 13. paragrafinda atifta
bulunulan kodlar kullanilarak, bu Tiiziik’te
tanimlandig1 sekilde uygunluk degerlendirme
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conformity assessment activities as defined in this
Regulation and the types of devices which the
notified body is authorised to assess and, without
prejudice to Article 44, any conditions associated
with the designation.

faaliyetlerini ve onaylanmis kurulusun
degerlendirmek icin  yetkilendirildigi cihaz
tiplerini gosteren atama kapsamini ve 44. maddeye
halel getirmeksizin atamayla iliskili kosullar1
agikca belirtir.

4. The notification shall be accompanied by the
final assessment report of the authority responsible
for notified bodies, the final opinion of the joint
assessment team referred to in Article 39(9) and
the recommendation of the MDCG. Where the
notifying Member State does not follow the
recommendation of the MDCG, it shall provide a
duly substantiated justification.

4. Bildirime, onaylanmis kuruluslardan sorumlu
otoritenin nihai degerlendirme raporu, ortak
degerlendirme ekibinin 39(9) maddesinde atifta
bulunulan nihai goriisii ve MDCG’nin tavsiyesi
ilave edilir. Bildirim yapan iiye devlet, MDCG’nin
tavsiyesine uymamasi halinde, usuliine uygun
sekilde kanita dayal1 bir gerekce sunar.

5. The notifying Member State shall, without
prejudice to Article 44, inform the Commission
and the other Member States of any conditions
associated with the designation and provide
documentary evidence regarding the arrangements
in place to ensure that the notified body will be
monitored regularly and will continue to satisfy
the requirements set out in Annex VII.

5. Bildirim yapan iiye devlet; 44. maddeye halel
getirmeksizin, Komisyonu ve diger iiye devletleri
atamayla iligkili sartlar hakkinda bilgilendirir ve
onaylanmis kurulugsun diizenli olarak izlenmesini
ve bu kurulusun VII. Ekte belirtilen gereklilikleri
karsilamaya  devam  etmesini  saglayacak
diizenlemelerinin bulunduguna dair belgeye dayali
kanitlar1 sunar.

6. Within 28 days of the notification referred to in
paragraph 2, a Member State or the Commission
may raise written objections, setting out its
arguments, with regard either to the notified body
or to its monitoring by the authority responsible
for notified bodies. Where no objection is raised,
the Commission shall publish in NANDO the
notification within 42 days of its having been
notified as referred to in paragraph 2.

6. 2. paragrafta atifta bulunulan bildirimden
itibaren 28 giin igerisinde, bir iiye devlet veya
Komisyon, onaylanmis kurulusa iliskin veya
onaylanmis kuruluslardan sorumlu ulusal otorite
tarafindan bu kurulusun izlenmesine iliskin,
arglimanlarin1 ortaya koyan yazili itirazlarda
bulunabilir. Komisyon, herhangi bir itiraz ortaya
c¢ikmazsa, 2. paragrafta atifta bulunuldugu tizere
bildirimin yapilmasindan itibaren 42 giin iginde
bildirimi NANDO’da yayimlar.

7. When a Member State or the Commission raises
objections in accordance with paragraph 6, the
Commission shall bring the matter before the
MDCG within 10 days of the expiry of the period
referred to in paragraph 6. After consulting the
parties involved, the MDCG shall give its opinion
at the latest within 40 days of the matter having
been brought before it. Where the MDCG is of the
opinion that the notification can be accepted, the
Commission shall publish in NANDO the
notification within 14 days.

7. Bir liye devletin veya Komisyonun 6. Paragraf
uyarinca itirazlarda bulunmasi  durumunda,
Komisyon, 6. paragrafta atifta bulunulan siirenin
bitiminden itibaren 10 giin igerisinde, konuyu
MDCG’nin giindemine getirir. Dahil olan taraflara
danistiktan sonra, MDCG, konunun giindemine
getirilmis olmasindan itibaren en ge¢ 40 giin
igerisinde goriisiinii verir. MDCG’nin, bildirimin
kabul edilebilecegi goriisiinde olmast durumunda,
Komisyon, bildirimi 14 giin icinde NANDO’da
yayimlar.

8. Where the MDCG, after having been consulted
in accordance with paragraph 7, confirms the
existing objection or raises another objection, the
notifying Member State shall provide a written
response to the MDCG opinion within 40 days of
its receipt. The response shall address the
objections raised in the opinion, and set out the
reasons for the notifying Member State's decision
to designate or not designate the conformity
assessment body.

8. 7. paragraf uyarinca danisilmigs olmasindan
sonra, MDCG’nin mevcut itirazi teyit etmesi veya
baska bir itirazda bulunmasi durumunda, bildirim
yapan 1iiye devlet, MDCG’nin  goriisiiniin
alinmasindan itibaren 40 giin igerisinde goriise
yazili bir cevap verir. Bu cevap, goriiste One
siiriilen itirazlar1 ele alir ve bildirim yapan {iye
devletin, uygunluk degerlendirme kurulusunu
atama veya atamama kararinin sebeplerini belirtir.
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9. Where the notifying Member State decides to
uphold its decision to designate the conformity
assessment body, having given its reasons in
accordance with paragraph 8, the Commission
shall publish in NANDO the notification within 14
days of being informed thereof.

9. Bildirim yapan iiye devletin, 8. paragraf
uyarinca  sebeplerini  goOstererek  uygunluk
degerlendirme  kurulugsunu atama  kararini
siirdiirmesi durumunda, Komisyon, bu konuda
bilgilendirildikten itibaren 14 giin igerisinde
bildirimi NANDO’da yayimlar.

10. When publishing the notification in NANDO,
the Commission shall also add to the electronic
system referred to in Article 57 the information
relating to the notification of the notified body
along with the documents mentioned in paragraph
4 of this Article and the opinion and responses
referred to in paragraphs 7 and 8 of this Article.

10. Komisyon, bildirimi NANDO’da yayimlarken,
ayrica, bu maddenin 4. paragrafinda belirtilen
dokiimanlar ile birlikte onaylanmis kurulusun
bildirimi ile ilgili bilgileri ve bu maddenin 7. ve 8.
paragraflarinda atifta bulunulan goriis ve cevaplari
57. maddede atifta bulunulan elektronik sisteme
ekler.

11. The designation shall become valid the day
after the notification is published in NANDO. The
published notification shall state the scope of
lawful conformity assessment activity of the
notified body.

11. Atama, bildirimin NANDO’da
yayimlanmasindan sonraki giin gegerlilik kazanir.
Yayimlanan bildirim, onaylanmis kurulusun yasal
uygunluk degerlendirme faaliyetinin kapsamini
belirtir.

12. The conformity assessment body concerned
may perform the activities of a notified body only
after the designation has become valid in
accordance with paragraph 11.

12. Tlgili uygunluk degerlendirme kurulusu,
onaylanmis kurulus faaliyetlerini, yalnizca,
atamanin 11. paragraf uyarinca gegerlilik
kazanmasindan sonra gergeklestirebilir.

13. The Commission shall by 26 November 2017,
by means of implementing acts, draw up a list of
codes and corresponding types of devices for the
purpose of specifying the scope of the designation
of notified bodies. Those implementing acts shall
be adopted in accordance with the examination
procedure referred to in Article 114(3). The
Commission, after consulting the MDCG, may
update this list based, inter alia, on information
arising from the coordination activities described
in Article 48.

13. Komisyon, 26 Kasim 2017 tarihine kadar,
uygulama tasarruflar1 vasitasiyla, onaylanmis
kuruluslarin  atamasimnin  kapsamini belirlemek
amaciyla kodlarin ve ilgili cihaz tiplerinin bir
listesini hazirlar. Bu uygulama tasarruflari 114(3)
maddesinde atifta bulunulan inceleme usulii
uyarinca kabul edilir. Komisyon, MDCG’ye
damistiktan sonra, digerlerinin yani sira, 48.
maddede tanimlanan koordinasyon
faaliyetlerinden ortaya ¢ikan bilgilere dayanarak
bu listeyi giincelleyebilir.

Article 43
Identification number and list of notified bodies

1. The Commission shall assign an identification
number to each notified body for which the
notification becomes valid in accordance with
Article 42(11). It shall assign a single
identification number even when the body is
notified under several Union acts. If they are
successfully designated in accordance with this
Regulation, bodies notified pursuant to Directives
90/385/EEC and 93/42/EEC shall retain the
identification number assigned to them pursuant to
those Directives.

Madde 43
Onaylanmis kuruluslarin kimlik numarasi ve
listesi
1. Komisyon, bildiriminin 42(11) maddesi

uyarinca gegerlilik kazandigi her onaylanmis
kurulusa bir kimlik numarasi atar. Kurulus bir¢ok
Birlik kanunu kapsaminda onaylanmis olsa bile,
Komisyon tek bir kimlik numarasi atar. Eger bu
Tiizlik uyarinca basarili bir sekilde atanirlarsa,
90/385/AET ve 93/42/AET sayili Direktifler
uyarinca onaylanan kuruluslar, bu Direktiflere
gore kendilerine atanan kimlik numaralarini
korurlar.

2. The Commission shall make the list of the
bodies notified under this Regulation, including
the identification numbers that have been assigned
to them and the conformity assessment activities
as defined in this Regulation and the types of
devices for which they have been notified,

2. Komisyon; bu Tiiziik kapsaminda onaylanan
kuruluslarin  listesini, onlara atanan kimlik
numaralarini ve bu Tiiziik’te tanimlandig sekilde
uygunluk degerlendirme faaliyetleri ile
onaylanmis olduklar1 cihaz tiplerini de igerecek
sekilde, NANDO’da kamuya erisilebilir kilar.
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accessible to the public in NANDO. It shall also
make this list available on the electronic system
referred to in Article 57. The Commission shall
ensure that the list is kept up to date.

Komisyon, ayrica bu listeyi 57. maddede atifta
bulunulan  elektronik  sistemde  bulundurur.
Komisyon, listenin giincel tutulmasini saglar.

Article 44
Monitoring and re-assessment of notified bodies

1. Notified bodies shall, without delay, and at the
latest within 15 days, inform the authority
responsible for notified bodies of relevant changes
which may affect their compliance with the
requirements set out in Annex VII or their ability
to conduct the conformity assessment activities
relating to the devices for which they have been
designated.

Madde 44
Onaylanmug kuruluslarin izlenmesi ve yeniden
degerlendirilmesi
1. Onaylanmis kuruluslar, VII. Ekte belirtilen
gerekliliklere  uygunluklarimi  veya  atanmis
olduklari cihazlara iligskin uygunluk degerlendirme
faaliyetlerini yliriitme kabiliyetlerini

etkileyebilecek degisiklikleri, gecikmeksizin ve en
gec 15 giin icerisinde, onaylanmis kuruluslardan
sorumlu otoriteye bildirir.

2. The authorities responsible for notified bodies
shall monitor the notified bodies established on
their territory and their subsidiaries and
subcontractors to ensure ongoing compliance with
the requirements and the fulfilment of its
obligations set out in this Regulation. Notified
bodies shall, upon request by their authority
responsible for notified bodies, supply all relevant
information and documents, required to enable the
authority, the Commission and other Member
States to verify compliance.

2. Onaylanmis kuruluslardan sorumlu otoriteler;
kendi sinirlarinda yerlesik onaylanmig
kuruluslarin bu Tiiziik’te belirtilen gerekliliklere
siiregelen uygunlugunu ve yiikiimliiliiklerinin
yerine getirilmesini saglamak tizere, onlar1 ve
onlarin bagli kuruluslari ile altytliklenicilerini izler.
Onaylanmis  kuruluslar; kendi  onaylanmis
kuruluslardan sorumlu otoritelerinden gelen talep
lizerine, otoritenin, Komisyonun ve diger iiye
devletlerin uygunlugu dogrulamasint miimkiin
kilmak i¢in gereken ilgili tiim bilgileri ve
dokiimanlar1 temin eder.

3. Where the Commission or the authority of a
Member State submits a request to a notified body
established on the territory of another Member
State relating to a conformity assessment carried
out by that notified body, it shall send a copy of
that request to the authority responsible for
notified bodies of that other Member State. The
notified body concerned shall respond without
delay and within 15 days at the latest to the
request. The authority responsible for notified
bodies of the Member State in which the body is
established shall ensure that requests submitted by
authorities of any other Member State or by the
Commission are resolved by the notified body
unless there is a legitimate reason for not doing so
in which case the matter may be referred to the
MDCG.

3. Komisyonun veya bir iiye devletin otoritesinin,
diger bir iiye devletin sinirlar1 igerisinde yerlesik
bir onaylanmis kurulustan, bu onaylanmig kurulus
tarafindan yiiriitiilen uygunluk degerlendirme
prosediirleri ile ilgili bir talepte bulunmasi halinde,
bu talebin bir kopyasini diger iye devletin
onaylanmis kuruluslardan sorumlu otoritesine
gonderir. Ilgili onaylanmis kurulus, gecikmeksizin
ve en ge¢ 15 giin igerisinde talebe cevap verir.
Kurulusun  yerlesik  oldugu 1{iye devletin
onaylanmis kuruluslardan sorumlu otoritesi; diger
iye devletlerin otoriteleri veya Komisyon
tarafindan sunulan taleplerin onaylanmis kurulus
tarafindan ¢6ziime kavusturulmasini, bunun
yapilmamasi i¢in mesru bir gerek¢ce olmadikea,
saglar; aksi durumda konu MDCG’ye
yonlendirilebilir.

4. At least once a year, the authorities responsible
for notified bodies shall re-assess whether the
notified bodies established on their respective
territory and, where appropriate, the subsidiaries
and subcontractors under the responsibility of
those notified bodies still satisfy the requirements
and fulfil their obligations set out in Annex VII.
That review shall include an on-site audit of each

4. Onaylanmis kuruluslardan sorumlu otoriteler;
kendi smnirlar1 igerisinde yerlesik onaylanmis
kuruluslarin, ve gerektiginde, bu onaylanmis
kuruluglarin =~ sorumlulugu  altindaki  bagh
kuruluglarin  ve altyiiklenicilerin, VII. Ekte
belirtilen gereklilikleri karsilamaya ve
yukiimliiliiklerini yerine getirmeye devam edip
etmedigini yilda en az bir kez yeniden
degerlendirir. Bu degerlendirme, her onaylanmis
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notified body and, where necessary, of its
subsidiaries and subcontractors.

The authority responsible for notified bodies shall
conduct its monitoring and assessment activities
according to an annual assessment plan to ensure
that it can effectively monitor the continued
compliance of the notified body with the
requirements of this Regulation. That plan shall
provide a reasoned schedule for the frequency of
assessment of the notified body and, in particular,
associated subsidiaries and subcontractors. The
authority shall submit its annual plan for
monitoring or assessment for each notified body
for which it is responsible to the MDCG and to the
Commission.

kurulusun ve gerektiginde bagl kuruluglarinin ve
altyiiklenicilerinin yerinde denetimini kapsar.

Onaylanmis  kuruluslardan sorumlu otorite;
onaylanmis kurulusun bu Tiiziik iin
gerekliliklerine uygunlugunun siirekliligini etkili
bir sekilde izleyebilmeyi saglamak i¢in, izleme ve
degerlendirme faaliyetlerini yillik bir
degerlendirme planina gore yiiritir. Bu plan,
onaylanmis kurulusun ve oOzellikle iliskili bagh
kuruluslarin ve alt yiiklenicilerin degerlendirme
sikligr icin makul bir program saglar. Otorite,
sorumlu oldugu her onaylanmis kurulusun
izlenmesine veya degerlendirilmesine yonelik
yillik planint MDCG’ye ve Komisyona sunar.

5. The monitoring of notified bodies by the
authority responsible for notified bodies shall
include observed audits of notified body
personnel, including where necessary any
personnel from subsidiaries and subcontractors, as
that personnel is in the process of conducting
quality management system assessments at a
manufacturer's facility.

5. Onaylanmis  kuruluslarin,  onaylanmis
kuruluslardan  sorumlu  otorite  tarafindan
izlenmesi; gerektiginde bagli kuruluslarin ve

altyiiklenicilerin personeli dahil olmak iizere
onaylanmisg kurulus personelinin tanik
denetimlerini igerir; bu denetimler s6z konusu
personelin imalat¢inin tesisinde, kalite yonetim
sistemi degerlendirmelerinin yiirtitiilmesi
siirecinde yer almasi vesilesiyle gerceklestirilir.

6. The monitoring of notified bodies conducted by
the authority responsible for notified bodies shall
consider data arising from market surveillance,
vigilance and post-market surveillance to help
guide its activities.

The authority responsible for notified bodies shall
provide for a systematic follow-up of complaints
and other information, including from other
Member States, which may indicate non-
fulfilment of the obligations by a notified body or
its deviation from common or best practice.

6. Onaylanmis kuruluslardan sorumlu otoriteler
tarafindan ylriitiilen onaylanmis kuruluslarin
izlenmesinde, otoritenin faaliyetlerine rehberlik
etmek lizere; piyasa gozetimi ve denetiminden,
vijilanstan ve piyasaya arz sonrasi gozetimden
gelen veriler dikkate alinir.

Onaylanmis kuruluslardan sorumlu otorite; diger
iiye devletlerden gelenler de dahil olmak tizere, bir
onaylanmis kurulusun yiikiimliliiklerini yerine
getirmemesini veya genel ya da iyi uygulamadan
sapmasin1  gosterebilen sikayetlerin ve diger
bilgilerin sistematik bir takibini saglar.

7. The authority responsible for notified bodies
may in addition to regular monitoring or on-site
assessments conduct short-notice, unannounced or
‘for-cause’ reviews if needed to address a
particular issue or to verify compliance.

7. Onaylanmis kuruluslardan sorumlu otorite;
diizenli izleme veya yerinde degerlendirmelere ek
olarak, 6zel bir konuyu ele almak veya uygunlugu
dogrulamak i¢in gerekiyorsa, kisa siireli, habersiz
veya ‘sebebe-yonelik’ incelemeler yiiriitebilir.

8. The authority responsible for notified bodies
shall review the assessments by notified bodies of
manufacturers' technical documentation, in
particular the clinical evaluation documentation as
further outlined in Article 45.

8. Onaylanmis kuruluslardan sorumlu otorite; 45.
maddede ayrintili olarak ifade edildigi {izere

onaylanmis kuruluslarin imalat¢ilarin  teknik
dokiimantasyonuna, ozellikle de klinik
degerlendirme  dokiimantasyonlarma  iliskin

degerlendirmelerini inceler.

9. The authority responsible for notified bodies
shall document and record any findings regarding
non-compliance of the notified body with the
requirements set out in Annex VII and shall
monitor the timely implementation of corrective
and preventive actions.

9. Onaylanmis kuruluslardan sorumlu otorite;
onaylanmis kurulusun VII. Ekte belirtilen
gerekliliklere iligkin uygunsuzluklart ile ilgili
herhangi bir bulguyu dokiimante eder ve kaydeder;
diizeltici ve Onleyici faaliyetlerin zamaninda
uygulanmasini izler.
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10. Three years after notification of a notified
body, and again every fourth year thereafter, a
complete re-assessment to determine whether the
notified body still satisfies the requirements set out
in Annex VII shall be conducted by the authority
responsible for notified bodies of the Member
State in which the body is established and by a
joint assessment team appointed for the purpose of
the procedure described in Articles 38 and 39.

10. Bir onaylanmis kurulusun bildiriminden ii¢ yil
sonra ve bundan sonraki her dort yilda bir,
onaylanmis kurulusun VII. Ekte belirtilen
gereklilikleri kargilamaya devam edip etmedigini
belirlemeye  yonelik tam  bir  yeniden
degerlendirme; kurulusun yerlesik oldugu iiye
devletin onaylanmis kuruluslardan sorumlu
otoritesi ve 38. ve 39. maddelerde tanimlanan
prosediiriin amact dogrultusunda atanan bir ortak
degerlendirme ekibi tarafindan yiiriitiiliir.

11. The Commission is empowered to adopt
delegated acts in accordance with Article 115 in
order to amend paragraph 10 to modify the
frequency at which the complete re-assessment
referred to in that paragraph is to be carried out.

11. Komisyon; 10. paragrafta atifta bulunulan tam
yeniden degerlendirmenin gerceklestirilme
sikligin1 degistirmek iizere 10. paragrafi tadil
etmek i¢in 115. madde uyarinca yetki devrine
dayanan  tasarruflart  kabul etmesi i¢in
yetkilendirilir.

12. The Member States shall report to the
Commission and to the MDCG, at least once a
year, on their monitoring and on-site assessment
activities regarding notified bodies and, where
applicable, subsidiaries and subcontractors. The
report shall provide details of the outcome of those
activities, including activities pursuant to
paragraph 7, and shall be treated as confidential by
the MDCG and the Commission; however it shall
contain a summary which shall be made publicly
available.

The summary of the report shall be uploaded to the
electronic system referred to in Article 57.

12. Uye devletler; Komisyona ve MDCG’ye yilda
en az bir kez, onaylanmis kuruluslara ve
uygulanabildigi hallerde bagli kuruluslarina ve
altytiklenicilerine iliskin, kendi izleme ve yerinde
degerlendirme faaliyetleri hakkinda bir rapor
sunar. Rapor, 7. paragraftaki faaliyetler dabhil
olmak tlizere, yukaridaki faaliyetlerin sonuglarinin
ayrintilarmi  saglar ve MDCG ve Komisyon
tarafindan gizli olarak islem goriir; ancak kamuya
acik hale getirilen bir 6zet igerir.

Raporun o6zeti, 57. maddede atifta bulunulan
elektronik sisteme yiiklenir.

Article 45
Review of notified body assessment of technical
documentation and clinical evaluation
documentation

1. The authority responsible for notified bodies, as
part of its ongoing monitoring of notified bodies,
shall review an appropriate number of notified
body assessments of manufacturers' technical
documentation, in particular the clinical
evaluation documentation as referred to in points
(c) and (d) of Section 6.1 of Annex Il to verify the
conclusions drawn by the notified body based on
the information presented by the manufacturer.
The reviews by the authority responsible for
notified bodies shall be conducted both off-site
and on-site.

Madde 45
Teknik dokiimantasyona ve klinik
degerlendirme dokiimantasyonuna dair
onaylanmus kurulug degerlendirmesinin
incelenmesi
1. Onaylanmis kuruluslardan sorumlu otorite,
onaylanmis kuruluslari siiregelen izlemesinin bir
parcas1 olarak; onaylanmis kurulus¢a imalatci
tarafindan sunulan bilgilere dayanarak ¢ikarsanan
sonuclart1  dogrulamak amaciyla, onaylanmis
kuruluslarin imalatgilarin teknik
dokiimantasyonuna ve oOzellikle II. Ekin 6.1.
Kesiminin (¢) ve (d) Dbentlerinde atifta
bulunuldugu  iizere  klinik  degerlendirme
dokiimantasyonuna  dair  degerlendirmelerini
uygun orneklem biiyiikliigiinde inceler.
Onaylanmis  kuruluslardan  sorumlu otorite
tarafindan gercgeklestirilen incelemeler; hem tesis
disinda, hem de yerinde yiiriitiiliir.

2. The sampling of files to be reviewed in
accordance with paragraph 1 shall be planned and
representative of the types and risk of devices
certified by the notified body, in particular high-
risk devices, and be appropriately justified and

2. 1. Paragraf uyarinca incelenecek dosyalarin
orneklemesi planlanir ve Orneklem, onaylanmis
kurulusga sertifikalandirilan cihazlarin, 6zellikle
yiiksek riskli cihazlarin, tiplerini ve riskini temsil
eder ve onaylanmis kuruluslardan sorumlu otorite
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documented in a sampling plan, which shall be
made available by the authority responsible for
notified bodies to the MDCG upon request.

tarafindan MDCG’nin talebi halinde MDCG’ye
sunulacak olan bir 6rnekleme planinda, uygun bir
sekilde gerekcelendirilir ve dokiimante edilir.

3. The authority responsible for notified bodies
shall review whether the assessment by the
notified body was conducted appropriately and
shall check the procedures used, associated
documentation and the conclusions drawn by the
notified body. Such checking shall include the
technical documentation and clinical evaluation
documentation of the manufacturer upon which
the notified body has based its assessment. Such
reviews shall be conducted utilising CS.

3. Onaylanmis kuruluslardan sorumlu otorite;
onaylanmis kurulus degerlendirmesinin uygun bir
sekilde yiiriitiiliip yiiritilmedigini inceler ve
kullanilan prosediirleri, iligkili dokiimantasyonu
ve onaylanmis kurulus tarafindan ¢ikarsanan
sonuglar1 kontrol eder. Bu kontrol; onaylanmis
kurulusun degerlendirmesini dayandirdigi,
imalatgiya ait teknik dokiimantasyonu ve klinik
degerlendirme dokiimantasyonunu igerir. Bu
incelemeler, ortak spesifikasyonlardan (OS)
faydalanilarak yuriitiiliir.

4. Those reviews shall also form part of the re-
assessment of notified bodies in accordance with
Article 44(10) and the joint assessment activities
referred to in Article 47(3). The reviews shall be
conducted utilising appropriate expertise.

4. Bu incelemeler ayrica, onaylanmis kuruluslarin
44(10) maddesi uyarinca yeniden
degerlendirilmesinin ve 47(3) maddesinde atifta
bulunulan ortak degerlendirme faaliyetlerinin bir
parcasint  olusturur. Incelemeler,  uygun
uzmanliklardan faydalanilarak yiiriitiiliir.

5. Based on the reports of the reviews and
assessments by the authority responsible for
notified bodies or joint assessment teams, on input
from the market surveillance, vigilance and post-
market surveillance activities described in Chapter
VII, on the continuous monitoring of technical
progress, or on the identification of concerns and
emerging issues concerning the safety and
performance of devices, the MDCG may
recommend that the sampling, carried out under
this Article, cover a greater or lesser proportion of
the technical documentation and clinical
evaluation documentation assessed by a notified
body.

5. Onaylanmis kuruluslardan sorumlu otorite veya
ortak degerlendirme ekipleri tarafindan yapilan
incelemelerin ve degerlendirmelerin raporlarina,
VIl. Bolimde tanimlanan piyasa gozetimi ve
denetimi, vijilans ve piyasaya arz sonrast gozetim
faaliyetlerinden gelen girdilere, teknik
ilerlemelerin siirekli izlenmesine veya cihazlarin
giivenlilik ve performansina yonelik endiselerin ve
ortaya cikan sorunlarin tanimlanmasina
dayanarak, MDCG, bu madde kapsaminda
yuriitiilen orneklemenin, bir onaylanmis kurulus
tarafindan degerlendirilen teknik dokiimantasyonu
ve klinik degerlendirme dokiimantasyonunu daha

fazla veya daha az oranda kapsamasini tavsiye
edebilir.

6. The Commission may, by means of
implementing acts, adopt measures setting out the
detailed arrangements, associated documents for,
and coordination of, the review of assessments of
technical documentation and clinical evaluation
documentation, as referred to in this Article. Those
implementing acts shall be adopted in accordance
with the examination procedure referred to in
Article 114(3).

6. Komisyon, uygulama tasarruflar vasitasiyla, bu
maddede atifta bulunuldugu iizere teknik
dokiimantasyonun ve klinik degerlendirme
dokiimantasyonunun degerlendirilmesine yonelik
detayl1 diizenlemeleri, iliskili dokiimanlar1 ve
koordinasyonu, belirleyen tedbirleri  kabul
edebilir. Bu uygulama tasarruflari, 114(3)
maddesinde atifta bulunulan inceleme usulii
uyarinca kabul edilir.

Article 46
Changes to designations and notifications

1. The authority responsible for notified bodies
shall notify the Commission and the other Member
States of any relevant changes to the designation
of a notified body.

The procedures described in Article 39 and in
Article 42 shall apply to extensions of the scope of
the designation.

Madde 46
Atamalarda ve bildirimlerdeki degisiklikler

1. Onaylanmis kuruluslardan sorumlu otorite, bir
onaylanmis kurulusun atamasi ile ilgili herhangi
bir degisikligi, Komisyona ve diger liye devletlere
bildirir.

39. ve 42. maddelerde tanimlanan prosediirler,
atama kapsami genisletmelerinde uygulanir.
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For changes to the designation other than
extensions of its scope, the procedures laid down
in the following paragraphs shall apply.

Kapsamin genisletilmesi  haricindeki atama
degisikliklerinde, asagidaki paragraflarda
belirtilen prosediirler uygulanir.

2. The Commission shall immediately publish the
amended notification in  NANDO. The
Commission shall immediately enter information
on the changes to the designation of the notified
body in the electronic system referred to in Article
57.

2. Komisyon, degisiklik yapilan bildirimi
ivedilikle NANDO’da yayimlar. Komisyon,
onaylanmis kurulusun atanmasindaki
degisikliklere iliskin bilgileri ivedilikle 57.
maddede atifta bulunulan elektronik sisteme girer.

3. Where a notified body decides to cease its
conformity assessment activities it shall inform the
authority responsible for notified bodies and the
manufacturers concerned as soon as possible and
in the case of a planned cessation one year before
ceasing its activities. The certificates may remain
valid for a temporary period of nine months after
cessation of the notified body's activities on
condition that another notified body has confirmed
in writing that it will assume responsibilities for
the devices covered by those certificates. The new
notified body shall complete a full assessment of
the devices affected by the end of that period
before issuing new certificates for those devices.
Where the notified body has ceased its activity, the
authority responsible for notified bodies shall
withdraw the designation.

3.  Bir onaylanmis  kurulus, uygunluk
degerlendirme faaliyetlerini sonlandirmaya karar
vermesi durumunda miimkiin olan en kisa siirede
ve planli bir sonlandirma durumunda faaliyetlerini
durdurmadan  bir yil  6nce  onaylanmis
kuruluslardan  sorumlu otoriteyi ve ilgili
imalatcilar1 bilgilendirir. Sertifikalar, baska bir
onaylanmis kurulusun bu sertifikalarin kapsadigi
cihazlarin sorumluluklarini iistlenecegini yazili
olarak teyit etmesi sartiyla, onaylanmis kurulusun
faaliyetlerinin sonlandirilmasindan sonra dokuz
aylik gecici bir siire i¢in gecerli kalabilir. Yeni
onaylanmis kurulus, etkilenen cihazlar i¢in yeni

sertifikalar diizenlemeden Once, bu siirenin
bitimine kadar bu cihazlarin tam  bir
degerlendirmesini tamamlar. Onaylanmis

kurulusun faaliyetlerini durdurmasit durumunda,
onaylanmis kuruluslardan sorumlu otorite atamay1
geri ¢eker.

4. Where a authority responsible for notified
bodies has ascertained that a notified body no
longer meets the requirements set out in Annex
VII, or that it is failing to fulfil its obligations or
has not implemented the necessary corrective
measures, the authority shall suspend, restrict, or
fully or partially withdraw the designation,
depending on the seriousness of the failure to meet
those requirements or fulfil those obligations. A
suspension shall not exceed a period of one year,
renewable once for the same period.

The authority responsible for notified bodies shall
immediately inform the Commission and the other
Member States of any suspension, restriction or
withdrawal of a designation.

4. Onaylanmis kuruluslardan sorumlu otoritenin,
bir onaylanmis kurulusun VII. Ekte belirtilen
gereklilikleri karsilamaya devam etmedigini veya
yiikiimliiliklerini yerine getirmedigini ya da
gerekli  diizeltici  oOnlemleri uygulamadigini
belirlemesi halinde, otorite bu gerekliliklerin
karsilanmamasinin  veya bu yiikiimliliiklerin
yerine getirilmemesinin ciddiyetine bagl olarak,
atamay1 askiya alir, kisitlar veya tamamen ya da
kismen geri ¢eker. Askiya alma, bir yillik siireyi
gecmez, ayni siire i¢in bir kez yenilenebilir.
Onaylanmis kuruluslardan sorumlu otorite, bir
atamanin askiya alinmasini, kisitlanmasini veya
geri ¢ekilmesini Komisyona ve diger iiye
devletlere ivedilikle bildirir.

5. Where its designation has been suspended,
restricted, or fully or partially withdrawn, the
notified body shall inform the manufacturers
concerned at the latest within 10 days.

5. Onaylanmis kurulus, atamasinin askiya alinmais,
kisitlanmis veya tamamen ya da kismen geri
¢ekilmis oldugu durumda, ilgili imalatcilar1 en geg
10 giin icerisinde bilgilendirir.

6. In the event of restriction, suspension or
withdrawal of a designation, the authority
responsible for notified bodies shall take
appropriate steps to ensure that the files of the
notified body concerned are kept and make them
available to authorities in other Member States

6. Bir atamanin kisitlanmasi, askiya alinmasi veya
geri cekilmesi durumunda, onaylanmis
kuruluslardan sorumlu otorite, ilgili onaylanmis
kurulusun dosyalarinin saklanmasini ve talep
etmeleri iizerine diger iiye devletlerin onaylanmis
kuruluglardan sorumlu otoritelerine ve piyasa
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responsible for notified bodies and to authorities
responsible for market surveillance at their
request.

gozetimi ve denetiminden sorumlu otoritelerine
sunulmasini saglamak i¢in uygun 6nlemleri alir.

7. In the event of restriction, suspension or
withdrawal of a designation, the authority
responsible for notified bodies shall:

(a) assess the impact on the certificates issued by
the notified body;

(b) submit a report on its findings to the
Commission and the other Member States within
three months of having notified the changes to the
designation;

(c) require the notified body to suspend or
withdraw, within a reasonable period of time
determined by the authority, any certificates which
were unduly issued to ensure the safety of devices
on the market;

(d) enter into the electronic system referred to in
Article 57 information in relation to certificates of
which it has required their suspension or
withdrawal;

(e) inform the competent authority for medical
devices of the Member State in which the
manufacturer has its registered place of business
through the electronic system referred to in Article
57 of the certificates for which it has required
suspension or withdrawal. That competent
authority shall take the appropriate measures,
where necessary to avoid a potential risk to the
health or safety of patients, users or others.

7. Onaylanmis kuruluslardan sorumlu otorite,
atamanin kisitlanmasi, askiya alinmasi veya geri
¢ekilmesi durumunda:

(a) onaylanmis kurulus tarafindan diizenlenen
sertifikalar lizerindeki etkiyi degerlendirir;

(b) atama degisikliklerinin  bildirilmesinden
itibaren {i¢ ay icerisinde Komisyona ve diger liye
devletlere, bulgulari hakkinda bir rapor sunar;

(c) piyasadaki cihazlarin gilivenliligini saglamak
iizere; usuliine uygun olarak dilizenlenmemis
sertifikalarin, otorite tarafindan belirlenen makul
bir siire igerisinde, askiya alinmasini veya geri
¢ekilmesini onaylanmis kurulustan talep eder;

(d) askiya alinmasini veya geri ¢ekilmesini talep
ettikleri sertifikalarla ilgili bilgileri 57. maddede
atifta bulunulan elektronik sisteme girer;

(e) askiya alinmasini veya geri ¢ekilmesini talep
ettikleri sertifikalari, 57. maddede atifta bulunulan
elektronik sistem vasitasiyla imalatginin kayith
isyerinin bulundugu iiye devletin tibbi cihazlarla
ilgili yetkili otoritesine bildirir. Bu yetkili otorite;
gerektiginde hastalarin, kullanicilarin  veya
digerlerinin saglik ya da giivenligine yonelik olas1
bir riski onlemek lizere uygun tedbirleri alir.

8. With the exception of certificates unduly issued,
and where a designation has been suspended or
restricted, the certificates shall remain valid in the
following circumstances:

(a) the authority responsible for notified bodies has
confirmed, within one month of the suspension or
restriction, that there is no safety issue in relation
to certificates affected by the suspension or
restriction, and the authority responsible for
notified bodies has outlined a timeline and actions
anticipated to remedy the suspension or
restriction; or

(b) the authority responsible for notified bodies
has confirmed that no certificates relevant to the
suspension will be issued, amended or re-issued
during the course of the suspension or restriction,
and states whether the notified body has the
capability of continuing to monitor and remain
responsible for existing certificates issued for the
period of the suspension or restriction. In the event

8. Usuliine wuygun olarak diizenlenmeyen
sertifikalar hari¢ olmak ilizere ve bir atamanin
askiya  alinmis  veya  kisitlanmis  olmasi
durumunda, sertifikalar asagidaki sartlar altinda
gecerli kalir:

(a) onaylanmis kuruluslardan sorumlu otorite,
askiya almadan veya kisitlamadan itibaren bir ay
icerisinde, askidan veya kisitlamadan etkilenen
sertifikalar ile 1ilgili higbir giivenlilik sorunu
bulunmadigin1  teyit eder; ve onaylanmis
kuruluslardan sorumlu otorite, askiya almay1 veya
kisitlamay1 diizeltmek icin Ongoriilen faaliyetleri
bir zaman ¢izelgesi ile birlikte belirler veya

(b) onaylanmis kuruluslardan sorumlu otorite;
askiya alma ya da kisitlama siireci boyunca, askiya

almayla iliskili hi¢bir sertifikanin
diizenlenmeyecegini, tadil edilmeyecegini veya
yeniden diizenlenmeyecegini teyit eder ve

onaylanmis kurulusun askiya alma veya kisitlama
siiresince halihazirda dilizenlenmis sertifikalar1
izlemeye ve onlardan sorumlu kalmaya devam

that the authority responsible for notified bodies | etme kabiliyeti olup olmadigin1  belirtir.
determines that the notified body does not have the | Onaylanmis kuruluslardan sorumlu otoritenin,
85
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capability to support existing certificates issued,
the manufacturer shall provide, to the competent
authority for medical devices of the Member State
in which the manufacturer of the device covered
by the certificate has its registered place of
business, within three months of the suspension or
restriction, a written confirmation that another
qualified notified body is temporarily assuming
the functions of the notified body to monitor and
remain responsible for the certificates during the
period of suspension or restriction.

onaylanmis  kurulusun  diizenlenen mevcut
sertifikalar1 destekleme kabiliyetinin olmadigini
belirlemesi durumunda; imalatgilar, askiya alma
veya kisitlamadan itibaren ii¢ ay igerisinde, yetkin
baska bir onaylanmis kurulusun, askiya alma veya
kisitlama siiresi boyunca sertifikalar1 izlemek ve
onlardan sorumlu kalmak i¢in onaylanmisg
kurulusun gorevlerini gegici olarak tistlendiginin
yazili bir teyidini, sertifikanin kapsadigi cihazin
imalat¢isinin kayitlt is yerinin bulundugu {iye
devletin tibbi cihazlarla ilgili yetkili otoritesine
sunar.

9. With the exception of certificates unduly issued,
and where a designation has been withdrawn, the
certificates shall remain valid for a period of nine
months in the following circumstances:

(a) where the competent authority for medical
devices of the Member State in which the
manufacturer of the device covered by the
certificate has its registered place of business has
confirmed that there is no safety issue associated
with the devices in question; and

(b) another notified body has confirmed in writing
that it will assume immediate responsibilities for
those devices and will have completed assessment
of them within twelve months of the withdrawal of
the designation.

In the circumstances referred to in the first
subparagraph, the competent authority for medical
devices of the Member State in which the
manufacturer of the device covered by the
certificate has its place of business may extend the
provisional validity of the certificates for further
periods of three months, which altogether shall not
exceed twelve months.

The authority or the notified body assuming the
functions of the notified body affected by the
change of designation shall immediately inform
the Commission, the other Member States and the
other notified bodies thereof.

9. Usuliine uygun olarak verilmeyen sertifikalar
hari¢ olmak iizere, ve bir atamanin geri ¢ekilmis
oldugu durumda, sertifikalar asagidaki sartlar
altinda dokuz aylik bir siire boyunca gecerli kalir:
(a) sertifikanin kapsadigi cihazin imalat¢isinin
kayitli is yerinin bulundugu iiye devletin tibbi
cihazlarla ilgili yetkili otoritesinin, s6z konusu
cihazlarla iliskili higbir giivenlilik sorununun
olmadigin1 teyit etmesi, ve

(b) bir baska onaylanmis kurulusun, bu cihazlarla
ilgili acil sorumluluklar1 istlenecegini ve
atamanin geri ¢ekilmesinden itibaren on iki ay

igerisinde bu cihazlarin degerlendirilmesinin
tamamlanacaginm1 yazili olarak teyit etmesi
durumunda.

Birinci alt paragrafta atifta bulunulan sartlarda,
sertifikanin kapsadigr cihazin imalat¢isinin s
yerinin bulundugu iliye devletin tibbi cihazlarla
ilgili yetkili otoritesi, toplam1 on iki ay1 gegmeyen
ii¢ aylik ilave siirelerle sertifikalarin gegici olarak
gecerliliklerini uzatabilir.

Atama degisikliginden etkilenen onaylanmis
kurulusun gorevlerini iistlenecek olan onaylanmis
kurulus veya Otorite; Komisyonu, diger iiye
devletleri ve bununla ilgili diger onaylanmis
kuruluslari ivedilikle bilgilendirir.

Article 47
Challenge to the competence of notified bodies

1. The Commission, in conjunction with the
MDCG, shall investigate all cases where concerns
have been brought to its attention regarding the
continued fulfilment by a notified body, or of one
or more of its subsidiaries or subcontractors, of the
requirements set out in Annex VII or the
obligations to which they are subject. It shall
ensure that the relevant authority responsible for

Madde 47
Onaylanmis kuruluslarin yetkinligine iliskin
iddialar
1. Komisyon, MDCG ile birlikte; bir onaylanmis
kurulus veya bagli kuruluslarmin ya da
altytiklenicilerinin  bir veya birden fazlasi
tarafindan VII. Ekte belirtilen gerekliliklerin veya
tabi olduklar1 yiikiimliiliiklerin siirekli olarak
yerine getirilmesine iliskin endiselerin kendisine
sunuldugu tiim durumlar1 arastirir. Komisyon;
onaylanmig kuruluslardan sorumlu ilgili otoritenin
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notified bodies is informed and is given an
opportunity to investigate those concerns.

bilgilendirilmesini ve bu endiseleri aragtirmak i¢in
bu otoriteye imkan verilmesini saglar.

2. The notifying Member State shall provide the
Commission, on request, with all information
regarding the designation of the notified body
concerned.

2. Atama bildirimi yapan {liye devlet, talep iizerine,
ilgili onaylanmis kurulusun atanmasina iliskin tiim
bilgileri Komisyona saglar.

3. The Commission, in conjunction with the
MDCG, may initiate, as applicable, the assessment
procedure described in Article 39(3) and (4),
where there is reasonable concern about the
ongoing compliance of a notified body or a
subsidiary or subcontractor of the notified body
with the requirements set out in Annex VII and
where the investigation by the authority
responsible for notified bodies is not deemed to
have fully addressed the concerns or upon request
of the authority responsible for notified bodies.
The reporting and outcome of that assessment
shall follow the principles of Article 39.
Alternatively, depending on the severity of the
issue, the Commission, in conjunction with the
MDCG, may request that the authority responsible
for notified bodies allow the participation of up to
two experts from the list established pursuant to
Article 40 in an on-site assessment as part of the
planned monitoring and assessment activities in
accordance with Article 44 and as outlined in the

3. Komisyon uygulanabilir oldugu tizere, MDCG
ile birlikte; bir onaylanmis kurulusun veya
onaylanmis kurulusun bagli kurulusunun ya da
altyiiklenicisinin VII. Ekte belirtilen gerekliliklere
siiregelen uygunlugu hakkinda makul endiseler
bulundugunda ve onaylanmis kuruluslardan
sorumlu otorite tarafindan yapilan arastirmanin
endiseleri  biitliniiyle ele almadigi  kabul
edildiginde ya da onaylanmis kuruluslardan
sorumlu otoritenin talebi tizerine, 39(3) ve (4)
maddesinde tanimlanan degerlendirme
prosediiriinii baslatabilir. Bu degerlendirmenin
raporlanmast ve sonucu, 39. madde esaslarini
izler. Alternatif olarak, Komisyon MDCG ile
birlikte, konunun ciddiyeti nispetinde, onaylanmis
kuruluslardan sorumlu otoriteden, 44. madde
uyarinca planli izleme ve degerlendirme
faaliyetleri kapsaminda ve 44(4) maddesinde
tanimlanan yillik degerlendirme planina uygun
olarak yapilan bir yerinde degerlendirmeye, 40.
madde uyarinca olusturulan listeden en fazla iki

annual assessment plan described in Article 44(4). | uzmanin katilimina imkan tanimasini talep
edebilir.
4. Where the Commission ascertains that a notified | 4. Komisyon, bir onaylanmig kurulusun

body no longer meets the requirements for its
designation, it shall inform the notifying Member
State accordingly and request it to take the
necessary corrective measures, including the
suspension, restriction or withdrawal of the
designation if necessary.

Where the Member State fails to take the necessary
corrective measures, the Commission may, by
means of implementing acts, suspend, restrict or
withdraw the designation. Those implementing
acts shall be adopted in accordance with the
examination procedure referred to in Article
114(3). It shall notify the Member State concerned
of its decision and update NANDO and the
electronic system referred to in Article 57.

atanmasma yonelik gereklilikleri karsilamaya
devam etmedigini tespit ettigi durumda, atama
bildirimi yapan {ye devleti bu dogrultuda
bilgilendirir ve gerekirse atamanin askiya
alinmasi, kisitlanmasi veya geri cekilmesi dahil
olmak tlizere, gerekli diizeltici 6nlemleri almasini
talep eder.

Uye devletin gerekli diizeltici dnlemleri almakta
basarisiz olmas1 durumunda, Komisyon, uygulama
tasarruflart vasitasiyla, atamayr askiya alabilir,
kisitlayabilir veya geri ¢ekebilir. Bu uygulama
tasarruflari, 114(3) maddesinde atifta bulunulan
inceleme usulii uyarinca kabul edilir. Komisyon,
kararini ilgili iiye devlete bildirir ve NANDO ve
57. maddede atifta bulunulan elektronik sistemi
giinceller.

5. The Commission shall ensure that all
confidential information obtained in the course of
its investigations is treated accordingly.

5. Komisyon, arastirmalarinin sonucunda elde
edilen biitiin gizli bilgilerin uygun sekilde islem
gormesini temin eder.

Article 48
Peer review and exchange of experience
between authorities responsible for notified
bodies

Madde 48
Hakem denetimi ve onaylanmis kuruluslardan
sorumlu otoriteler arasinda tecriibe paylasimi
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1. The Commission shall provide for the
organisation of exchange of experience and
coordination of administrative practice between
the authorities responsible for notified bodies.
Such exchange shall cover elements including:

(a) development of best practice documents
relating to the activities of the authorities
responsible for notified bodies;

(b) development of guidance documents for
notified bodies in relation to the implementation of
this Regulation;

(c) training and qualification of the experts
referred to in Article 40;

(d) monitoring of trends relating to changes to
notified body designations and notifications and
trends in certificate withdrawals and transfers
between notified bodies;

(e) monitoring of the application and applicability
of scope codes referred to in Article 42(13);

(f) development of a mechanism for peer reviews
between authorities and the Commission;

(g) methods of communication to the public on the
monitoring and surveillance activities of
authorities and the Commission on notified bodies.

1. Komisyon, onaylanmis kuruluglardan sorumlu
otoriteler =~ arasinda  tecrilbe  paylasiminin
organizasyonunu  ve idari  uygulamanin
koordinasyonunu saglar. Bu paylasim, asagidaki
unsurlar1 kapsar:

(a) onaylanmis kuruluslardan sorumlu otoritelerin
faaliyetleriyle ilgili iyi uygulama dokiimanlarinin

gelistirilmesi;
(b) bu Tizikin wuygulanmasmna iligkin
onaylanmis kuruluslara yonelik rehber

dokiimanlarin gelistirilmesi;

(c) 40. maddede atifta bulunulan uzmanlarin
egitimi ve yeterliligi;

(d) onaylanmis kurulus atamalarindaki ve
bildirimlerindeki degisikliklerle ilgili egilimler ile
sertifika geri ¢ekme egilimlerinin ve onaylanmis
kuruluslar arasindaki transferlerin izlenmesi;

(e) 42(13) maddesinde atifta bulunulan kapsam
kodlarinin uygulamasinin ve uygulanabilirliginin
izlenmesi;

(f) otoriteler ile Komisyon arasinda hakem
denetimlerine  yonelik  bir  mekanizmanin
gelistirilmesi;

(g) otoritelerin ve Komisyonun, onaylanmis
kuruluslara iligkin izleme ile gozetim ve denetim
faaliyetleriyle ilgili kamuyla iletisim ydntemleri.

2. The authorities responsible for notified bodies
shall participate in a peer review every third year
through the mechanism developed pursuant to
paragraph 1 of this Article. Such reviews shall
normally be conducted in parallel with the on-site
joint assessments described in Article 39.
Alternatively, an authority may make the choice of
having such reviews take place as part of its
monitoring activities referred to in Article 44.

2. Onaylanmis kuruluslardan sorumlu otoriteler;
bu maddenin 1. paragrafi uyarinca gelistirilen
mekanizma vasitasiyla her ii¢ senede bir hakem
denetimine katilirlar. Bu tiir denetimler, genellikle
39. maddede tamimlanan yerinde  ortak
degerlendirmelere paralel olarak yiiriitiiliir.
Alternatif olarak, bir otorite 44. maddede atifta
bulunulan kendi izleme faaliyetlerinin bir bolimii

olarak bu tiir incelemelerin yapilmasini tercih
edebilir.

3. The Commission shall participate in the
organisation and provide support to the
implementation of the peer review mechanism.

3. Komisyon, hakem denetimi mekanizmasinin
organizasyonuna katilir ve uygulanmasina destek
saglar.

4. The Commission shall compile an annual
summary report of the peer review activities,
which shall be made publicly available.

4. Komisyon, hakem denetimi faaliyetlerinin
kamuya ac¢ik hale getirilecek bir yillik 06zet
raporunu derler.

5. The Commission may, by means of
implementing acts, adopt measures setting out the
detailed arrangements and related documents for
the peer review mechanism and training and
qualification as referred to in paragraph 1 of this
Article. Those implementing acts shall be adopted
in accordance with the examination procedure
referred to in Article 114(3).

5. Komisyon, uygulama tasarruflari vasitasiyla, bu
maddenin 1. paragrafinda atifta bulunuldugu tizere
hakem denetimi mekanizmasina, egitime ve
yeterlilige yonelik detayli diizenlemeleri ve ilgili
dokiimanlar1 diizenleyen tedbirler kabul edebilir.
Bu uygulama tasarruflari, 114(3) maddesinde
atifta bulunulan inceleme usulii uyarinca kabul
edilir.

Article 49
Coordination of notified bodies

Madde 49
Onaylanmug kuruluglarin koordinasyonu
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The Commission shall ensure that appropriate
coordination and cooperation between notified
bodies is put in place and operated in the form of
a coordination group of notified bodies in the field
of medical devices, including in vitro diagnostic
medical devices. This group shall meet on a
regular basis and at least annually.

The bodies notified under this Regulation shall
participate in the work of that group.

The Commission may establish the specific

Komisyon, onaylanmig kuruluslar arasinda uygun
koordinasyonu ve isbirligini, in vitro tani tibbi
cihazlar1 dahil olmak {izere tibbi cihazlar alaninda
bir onaylanmis kuruluslar koordinasyon grubu ile
saglar ve yiiriitiir. Bu grup, diizenli ve asgari yillik
toplanir.

Bu Tiiziik kapsaminda onaylanan kuruluslar, bu
grubun ¢alismalarina katilir.
Komisyon, onaylanmis kuruluslar koordinasyon

arrangements for the functioning of the | grubunun isleyisine iliskin spesifik diizenlemeler
coordination group of notified bodies. olusturabilir.
Article 50 Madde 50
List of standard fees Standart iicretler listesi
Notified bodies shall establish lists of their | Onaylanmis kuruluslar, yiirittikleri uygunluk

standard fees for the conformity assessment
activities that they carry out and shall make those
lists publicly available.

degerlendirme faaliyetlerine yOnelik standart
ticretlerinin listelerini olusturur ve bu listeleri
kamuya ac¢ik hale getirir.

CHAPTER V
CLASSIFICATION AND CONFORMITY
ASSESSMENT
SECTION 1

Classification
Article 51
Classification of devices
1. Devices shall be divided into classes I, lla, Ilb
and Ill, taking into account the intended purpose
of the devices and their inherent risks.
Classification shall be carried out in accordance
with Annex VIII.

BOLUM V
Smiflandirma ve uygunluk degerlendirme

Kesim 1 — Simiflandirma

Madde 51
Cihazlarin siniflandirilmasi
1. Cihazlar, cihazlarin kullanim amaci ve yapist
geregi barindirdig riskler dikkate alinarak Sinif I,
Ila, 1Ib ve III’e ayrilir. Siniflandirma, VIII. Ek
uyarinca yirttilir.

2. Any dispute between the manufacturer and the
notified body concerned, arising from the
application of Annex VIII, shall be referred for a
decision to the competent authority of the Member
State in which the manufacturer has its registered
place of business. In cases where the manufacturer
has no registered place of business in the Union
and has not yet designated an authorised
representative, the matter shall be referred to the
competent authority of the Member State in which
the authorised representative referred to in the last
indent of point (b) of the second paragraph of
Section 2.2 of Annex IX has its registered place of
business. Where the notified body concerned is
established in a Member State other than that of
the manufacturer, the competent authority shall
adopt its decision after consultation with the
competent authority of the Member State that
designated the notified body.

The competent authority of the Member State in
which the manufacturer has its registered place of
business shall notify the MDCG and the

2. Imalatg1 ve ilgili onaylanmis kurulus arasinda
VIII. Ekin uygulanmasindan  kaynaklanan
anlagmazliklar, imalatcinin kayitlh 1§ yerinin
bulundugu iiye devletin yetkili otoritesine karar
vermesi i¢in iletilir. Imalat¢inin Birlik’te kayitli
bir is yerine sahip olmadig1 ve heniiz bir yetkili
temsilci atamadigi durumlarda, konu; IX. Ekin 2.2.
Kesiminin 2. paragrafinin (b) bendinin sonuncu alt
bendinde atifta bulunulan yetkili temsilcinin
kayitli is yerinin bulundugu iiye devletin yetkili
otoritesine iletilir. Ilgili onaylanmis kurulusun,
imalatginin yerlesik oldugundan farkli bir {iye
devlette yerlesik olmasi durumunda, yetkili
otorite, kararini onaylanmis kurulusun atandigi
iye devletin yetkili otoritesiyle konsiiltasyon
sonrasinda verir.

Imalatginin kayith is yerinin bulundugu iiye
devletin yetkili otoritesi, kararini MDCG’ye ve
Komisyona bildirir. Karar, talep lizerine hazir
bulundurulur.
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Commission of its decision. The decision shall be
made available upon request.

3. At the request of a Member State the
Commission shall after consulting the MDCG,
decide, by means of implementing acts, on the
following:

(a) application of Annex VIII to a given device, or
category or group of devices, with a view to
determining the classification of such devices;

(b) that a device, or category or group of devices,
shall for reasons of public health based on new
scientific evidence, or based on any information
which becomes available in the course of the
vigilance and market surveillance activities be
reclassified, by way of derogation from Annex
VIII.

3. Bir liye devletin talebi iizerine, Komisyon,
MDCG’ye danistiktan sonra, uygulama
tasarruflar1 vasitasiyla, asagidakilere karar verir:

(a) belirli bir cihaza veya cihazlar kategorisine ya
da grubuna, bu tiir cihazlarin siniflandirmalarini
belirlemek amaciyla, VIII. Ekin uygulanmas;

(b) bir cihaz veya cihazlar kategorisi ya da
grubunun, yeni bilimsel kanitlara dayanan kamu
saghigr gerekgeleriyle veya vijilans ile piyasa
gbzetim ve denetim faaliyetleri kapsaminda ortaya
cikan bilgilere dayanarak VIII. Ekten istisna
olarak yeniden siniflandirilmasi.

4. The Commission may also, on its own initiative
and after consulting the MDCG, decide, by means
of implementing acts, on the issues referred to in
points (a) and (b) of paragraph 3.

4. Komisyon ayrica, kendi inisiyatifiyle ve
MDCG’ye  damistiktan  sonra,  uygulama
tasarruflar1 vasitasiyla, 3. paragrafin (a) ve (b)
bentlerinde atifta bulunulan hususlara karar
verebilir.

5. In order to ensure the uniform application of
Annex VIII, and taking account of the relevant
scientific opinions of the relevant scientific
committees, the Commission may adopt
implementing acts to the extent necessary to
resolve issues of divergent interpretation and of
practical application.

5. Komisyon; VIII. Ekin yeknesak uygulanmasini
saglamak amaciyla ve ilgili bilimsel komitelerin
bilimsel goriislerini gdz Oniline alarak, farkl
yorumlama ve pratik uygulama sorunlarini
¢ozmek i¢in gerekli oldugu olclide, uygulama
tasarruflar1 kabul edebilir.

6. The implementing acts referred to in paragraphs
3, 4 and 5 of this Article shall be adopted in
accordance with the examination procedure
referred to in Article 114(3).

6. Bu maddenin 3., 4. ve 5. paragraflarinda atifta
bulunulan  uygulama  tasarruflari,  114(3)
maddesinde atifta bulunulan inceleme usulil
uyarinca kabul edilir.

SECTION 2
Conformity assessment
Article 52
Conformity assessment procedures

1. Prior to placing a device on the market,
manufacturers shall undertake an assessment of
the conformity of that device, in accordance with
the applicable conformity assessment procedures
set out in Annexes IX to XI.

Kesim 2 — Uygunluk Degerlendirme

Madde 52
Uygunluk degerlendirme prosediirleri
1. Imalatgilar, bir cihazi piyasaya arz etmeden
once, IX ila XI. Eklerde belirtilen ilgili uygunluk
degerlendirme prosediirleri uyarinca bu cihazin
uygunlugunun degerlendirmesini iistlenir.

2. Prior to putting into service a device that is not
placed on the market, manufacturers shall
undertake an assessment of the conformity of that
device, in accordance with the applicable
conformity assessment procedures set out in
Annexes IX to XI.

2. Imalatgilar, piyasaya arz edilmemis bir cihazi
hizmete sunmadan oOnce, IX ila XI. Eklerde
belirtilen  ilgili  uygunluk  degerlendirme
prosediirleri uyarinca bu cihazin uygunlugunun
degerlendirmesini {istlenir.

3. Manufacturers of class Il devices, other than
custom-made or investigational devices, shall be
subject to a conformity assessment as specified in
Annex IX. Alternatively, the manufacturer may
choose to apply a conformity assessment as

3. Ismarlama iretilen veya arastirma amagcli
cihazlar hari¢ olmak fiizere, simif III cihazlarin
imalatgilari;  IX. Ekte belirtildigi sekilde bir
uygunluk degerlendirmesine tabi olur. Alternatif
olarak, imalatc¢i, XI. Ekte belirtildigi sekilde bir
uygunluk degerlendirmesi esliginde X. Ekte
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specified in Annex X coupled with a conformity
assessment as specified in Annex XI.

belirtildigi sekilde bir uygunluk degerlendirmesi
yapmayi tercih edebilir.

4. Manufacturers of class Ilb devices, other than
custom-made or investigational devices, shall be
subject to a conformity assessment as specified in
Chapters I and 111 of Annex IX, and including an
assessment of the technical documentation as
specified in Section 4 of that Annex of at least one
representative device per generic device group.

However, for class l1b implantable devices, except
sutures, staples, dental fillings, dental braces,
tooth crowns, screws, wedges, plates, wires, pins,
clips and connectors, the assessment of the
technical documentation as specified in Section 4
of Annex IX shall apply for every device.

Alternatively, the manufacturer may choose to
apply a conformity assessment based on type
examination as specified in Annex X coupled with
a conformity assessment based on product
conformity verification as specified in Annex Xk

4. Ismarlama {iretilen veya arastirma amach
cihazlar hari¢ olmak iizere, siif IIb cihazlarin
imalatcilari; IX. Ekin I. ve III. Bolimlerinde
belirtildigi sekilde, ve her jenerik cihaz grubu igin
en az bir temsili cihazin bu Ekin 4. Kesiminde
belirtildigi sekilde teknik dokiimantasyonun
degerlendirmesini iceren bir uygunluk
degerlendirmesine tabi olur.

Ancak, siiturlar (cerrahi iplikler), zimba telleri,
dental dolgular, dental braketler, dis kronlari,
vidalar, kamalar, plakalar, teller, pinler, klipsler ve
konnektorler haricindeki Simif IIb implante
edilebilir cihazlar i¢in, IX. Ekin 4. Kesiminde
belirtildigi sekilde teknik dokiimantasyonun
degerlendirilmesi, her cihaz i¢in uygulanir.
Alternatif olarak, imalat¢i, XI. Ekte belirtildigi
sekilde iiriin uygunluk dogrulamasina dayali bir
uygunluk degerlendirmesi esliginde X. Ekte
belirtildigi sekilde tip incelemesine dayali bir
uygunluk degerlendirmesini uygulamay:1 tercih
edebilir.

5. Where justified in view of well-established
technologies, similar to those used in the exempted
devices listed in the second subparagraph of
paragraph 4 of this Article, being used in other
class b implantable devices, or where justified in
order to protect the health and safety of patients,
users or other persons or other aspects of public
health, the Commission is empowered to adopt
delegated acts in accordance with Article 115 to
amend that list by adding other types of class IlIb
implantable devices to that list or removing
devices therefrom.

5. Bu maddenin 4. paragrafinin 2. alt paragrafinda
listelenerek muaf tutulan cihazlarda kullanilanlara
benzer, diger Smif IIb implante edilebilir
cihazlarda  kullanilan  yerlesik  teknolojiler
bakimindan gerekgelendirildigi durumda ya da
hastalarin, kullanicilarin veya diger kisilerin
saglik ve gilivenligini ya da kamu sagliginin diger
unsurlarint  korumak i¢in gerekgelendirildigi
durumda, Komisyon; Sinif IIb implante edilebilir
cihazlarin diger tiplerini bu listeye ekleyerek veya
cihazlar1 buradan ¢ikararak s6z konusu listeyi tadil
etmek i¢in 115. madde uyarinca yetki devrine
dayanan  tasarruflar1  kabul etmesi i¢in
yetkilendirilir.

6. Manufacturers of class Ila devices, other than
custom-made or investigational devices, shall be
subject to a conformity assessment as specified in
Chapters | and 111 of Annex IX, and including an
assessment of the technical documentation as
specified in Section 4 of that Annex of at least one
representative device for each category of devices.
Alternatively, the manufacturer may choose to
draw up the technical documentation set out in
Annexes Il and Il coupled with a conformity
assessment as specified in Section 10 or Section 18
of Annex Xl. The assessment of the technical
documentation shall apply for at least one
representative device for each category of devices.

6. Ismarlama iiretilen veya arastirma amagcl
cihazlar hari¢ olmak {izere, sinif Ila cihazlarin
imalatgilari, IX. Ekin 1. ve III. Boliimlerinde
belirtildigi sekilde ve her cihaz kategorisi i¢in en
az bir temsili cihazin bu Ekin 4. Kesiminde
belirtildigi sekilde teknik dokiimantasyonun
degerlendirmesini  igeren, bir uygunluk
degerlendirmesine tabi olur.

Alternatif olarak, imalatci, XI. Ekin 10. Kesiminde
veya 18. Kesiminde belirtildigi sekilde uygunluk
degerlendirmesi esliginde II. ve III. Eklerde
belirtilen teknik dokiimantasyonu hazirlamay1
tercih edebilir. Teknik dokiimantasyon
degerlendirmesi, her cihaz kategorisinden temsili
en az bir cihaz i¢in uygulanir.
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7. Manufacturers of class | devices, other than
custom-made or investigational devices, shall
declare the conformity of their products by issuing
the EU declaration of conformity referred to in
Article 19 after drawing up the technical
documentation set out in Annexes Il and IlI. If
those devices are placed on the market in sterile
condition, have a measuring function or are
reusable surgical instruments, the manufacturer
shall apply the procedures set out in Chapters | and
Il of Annex IX, or in Part A of Annex XI.
However, the involvement of the notified body in
those procedures shall be limited:

(a) in the case of devices placed on the market in
sterile condition, to the aspects relating to
establishing, securing and maintaining sterile
conditions;

(b) in the case of devices with a measuring
function, to the aspects relating to the conformity
of the devices with the metrological requirements;
(c) in the case of reusable surgical instruments, to
the aspects relating to the reuse of the device, in
particular cleaning, disinfection, sterilization,
maintenance and functional testing and the related
instructions for use.

7. Ismarlama iiretilen veya arastirma amagcl
cihazlar hari¢ olmak iizere, smif I cihazlarin
imalatcilari, II. ve II. Eklerde belirtilen teknik
dokiimantasyonu hazirladiktan sonra 19. maddede
atifta  bulunulan AB uygunluk beyanini
diizenleyerek {rilinlerinin uygunlugunu beyan
eder. Eger bu cihazlar piyasaya steril durumda arz
ediliyorsa, Ol¢iim fonksiyonu varsa veya yeniden
kullanilabilir cerrahi aletlerse imalat¢1 IX. Ekin 1.
ve III. Boliimlerinde veya XI. ekin A Kisiminda
belirtilen prosediirleri uygular. Ancak, onaylanmis
kurulusun bu prosediirlere  dahil olmasi,
asagidakilerle sinirhidir:

(a) steril durumda piyasaya arz edilen cihazlar s6z
konusu oldugunda, steril kosullar1 olusturmak,
gilivenceye almak ve siirdiirmekle ilgili hususlarla,

(b) ol¢lim fonksiyonu olan cihazlar s6z konusu
oldugunda, cihazlarin metrolojik gerekliliklere
uygunluguyla ilgili hususlarla,

(c) yeniden kullanilabilir cerrahi aletler soz
konusu oldugunda; 6zellikle cihazin temizligine,
dezenfeksiyonuna, sterilizasyonuna, bakimina ve
fonksiyonel testlerine ve ilgili  kullanim
talimatlarina iligkin hususlar basta olmak iizere
cihazin yeniden kullanimindaki hususlarla.

8. Manufacturers of custom-made devices shall
follow the procedure set out in Annex XlII and
draw up the statement set out in Section 1 of that
Annex before placing such devices on the market.
In addition to the procedure applicable pursuant to
the first subparagraph, manufacturers of class IlI
custom-made implantable devices shall be subject
to the conformity assessment as specified in
Chapter | of Annex IX. Alternatively, the
manufacturer may choose to apply a conformity
assessment as specified in Part A of Annex XI.

8. Ismarlama tiretilen cihazlarin imalatgilari, XIII.
Ekte belirtilen prosediirii takip eder ve bu tiir
cihazlar1 piyasaya arz etmeden O6nce bu Ekin 1.
Kesiminde belirtilen beyani hazirlar.

Smif III 1smarlama iiretilen implante edilebilir
cihazlarin imalatgilar birinci alt paragraf uyarinca
uygulanabilir prosediire ek olarak, IX. Ekin I
Bolimiinde  belirtildigi  sekilde  uygunluk
degerlendirmesine tabi olur. Imalat¢i alternatif
olarak, XI. Ekin A Kisminda belirtildigi sekilde bir
uygunluk degerlendirmesi uygulamay:1 da tercih
edebilir.

9. In addition to the procedures applicable
pursuant to paragraph 3, 4, 6, or 7 of this Article,
in the case of devices referred to in the first
subparagraph of Article 1(8), the procedure
specified in Section 5.2 of Annex IX or Section 6
of Annex X, as applicable, shall also apply.

9. Bumaddenin 3., 4., 6. veya 7. paragrafi uyarinca
uygulanabilir prosediirlere ek olarak, 1(8)
maddesinin  birinci alt paragrafinda atifta
bulunulan  cihazlar  sdézkonusu  oldugunda
uygulanabilir oldugu iizere, IX. Ekin 5.2.
Kesiminde veya X. Ekin 6. Kesiminde belirlenen
prosediir de uygulanir.

10. In addition to the procedures applicable
pursuant to paragraph 3, 4, 6, or 7 of this Article,
in the case of devices that are covered by this
Regulation in accordance with point (f) or (g) of
Article 1(6) and with the first subparagraph of
Article 1(10), the procedure specified in Section
5.3 of Annex IX or Section 6 of Annex X, as
applicable, shall also apply.

10. Bu maddenin 3., 4., 6. veya 7. paragraflari
uyarinca uygulanabilir prosediirlere ek olarak,
1(6) maddesinin (f) ve (g) bentleri ve 1(10)
maddesinin birinci alt paragrafi uyarinca bu
Tuzik’in  kapsadigi  cihazlar  s6zkonusu
oldugunda, uygulanabilir oldugu iizere IX. Ekin
5.3. Kesiminde veya X. Ekin 6. Kesiminde
belirlenen prosediir de uygulanir.
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11. In addition to the procedures applicable
pursuant to paragraph 3, 4, 6, or 7, in the case of
devices that are composed of substances or of
combinations of substances that are intended to be
introduced into the human body via a body orifice
or applied to the skin and that are absorbed by or
locally dispersed in the human body, the procedure
specified in Section 5.4 of Annex IX or Section 6
of Annex X, as applicable, shall also apply.

11. 3., 4., 6. veya 7. paragraflar uyarinca
uygulanabilir prosediirlere ek olarak, bir viicut
acikligindan insan viicuduna girmesi veya deriye
uygulanmasi amacglanan ve insan viicudu
tarafindan absorbe edilen ya da insan viicudu
icinde lokal olarak dagilan maddeler veya madde
kombinasyonlarindan olusan cihazlar sézkonusu
oldugunda, IX. Ekin 5.4. Kesiminde veya X. Ekin
6. Kesiminde belirlenen prosediir de uygulanabilir
oldugu iizere uygulanir.

12. The Member State in which the notified body
is established may require that all or certain
documents, including the technical
documentation, audit, assessment and inspection
reports, relating to the procedures referred to in
paragraphs 1 to 7 and 9 to 11 be made available in
an official Union language(s) determined by that
Member State. In the absence of such requirement,
those documents shall be available in any official
Union language acceptable to the notified body.

12. Onaylanmis kurulusun yerlesik oldugu fiye
devlet, teknik  dokiimantasyon,  denetim,
degerlendirme ve sorusturma raporlar1 dahil olmak
iizere, 1 ila 7 ve 9 ila 11. paragraflarda atifta
bulunulan prosediirlerle ilgili tim dokiimanlar
veya belirli dokiimanlar1 bu iiye devlet tarafindan

belirlenen bir resmi Birlik dilinde/dillerinde
bulundurulmasini  talep edebilir. Bu tiir
gerekliligin ~ yoklugunda, bu  dokiimanlar

onaylanmis kurulus tarafindan kabul edilebilir
herhangi bir resmi Birlik dilinde bulundurulur.

13. Investigational devices shall be subject to the
requirements set out in Articles 62 to 81.

13. Arastirma amacli cihazlar, 62 ila 81.
maddelerde belirtilen gerekliliklere tabi olur.

14. The Commission may, by means of
implementing acts, specify detailed arrangements
and procedural aspects with a view to ensuring the
harmonised application of the conformity
assessment procedures by the notified bodies for
any of the following aspects:

(a) the frequency and the sampling basis of the
assessment of the technical documentation on a
representative basis as set out in the third
paragraph of Section 2.3 and in Section 3.5 of
Annex IX in the case of class lla and class Ilb
devices, and in Section 10.2 of Annex Xl in the
case of class lla devices;

(b) the minimum frequency of unannounced on-
site audits and sample tests to be conducted by
notified bodies in accordance with Section 3.4 of
Annex IX, taking into account the risk-class and
the type of device;

(c) the physical, laboratory or other tests to be
carried out by notified bodies in the context of
sample tests, assessment of the technical
documentation and type examination in
accordance with Sections 3.4 and 4.3 of Annex IX,
Section 3 of Annex X and Section 15 of Annex XI.
The implementing acts referred to in the first
subparagraph shall be adopted in accordance with
the examination procedure referred to in Article
114(3).

14. Komisyon, uygulama tasarruflar1 vasitasiyla,
asagidaki  hususlardan herhangi biri igin,
onaylanmis  kuruluslar tarafindan uygunluk
degerlendirme prosediirlerinin uyumlagtirilmis
uygulamalarini  saglamak amaciyla, detayli
diizenlemeleri ve wusule iliskin  hususlari
belirleyebilir:

(a) smif Ila ve simif IIb cihazlar igin, IX. Ekin 2.3.
Kesiminin 3. paragrafi ile 3.5. Kesiminde ve sinif
Ila cihazlar icin XI. Ekin 10.2. Kesiminde
belirtildigi sekilde, temsili bir temelde teknik
dokiimantasyonun degerlendirilmesinin siklig1 ve
ornekleme esasi;

(b) cihazin risk sinifin1 ve tipini dikkate alarak, IX.
Ekin 3.4. Kesimi uyarinca onaylanmig kuruluslar
tarafindan ylriitiilecek olan habersiz yerinde
denetimlerin ve numune testlerinin asgari sikligi;

(c) IX. Ekin 3.4. ve 4.3. Kesimleri, X. Ekin 3.
Kesimi ve XI. Ekin 15. Kesimi uyarinca numune
testleri, teknik dokiimantasyon degerlendirmesi ve
tip incelemesi baglaminda onaylanmis kuruluslar
tarafindan yiriitiilecek fiziksel testler, laboratuvar
testleri veya diger testler.

Birinci alt paragrafta atifta bulunulan uygulama
tasarruflari, 114(3) maddesinde atifta bulunulan
inceleme usulii uyarinca kabul edilir.

Article 53

Madde 53
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Involvement of notified bodies in conformity
assessment procedures

1. Where the conformity assessment procedure
requires the involvement of a notified body, the
manufacturer may apply to a notified body of its
choice, provided that the chosen notified body is
designated for conformity assessment activities
related to the types of devices concerned. The
manufacturer may not lodge an application in
parallel with another notified body for the same
conformity assessment procedure.

Uygunluk degerlendirme prosediirlerine

onaylanmis kuruluglarin dahil olmast
1. Uygunluk degerlendirme prosediiriine bir
onaylanmis kurulusun dahil olmasinin gerekmesi
halinde imalatg; tercih ettigi onaylanmis
kurulusun ilgili cihaz tipleri ile baglantili
uygunluk degerlendirme faaliyetleri i¢in atanmis
olmas1 sartiyla, kendi tercih edece8i bir
onaylanmis kurulusa basvurabilir. Imalat¢1, ayni
uygunluk degerlendirme prosediirii i¢in bagka bir
onaylanmig kurulusa paralel bagvuru yapamaz.

2. The notified body concerned shall, by means of
the electronic system referred to in Article 57,
inform the other notified bodies of any
manufacturer that withdraws its application prior
to the notified body's decision regarding the
conformity assessment.

2. lgili  onaylanmis  kurulus; uygunluk
degerlendirmesiyle  ilgili  kararindan  Once
basvurusunu geri ¢eken herhangi bir imalatgiyi,
57. maddede atifta bulunulan elektronik sistem
vasitasiyla diger onaylanmis kuruluslara bildirir.

3. When applying to a notified body under
paragraph 1, manufacturers shall declare whether
they have withdrawn an application with another
notified body prior to the decision of that notified
body and provide information about any previous
application for the same conformity assessment
that has been refused by another notified body.

3. Imalategr; 1. paragraf kapsaminda bir onaylanmis
kurulusa basvururken, baska bir onaylanmis
kurulusa yapmis oldugu basvuruyu ilgili
onaylanmis kurulusun kararindan 6nce geri ¢ekip
cekmedigini beyan eder ve ayni uygunluk
degerlendirmesine iligkin baska bir onaylanmis
kurulus tarafindan reddedilmis olan Onceki
herhangi bir bagvurusu hakkindaki bilgileri temin
eder.

4. The notified body may require any information
or data from the manufacturer, which is necessary
in order to properly conduct the chosen conformity
assessment procedure.

4. Onaylanmis kurulus, tercih edilen uygunluk
degerlendirme  prosediiriinii  dogru  sekilde
yiriitmek ic¢in gerekli olan bilgileri veya verileri
imalat¢idan talep edebilir.

5. Notified bodies and the personnel of notified
bodies shall carry out their conformity assessment
activities with the highest degree of professional
integrity and the requisite technical and scientific
competence in the specific field and shall be free
from all pressures and inducements, particularly
financial, which might influence their judgement
or the results of their conformity assessment
activities, especially as regards persons or groups
with an interest in the results of those activities.

5.  Onaylanmis kuruluslar ve onaylanmis
kuruluslarin personeli; uygunluk degerlendirme
faaliyetlerini en yliksek seviyede mesleki
diirtistliikle ve spesifik alanda gerekli teknik ve
bilimsel yetkinlikle yiiriitiir ve kararlarini veya
uygunluk degerlendirme faaliyetlerinin
sonuclarin1 etkileyebilecek olan, o6zellikle bu
faaliyetlerin sonuglariyla ilgisi olan kisiler ya da
gruplar ile ilgili olarak basta finansal olmak iizere
tiim baski ve yonlendirmelerden bagimsiz olur.

Article 54
Clinical evaluation consultation procedure for
certain class Il and class I1b devices
1. In addition to the procedures applicable
pursuant to Article 52, a notified body shall also
follow the procedure regarding clinical evaluation
consultation as specified in Section 5.1 of Annex
IX or as referred to in Section 6 of Annex X, as

Madde 54
Belirli sinif 111 ve sinif I11b cihazlar icin klinik
degerlendirme konsiiltasyon prosediirii
1. 52. madde uyarinca uygulanabilir prosediirlere
ek olarak, bir onaylanmis kurulus, asagidaki
cihazlarin uygunluk degerlendirmesini
gerceklestirirken, uygulanabilir oldugu sekilde,
IX. Ekin 5.1. Kesiminde belirtildigi lizere veya X.

applicable, when performing a conformity | Ekin 6. Kesiminde atifta bulunuldugu tizere klinik
assessment of the following devices: degerlendirmenin konsiiltasyonuyla ilgili
prosediirii de takip eder:
(a) class Ill implantable devices, and (a) smif Il implante edilebilir cihazlar, ve
94
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(b) class Ilb active devices intended to administer
and/or remove a medicinal product, as referred to
in Section 6.4 of Annex VIII (Rule 12).

(b) VII. Ekin 6.4. Kesiminde (Kural 12) atifta
bulunuldugu iizere bir tibbi iiriinli tatbik etmek
ve/veya uzaklastirmak amaghi Smif IIb aktif
cihazlar.

2. The procedure referred to in paragraph 1 shall
not be required for the devices referred to therein:

(a) in the case of renewal of a certificate issued
under this Regulation;

(b) where the device has been designed by
modifying a device already marketed by the same
manufacturer for the same intended purpose,
provided that the manufacturer has demonstrated
to the satisfaction of the notified body that the
modifications do not adversely affect the benefit-
risk ratio of the device; or

(c) where the principles of the clinical evaluation
of the device type or category have been addressed
in a CS referred to in Article 9 and the notified
body confirms that the clinical evaluation of the
manufacturer for this device is in compliance with
the relevant CS for clinical evaluation of that kind
of device.

2. 1. paragrafta atifta bulunulan prosediir orada
atifta bulunulan cihazlar i¢in asagidaki durumlarda
gerekmez:

(a) bu Tiiziik kapsaminda diizenlenen bir
sertifikanin yenilenmesi durumunda;

(b) cihaz, aym1 kullanim amac1 i¢in ayni imalatg1
tarafindan hali hazirda pazarlanan bir cihazin
modifiye edilmesi yoluyla tasarlanmis oldugunda,
imalat¢inin, modifikasyonlarin cihazin fayda/risk
oranint olumsuz bir sekilde etkilemedigini
onaylanmis kurulusu tatmin edecek sekilde
gostermesi sartiyla, veya

(c) Cihaz tipinin veya kategorisinin klinik
degerlendirme ilkelerinin, 9. maddede atifta
bulunulan ortak spesifikasyonlarda (OS) ele
alinmis olmasi1 ve onaylanmis kurulusun, bu
cihazin imalat¢isinin klinik degerlendirmesinin,
bu tiir cihazin klinik degerlendirmesiyle ilgili
ortak spesifikasyonlara (OS) uydugunu teyit
etmesi durumunda.

3. The notified body shall notify the competent
authorities, the authority responsible for notified
bodies and the Commission through the electronic
system referred to in Article 57 of whether or not
the procedure referred to in paragraph 1 of this
Article is to be applied. That notification shall be
accompanied by the clinical evaluation assessment
report.

3. Onaylanmig kurulug; bu maddenin 1.
paragrafinda  atifta  bulunulan  prosediiriin
uygulanip uygulanmadigini 57. maddede atifta
bulunulan elektronik sistem vasitasiyla yetkili
otoritelere, onaylanmis kuruluslardan sorumlu
otoriteye ve Komisyona bildirir. Bu bildirim,
klinik degerlendirmenin degerlendirilmesi
raporuyla beraber olur.

4. The Commission shall draw up an annual
overview of devices which have been subject to
the procedure specified in Section 5.1 of Annex IX
and referred to in Section 6 of Annex X. The
annual overview shall include the notifications in
accordance with paragraph 3 of this Article and
point (e) of Section 5.1 of Annex I1X and a listing
of the cases where the notified body did not follow
the advice from the expert panel. The Commission
shall submit this overview to the European
Parliament, to the Council and to the MDCG.

4. Komisyon, IX. Ekin 5.1. Kesiminde belirlenen
ve X. Ekin 6. Kesiminde atifta bulunulan
prosediire tabi olmus olan cihazlarin yillik gézden
gecirmesini hazirlar. Yillik gézden gegirme, bu
maddenin 3. paragrafina ve IX. Ekin 5.1.
Kesiminin (e) bendi uyarinca bildirimleri ve
onaylanmis kurulusun uzman heyetinden gelen
tavsiyeyi takip etmedigi durumlarin bir listesini
icerir. Komisyon, bu gozden gecirmeyi Avrupa
Parlamentosuna, Konseye ve MDCG’ye sunar.

5. The Commission shall by 27 May 2025 draw up
a report on the operation of this Article and submit
it to the European Parliament and to the Council.
The report shall take into account the annual
overviews and any available relevant
recommendations from the MDCG. On the basis
of that report the Commission shall, if appropriate,
make proposals for amendments to this
Regulation.

5. Komisyon, 27 Mayis 2025 tarihine kadar, bu
maddenin isleyisi hakkinda bir rapor hazirlar ve
bunu Avrupa Parlamentosuna ve Konseye sunar.
Bu rapor, yillik gézden gegirmeleri ve MDCG’den
gelen ilgili mevcut tavsiyeleri dikkate alir. Bu
rapora dayanarak, Komisyon, uygunsa, bu
Tiizlik te tadiller i¢in 6nerilerde bulunur.

Article 55

Madde 55
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Mechanism for scrutiny of conformity
assessments of certain class 111 and class I1b
devices
1. A notified body shall notify the competent
authorities of certificates it has granted to devices
for which the conformity assessment has been
performed pursuant to Article 54(1). Such
notification shall take place through the electronic
system referred to in Article 57 and shall include
the summary of safety and clinical performance
pursuant to Article 32, the assessment report by the
notified body, the instructions for use referred to
in Section 23.4 of Annex I, and, where applicable,
the scientific opinion of the expert panels referred
to in Section 5.1 of Annex IX or Section 6 of
Annex X, as applicable. In the case of divergent
views between the notified body and the expert

panels, a full justification shall also be included.

Belirli simif 111 ve sinif I1b cihazlarin uygunluk
degerlendirmelerinin detaylandirilma
mekanizmasi
1. Onaylanmis kurulus, 54(1) maddesi uyarinca
uygunluk degerlendirmesi gergeklestirilmis olan
cihazlara verdikleri sertifikalar1 yetkili otoritelere
bildirir. Bu tir bildirimler, 57. maddede atifta
bulunulan elektronik sistem vasitasiyla gerceklesir
ve 32. madde uyarinca giivenlilik ve klinik
performans  Ozetini, onaylanmis  kurulusun
degerlendirme raporunu, I. ekin 23.4. Kesiminde
atifta  bulunulan  kullanim  kilavuzunu ve
uygulanabildigi hallerde, IX. Ekin 5.1. Kesiminde
veya X. Ekin 6. Kesiminde atifta bulunulan uzman
heyetlerinin bilimsel goriisiinii igerir. Onaylanmis
Kurulus ile uzman heyetleri arasinda farkli
goriislerin ~ olmasit  durumunda, tam  bir

gerekgelendirme de dahil edilir.

2. A competent authority and, where applicable,
the Commission may, based on reasonable
concerns apply further procedures in accordance
with Article 44, 45, 46, 47 or 94 and, where
deemed necessary, take appropriate measures in
accordance with Articles 95 and 97.

2. Yetkili otorite, ve uygulanabildigi hallerde,
Komisyon; makul endiselere dayanarak, 44., 45.,

46., 47. veya 94. maddeler uyarinca ilave
prosediirler uygulayabilir, ve gerekli
goriildiiginde, 95. ve 97. maddeler uyarinca

gerekli tedbirleri alabilir.

3. The MDCG and, where applicable, the
Commission, may, based on reasonable concerns,
request scientific advice from the expert panels in
relation to the safety and performance of any
device.

3. MDCG, ve uygulanabildigi hallerde, Komisyon;
makul endiselere dayanarak, cihazlarin giivenlilik
ve performansiyla ilgili uzman heyetlerinden
bilimsel goriis talep edebilir.

Article 56
Certificates of conformity

1. The certificates issued by the notified bodies in
accordance with Annexes IX, X and XI shall be in
an official Union language determined by the
Member State in which the notified body is
established or otherwise in an official Union
language acceptable to the notified body. The
minimum content of the certificates shall be as set
out in Annex XIlI.

Madde 56
Uygunluk Sertifikalar:
1. IX., X. ve XI. Ekler uyarinca onaylanmis
kuruluslar tarafindan diizenlenen sertifikalar,
onaylanmis kurulusun yerlesik oldugu iiye devlet
tarafindan belirlenen bir resmi Birlik dilinde veya
aksi durumda onaylanmis kurulugun kabul edecegi
bir resmi Birlik dilinde olur. Sertifikalarin asgari
icerigi XII. Ekte belirtildigi sekilde olur.

2. The certificates shall be valid for the period they
indicate, which shall not exceed five years. On
application by the manufacturer, the validity of the
certificate may be extended for further periods,
each not exceeding five years, based on a re-
assessment in accordance with the applicable
conformity  assessment  procedures.  Any
supplement to a certificate shall remain valid as
long as the certificate which it supplements is
valid.

2. Sertifikalar, bes y1l1 agmayan, belirttikleri stire
boyunca gecerli olur. Imalat¢inin  basvurusu
tizerine, sertifikanin gecerliligi, uygulanabilir
uygunluk degerlendirme prosediirleri uyarinca bir
yeniden degerlendirmeye dayanarak, her biri bes
yil1 agsmayan ilave siireler seklinde uzatilabilir. Bir
sertifikaya yapilan herhangi bir ek, eklemenin
yapildig1 sertifika gegerli oldugu siirece gecerli
olmaya devam eder.

3. Notified bodies may impose restrictions to the
intended purpose of a device to certain groups of
patients or require manufacturers to undertake

3. Onaylanmis kuruluslar, belirli hasta gruplari
icin bir cihazin kullanim amacina kisitlamalar
getirebilir veya imalat¢ilardan XIV. Ekin B Kismi
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specific PMCF studies pursuant to Part B of Annex
XIV.

uyarinca spesifik PMCF caligsmalar1 yiiriitmesini
talep edebilir.

4. Where a notified body finds that the
requirements of this Regulation are no longer met
by the manufacturer, it shall, taking account of the
principle of proportionality, suspend or withdraw
the certificate issued or impose any restrictions on
it unless compliance with such requirements is
ensured by appropriate corrective action taken by
the manufacturer within an appropriate deadline
set by the notified body. The notified body shall
give the reasons for its decision.

4. Bir onaylanmis kurulusun bu Tizik’iin
gerekliliklerinin imalatg¢1 tarafindan karsilanmaya
devam etmedigini tespit etmesi durumunda; bu tiir
gerekliliklere uygunluk, onaylanmis kurulus
tarafindan belirlenen uygun bir siire igerisinde
imalat¢1 tarafindan yapilan uygun diizeltici
faaliyetle saglanmazsa, bu onaylanmis kurulus
orantililik  ilkesini  dikkate alarak, wverilen
sertifikay1 askiya alir veya geri ¢eker ya da buna
kisitlamalar getirir. Onaylanmis kurulus, kararinin
gerekgelerini belirtir.

5. The notified body shall enter in the electronic
system referred to in Article 57 any information
regarding certificates issued, including
amendments and supplements thereto, and
regarding suspended, reinstated, withdrawn or
refused certificates and restrictions imposed on
certificates. Such information shall be accessible
to the public.

5. Onaylanmis kurulus, tadilleri ve ekleri dahil
olmak tizere, diizenlenen sertifikalarla ilgili ve
askiya alinan, askidan indirilen, geri ¢ekilen veya
reddedilen sertifikalarla ve sertifikalara getirilen
kisitlamalarla ilgili her bilgiyi 57. maddede atifta
bulunulan elektronik sisteme girer. Bu tiir bilgiler,
kamunun erisimine acik olur.

6. In the light of technical progress, the
Commission is empowered to adopt delegated acts
in accordance with Article 115 amending the
minimum content of the certificates set out in
Annex XII.

6. Teknik gelismeler 151831nda, Komisyon, XII.
Ekte belirtilen sertifikalarin asgari igerigini tadil
etmek lizere 115. madde uyarinca yetki devrine
dayanan  tasarruflart  kabul etmesi igin
yetkilendirilir.

Article 57
Electronic system on notified bodies and on
certificates of conformity

1. The Commission, after consulting the MDCG,
shall set up and manage an electronic system to
collate and process the following information:

(a) the list of subsidiaries referred to in Article
37(3);

(b) the list of experts referred to in Article 40(2);

(c) the information relating to the notification
referred to in Article 42(10) and the amended
notifications referred to in Article 46(2);

(d) the list of notified bodies referred to in Article
43(2);

(e) the summary of the report referred to in Article
44(12);

(f) the notifications for conformity assessments
and certificates referred to in Articles 54(3) and
55(1);

(g) withdrawal or refusals of applications for the
certificates as referred to in Article 53(2) and
Section 4.3 of Annex VII;

(h) the information regarding certificates referred
to in Article 56(5);

(i) the summary of safety and clinical performance
referred to in Article 32.

Madde 57

Onaylanmis kuruluslara ve uygunluk

sertifikalarina iliskin elektronik sistem
1. Komisyon, MDCG’ye danistiktan sonra,
asagidaki bilgileri toplamak ve islemek i¢in bir
elektronik sistem kurar ve yonetir:
(a) 37(3) maddesinde atifta bulunulan bagh
kuruluslarin listesi;
(b) 40(2) maddesinde atifta bulunulan uzmanlarin
listesi;
(c) 42(10) maddesinde atifta bulunulan bildirimle
ilgili ve 46(2) maddesinde atifta bulunulan
degistirilen bildirimlerle ilgili bilgiler;
(d) 43(2) maddesinde atifta bulunulan onaylanmis
kuruluslarin listesi;
(e) 44(12) maddesinde atifta bulunulan raporun
Ozeti;
(f) 54(3) ve 55(1) maddelerinde atifta bulunulan
uygunluk degerlendirmelerine ve sertifikalara
yonelik bildirimler;
(9) 53(2) maddesinde ve VII. Ekin 4.3. Kesiminde
atifta bulunuldugu iizere sertifikalara yonelik
basvurularin geri ¢ekilmesi veya reddedilmesi;
(h) 56(5) maddesinde atifta  bulunulan
sertifikalarla ilgili bilgiler;
(1) 32. maddede atifta bulunulan giivenlilik ve
klinik performans 6zeti.
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2. The information collated and processed by the
electronic system shall be accessible to the
competent authorities of the Member States, to the
Commission, where appropriate to the notified
bodies and where provided elsewhere in this
regulation or in Regulation (EU) 2017/746 to the
public.

2. Elektronik sistem yoluyla toplanan ve islenen
bilgiler; tliye devletlerin yetkili otoritelerine,
Komisyona, uygun oldugu hallerde onaylanmis
kuruluslara ve bu Tiiziik’iin ya da (AB) 2017/746
sayili Tizik’in mimkin kildigi1 durumlarda
kamuya erisilebilir olur.

Article 58

Voluntary change of notified body
1. In cases where a manufacturer terminates its
contract with a notified body and enters into a
contract with another notified body in respect of
the conformity assessment of the same device, the
detailed arrangements for the change of notified
body shall be clearly defined in an agreement
between the manufacturer, the incoming notified
body and, where practicable the outgoing notified
body. That agreement shall cover at least the
following aspects:
(a) the date on which the certificates issued by the
outgoing notified body become invalid;
(b) the date until which the identification number
of the outgoing notified body may be indicated in
the information supplied by the manufacturer,
including any promotional material;
(c) the transfer of documents, including
confidentiality aspects and property rights;
(d) the date after which the conformity assessment
tasks of the outgoing notified body is assigned to
the incoming notified body;
(e) the last serial number or lot number for which
the outgoing notified body is responsible.

Madde 58

Onaylanmis kurulusun goniillii degigimi
1. Bir imalat¢inin bir onaylanmis kurulusla
sozlesmesini feshettigi ve ayni cihazin uygunluk
degerlendirmesi konusunda bagka bir onaylanmis
kurulusla bir sozlesme yaptigit durumlarda,
onaylanmis kurulus degisikligi icin detayh
diizenlemeler; imalatci, yeni onaylanmis kurulus
ve uygulanabilir oldugu yerde eski onaylanmis
kurulus arasinda bir anlagsmada agik¢a tanimlanir.
Bu anlagsma, en azindan asagidaki hususlar
kapsar:
(@) eski onaylanmis kurulus tarafindan diizenlenen
sertifikalarin gecersiz olacagi tarih;
(b) eski onaylanmis  kurulusun  kimlik
numarasinin, tanittm materyalleri dahil olmak
iizere, imalat¢1 tarafindan temin edilen bilgilerde
hangi tarihe kadar gosterilebilecegi;
(c) gizlilik hususlar1 ve miilkiyet haklar1 dahil
olmak tlizere, dokiimanlarin iletilmesi;
(d) eski onaylanmis kurulusun uygunluk
degerlendirme gorevlerinin yeni onaylanmis
kurulusa hangi tarihten sonra verilecegi;
(e) eski onaylanmis kurulusun sorumlu oldugu en
son seri numarasi veya lot numarasi.

2. The outgoing notified body shall withdraw the
certificates it has issued for the device concerned
on the date on which they become invalid.

2. Eski onaylanmis kurulus, ilgili cihaz igin
diizenledigi sertifikalar1 gegersiz olduklar tarihte
geri ceker.

Article 59
Derogation from the conformity assessment
procedures
1. By way of derogation from Article 52, any
competent authority may authorise, on a duly
justified request, the placing on the market or
putting into service within the territory of the
Member State concerned, of a specific device for
which the procedures referred to in that Article
have not been carried out but use of which is in the
interest of public health or patient safety or health.

Madde 59
Uygunluk degerlendirme prosediirlerinden
sapma

1. 52. maddeye istisna olarak, herhangi bir yetkili
otorite, usuliine uygun sekilde gerekcelendirilmis
bir talep Tlizerine, s6z konusu maddede atifta
bulunulan prosediirlerin yiiriitilmedigi ancak
kullanim1 kamu saglig1 veya hasta giivenligi ya da
saglig1 yararina olan spesifik bir cihazin, ilgili liye
devletin  sinirlar1  igerisinde  piyasaya arz
edilmesine ya da hizmete sunulmasina yetki
verebilir.

2. The Member State shall inform the Commission
and the other Member States of any decision to
authorise the placing on the market or putting into
service of a device in accordance with paragraph 1
where such authorisation is granted for use other
than for a single patient.

2. Uye devlet, bu tiir yetkilendirmenin tek bir hasta
icin verilmemis olmasi durumunda, 1. paragraf
uyarinca bir cihazin piyasaya arz edilmesine veya
hizmete sunulmasina yetki verme Kkararini
Komisyona ve diger iiye devletlere bildirir.
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3. Following a notification pursuant to paragraph
2 of this Article, the Commission, in exceptional
cases relating to public health or patient safety or
health, may, by means of implementing acts,
extend for a limited period of time the validity of
an authorisation granted by a Member State in
accordance with paragraph 1 of this Article to the
territory of the Union and set the conditions under
which the device may be placed on the market or
put into service. Those implementing acts shall be
adopted in accordance with the examination
procedure referred to in Article 114(3).

On duly justified imperative grounds of urgency
relating to the health and safety of humans, the
Commission shall adopt immediately applicable
implementing acts in accordance with the
procedure referred to in Article 114(4).

3. Bu maddenin 2. paragrafi uyarinca yapilan bir
bildirimi takiben, Komisyon, kamu sagligi veya
hasta giivenligi ya da saghgiyla ilgili istisnai
durumlarda, uygulama tasarruflar1 vasitasiyla, bu
maddenin 1. paragrafi uyarinca bir liye devlet
tarafindan verilen bir yetkilendirmenin
gecerliligini smirh bir siire i¢in, Birlik sinirlar
i¢in genisletebilir ve cihazin hangi sartlar altinda
piyasaya arz edilebilecegini veya hizmete
sunulabilecegini belirleyebilir. Bu uygulama
tasarruflari, 114(3) maddesinde atifta bulunulan
inceleme usulil uyarinca kabul edilir.

Insanlarin sagligi ve giivenligiyle ilgili usuliine
uygun olarak gerekcelendirilmis zorunlu aciliyet
durumlarinda, Komisyon, 114(3) maddesinde
atifta  bulunulan inceleme usulii uyarinca

uygulanabilir uygulama tasarruflarimi ivedilikle
kabul eder.

Article 60
Certificate of free sale

1. For the purpose of export and upon request by a
manufacturer or an authorised representative, the
Member State in which the manufacturer or the
authorised representative has its registered place
of business shall issue a certificate of free sale
declaring that the manufacturer or the authorised
representative, as applicable, has its registered
place of business on its territory and that the device
in question bearing the CE marking in accordance
with this Regulation may be marketed in the
Union. The certificate of free sale shall set out the
Basic UDI-DI of the device as provided to the UDI
database under Article 29. Where a notified body
has issued a certificate pursuant to Article 56, the
certificate of free sale shall set out the unique
number identifying the certificate issued by the
notified body, as referred to in Section 3 of
Chapter Il of Annex XII.

Madde 60
Serbest satiy sertifikasi

1. Thracat amaciyla ve bir imalatcinin veya bir
yetkili temsilcinin talebi lizerine, imalat¢inin veya
yetkili temsilcinin kayitli is yerinin bulundugu iye
devlet, imalat¢inin veya uygulanabilir oldugu
izere, yetkili temsilcinin kendi sinirlar1 igerisinde
kayitli i yerinin bulundugunu ve bu Tiiziik
uyarinca CE isareti tasityan soz konusu cihazin
Birlik i¢inde pazarlanabilecegini beyan eden bir
serbest satig sertifikasi diizenler. Serbest satis
sertifikasi, cihazin 29. madde kapsaminda UDI
veri tabanina saglanan Temel UDI-DI’n1 belirtir.
Bir onaylanmis kurulusun 56. madde uyarinca bir
sertifika diizenledigi durumda, serbest satis
sertifikasi, XII. Ekin II. Boliimiiniin 3. Kesiminde
atifta bulunuldugu iizere onaylanmis kurulus
tarafindan diizenlenen sertifikay1 tanimlayan tekil
numaray1 belirtir.

2. The Commission may, by means of
implementing acts, establish a model for
certificates of free sale, taking into account
international practice as regards the use of
certificates of free sale. Those implementing acts
shall be adopted in accordance with the advisory
procedure referred to in Article 114(2).

2. Komisyon, uygulama tasarruflar1 vasitasiyla,
serbest satig sertifikalarinin kullanimi ile ilgili
uluslararas1 uygulamay:1 dikkate alarak serbest
satig sertifikalar1 i¢in bir model olusturabilir. Bu
uygulama tasarruflari, 114(2) maddesinde atifta
bulunulan danisma prosediirii uyarinca kabul
edilir.

CHAPTER VI
CLINICAL EVALUATION AND CLINICAL
INVESTIGATIONS
Article 61
Clinical evaluation
1. Confirmation of conformity with relevant

BOLUM VI
Klinik degerlendirme ve klinik arastirmalar

Madde 61
Klinik degerlendirme
1. Cihazin normal kullanim kosullar1 altinda,

general safety and performance requirements set | 1.Ekte belirtilen ilgili genel giivenlilik ve
out in Annex | under the normal conditions of the | performans gerekliliklerine uygunlugunun
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intended use of the device, and the evaluation of
the undesirable side-effects and of the
acceptability of the benefit-risk- ratio referred to
in Sections 1 and 8 of Annex I, shall be based on
clinical data providing sufficient clinical evidence,
including where applicable relevant data as
referred to in Annex IlI.

The manufacturer shall specify and justify the
level of clinical evidence necessary to demonstrate
conformity with the relevant general safety and
performance requirements. That level of clinical
evidence shall be appropriate in view of the
characteristics of the device and its intended
purpose.

To that end, manufacturers shall plan, conduct and
document a clinical evaluation in accordance with
this Article and Part A of Annex XIV.

dogrulanmasi ve I. Ekin 1. ve 8. Kesimlerinde
atifta bulunulan istenmeyen yan etkilerin ve
fayda/risk  oraminin  kabul edilebilirliginin
degerlendirilmesi, uygulanabildigi hallerde III.
Ekte atifta bulunulan ilgili veriler de dahil olmak
iizere, yeterli klinik kanit saglayan klinik verilere
dayanir.

Imalatg1, genel giivenlilik ve performans
gerekliliklerine uygunlugu gostermek icin gerekli
klinik kanit seviyesini belirler ve gerekcelendirir.
Bu klinik kanit seviyesi, cihazin karakteristigi ve
kullanim amaci bakimindan uygun olur.

Bu amagla, imalatcilar, bu madde ve XIV. Ekin A
Kisim1 uyarinca bir klinik degerlendirme planlar,
yiriitiir ve dokiimante eder.

2. For all class Ill devices and for the class Ilb
devices referred to in point (b) of Article 54(1), the
manufacturer may, prior to its clinical evaluation
and/or investigation, consult an expert panel as
referred to in Article 106, with the aim of
reviewing the manufacturer's intended clinical
development strategy and proposals for clinical
investigation. The manufacturer shall give due
consideration to the views expressed by the expert
panel. Such consideration shall be documented in
the clinical evaluation report referred to in
paragraph 12 of this Article.

The manufacturer may not invoke any rights to the
views expressed by the expert panel with regard to
any future conformity assessment procedure.

2. Tiim simf III cihazlar ve 54(1) maddesinin (b)
bendinde atifta bulunulan sinif IIb cihazlar igin;
imalat¢i, klinik degerlendirmesinden ve/veya
aragtirmasindan Once, imalatginin amacladigi
klinik gelistirme stratejisini ve klinik arastirmaya
yonelik Onerileri gdzden gecirmesi amaciyla, 106.
maddede atifta bulunulan bir uzman heyetine
danisabilir. Imalatgi, uzman heyeti tarafindan
ifade edilen goriisleri  dikkate alir. Bu
degerlendirmeler, bu maddenin 12. paragrafinda
atifta bulunulan klinik degerlendirme raporunda
dokiimante edilir.

Imalatg1, ilerideki bir uygunluk degerlendirme
prosediiriiyle ilgili olarak, uzman heyeti tarafindan
ifade edilen goriislerle ilgili herhangi bir hak iddia
edemez.

3. A clinical evaluation shall follow a defined and
methodologically sound procedure based on the
following:

(a) a critical evaluation of the relevant scientific
literature currently available relating to the safety,
performance, design characteristics and intended
purpose of the device, where the following
conditions are satisfied:

— It is demonstrated that the device subject to
clinical evaluation for the intended purpose is
equivalent to the device to which the data relate, in
accordance with Section 3 of Annex XIV, and

— the data adequately demonstrate compliance
with the relevant general safety and performance
requirements;

(b) a critical evaluation of the results of all
available clinical investigations, taking duly into
consideration whether the investigations were
performed under Articles 62 to 80, any acts

3. Bir klinik degerlendirme, asagidakilere dayanan
tanimlanmis ve metodolojik acidan gegerli bir
prosediirii izler:

(a) asagidaki sartlarin yerine getirildigi durumda,
cihazin  giivenliligi,  performansi, tasarim
karakteristikleri ve kullanim amaciyla ilgili
halihazirda mevcut ilgili bilimsel literatiiriin kritik
degerlendirmesine:

- XIV. Ekin 3. Kesimi uyarinca, kullanim amaci
igin klinik degerlendirmeye tabi olan cihazin,
verilerin ait oldugu cihaza esdeger oldugunun
gosterilmesi, ve

- verilerin, ilgili genel giivenlilik ve performans
gerekliliklerine uygunlugu yeterince gostermesi;

(b) aragtirmalarin 62 ila 80. maddeler, 81. madde
uyarinca kabul edilen tasarruflar ve XV. Ek
kapsaminda gerceklestirilip gerceklestirilmedigini
layikiyla dikkate alarak mevcut tim Klinik
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adopted pursuant to Article 81, and Annex XV;
and
(c) a consideration of currently available
alternative treatment options for that purpose, if
any.

arastirmalarin sonuclarinin bir
degerlendirmesine;

(c) varsa, bu amag i¢in halihazirda mevcut olan
alternatif  tedavi seceneklerinin dikkate

alinmasina.

elestirel

4. In the case of implantable devices and class Il
devices, clinical investigations shall be performed,
except if:

— the device has been designed by modifications
of a device already marketed by the same
manufacturer,

— the modified device has been demonstrated by
the manufacturer to be equivalent to the marketed
device, in accordance with Section 3 of Annex
X1V and this demonstration has been endorsed by
the notified body, and

— the clinical evaluation of the marketed device
is sufficient to demonstrate conformity of the
modified device with the relevant safety and
performance requirements.

In this case, the notified body shall check that the
PMCF plan is appropriate and includes post
market studies to demonstrate the safety and
performance of the device.

In addition, clinical investigations need not be
performed in the cases referred to in paragraph 6.

4. Implante edilebilir cihazlar ve sinif 111 cihazlar
sz konusu oldugunda, asagidaki durumlar
haricinde, klinik arastirmalar gerceklestirilir:

- cihaz, aym imalat¢1 tarafindan halihazirda
piyasaya arz edilmis bir cihazin modifikasyonlari
yoluyla tasarlanmissa,

- modifiye edilmis cihazin piyasaya arz edilmis
cihaza esdeger oldugu XIV. Ekin 3. Kesimi
uyarinca imalatg1 tarafindan gdésterilmisse ve bu
gosterim onaylanmis kurulus tarafindan uygun
bulunmussa, ve

- piyasaya arz edilmis cihazin  klinik
degerlendirmesi, modifiye edilmis cihazin ilgili
giivenlilik ~ ve  performans  gerekliliklerine

uygunlugunu gdstermek icin yeterli ise.

Bu durumda; onaylanmis kurulus, PMCF planinin
uygun oldugunu ve cihazin giivenliligini ve
performansini géstermek i¢in piyasaya arz sonrasi
caligmalari icerdigini kontrol eder.

Bununla birlikte, klinik arastirmalarin 6.
paragrafta atifta bulunulan durumlarda da
gerceklestirilmesine gerek yoktur.

5. A manufacturer of a device demonstrated to be
equivalent to an already marketed device not
manufactured by him, may also rely on paragraph
4 in order not to perform a clinical investigation
provided that the following conditions are fulfilled
in addition to what is required in that paragraph:

— the two manufacturers have a contract in place
that explicitly allows the manufacturer of the
second device full access to the technical
documentation on an ongoing basis, and

— the original clinical evaluation has been
performed in compliance with the requirements of
this Regulation,

and the manufacturer of the second device
provides clear evidence thereof to the notified
body.

5. Cihazinin, halihazirda piyasaya arz edilmis ve
kendisi tarafindan imal edilmeyen bir cihaza
esdeger oldugunu gosteren bir imalat¢1 da, 4.
paragrafta gerekenlere ilave olarak, asagidaki
kosullar1 yerine getirmesi sartiyla, bir klinik
arastirma gerceklestirmemek i¢in 4. paragrafi
dayanak olarak alabilir:

- iki imalat¢inin, ikinci cihazin imalatgisinin
devamlilikk arz eden bir bigimde teknik
dokiimantasyona tam erisimine agik¢a imkan
tantyan gecerli bir sozlesmeye sahip olmasi, ve

- orjjinal klinik degerlendirmenin, bu Tiiziik’iin
gerekliliklerine uygun olarak gergeklestirilmis
olmasi,

ve ikinci cihazin imalatgisi, onaylanmis kurulusa
bunlarla ilgili agik kanit sunar.

6. The requirement to perform clinical
investigations pursuant to paragraph 4 shall not
apply to implantable devices and class Il devices:
(a) which have been lawfully placed on the market
or put into service in accordance with Directive
90/385/EEC or Directive 93/42/EEC and for which
the clinical evaluation:

— is based on sufficient clinical data, and

6. 4. paragraf uyarinca klinik arastirma yapma
gerekliligi, asagidaki implante edilebilir cihazlara
ve sinif I cihazlara uygulanmaz:

(a) 90/385/AET sayili Direktif veya 93/42/AET
sayilt Direktif uyarinca yasalara uygun sekilde
piyasaya arz edilmis ya da hizmete sunulmus olan
ve klinik degerlendirmesi:

- yeterli klinik veriye dayanan, ve
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— is in compliance with the relevant product-
specific CS for the clinical evaluation of that kind
of device, where such a CS is available; or

(b) that are sutures, staples, dental fillings, dental
braces, tooth crowns, screws, wedges, plates,
wires, pins, clips or connectors for which the
clinical evaluation is based on sufficient clinical
data and is in compliance with the relevant
product-specific CS, where such a CS is available.

- bu tiir cihazin klinik degerlendirmesine yonelik
mevcutsa ilgili iiriine has ortak spesifikasyonlara
(OS) uygun olan; veya

(b) klinik degerlendirmesi yeterli klinik veriye
dayanan ve mevcutsa ilgili iirline has ortak
spesifikasyonlara (OS)  uygun olan siiturlar
(cerrahi iplikler), zzimba telleri, dental dolgular,
dental braketler, dis kronlari, vidalar, kamalar,
plakalar, teller, pinler, klipsler ve konnektorler.

7. Cases in which paragraph 4 is not applied by
virtue of paragraph 6 shall be justified in the
clinical evaluation report by the manufacturer and
in the clinical evaluation assessment report by the
notified body.

7. 6. paragrafa istinaden 4. paragrafin
uygulanmadigr durumlar, imalat¢1 tarafindan
klinik degerlendirme raporunda ve onaylanmis
kurulus tarafindan klinik degerlendirmenin
degerlendirilmesi raporunda gerekcelendirilir.

8. Where justified in view of well-established
technologies, similar to those used in the exempted
devices listed in point (b) of paragraph 6 of this
Article, being used in other devices, or where
justified in order to protect the health and safety of
patients, users or other persons or other aspects of
public health, the Commission is empowered to
adopt delegated acts in accordance with Article
115 to amend the list of exempted devices referred
to in the second subparagraph of Article 52(4) and
in point (b) of paragraph 6 of this Article, by
adding other types of implantable or class Il
devices to that list or removing devices therefrom.

8. Bu maddenin 6. paragrafinin (b) bendinde
listelenerek muatf tutulan cihazlarda kullanilanlara
benzer, diger cihazlarda kullanilan yerlesik
teknolojiler ~ bakimindan  gerekcelendirildigi
durumda ya da hastalarin, kullanicilarin veya diger
kisilerin saglik ve giivenligini ya da kamu
saglhiginin  diger hususlarin1  korumak igin
gerekeelendirildigi durumda, Komisyon, implante
edilebilir veya sinif III cihazlarin diger tiplerini bu
listeye ekleyerek veya cihazlari buradan ¢ikararak,
52(4) maddesinin ikinci alt paragrafinda ve bu
maddenin 6. paragrafinin (b) bendinde atifta
bulunulan muaf tutulan cihazlarin listesini tadil
etmek i¢in, 115. madde uyarinca yetki devrine
dayanan  tasarruflar1  kabul etmesi  igin
yetkilendirilir.

9. In the case of the products without an intended
medical purpose listed in Annex XVI, the
requirement to demonstrate a clinical benefit in
accordance with this Chapter and Annexes XIV
and XV shall be understood as a requirement to
demonstrate the performance of the device.
Clinical evaluations of those products shall be
based on relevant data concerning safety,
including data from post-market surveillance,
PMCF, and, where applicable, specific clinical
investigation. Clinical investigations shall be
performed for those products unless reliance on
existing clinical data from an analogous medical
device is duly justified.

9. XVI. Ekte listelenen tibbi bir kullanim amaci
olmayan tiriinler s6z konusu oldugunda, bu boliim
ile XIV. ve XV. Ekler uyarinca bir klinik yarar
gosterme  gerekliligi, cihazin performansini
gostermek icin bir gereklilik olarak kabul edilir.
Bu driinlerin klinik degerlendirmeleri, piyasaya
arz sonras1 gozetimi, PMCF, ve uygulanabildigi
hallerde, spesifik klinik arastirmadan elde edilen
veriler dahil olmak iizere, giivenlilige iliskin 1lgili
verilere dayanir. Benzer bir tibbi cihazdan elde
edilen mevcut klinik wverilerin esas alinmasi,
usuliince gerekcelendirilmedikge, bu iiriinler i¢in
klinik arastirma yapilir.

10. Without prejudice to paragraph 4, where the
demonstration of conformity with general safety
and performance requirements based on clinical
data is not deemed appropriate, adequate
justification for any such exception shall be given
based on the results of the manufacturer's risk
management and on consideration of the specifics
of the interaction between the device and the
human body, the clinical performance intended

10. 4. paragrafa halel getirmeksizin, genel
givenlilik ~ ve  performans  gerekliliklerine
uygunlugun klinik verilere dayanan gosteriminin
yeterli goriilmedigi durumda, bu gibi istisnai
duruma yonelik yeterli gerekge, imalat¢inin risk
yonetimi sonuglarina ve cihaz ile insan viicudu
arasindaki etkilesimin ayrintilarinin, amaclanan
klinik performansin ve imalat¢inin iddialarinin
degerlendirilmesine dayali olarak verilir. Bu gibi
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and the claims of the manufacturer. In such a case,
the manufacturer shall duly substantiate in the
technical documentation referred to in Annex I
why it considers a demonstration of conformity
with general safety and performance requirements
that is based on the results of non-clinical testing
methods alone, including performance evaluation,
bench testing and preclinical evaluation, to be
adequate.

durumda, imalatci, genel giivenlilik ve performans
gerekliliklerine  uygunlugun, smmama testi,
performans degerlendirmeleri ve klinik Oncesi
degerlendirme dahil olmak iizere yalnizca klinik
olmayan test yontemlerinin sonuglarina dayanarak
gosterilmesinin yeterli olacagini1 diisiinmesinin
nedenini 2. Ekte atifta bulunulan teknik
dokiimantasyonda usuliince ispatlar.

11. The clinical evaluation and its documentation
shall be updated throughout the life cycle of the
device concerned with clinical data obtained from
the implementation of the manufacturer's PMCF
plan in accordance with Part B of Annex XIV and
the post-market surveillance plan referred to in
Article 84.

For class Il devices and implantable devices, the
PMCF evaluation report and, if indicated, the
summary of safety and clinical performance
referred to in Article 32 shall be updated at least
annually with such data.

11. Klinik degerlendirme ve dokiimantasyonu,
ilgili cihazin yasam dongiisti boyunca, XIV. Ekin
B Kismi uyarinca imalatginin PMCF planinin ve
84. Ekte atifta bulunulan piyasaya arz sonrasi
gozetim planinin uygulanmasindan elde edilen
klinik verilerle s6z konusu cihazin yasam dongiisii
boyunca giincellenir.

Smif I cihazlar ve implante edilebilir cihazlar
igin,  PMCF  degerlendirme  raporu ve
uygulanabildigi hallerde, 32. maddede atifta
bulunulan giivenlilik ve klinik performans o6zeti,
bu gibi verilerle asgari yillik olarak giincellenir.

12. The clinical evaluation, its results and the
clinical evidence derived from it shall be
documented in a clinical evaluation report as
referred to in Section 4 of Annex XIV, which,
except for custom-made devices, shall be part of
the technical documentation referred to in Annex
Il relating to the device concerned.

12. Klinik  degerlendirme, sonuglar1  ve
degerlendirmeden elde edilen klinik kanitlar,
1smarlama iiretilen cihazlar hari¢ olmak tizere,
ilgili cihaza iligkin II. Ekte atifta bulunulan teknik
dokiimantasyonun bir bdliimii olan, XIV. Ekin 4.
Kesiminde atifta bulunuldugu iizere bir klinik
degerlendirme raporunda dokiimante edilir.

13. Where necessary to ensure the uniform
application of Annex XIV, the Commission may,
having due regard to technical and scientific
progress, adopt implementing acts to the extent
necessary to resolve issues of divergent
interpretation and of practical application. Those
implementing acts shall be adopted in accordance
with the examination procedure referred to in
Article 114(3).

13. XIV. Ekin yeknesak uygulanmasini saglamak
gerektiginde, Komisyon, teknik ve bilimsel
ilerlemeleri yeterince goz oniinde bulundurarak,
farkli yorumlama ve pratik uygulama sorunlarini
¢ozmek icin gerekli oldugu olclide, uygulama
tasarruflart  kabul edebilir.  Bu uygulama
tasarruflari, 114(3) maddesinde atifta bulunulan
inceleme usulii uyarinca kabul edilir.

Article 62
General requirements regarding clinical
investigations conducted to demonstrate
conformity of devices

1. Clinical investigations shall be designed,
authorised, conducted, recorded and reported in
accordance with the provisions of this Article and
of Articles 63 to 80, the acts adopted pursuant to
Article 81, and Annex XV, where carried out as
part of the clinical evaluation for conformity
assessment purposes, for one or more of the
following purposes:
(a) to establish and verify that, under normal
conditions of use, a device is designed,
manufactured and packaged in such a way that it
is suitable for one or more of the specific purposes

Madde 62
Cihazlarin uygunlugunu gostermek icin
yiiriitiilen klinik arastirmalarla ilgili genel
gereklilikler
1. Klinik aragtirmalarin, uygunluk degerlendirme
amaclarina yonelik klinik degerlendirmenin bir
parcast olarak yiriitilmesi durumunda, klinik
arastirmalar bu madde ve 63 ila 80. maddeler
hiikiimleri, 81. madde uyarinca kabul edilen
tasarruflar ve XV. Ek uyarinca, asagidaki
amaclardan biri veya daha fazlasi i¢in tasarlanir,
yetkilendirilir, ylritiiliir, kaydedilir ve raporlanir:
(a) normal kullanim kosullar1 altinda, bir cihazin
2. maddenin (1) bendinde listelenen spesifik
amaglarin biri veya daha fazlasina uygun olacak
sekilde tasarlandigini, imal edildigini ve
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listed in point (1) of Article 2, and achieves the
performance intended as specified by its
manufacturer;

(b) to establish and verify the clinical benefits of a
device as specified by its manufacturer;

(c) to establish and verify the clinical safety of the
device and to determine any undesirable side-
effects, under normal conditions of use of the
device, and assess whether they constitute
acceptable risks when weighed against the benefits
to be achieved by the device.

tarafindan
performansa

ambalajlandigin1i  ve  imalatgist
belirtildigi  sekilde amaglanan

ulastigini saptamak ve dogrulamak;
(b) imalatgis1 tarafindan belirtildigi sekilde bir
cihazin klinik yararini saptamak ve dogrulamak;

(c) cihazin klinik gilivenliligini saptamak ve
dogrulamak ve cihazin normal kullanim sartlari
altinda istenmeyen yan etkileri belirlemek ve
bunlarin  cihazin  saglayacagi yararlar ile
karsilagtirildiginda ~ kabul  edilebilir  riskler
olusturup olusturmadigini degerlendirmek.

2. Where the sponsor of a clinical investigation is
not established in the Union, that sponsor shall
ensure that a natural or legal person is established
in the Union as its legal representative. Such legal
representative shall be responsible for ensuring
compliance with the sponsor's obligations
pursuant to this Regulation, and shall be the
addressee for all communications with the sponsor
provided for in this Regulation. Any
communication with that legal representative shall
be deemed to be a communication with the
sponsor.

Member States may choose not to apply the first
subparagraph to clinical investigations to be
conducted solely on their territory, or on their
territory and the territory of a third country,
provided that they ensure that the sponsor
establishes at least a contact person on their
territory in respect of that clinical investigation
who shall be the addressee for all communications
with the sponsor provided for in this Regulation.

2. Bir klinik arasgtirmanin destekleyicisinin Birlik
icerisinde  yerlesik olmadigt durumda, bu
destekleyici, bir ger¢cek veya tiizel kisinin, onun
yasal temsilcisi olarak Birlik igerisinde yerlesik
olmasin1 saglar. Bu yasal temsilci, bu Tiiziik
uyarinca destekleyicinin yiiktimliiliiklerine
uygunlugun saglanmasindan sorumlu olur ve bu
Tizik’te destekleyiciyle yapilmasi 0Ongoriilen
biitiin iletisimlerin muhatab1 olur. Bu yasal
temsilci ile her tiirlii iletisim, destekleyiciyle
iletisim olarak kabul edilir.

Uye devletler; sadece kendi smirlar1 ya da kendi
sinirlar1 ve bir iiglincil tilkenin sinirlart igerisinde
yiriitiillecek olan klinik arastirmalar i¢in; kendi
sinirlart igerisinde, destekleyicinin bu Tiiziik’te
destekleyici ile yapilmasi Ongoriilen biitiin
iletisimlerin muhatab1 olan, bu klinik arastirma ile
ilgili en az bir irtibat kisisini belirlemesini
saglamalar1  sartiyla  birinci  alt  paragrafi
uygulamamay tercih edebilirler.

3. Clinical investigations shall be designed and
conducted in such a way that the rights, safety,
dignity and well-being of the subjects participating
in a clinical investigation are protected and prevail
over all other interests and the clinical data
generated are scientifically valid, reliable and
robust.

Clinical investigations shall be subject to scientific
and ethical review. The ethical review shall be
performed by an ethics committee in accordance
with national law. Member States shall ensure that
the procedures for review by ethics committees are
compatible with the procedures set out in this
Regulation for the assessment of the application
for authorisation of a clinical investigation. At
least one lay person shall participate in the ethical
review.

3. Klinik arastirmalar, bir klinik arastirmaya
istirak eden goniilliilerin haklarinin, giivenliginin,
onurunun ve refahinin korunacagi ve diger tiim
cikarlardan istiin gelecegi ve elde edilen klinik
verilerin bilimsel olarak gecerli, giivenilir ve
saglam olacagi bir sekilde tasarlanir ve yiriitiilir.

Klinik arastirmalar, bilimsel ve etik incelemeye
tabi olur. Etik inceleme, ulusal mevzuat uyarinca
bir etik kurul tarafindan gergeklestirilir. Uye
devletler; etik kurul incelemesine yonelik
prosediirlerin, bu Tiiziik’te belirtilen bir klinik
arastirma izni bagvurusunun degerlendirilmesine
iliskin prosediirlere uygun olmalarin1 saglar.
Meslekten olmayan en az bir kisi etik incelemede
gorev alir.

4. A clinical investigation as referred to in
paragraph 1 may be conducted only where all of
the following conditions are met:

4. 1. paragrafta atifta bulunuldugu tizere bir klinik
arastirma, yalnizca asagidaki kosullarin tamami
karsilandiginda yiiriitiilebilir:
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(a) the clinical investigation is the subject of an
authorisation by the Member State(s) in which the
clinical investigation is to be conducted, in
accordance with this Regulation, unless otherwise
stated,;

(b) an ethics committee, set up in accordance with
national law, has not issued a negative opinion in
relation to the clinical investigation, which is valid
for that entire Member State under its national law;
(c) the sponsor, or its legal representative or a
contact person pursuant to paragraph 2, is
established in the Union;

(d) wvulnerable populations and subjects are
appropriately protected in accordance with
Articles 64 to 68;

(e) the anticipated benefits to the subjects or to
public health justify the foreseeable risks and
inconveniences and compliance with this
condition is constantly monitored,;

(f) the subject or, where the subject is not able to
give informed consent, his or her legally
designated representative has given informed
consent in accordance with Article 63;

(9) the subject or, where the subject is not able to
give informed consent, his or her legally
designated representative, has been provided with
the contact details of an entity where further
information can be received in case of need;

(h) the rights of the subject to physical and mental
integrity, to privacy and to the protection of the
data concerning him or her in accordance with
Directive 95/46/EC are safeguarded;

(i) the clinical investigation has been designed to
involve as little pain, discomfort, fear and any
other foreseeable risk as possible for the subjects,
and both the risk threshold and the degree of
distress are specifically defined in the clinical
investigation plan and constantly monitored,;

(j) the medical care provided to the subjects is the
responsibility of an appropriately qualified
medical doctor or, where appropriate, a qualified
dental practitioner or any other person entitled by
national law to provide the relevant patient care
under clinical investigation conditions;

(k) no undue influence, including that of a
financial nature, is exerted on the subject, or,
where applicable, on his or her legally designated
representatives, to participate in the clinical
investigation;

() the investigational device(s) in question
conform(s) to the applicable general safety and
performance requirements set out in Annex | apart

(a) aksi belirtilmedikge; bu Tiiziik uyarinca klinik
aragtirmanin  yiritiilecegi  iiye  devlet(ler)
tarafindan bir izne sahip olmast;

(b) ulusal mevzuat uyarinca olusturulan bir etik
komitenin, klinik aragtirma ile ilgili olarak, kendi
ulusal mevzuati kapsaminda o liye devletin biitiini
icin gecgerli olan olumsuz bir goriis vermemesi;
(c) 2. paragraf uyarinca, destekleyicinin veya yasal
temsilcisinin ya da bir irtibat kisisinin Birlik
icerisinde yerlesik olmasi;

(d) 64 ila 68. maddeler uyarinca, etkilenebilir
Oznelerin ve gonilliilerin uygun bir sekilde
korunmasi;

(e) goniilliilerde veya kamu sagliginda beklenilen
yararlarin, ongoriilebilir riskleri ve dezavantajlar
mesru kilmasi ve bu kosula uygunlugun siirekli
olarak izlenmesi;

(f) gomiilliniin veya bilgilendirilmis goniilli
olurunu goniilliniin veremedigi durumda yasal
vasisinin, 63. madde uyarinca bilgilendirilmis
goniillii olurunu vermesi;

(g) goniilliiye veya goniilliiniin bilgilendirilmis
goniilli  olurunu veremedigi durumda yasal
vasisine ihtiya¢ halinde ilave bilgileri temin
edebilecegi iletisim bilgilerinin saglanmasi;

(h) gonitllilerin fiziksel ve zihinsel biitiinlik,
gizlilik ve 95/46/AT sayili Direktif uyarinca
gonilliiyle 1ilgili  wverilerin korunmasina dair
haklarinin korunmasi;

(1) klinik arastirmanin, goniilliiler i¢in miimkiin
oldugunca az aci, rahatsizlik, korku ve diger
ongoriilebilir riskleri icerecek sekilde tasarlanmis
olmast ve hem risk esiginin hem de distres
seviyesinin klinik arastirma planinda Ozellikle
tanimlanmasi ve siirekli olarak izlenmesi;

(J) goniilliillere sunulan tibbi bakimin, uygun
nitelikli bir tip doktorunun veya uygun oldugu
hallerde, nitelikli dis hekiminin ya da klinik
arastirma kosullar1 altinda ilgili hasta bakimini
saglamak i¢in ulusal mevzuat gore
yetkilendirilmis diger bir kisinin sorumlulugunda
olmasi;

(k) klinik arastirmaya istirak etmesi i¢in, goniillii
veya uygun oldugu hallerde goniilliiniin yasal
vasisi lizerinde, mali nitelikte olanlar da dahil
olmak iizere, niifuzun kotiiye kullanilmamasi,

(1) s6z konusu arastirma amacli cihazin/cihazlarin,
klinik arastirmanin kapsadigr hususlardan ayri
olarak 1. Ekte belirtilen uygulanabilir genel
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from the aspects covered by the clinical
investigation and that, with regard to those
aspects, every precaution has been taken to protect
the health and safety of the subjects. This includes,
where appropriate, technical and biological safety
testing and pre-clinical evaluation, as well as
provisions in the field of occupational safety and
accident prevention, taking into consideration the
state of the art;

(m) the requirements of Annex XV are fulfilled.

giivenlilik ve performans gerekliliklerine uymast
ve goniilliilerin sagligim1 ve giivenligini korumak
icin bu hususlarla ilgili biitiin tedbirlerin alinmis
olmasi1. Bu tedbirler, en son teknolojik gelismeleri
g6z Oniinde bulundurarak, is giivenligi ve kaza
onleme alanindaki hiikiimlerle birlikte,
uygulanabildigi hallerde, teknik ve biyolojik
gilivenlilik testini ve klinik-6ncesi degerlendirmeyi
igerir.

(m) XV. Ekin gerekliliklerinin yerine getirilmesi.

5. Any subject, or, where the subject is not able to
give informed consent, his or her legally
designated representative, may, without any
resulting detriment and without having to provide
any justification, withdraw from the clinical
investigation at any time by revoking his or her
informed consent. Without prejudice to Directive
95/46/EC, the withdrawal of the informed consent
shall not affect the activities already carried out
and the use of data obtained based on informed
consent before its withdrawal.

5. Herhangi bir gonillii veya goniilliiniin
bilgilendirilmis goniilli olurunu veremedigi
durumlarda yasal vasisi, herhangi bir zarar ortaya
c¢ikmadan ve herhangi bir gerek¢e sunmadan,
bilgilendirilmis goniilli olurunu iptal ederek
herhangi bir zamanda klinik arastirmadan geri
cekilebilir. 95/46/AT sayili Direktif’e halel
getirmeksizin, bilgilendirilmis goniilli olurunun
geri ¢ekilmesi, hali hazirda yiiriitiilen faaliyetleri
ve geri c¢ekilmesinden ©Once bilgilendirilmis
goniillii oluruna dayali olarak elde edilen verilerin
kullanimini etkilemez.

6. The investigator shall be a person exercising a
profession which is recognised in the Member
State concerned as qualifying for the role of
investigator on account of having the necessary
scientific knowledge and experience in patient
care. Other personnel involved in conducting a
clinical investigation shall be suitably qualified,
by education, training or experience in the relevant
medical field and in clinical research
methodology, to perform their tasks.

6. Arastirmaci, hasta bakiminda gerekli olan
bilimsel bilgi ve deneyime sahip olmasi sayesinde
arastirmact rolii icin nitelikli oldugu ilgili {iye
devlette kabul edilen bir meslegi icra eden kisidir.
Bir klinik arastirmanin yiriitiilmesine dahil olan
diger personel, gorevlerini gergeklestirmek igin,
ilgili tibbi alanda ve klinik arastirma
metodolojisinde tahsil, egitim veya tecriibe
yoluyla uygun bir sekilde kalifiye olur.

7. The facilities where the clinical investigation is
to be conducted shall be suitable for the clinical
investigation and shall be similar to the facilities
where the device is intended to be used.

7. Klinik arastirmanin yiiriitiilecegi tesisler, klinik
aragtirma i¢in uygun ve cihazin kullanilmasinin
amaglandig tesislere benzer olur.

Article 63
Informed consent
1. Informed consent shall be written, dated and
signed by the person performing the interview
referred to in point (c) of paragraph 2, and by the
subject or, where the subject is not able to give
informed consent, his or her legally designated
representative after having been duly informed in
accordance with paragraph 2. Where the subject is
unable to write, consent may be given and
recorded through appropriate alternative means in
the presence of at least one impartial witness. In
that case, the witness shall sign and date the
informed consent document. The subject or, where
the subject is not able to give informed consent,
his or her legally designated representative shall
be provided with a copy of the document or the

Madde 63
Bilgilendirilmis goniillii oluru
1. Bilgilendirilmis goniillii oluru, 2. paragrafin (¢)
bendinde atifta bulunulan gorlismeyi
gerceklestiren kisi tarafindan ve 2. paragraf
uyarinca usuliince bilgilendirilmis olmasindan
sonra goniillii veya goniilliinlin bilgilendirilmis
goniillii olurunu veremedigi durumlarda yasal
vasisi tarafindan yazilir, tarih atilir ve imzalanir.
Goniilliiniin yazamadig1 durumda, goniillii oluru,
en azindan bir tarafsiz tanigin mevcudiyetinde
uygun alternatif yollar vasitasiyla verilebilir ve
kaydedilebilir. Bu durumda, tanik, bilgilendirilmis
goniilli oluru dokiimanina tarih atarak imzalar.
Gontlliiye veya goniilliiniin  bilgilendirilmis
goniilli olurunu veremedigi durumlarda yasal
vasisine, uygun oldugunda, bilgilendirilmis
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record, as appropriate, by which informed consent
has been given. The informed consent shall be
documented. Adequate time shall be given for the
subject or his or her legally designated
representative to consider his or her decision to
participate in the clinical investigation.

goniilli olurunun verilmis oldugu dokiimanin veya
kaydin bir sureti saglanir. Bilgilendirilmis goniillii
oluru dokiimante edilir. Klinik arastirmaya istirak
etmeye yonelik kararini diisiinmesi i¢in goniilliiye
veya onun yasal vasisine yeterli zaman verilir.

2. Information given to the subject or, where the
subject is not able to give informed consent, his or
her legally designated representative for the
purposes of obtaining his or her informed consent
shall:

(a) enable the subject or his or her legally
designated representative to understand:

(i) the nature, objectives, benefits, implications,
risks and inconveniences of the clinical
investigations;

(if) the subject's rights and guarantees regarding
his or her protection, in particular his or her right
to refuse to participate in and the right to withdraw
from the clinical investigation at any time without
any resulting detriment and without having to
provide any justification;

(iii) the conditions under which the clinical
investigations is to be conducted, including the
expected duration of the subject's participation in
the clinical investigation; and

(iv) the possible treatment alternatives, including
the follow-up measures if the participation of the
subject in the clinical investigation is
discontinued;

(b) be kept comprehensive, concise, clear,
relevant, and understandable to the subject or his
or her legally designated representative;

(c) be provided in a prior interview with a member
of the investigating team who is appropriately
qualified under national law;

(d) include information about the applicable
damage compensation system referred to in Article
69; and

(e) include the Union-wide unique single
identification number of the clinical investigation
referred to in Article 70(1) and information about
the availability of the clinical investigation results
in accordance with paragraph 6 of this Article.

2. Bilgilendirilmis goniilli olurunu elde etmek
amaciyla, goniilliiye veya goniilliinlin
bilgilendirilmis goniilli olurunu veremedigi
durumlarda onun yasal vasisine verilen bilgiler:

(a) goniilliinlin veya yasal vasisinin asagidakileri
anlamasini saglar:

(1) klinik arastirmalarin  niteligi, amaglari,
faydalari,  olast  sonuglari,  riskleri  ve
dezavantajlari;

(i1) gonilliiniin korunmasiyla ilgili haklar1 ve
giivenceleri, 06zellikle goniilliinlin arastirmaya
istirak etmeyi reddetme hakkini ve herhangi bir
zarar ortaya ¢ikmadan ve herhangi bir gerekge
sunmadan  herhangi  bir zamanda  klinik
arastirmadan geri ¢ekilme hakkini;

(iii)) klinik arastirmada goniilliden beklenen

istirak  siiresi dahil olmak iizere, klinik
aragtirmalarin hangi kosullar altinda
yiiriitiilecegini; ve

(iv) klinik arastirmada goniilliniin  istiraki

sonlanmigsa, takip tedbirleri dahil olmak iizere,
olas1 tedavi alternatiflerini;

(b) gonitillii veya yasal vasisi i¢in kapsamli, 6zIi,
acik, konuyla ilgili ve anlagilabilir tutulur;

(c) arastirma ekibinin ulusal mevzuat kapsaminda
uygun bir sekilde nitelendirilen bir iiyesi ile bir 6n
goriismede saglanir;

(d) 69. maddede atifta bulunulan uygulanabilir
zarar tazminati sistemi hakkindaki bilgileri igerir;
ve

(e) 70(1) maddesinde atifta bulunulan, klinik
arastirmaya dair Birlik genelinde benzersiz tek bir
kimlik numarasint ve bu maddenin 6. paragrafi
uyarinca klinik arastirma sonuglarinin
mevcudiyeti hakkinda bilgileri igerir.

3. The information referred to in paragraph 2 shall
be prepared in writing and be available to the
subject or, where the subject is not able to give
informed consent, his or her legally designated
representative.

3. 2. paragrafta atifta bulunulan bilgiler yazili
olarak hazirlanir ve goniillii veya goniilliiniin
bilgilendirilmis goniilli olurunu veremedigi
durumlarda yasal vasisi i¢in elde edilebilir olur.

4. In the interview referred to in point (c) of

4. 2. paragrafin (c) bendinde atifta bulunulan

paragraph 2, special attention shall be paid to the | goriismede, bilgileri vermek igin kullanilan
information needs of specific patient populations | yontemlerle birlikte, spesifik hasta
107
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and of individual subjects, as well as to the
methods used to give the information.

popiilasyonlarinin ve bireysel goniilliilerin bilgi
ihtiyaclarina 6zel 6nem verilir.

5. In the interview referred to in point (c) of

5. 2. paragrafin (c¢) bendinde atifta bulunulan

paragraph 2, it shall be verified that the subject has | goriismede,  goniilliniin  bilgileri  anladig1
understood the information. dogrulanir.
6. The subject shall be informed that a clinical | 6. Gonillii, klinik arastirma raporunun ve

investigation report and a summary presented in
terms understandable to the intended user will be
made available pursuant to Article 77(5) in the
electronic system on clinical investigations
referred to in Article 73 irrespective of the
outcome of the clinical investigation, and shall be
informed, to the extent possible, when they have
become available.

hedeflenen kullanict i¢in anlagilabilir sekilde
sunulan bir 6zetin, klinik arastirmanin sonuglarina
bakilmaksizin, 73. maddede atifta bulunulan klinik
aragtirmalara yonelik elektronik sistemde 77(5)
maddesi uyarinca erisilebilir olacagi hakkinda
bilgilendirilir ve ilgili rapor ve 6zet kullanilabilir
hale geldiginde, miimkiin oldugu 6l¢iide goniilliiye
bildirilir.

7. This Regulation is without prejudice to national
law requiring that, in addition to the informed
consent given Dby the legally designated
representative, a minor who is capable of forming
an opinion and assessing the information given to

7. Bu Tizilk, yasal vasisi tarafindan verilen
bilgilendirilmis goniilli oluruna ilave olarak,
goriis olusturma ve kendisine verilen bilgileri
degerlendirme kabiliyeti olan bir ¢ocugun, bir
klinik arastirmaya istirak etmesi i¢in ayrica onay

him or her, shall also assent in order to participate | vermesini gerektiren ulusal mevzuata halel
in a clinical investigation. getirmez.
Article 64 Madde 64

Clinical investigations on incapacitated subjects
1. In the case of incapacitated subjects who have
not given, or have not refused to give, informed
consent before the onset of their incapacity, a
clinical investigation may be conducted only
where, in addition to the conditions set out in
Article 62(4), all of the following conditions are
met:

(a) the informed consent of their legally designated
representative has been obtained:;

(b) the incapacitated subjects have received the
information referred to in Article 63(2) in a way
that is adequate in view of their capacity to
understand it;

(c) the explicit wish of an incapacitated subject
who is capable of forming an opinion and
assessing the information referred to in Article
63(2) to refuse participation in, or to withdraw
from, the clinical investigation at any time, is
respected by the investigator;

(d) no incentives or financial inducements are
given to subjects or their legally designated
representatives, except for compensation for
expenses and loss of earnings directly related to
the participation in the clinical investigation;

(e) the clinical investigation is essential with
respect to incapacitated subjects and data of
comparable validity cannot be obtained in clinical
investigations on persons able to give informed
consent, or by other research methods;

Kisithlara yonelik klinik arastirmalar
1. Kisitliliklarindan 6nce bilgilendirilmis goniilli
olurunu vermemis veya vermeyi reddetmemis olan
kisitlilar mevzubahis oldugunda, 62(4)
maddesinde belirtilen kosullara ilave olarak,
yalnizca  asagidaki  kosullarin  tamaminin
karsilanmasi durumunda, bir klinik arastirma
yiriitiilebilir:
(a) yasal vasilerinden bilgilendirilmis goniillii
olurunun alinmis olmasi;
(b) kisithilarin 63(2) maddesinde atifta bulunulan
bilgileri, anlama kapasiteleri bakimindan yeterli
olacak sekilde almis olmalari,

(c) klinik arastirmaya istirak etmeyi reddetmek ya
da herhangi bir zamanda klinik arastirmadan geri
cekilmek i¢in gorlis olusturma ve 63(2)
maddesinde atifta bulunulan bilgileri
degerlendirme kabiliyeti olan bir kisitlinin sarih
istegine arastirmaci tarafindan saygi gosterilmesi;
(d) klinik arastirmaya istirakle dogrudan iliskili
giderlere ve kazang kayiplarina yonelik tazminat
haricinde, higbir 6zendirici tesvikin ya da finansal
miikafatin  gonillillere veya onlarin yasal
vasilerine verilmemesi;

(e) kiasitlilar bakimindan klinik arastirmanin
zorunlu olmasi ve bilgilendirilmis goniilli oluru
verebilecek kisilere yonelik klinik aragtirmalardan
veya diger aragtirma yontemlerinden
karsilagtirilabilir gegerlilige iliskin verilerin elde
edilememesi;
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(f) the clinical investigation relates directly to a
medical condition from which the subject suffers;
(9) there are scientific grounds for expecting that
participation in the clinical investigation will
produce a direct benefit to the incapacitated
subject outweighing the risks and burdens
involved.

(f) klinik arastirmanin, gonilliiniin muzdarip
oldugu bir tibbi durumla dogrudan iliskili olmasi;
(g) klinik arastirmaya istirak etmenin, kisitliya,
icerdigi risklerden ve yliklerden daha agir basan
dogrudan bir fayda olusturacagr beklentisine
yonelik bilimsel dayanaklarin bulunmasi.

2. The subject shall as far as possible take partin | 2. Gonilli, bilgilendirilmis  g6niilli  oluru
the informed consent procedure. prosediiriine miimkiin olabildigince istirak eder.
Article 65 Madde 65

Clinical investigations on minors
A clinical investigation on minors may be
conducted only where, in addition to the
conditions set out in Article 62(4), all of the
following conditions are met:
(a) the informed consent of their legally designated
representative has been obtained;
(b) the minors have received the information
referred to in Article 63(2) in a way adapted to
their age and mental maturity and from
investigators or members of the investigating team
who are trained or experienced in working with
children;
(c) the explicit wish of a minor who is capable of
forming an opinion and assessing the information
referred to in Article 63(2) to refuse participation
in, or to withdraw from, the clinical investigation
at any time, is respected by the investigator;

(d) no incentives or financial inducements are
given to the subject or his or her legally designated
representative except for compensation for
expenses and loss of earnings directly related to
the participation in the clinical investigation;

(e) the clinical investigation is intended to
investigate treatments for a medical condition that
only occurs in minors or the clinical investigation
is essential with respect to minors to validate data
obtained in clinical investigations on persons able
to give informed consent or by other research
methods;

(f) the clinical investigation either relates directly
to a medical condition from which the minor
concerned suffers or is of such a nature that it can
only be carried out on minors;

(9) there are scientific grounds for expecting that
participation in the clinical investigation will
produce a direct benefit to the minor subject
outweighing the risks and burdens involved;

(h) the minor shall take part in the informed
consent procedure in a way adapted to his or her
age and mental maturity;

Cocuklara yonelik klinik arastirmalar
Cocuklara yonelik bir klinik arastirma, 62 (4)
maddesinde belirtilen kosullara ilave olarak,
yalnizca  asagidaki  kosullarin  tamaminin
karsilanmasi durumunda yiirtitilebilir:

(a) yasal vasilerinden bilgilendirilmis goniilli
olurunun alinmis olmast;

(b) ¢ocuklarin, 63(2) maddesinde atifta bulunulan
bilgileri, yaslarina ve zihinsel olgunluklarina
uygun olacak sekilde ve c¢ocuklarla calisma
konusunda egitimli veya deneyimli olan
arastirmacilardan ~ya da  arastirma  ekibi
tiyelerinden almis olmalarti;

(c) klinik arastirmaya istirak etmeyi reddetmek ya
da herhangi bir zamanda klinik arastirmadan geri
cekilmek i¢in gorlis olusturma ve 63(2)
maddesinde atifta bulunulan bilgileri
degerlendirme kabiliyeti olan bir ¢ocugun sarih
istegine arastirmaci tarafindan saygi gosterilmesi;
(d) klinik arastirmaya istirakle dogrudan iliskili
giderlere ve kazang¢ kayiplarina yonelik tazminat
haricinde, hi¢bir 6zendirici tesvikin ya da mali
miikafatin  gontillilere veya onlarin yasal
vasilerine verilmemesi;

(e) klinik arastirmanin, yalnizca ¢ocuklarda
meydana gelen bir tibbi duruma yonelik tedavileri
arastirmak i¢in amacglanmasi ya da bilgilendirilmis
goniilli oluru verebilecek kisilere yonelik klinik
arastirmalarda veya diger arastirma yontemleriyle
elde edilen verileri gecerli kilmak i¢in klinik
arastirmanin ¢cocuklar bakimindan gerekli olmasi;
(f) klinik aragtirmanin, ya ilgili cocugun muzdarip
oldugu bir tibbi durumla dogrudan iligkili olmasi
ya da yalnizca ¢ocuklar iizerinde yiiriitiilebilecek
bir yapida olmasi;

(g) klinik arastirmaya istirakin ¢ocuga, icerdigi
risklerden ve yiiklerden daha agir basan dogrudan
bir fayda olusturacagi beklentisine yonelik
bilimsel dayanaklarin bulunmasi.

(h) ¢ocugun, yasina ve zihinsel olgunluguna uygun
bir sekilde, bilgilendirilmis gonilli  oluru
prosediiriine istirak etmesi;
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(i) if during a clinical investigation the minor
reaches the age of legal competence to give
informed consent as defined in national law, his or
her express informed consent shall be obtained
before that subject can continue to participate in
the clinical investigation.

(1) ¢ocugun bir klinik arastirma sirasinda ulusal
mevzuatta tanimlandig1r sekilde bilgilendirilmis
goniilli oluru vermek icin hukuki ehliyet yasina
ulasmas1 durumunda, klinik arastirmaya istirak
etmeye devam edebilmesinden Once onun agik
bilgilendirilmis goniillii olurunun alinmasi.

Article 66
Clinical investigations on pregnant or
breastfeeding women
A clinical investigation on pregnant or
breastfeeding women may be conducted only
where, in addition to the conditions set out in
Article 62(4), all of the following conditions are
met:
(a) the clinical investigation has the potential to
produce a direct benefit for the pregnant or
breastfeeding woman concerned, or her embryo,
foetus or child after birth, outweighing the risks
and burdens involved;
(b) where research is undertaken on breastfeeding
women, particular care is taken to avoid any
adverse impact on the health of the child;

(c) no incentives or financial inducements are
given to the subject except for compensation for
expenses and loss of earnings directly related to
the participation in the clinical investigation.

Madde 66
Gebe veya emziren kadinlara yonelik klinik
arastirmalar
Gebe veya emziren kadinlara yonelik bir klinik
arastirma, 62(4) maddesinde belirtilen kosullara
ilave olarak, yalnizca asagidaki kosullarin
tamaminin karsilanmasi durumunda yiiriitiilebilir:

(a) klinik arastirmanin, ilgili gebe veya emziren
kadin ya da onun embriyosu, fetiisii veya dogum
sonrast ¢ocugu ig¢in, igerdigi risklerden ve
yliklerden daha agir basan dogrudan bir fayda
olusturma potansiyelinin olmasi;

(b) arastirmanin emziren kadinlar iizerinde
yiriitiilmesi durumunda, ¢ocugun sagligi iizerinde
herhangi bir advers etkiden kaginmaya 6zel 6nem
verilmesi;

(c) klinik arastirmaya istirakle dogrudan iliskili
giderlere ve kazan¢ kayiplarina yonelik tazminat
haricinde, 6zendirici bir tesvikin ya da finansal
miikafatlarin goniilliilere verilmemesi;

Article 67
Additional national measures
Member States may maintain additional measures
regarding persons performing mandatory military
service, persons deprived of liberty, persons who,
due to a judicial decision, cannot take part in

Madde 67
) Ilave ulusal tedbirler
Uye devletler, zorunlu askerlik hizmeti

gerceklestiren kisilerle, 6zgiirliiglinden mahrum
olan kisilerle, bir adli karar nedeniyle klinik
arastirmalarda yer alamayan kisilerle veya evde

clinical investigations, or persons in residential | bakim kurumlarindaki kisilerle ilgili ilave
care institutions. tedbirleri siirdiirebilir.
Article 68 Madde 68
Clinical investigations in emergency situations Acil durumlarda klinik arastirmalar
1. By way of derogation from point (f) of Article | 1. 62(4) maddesinin (f) bendinden, 64(1)

62(4), from points (a) and (b) of Article 64(1) and
from points (a) and (b) of Article 65, informed
consent to participate in a clinical investigation
may be obtained, and information on the clinical
investigation may be given, after the decision to
include the subject in the clinical investigation,
provided that that decision is taken at the time of
the first intervention on the subject, in accordance
with the clinical investigation plan for that clinical
investigation and that all of the following
conditions are fulfilled:

(a) due to the urgency of the situation, caused by a

maddesinin (a) ve (b) bentlerinden ve 665.
maddenin (a) ve (b) bentlerinden istisna olarak,
goniilliiyti klinik aragtirmaya dahil etme kararinin,
bu klinik aragtirmaya yonelik klinik arastirma
planina uygun olarak goniilliiye ilk miidahale
aninda alinmasi ve asagidaki kosullarin tamaminin
karsilanmas1 sartiyla, bir klinik arastirmaya istirak
etmek i¢in bilgilendirilmis goniilli oluru bu
karardan sonra almabilir ve klinik arastirmaya
iliskin bilgiler bu karardan sonra verilebilir:

(a) goOnilliiniin, hayat1 tehdit eden ani tibbi

sudden life-threatening or other sudden serious | kosullardan veya diger ciddi kosullardan
medical condition, the subject is unable to provide | kaynaklanan durumlarin aciliyeti nedeniyle
bilgilendirilmis  goniilli  olurunu  O6nceden
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prior informed consent and to receive prior
information on the clinical investigation;

(b) there are scientific grounds to expect that
participation of the subject in the clinical
investigation will have the potential to produce a
direct clinically relevant benefit for the subject
resulting in a measurable health-related
improvement alleviating the suffering and/or
improving the health of the subject, or in the
diagnosis of its

condition;

(c) itis not possible within the therapeutic window
to supply all prior information to and obtain prior
informed consent from his or her legally
designated representative;

(d) the investigator certifies that he or she is not
aware of any objections to participate in the
clinical investigation previously expressed by the
subject;

(e) the clinical investigation relates directly to the
subject’'s medical condition because of which it is
not possible within the therapeutic window to
obtain prior informed consent from the subject or
from his or her legally designated representative
and to supply prior information, and the clinical
investigation is of such a nature that it may be
conducted exclusively in emergency situations;
(f) the clinical investigation poses a minimal risk
to, and imposes a minimal burden on, the subject
in comparison with the standard treatment of the
subject's condition.

saglayamamas1 ve klinik arastirmaya iliskin
Onceden bilgi alamamasi.

(b) klinik arastirmaya goniilliiniin istirakinin,
goniilliinlin 1zdirabin1 azaltan ve/veya sagligini
gelistiren, saghgiyla ilgili  olgiilebilir  bir
tyilestirmeyle ya da durumunun teshisiyle
sonuc¢lanan, goniillii i¢in dogrudan klinik olarak
ilgili bir fayda olusturma potansiyeline sahip
olacagi beklentisine yonelik bilimsel dayanaklarin

bulunmasi;

(c) goniilliiniin yasal vasilerine tiim bilgileri
onceden saglamanin ve ondan bilgilendirilmis
goniillii  olurunu o6nceden almanin terapotik
pencere zarfinda miimkiin olmamasi;

(d) arastirmacinin, klinik arastirmaya istirake
yonelik goniillii tarafindan 6nceden ifade edilen
herhangi bir itirazdan haberdar olmadigin1 garanti
etmesi;

(e)  goniilliden veya  yasal  vasisinden
bilgilendirilmis goniillii olurunu 6nceden almanin
ve ona Onceden bilgi vermenin terapotik pencere
zarfinda miimkiin olmamasi1 nedeniyle, klinik
aragtirmanin ~ goniilliniin ~ tibbi  durumuyla
dogrudan iligkili olmasi ve klinik arastirmanin
sadece acil durumlarda ytiriitiilebilecek bir yapida
olmasi;

(f) klinik arastirmanin  goniilliiniin  standart
tedavisine kiyasla goniillii i¢in asgari diizeyde risk
olusturmas1 ve goniilliiye asgari diizeyde yiik
getirmesi;

2. Following an intervention pursuant to paragraph
1 of this Article, informed consent in accordance
with Article 63 shall be sought to continue the
participation of the subject in the clinical
investigation, and information on the clinical
investigation shall be given, in accordance with
the following requirements:

(a) regarding incapacitated subjects and minors,
the informed consent shall be sought by the
investigator from his or her legally designated
representative without undue delay and the
information referred to in Article 63(2) shall be
given as soon as possible to the subject and to his
or her legally designated representative;

(b) regarding other subjects, the informed consent
shall be sought by the investigator without undue
delay from the subject or his or her legally
designated representative, whichever can be done
sooner, and the information referred to in Article
63(2) shall be given as soon as possible to the
subject or his or her legally designated
representative, as applicable.

2. Bu maddenin 1. paragrafi uyarinca bir
miidahaleyi takiben, goniilliiniin klinik
arastirmaya istirakin devam etmesi i¢in 63. madde
uyarinca bilgilendirilmis goniillii oluru aranir ve
asagidaki gerekliliklere uygun olarak, klinik
arastirmaya yonelik bilgiler verilir:

(a) kisithilarla ve c¢ocuklarla 1ilgili olarak
bilgilendirilmis goniillii oluru, yasal vasisinden
arastirmaci tarafindan gecikmeksizin istenir ve
63(2) maddesinde atifta bulunulan bilgiler
miimkiin olan en kisa siirede goniilliiye ve yasal
vasisine verilir;

(b) diger gondilliilerle ilgili olarak, bilgilendirilmis
goniillii oluru hangisinden daha ¢abuk alinabilirse,
goniilliiden veya onun yasal vasisinden arastirmaci
tarafindan  gecikmeksizin istenir ve 63(2)
maddesinde atifta bulunulan bilgiler,
uygulanabilir oldugu {izere goniillilye veya onun
yasal vasisine miimkiin olan en kisa siirede verilir.
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For the purposes of point (b) where informed
consent has been obtained from the legally
designated representative, informed consent to
continue the participation in the clinical
investigation shall be obtained from the subject as
soon as he or she is capable of giving informed
consent.

“(b)” bendi amagclari dogrultusunda
bilgilendirilmis gonillii olurunun yasal vasiden
alinmig olmast durumunda, klinik arastirmaya
istirakin devam etmesi icin bilgilendirilmis
gonilli oluru, bilgilendirilmis goniillii olurunu
verme yetisine sahip oldugu anda goniilliiden
alinir.

3. If the subject or, where applicable, his or her
legally designated representative does not give

3. Gontlli veya uygulanabildigi hallerde yasal
vasisi goniilli oluru vermezse, s6z konusu kisi

consent, he or she shall be informed of the right to | klinik  arastirmadan elde edilen verilerin
object to the use of data obtained from the clinical | kullanimina itiraz etme hakki konusunda
investigation. bilgilendirilir.

Article 69 Madde 69

Damage compensation

1. Member States shall ensure that systems for
compensation for any damage suffered by a
subject resulting from participation in a clinical
investigation conducted on their territory are in
place in the form of insurance, a guarantee, or a
similar arrangement that is equivalent as regards
its purpose and which is appropriate to the nature
and the extent of the risk.

Zarar tazminat

1. Uye devletler, kendi sinirlarinda yiiriitiilen bir
klinik arastirmaya istirakten dolay1 bir géniilliiniin
maruz kaldig1 zararlara yoOnelik tazminat
sistemlerinin, sigorta  bi¢iminde,  gilivence
biciminde veya amaci bakimindan denk olan ve
riskin yapisina ve boyutuna uygun olan benzer bir
anlasma bi¢iminde yiiriirliikte olmasin1 saglar.

2. The sponsor and the investigator shall make use
of the system referred to in paragraph 1 in the form
appropriate for the Member State in which the
clinical investigation is conducted.

2. Destekleyici ve aragtirmact 1. paragrafta atifta
bulunulan sistemi, klinik aragtirmanin yiirtitiildiigii
iiye devlet i¢in uygun bi¢cimde kullanir.

Article 70
Application for clinical investigations

Madde 70
Klinik arastirmalara yonelik basvuru

1. The sponsor of a clinical investigation shall
submit an application to the Member State(s) in
which the clinical investigation is to be conducted
(referred to for the purposes of this Article as
‘Member State concerned’) accompanied by the
documentation referred to in Chapter 1l of Annex
XV.

The application shall be submitted by means of the
electronic system referred to in Article 73, which
shall generate a Union-wide unique single
identification  number  for the  clinical
investigation, which shall be used for all relevant
communication in relation to that clinical
investigation. Within 10 days of it receiving the
application, the Member State concerned shall
notify the sponsor as to whether the clinical
investigation falls within the scope of this
Regulation and as to whether the application
dossier is complete in accordance with Chapter Il
of Annex XV.

1. Bir klinik aragtirmanin destekleyicisi, klinik
arastirmanin yiritiilecegi iiye devlete/devletlere
(bu maddenin amaglar1 dogrultusunda “ilgili liye
devlet” olarak atifta bulunulan) XV. Ekin II
Boliimiinde atifta bulunulan dokiimantasyonla
birlikte bir bagvuru yapar.

Basvuru, bu klinik arastirmayla ilgili olarak tiim
iletisimler icin kullanilan Birlik genelinde
benzersiz tek bir kimlik numarasi olusturan 73.
maddede atifta bulunulan elektronik sistem
araciligiyla yapilir. Ilgili iiye devlet, basvuruyu
aldiktan sonra 10 giin igerisinde, klinik
aragtirmanin  bu Tiiziik’iin kapsamina  girip
girmedigini ve basvuru dosyasinin XV. Ekin II.
Bolimii  uyarinca tam  olup  olmadigini
destekleyiciye bildirir.

2. Within one week of any change occurring in
relation to the documentation referred to in
Chapter 11 of Annex XV, the sponsor shall update
the relevant data in the electronic system referred
to in Article 73 and make that change to the

2. XV. Ekin II. Boéliimiinde atifta bulunulan
dokiimantasyona iliskin meydana gelen herhangi
bir degisiklikten itibaren bir hafta igerisinde,
destekleyici, 73. maddede atifta bulunulan
elektronik sistemdeki ilgili verileri giinceller ve
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documentation clearly identifiable. The Member
State concerned shall be notified of the update by
means of that electronic system.

dokiimantasyondaki bu degisikligin agikca fark
edilebilir olmasim saglar. Ilgili iiye devlet, bu
elektronik sistem vasitasiyla giincelleme hakkinda
bilgilendirilir.

3. Where the Member State concerned finds that
the clinical investigation applied for does not fall
within the scope of this Regulation or that the
application dossier is not complete, it shall inform
the sponsor thereof and shall set a time limit of
maximum 10 days for the sponsor to comment or
to complete the application by means of the
electronic system referred to in Article 73. The
Member State concerned may extend this period
by a maximum of 20 days where appropriate.
Where the sponsor has not provided comments nor
completed the application within the time limit
referred to in the first subparagraph, the
application shall be deemed to have lapsed. Where
the sponsor considers the application does fall
under the scope of this Regulation and/or is
complete but the Member State concerned does
not, the application shall be considered to have
been rejected. The Member State concerned shall
provide for an appeal procedure in respect of such
refusal.

The Member State concerned shall notify the
sponsor within five days of receipt of the
comments or of the requested additional
information, whether the clinical investigation is
considered as falling within the scope of this
Regulation and the application is complete.

3. Tlgili iiye devlet, basvuru yapilan klinik
aragtirmanin bu Tizlik kapsamina girmedigini
veya basvuru dosyasinin tam olmadigini tespit
ettiginde, bunu destekleyiciye bildirir ve
destekleyicinin 73. maddede atifta bulunulan
elektronik sistem vasitasiyla agiklama yapmasi ya
da bagvuruyu tamamlamasi i¢in en fazla 10 giinliik
siire sinir1 koyar. Ilgili iiye devlet, uygun oldugu
hallerde, bu siireyi en fazla 20 giin uzatabilir.

Destekleyicinin  birinci alt paragrafta atifta
bulunulan siire smir1 igerisinde agiklama
yapmamasi veya bagvuruyu tamamlamamasi

durumunda, basvuru gegersiz sayilir. Destekleyici,
basvurunun bu Tiiziik kapsamina girdigini ve/veya
tamamlandigini diistinse dahi; ilgili liye devlet bu
goriiste degilse basvuru reddedilmis sayilir. lgili
iiye devlet, bu tiir reddetmeyle ilgili olarak bir
itiraz prosediirii olusturur.

Ilgili iiye devlet, agiklamalarin veya talep edilen
ilave bilgilerin alinmasindan itibaren bes giin

igerisinde, klinik arastirmanin  bu  Tiiziik
kapsamina girip girmedigini ve basvurunun
tamamlanip tamamlanmadigin1  destekleyiciye
bildirir.

4. The Member State concerned may also extend
the period referred to in paragraph 1 and 3 each by
a further five days.

4. Tlgili iiye devlet ayrica, 1. ve 3. paragrafta atifta
bulunulan siirelerin her birini beser giin daha
uzatabilir.

5. For the purposes of this Chapter, the date on
which the sponsor is notified in accordance with
paragraph 1 or 3 shall be the validation date of the
application. Where the sponsor is not notified, the
validation date shall be the last day of the periods
referred to in paragraphs 1, 3 and 4 respectively.

5. Bu bolimiin amaglart  dogrultusunda,
destekleyicinin 1. ve 3. paragraf uyarinca
bilgilendirildigi tarih bagvurunun gegerlilik tarihi
olur. Destekleyicinin bilgilendirilmedigi durumda,
gecerlilik tarihi sirasiyla 1., 3. ve 4. paragraflarda
atifta bulunulan siirelerin son giinii olur.

6. During the period when the application is being
assessed, the Member State may request additional
information from the sponsor. The expiry of the
period laid down in point (b) of paragraph 7 shall
be suspended from the date of the first request until
such time as the additional information has been
received.

6. Bagvurunun degerlendirildigi siire boyunca, liye
devlet destekleyiciden ilave bilgiler talep edebilir.
7. paragrafin (b) bendinde belirtilen siirenin bitisi,
ilk talep tarihinden ilave bilgilerin alinmis oldugu
zamana kadar dondurulur.

7. The sponsor may start the clinical investigation
in the following circumstances:

(a) in the case of investigational class | devices or
in the case of non-invasive class Ila and class I1b
devices, unless otherwise stated by national law,
immediately after the validation date of the

7. Destekleyici, asagidaki durumlarda klinik
arastirmaya baslayabilir:

(a) arastirma amacli smif I cihazlar s6z konusu
oldugunda veya smif Ila ve siif IIb invaziv
olmayan cihazlar s6z konusu oldugunda, ulusal

mevzuat tarafindan aksi belirtilmedikge, 5.
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application pursuant to paragraph 5, and provided
that a negative opinion which is valid for the entire
Member State, under national law, has not been
issued by an ethics committee in the Member State
concerned in respect of the clinical investigation;
(b) in the case of investigational devices, other
than those referred to in point (a), as soon as the
Member State concerned has notified the sponsor
of its authorisation, and provided that a negative
opinion which is valid for the entire Member State,
under national law, has not been issued by an
ethics committee in the Member State concerned
in respect of the clinical investigation. The
Member State shall notify the sponsor of the
authorisation within 45 days of the validation date
referred to in paragraph 5. The Member State may
extend this period by a further 20 days for the
purpose of consulting with experts.

paragraf uyarinca bagvurunun gegerlilik tarihinden
sonra ivedilikle, ve ilgili iliye devletteki etik
komitenin klinik arastirma ile ilgili olarak ulusal
mevzuat kapsaminda iiye devletin biitiinli i¢in
gecerli olan olumsuz bir goriis vermemesi sartiyla;
(b) (a) bendinde atifta bulunulanlar haricindeki
arastirma amacgh cihazlar s6z konusu oldugunda,
ilgili iye devlet klinik arastirma iznini
destekleyiciye bildirir bildirmez ve ilgili iye
devletteki etik komitenin klinik arastirma ile ilgili
olarak ulusal mevzuat kapsaminda iiye devletin
biitiinli i¢in gecerli olan olumsuz bir goriis
vermemesi sartiyla. Uye devlet 5.paragrafta atifta
bulunulan gecerlilik tarihinden itibaren 45 giin
igerisinde izni destekleyiciye bildirir. Uye devlet,
uzmanlara danismak amaciyla, bu siireyi 20 giin
daha uzatabilir.

8. The Commission is empowered to adopt
delegated acts in accordance with Article 115
amending, in the light of technical progress and
global regulatory developments, the requirements
laid down in Chapter Il of Annex XV.

8. Komisyon, teknik ilerlemeler ve kiiresel
diizenlemelerle ilgili gelismeler 1s1ginda, XV.
Ekin II. Boliimiinde belirtilen gereklilikleri tadil
etmek iizere 115. madde uyarinca yetki devrine
dayanan  tasarruflart  kabul etmesi igin
yetkilendirilir.

9. In order to ensure the uniform application of the
requirements laid down in Chapter Il of Annex
XV, the Commission may adopt implementing
acts to the extent necessary to resolve issues of
divergent interpretation and of practical
application. Those implementing acts shall be
adopted in accordance with the examination
procedure referred to in Article 114(3).

9. Komisyon, XV. Ekin II. Boliimiinde belirtilen
gerekliliklerin yeknesak uygulanmasini saglamak
uzere, farkli yorumlama ve pratik uygulama
sorunlarin1 ¢ézmek igin gerekli oldugu o6lciide,
uygulama tasarruflar1 kabul edebilir. Bu uygulama
tasarruflari, 114(3) maddesinde atifta bulunulan
inceleme usulii uyarinca kabul edilir.

Article 71
Assessment by Member States

1. Member States shall ensure that the persons
validating and assessing the application, or
deciding on it, do not have conflicts of interest, are
independent of the sponsor, the investigators
involved and of natural or legal persons financing
the clinical investigation, as well as free of any
other undue influence.

Madde 71
Uye devietlerce degerlendirme

1. Uye devletler, basvuruyu gecerli kilan ve
degerlendiren veya basvuru hakkinda karar veren
kisilerin  ¢ikar  catismasinin  olmamasini,
destekleyiciden, ilgili arastirmacilardan, klinik
arastirmay1 finanse eden gergek veya tiizel
kisilerden ve ilaveten diger usulsiiz etkilerden
bagimsiz olmalarini saglar.

2. Member States shall ensure that the assessment
is done jointly by an appropriate number of
persons who collectively have the necessary
qualifications and experience.

2. Uye devletler; degerlendirmenin, gerekli
nitelige ve deneyime miistereken sahip olan uygun
sayida kisi tarafindan birlikte yapilmasini saglar.

3. Member States shall assess whether the clinical
investigation is designed in such a way that
potential remaining risks to subjects or third
persons, after risk minimization, are justified,
when weighed against the clinical benefits to be
expected. They shall, while taking into account
applicable CS or harmonised standards, examine
in particular:

3. Uye devletler; klinik arastirmanin, risk
minimizasyonu sonrasinda goniilliiler veya ti¢ilincii
kisiler icin kalan potansiyel riskleri, beklenen
klinik faydalarla karsilastirildiginda,
gerekcelendirecek  bir  sekilde  tasarlanip
tasarlanmadigin1  degerlendirir. Uye devletler,
uygulanabilir ortak spesifikasyonlari (OS) veya
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(a) the demonstration of compliance of the
investigational device(s) with the applicable
general safety and performance requirements,
apart from the aspects covered by the clinical
investigation, and whether, with regard to those
aspects, every precaution has been taken to protect
the health and safety of the subjects. This includes,
where appropriate, assurance of technical and
biological safety testing and pre-clinical
evaluation;

(b) whether the risk-minimisation solutions
employed by the sponsor are described in
harmonised standards and, in those cases where
the sponsor does not use harmonised standards,
whether the risk-minimisation solutions provide a
level of protection that is equivalent to that
provided by harmonised standards;

(c) whether the measures planned for the safe
installation, putting into service and maintenance
of the investigational device are adequate;

(d) the reliability and robustness of the data
generated in the clinical investigation, taking
account of statistical approaches, design of the
investigation and methodological  aspects,
including sample size, comparator and endpoints;
(e) whether the requirements of Annex XV are
met;

(f) in the case of devices for sterile use, evidence
of the validation of the manufacturer's sterilisation
procedures or information on the reconditioning
and sterilisation procedures which have to be
conducted by the investigation site;

(g) the demonstration of the safety, quality and
usefulness of any components of animal or human
origin or of substances, which may be considered
medicinal products in accordance with Directive
2001/83/EC.

uyumlastirilmis standartlar1 géz oniinde tutarken,
Ozellikle asagidakileri inceler:

(a) arastirma amacl cihazin/cihazlarin klinik
aragtirmanin kapsadigi hususlardan ayr1 olarak
uygulanabilir genel giivenlilik ve performans
gerekliliklerine uygunlugunun gosterilmesini ve
bu hususlarla ilgili gonilliilerin saghigint ve
glivenligini korumak i¢in biitlin tedbirlerin alinmig
olup olmadigini.

Bu; gerektiginde, teknik ve biyolojik giivenlilik
testlerinin ve klinik-6ncesi degerlendirmenin
teminini kapsar;
(b) destekleyici
minimizasyon
standartlarda
destekleyicinin

tarafindan  kullanilan risk
¢Oziimlerinin  uyumlastirilmis
tanimlanip tanimlanmadigini ve

uyumlastirilmis  standartlari
kullanmadig1 durumlarda, risk minimizasyon
¢6zlimlerinin uyumlastirilmis standartlarin
sagladigina denk bir koruma seviyesi saglayip
saglamadigini;
(c) arastirma amagli cihazin giivenli kurulumu,
hizmete sunulmasi ve bakimi i¢in planlanan
tedbirlerin yeterli olup olmadigini;
(d) istatistiki yaklagimlar, arastirmanin tasarimi ve
orneklem biyiikligii, komparatéor ve sonlanim
noktalar1 da dahil olmak iizere metodolojik
hususlar dikkate alinarak, klinik arastirmadan elde
edilen verilerin giivenilirligini ve saglamligini;
(e) XV. Ekin gerekliliklerinin  karsilanip
karsilanmadigini;
(f) steril kullanima yonelik cihazlar s6z konusu
oldugunda, imalat¢inin sterilizasyon
prosediirlerinin  validasyon kanitlarim1  veya
arastirma tesisince yiiriitiilmesi gereken yenileme
ve sterilizasyon prosediirlerine iliskin bilgileri;
(g) hayvan veya insan kaynakl1 bilesenlerin ya da
2001/83/AT sayil1 Direktif uyarinca tibbi iirlinler
olarak kabul edilebilen maddelerin giivenliliginin,
kalitesinin ve yararliliginin gdsterilmesini.

4. Member States shall refuse the authorisation of
the clinical investigation if:

(a) the application dossier submitted pursuant to
Article 70(1) remains incomplete;

(b) the device or the submitted documents,
especially the investigation plan and the
investigator's brochure, do not correspond to the
state of scientific knowledge, and the clinical
investigation, in particular, is not suitable for
providing evidence for the safety, performance
characteristics or benefit of the device on subjects
or patients,

4. Uye devletler, asagidaki durumlarda klinik
arastirma igin izin vermez:

(a) 70(1) maddesi uyarinca sunulan basvuru
dosyasinin eksik kalmasi;

(b) cihazin veya sunulan dokiimanlarin, 6zellikle
arastirma planinin ve arastirmaci brosiiriiniin en
son bilimsel bilgiye uyumlu olmamasi ve klinik
aragtirmanin, Ozellikle, goniilliiller veya hastalar
iizerinde  cihazin  giivenliligi, performans
Ozellikleri veya faydalarina iliskin kanitlar
saglamak i¢in uygun olmamasi,
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(c) the requirements of Article 62 are not met, or
(d) any assessment under paragraph 3 is negative.
Member States shall provide for an appeal

procedure in respect of a refusal pursuant to the
first subparagraph.

(c) 62. maddenin gerekliliklerinin karsilanmamasi
veya

(d) 3. paragraf kapsamindaki
degerlendirmenin olumsuz olmasi.
Uye devletler, birinci alt paragraf uyarinca redde
iligskin bir itiraz prosediirii olusturur.

herhangi bir

Article 72
Conduct of a clinical investigation
1. The sponsor and the investigator shall ensure
that the clinical investigation is conducted in
accordance  with  the approved clinical
investigation plan.

Madde 72
Bir klinik arastirmanin yiiriitiilmesi
1. Destekleyici ve arastirmact; klinik arastirmanin,
onaylanan klinik arastirma planina uygun olarak
yuriitiilmesini saglar.

2. In order to verify that the rights, safety and well-
being of subjects are protected, that the reported
data are reliable and robust, and that the conduct
of the clinical investigation is in compliance with
the requirements of this Regulation, the sponsor
shall ensure adequate monitoring of the conduct of
a clinical investigation. The extent and nature of
the monitoring shall be determined by the sponsor
on the basis of an assessment that takes into
consideration all characteristics of the clinical
investigation including the following:

(a) the objective and methodology of the clinical
investigation; and

(b) the degree of deviation of the intervention from
normal clinical practice.

2. Gontllilerin  haklarinin, gilivenliginin ve

refahinin  korundugunu, raporlanan verilerin
giivenilir ve saglam oldugunu ve klinik
aragtirmanin  yiritilmesinin  bu  Tizik’lin

gerekliliklerine uygun oldugunu dogrulamak i¢in,
destekleyici, yiiriitiilen klinik arastirmanin yeterli
diizeyde izlenmesini saglar. izlemenin icerigi ve
yapisi; asagidakiler de dahil olmak iizere, klinik
aragtirmanin biitiin  6zelliklerini g6z Oniinde
bulunduran bir degerlendirmeye dayanarak
destekleyici tarafindan belirlenir:

(@) klinik aragtirmanin amaci ve metodolojisi; ve

(b) miidahalenin normal klinik uygulamadan
sapma derecesi.

3. All clinical investigation information shall be
recorded, processed, handled, and stored by the
sponsor or investigator, as applicable, in such a
way that it can be accurately reported, interpreted
and verified while the confidentiality of records
and the personal data of the subjects remain
protected in accordance with the applicable law on
personal data protection.

3. Biitiin klinik arastirma bilgileri; kisisel verilerin
korunmasina iligkin uygulanan kanun uyarinca
kayitlarin  gizliligi  ve goniilliilerin  kisisel
verilerinin  korunmasina devam  edilirken,
uygulanabilir oldugunda, s6z konusu bilgilerin
dogru bir sekilde raporlanabilecegi,
yorumlanabilecegi ve dogrulanabilecegi bir
sekilde destekleyici veya arastirmaci tarafindan
kaydedilir, islenir, kullanilir ve saklanir.

4. Appropriate technical and organisational
measures shall be implemented to protect
information and personal data processed against
unauthorised or unlawful access, disclosure,
dissemination, alteration, or destruction or
accidental loss, in particular where the processing
involves transmission over a network.

4. Islenen bilgileri ve kisisel verileri, yetkisiz veya
yasadis1 erisime, ifsaya, yaymaya, degistirmeye
veya imhaya ya da kazara kaybetmeye karsi
korumak i¢in, 6zellikle islemenin bir ag iizerinden
iletimi icerdigi durumlarda, uygun teknik ve
kurumsal tedbirler uygulanir.

5. Member States shall inspect, at an appropriate
level, investigation site(s) to check that clinical
investigations are conducted in accordance with
the requirements of this Regulation and with the
approved investigation plan.

5. Uye devletler, klinik arastirmalarin, bu
Tiziik’in gereklilikleri ve onaylanan arastirma
plan1 uyarinca yiritiildiiglinii kontrol etmek igin
arastirma tesisini/tesislerini uygun bir seviyede
denetler.

6. The sponsor shall establish a procedure for
emergency situations which enables the immediate
identification and, where necessary, an immediate
recall of the devices used in the investigation.

6. Destekleyici, acil durumlar igin, arastirmada
kullanilan cihazlarin aninda tanimlanmasini ve
gerektiginde aninda geri cagirilmasini miimkiin
kilan bir prosediir olusturur.
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Article 73
Electronic system on clinical investigations
1. The Commission shall, in collaboration with the
Member States, set up, manage and maintain an
electronic system:
(a) to create the single identification numbers for
clinical investigations referred to in Article 70(1);

(b) to be used as an entry point for the submission
of all applications or notifications for clinical
investigations referred to in Articles 70, 74, 75 and
78 and for all other submission of data, or
processing of data in this context;

(c) for the exchange of information relating to
clinical investigations in accordance with this
Regulation between the Member States and
between them and the Commission including the
exchange of information referred to in Articles 70
and 76;

(d) for information to be provided by the sponsor
in accordance with Article 77, including the
clinical investigation report and its summary as
required in paragraph 5 of that Article;

(e) for reporting on serious adverse events and
device deficiencies and related updates referred to
in Article 80.

Madde 73
Klinik arastirmalara yonelik elektronik sistem

1. Komisyon, iiye devletlerle isbirligi icinde,
asagidakilere yonelik bir elektronik sistem kurar,
yonetir ve stirdiiriir:
(a) 70(1) maddesinde atifta bulunulan, klinik
arastirmalar  i¢in  tek  kimlik numarasini
olusturmaya yonelik;
(b) 70., 74., 75. ve 78. maddelerde atifta
bulunulan, klinik arastirmalara yonelik biitiin
bagvurularin veya bildirimlerin sunumu ve diger
biitiin verilerin sunumu i¢in bir giris noktasi olarak
kullanilmasina veya bu baglamda verilerin
islenmesine yonelik;
(c) 70. ve 76. maddelerde atifta bulunulan, bilgi
aligverisi dahil olmak {izere, 1iiye devletler
arasinda ve iiye devletlerle Komisyon arasinda bu
Tizlik uyarinca klinik arastirmalarla 1ilgili
bilgilerin aligverisine yonelik;

(d) 77. maddenin 5. paragrafinin gerektirdigi
sekilde klinik arastirma raporu ve bunun oOzeti
dahil olmak tizere, destekleyici tarafindan 77.
madde uyarinca saglanacak bilgilere yonelik;

(e) 80. maddede atifta bulunulan ciddi advers
olaylara, cihaz  kusurlarma ve  ilgili
giincellemelere iligkin raporlamaya yonelik.

2. When setting up the electronic system referred
in paragraph 1 of this Article, the Commission
shall ensure that it is interoperable with the EU
database for clinical trials on medicinal products
for human use set up in accordance with Article 81
of Regulation (EU) No 536/2014 of the European
Parliament and of the Council as concerns
combined clinical investigations of devices with a
clinical trial under that Regulation.

2. Bu maddenin 1. paragrafinda atifta bulunulan
elektronik sistemi kurarken, Komisyon, bu
sistemin, cihazlarin klinik arastirmalarinin (AB)
536/2014 sayil1 Avrupa Parlamentosu ve Konseyi
Tiizik’i kapsamindaki bir klinik arastirmayla
birlestirilmesiyle 1lgili olarak s6z konusu
Tiiziik’iin 81. maddesi uyarinca kurulan insan
kullanimina yonelik tibbi iiriinler hakkinda klinik
aragtirmalara iliskin AB veri tabaniyla birlikte
caligabilir olmasini saglar.

3. The information referred to in point (c) of
paragraph 1 shall only be accessible to the Member
States and the Commission. The information
referred to in the other points of that paragraph
shall be accessible to the public, unless, for all or
parts of that information, confidentiality of the
information is justified on any of the following
grounds:

(a) protection of personal data in accordance with
Regulation (EC) No 45/2001;

(b) protection of commercially confidential
information, especially in the investigators
brochure, in particular through taking into account
the status of the conformity assessment for the
device, unless there is an overriding public interest
in disclosure;

3. 1. paragrafin (c¢) bendinde atifta bulunulan
bilgiler yalnizca iliye devletler ile Komisyonun
erisimine agik olur. S6z konusu paragrafin diger
bentlerinde atifta bulunulan bilgiler, bu bilgilerin
tamam1 veya bir kismi igin, bilgilerin gizliligi
asagidaki dayanaklardan herhangi birisi ile
gerekgelendirilmedikge, kamuya agik olur:

(a) (AT) 45/2001 sayili Tiiziik uyarinca kisisel
verilerin korunmasi;

(b) aciklanmasinda kamu yarar1 agir basmadikga,
bilhassa  cihazin  uygunluk  degerlendirme
durumunu g6z Oniinde bulundurma yoluyla,
arastirmaci brosiiriindekiler basta olmak iizere
ticari gizli bilgilerin korunmasi;
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(c) effective supervision of the conduct of the
clinical investigation by the Member State(s)
concerned.

(c) ilgili tye devlet(ler) tarafindan klinik
arastirmanin yiriitiilmesinin etkin gézetimi.

4. No personal data of subjects shall be publicly
available.

4. Goniillilerin higbir kisisel verisi kamuya agik
olmaz.

5. The user interface of the electronic system
referred to in paragraph 1 shall be available in all
official languages of the Union.

5. 1. paragrafta atifta bulunulan elektronik
sistemin kullanict ara yiizii Birlik’in biitiin resmi
dillerinde mevcut olur.

Article 74
Clinical investigations regarding devices
bearing the CE marking

1. Where a clinical investigation is to be conducted
to further assess, within the scope of its intended
purpose, a device which already bears the CE
marking in accordance with Article 20(1), (‘PMCF
investigation’), and where the investigation would
involve submitting subjects to procedures
additional to those performed under the normal
conditions of use of the device and those
additional procedures are invasive or burdensome,
the sponsor shall notify the Member States
concerned at least 30 days prior to its
commencement by means of the electronic system
referred to in Article 73. The sponsor shall include
the documentation referred to in Chapter Il of
Annex XV as part of the notification. Points (b) to
(k) and (m) of Article 62(4), Article 75, Article 76,
Article 77, Article 80(5) and the relevant
provisions of Annex XV shall apply to PMCF
investigations.

Madde 74
CE isareti tasiyan cihazlarla ilgili klinik
arastirmalar

1. Bir klinik arastirmanin, 20(1) maddesi uyarinca
halihazirda CE isareti tasiyan bir cihazi, kullanim
amact kapsami dahilinde daha ileri seviyede
degerlendirmek  i¢in  ylriitiilmesi  (PMCF
aragtirmast) durumunda ve arastirmanin,
goniilliilerin cihazin normal kullanim sartlar
altinda gercgeklestirilenlere ilave prosediirlere tabi
tutulmasini icermesi ve bu ilave prosediirlerin
invaziv veya kiilfetli olmasi1 halinde, destekleyici
PMCEF arastirmasinin baslangicindan en az 30 giin
oncesinde 73. maddede atifta bulunulan elektronik
sistem vasitasiyla ilgili tiye devletleri bilgilendirir.
Destekleyici, XV. Ekin II. Boliimiinde atifta
bulunulan dokiimantasyonu, bildirimin bir pargasi
olarak dahil eder. 62(4) maddesinin (b) ila (k) ve
(m) bentleri, 75. madde, 76. madde, 77. madde,
80(5) maddesi ve XV. Ekin ilgili hiikiimleri PMCF
arastirmalarina uygulanir.

2. Where a clinical investigation is to be conducted
to assess, outside the scope of its intended purpose,
a device which already bears the CE marking in
accordance with Article 20(1), Articles 62 to 81
shall apply.

2. Bir klinik aragtirmanin, 20(1) maddesi uyarinca
halihazirda CE isareti tasiyan bir cihazi, kullanim
amacinin kapsami disinda degerlendirmek iizere
yiriitiillecegi durumlarda 62 ila 81. maddeler
uygulanir.

Article 75
Substantial modifications to clinical
investigations

1. If a sponsor intends to introduce modifications
to a clinical investigation that are likely to have a
substantial impact on the safety, health or rights of
the subjects or on the robustness or reliability of
the clinical data generated by the investigation, it
shall notify, within one week, by means of the
electronic system referred to in Article 73 the
Member State(s) in which the clinical
investigation is being or is to be conducted of the
reasons for and the nature of those modifications.
The sponsor shall include an updated version of
the relevant documentation referred to in Chapter
I1 of Annex XV as part of the notification. Changes
to the relevant documentation shall be clearly
identifiable.

Madde 75
Klinik arastirmalardaki onemli degisiklikler

1. Destekleyici, goniilliilerin gilivenligi, sagligi
veya haklar1 lizerinde ya da arastirmadan elde
edilen  klinik  verilerin  saglamligt  veya
giivenilirligi iizerinde Onemli bir etkiye sahip
olmas1 muhtemel olan degisiklikleri bir klinik
aragtirmaya uygulamay1 amaclarsa, bu
degisikliklerin nedenlerini ve mabhiyetini, 73.
maddede atifta bulunulan elektronik sistem
vasitasiyla, bir hafta igerisinde, klinik aragtirmanin
yiriitildiigli veya yiiriitiilecegi tiye devlete(lere)
bildirir. Sponsor, XV. Ekin II. Béliimiinde atifta
bulunulan ilgili  dokiimantasyonun  giincel
versiyonunu bildirimin bir pargasi olarak dahil
eder. Ilgili dokiimanlardaki degisiklikler acik bir
sekilde fark edilebilir olur.
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2. The Member State shall assess any substantial
modification to the clinical investigation in
accordance with the procedure laid down in
Article 71.

2. Uye devlet, klinik arastirmadaki herhangi bir
onemli degisikligi 71. maddede belirtilen prosediir
uyarinca degerlendirir.

3. The sponsor may implement the modifications
referred to in paragraph 1 at the earliest 38 days
after the notification referred to in that paragraph,
unless:

(a) the Member State in which the clinical
investigation is being or is to be conducted has
notified the sponsor of its refusal based on the
grounds referred to in Article 71(4) or on
considerations of public health, subject and user
safety or health, of public policy, or

(b) an ethics committee in that Member State has
issued a negative opinion in relation to the
substantial  modification to the clinical
investigation, which, in accordance with national
law, is valid for that entire Member State.

3. Destekleyici; asagidaki durumlar disinda, 1.
paragrafta atifta bulunulan bildirimden en erken
38 giin sonra o paragrafta atifta bulunulan
degisiklikleri uygulayabilir.

(a) klinik aragtirmanin  yiritildigli veya
yuriitiilecegi liye devletin, 71(4) maddesinde atifta
bulunulan durumlara veya kamu sagligi, goniilli
ve kullanic1 giivenligi veya sagligi ile kamu

politikas1  degerlendirmelerine dayali reddi
hususunda destekleyiciyi bilgilendirmis olmasi,
veya

(b) bu iiye devletteki bir etik komitenin klinik
arastirmada yapilan Onemli degisiklikle ilgili,
ulusal mevzuat uyarinca iiye devletin biitlinii igin
gecerli olan bir olumsuz goriis vermesi.

4. The Member State(s) concerned may extend the
period referred to in paragraph 3 by a further seven
days, for the purpose of consulting with experts.

4. Tlgili iiye devlet(ler), uzmanlara danismak
amactyla, 3. paragrafta atifta bulunulan siireyi 7
giin daha uzatabilir.

Article 76
Corrective measures to be taken by Member
States and information exchange between
Member States
1. Where a Member State in which a clinical
investigation is being or is to be conducted has
grounds for considering that the requirements set
out in this Regulation are not met, it may take at
least any of the following measures on its territory:

(a) revoke the authorisation for the clinical
investigation;
(b) suspend or terminate the clinical investigation;

(c) require the sponsor to modify any aspect of the
clinical investigation.

Madde 76
Uye devletler tarafindan alinacak diizeltici
tedbirler ve iiye devletler arasinda bilgi alisverisi

1. Bir klinik arastirmanin yiritildigi veya
yuriitiilecegi tiye devletin, bu Tiizlik’te belirtilen
gerekliliklerin karsilanmadigini diislinmesi icin
gerekgeleri olmas1 durumunda, kendi sinirlarinda
en az asagidaki tedbirlerden herhangi birini
alabilir:

(a) klinik arastirma iznini iptal etmek;

(b) klinik
sonlandirmak;
(c) destekleyiciden klinik arastirmanin herhangi
bir hususunu degistirmesini talep etmek.

arastirmayr askiya almak veya

2. Before the Member State concerned takes any
of the measures referred to in paragraph 1 it shall,
except where immediate action is required, ask the
sponsor or the investigator or both for their
opinion. That opinion shall be delivered within
seven days.

2. 1llgili {iye devlet; acil eylemin gerektigi
durumlar haricinde, 1. paragrafta atifta bulunulan
tedbirlerden herhangi birini almadan Once;
destekleyiciye veya arastiriciya veya her ikisine
birden gorilislerini sorar. Bu gorilis, yedi giin
i¢erisinde verilir.

3. Where a Member State has taken a measure
referred to in paragraph 1 of this Article or has
refused a clinical investigation, or has been
notified by the sponsor of the early termination of
a clinical investigation on safety grounds, that
Member  State  shall communicate the
corresponding decision and the grounds therefor to

3. Bir iiye devletin bu maddenin 1. paragrafinda
atifta bulunulan tedbirlerden birini aldig1 durumda
veya bir klinik arastirmayr reddettigi ya da
glivenlik gerekgeleriyle bir klinik arastirmanin
erken sonlandirilmasinin destekleyici tarafindan
bildirildigi durumda, s6z konusu iiye devlet ilgili
karar1 ve bunun gerekcelerini 73. maddede atifta
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all Member States and the Commission by means
of the electronic system referred to in Article 73.

bulunulan elektronik sistem vasitasiyla tiim iiye
devletlere ve Komisyona bildirir.

4. Where an application is withdrawn by the
sponsor prior to a decision by a Member State, that
information shall be made available through the
electronic system referred to in Article 73 to all
Member States and the Commission.

4. Bir bagvurunun bir liye devletin kararindan 6nce
destekleyici tarafindan geri ¢ekilmesi durumunda,
bu bilgi, biitiin liye devletlere ve Komisyona 73.
maddede atifta bulunulan elektronik sistem
vasitastyla sunulur.

Article 77
Information from the sponsor at the end of a
clinical investigation or in the event of a
temporary halt or early termination

1. If the sponsor has temporarily halted a clinical
investigation or has terminated a clinical
investigation early, it shall inform within 15 days
the Member State in which that clinical
investigation has been temporarily halted or
terminated early, through the electronic system
referred to in Article 73, of the temporary halt or
early termination, providing a justification. In the
event that the sponsor has temporarily halted or
terminated early the clinical investigation on
safety grounds, it shall inform all Member States
in which that clinical investigation is being
conducted thereof within 24 hours.

Madde 77
Bir klinik arastirmanin bitiminde ya da gegici
olarak durdurulmasi veya erken sonlandirilmasi
durumunda destekleyiciden gelen bilgiler

1. Destekleyici, bir klinik arastirmay1 gegici olarak
durdurursa veya erken sonlandirirsa; gerekcgesini
belirtmek suretiyle bu durumu, 73. maddede atifta
bulunulan elektronik sistem vasitasiyla 15 giin
igerisinde klinik arastirmanin gegici olarak
durdurulmus veya erken sonlandirilmis oldugu iiye
devlete bildirir. Giivenlik gerekgeleriyle klinik
aragtirmay1 gegici olarak durdurmasi veya erken
sonlandirmas1 halinde, destekleyici, bunu 24 saat
igerisinde bu klinik arastirmanin ylriitilmekte
oldugu tiim tiye devletlere bildirir.

2. The end of a clinical investigation shall be
deemed to coincide with the last visit of the last
subject unless another point in time for such end is
set out in the clinical investigation plan.

2. Klinik arastirma planinda aksi belirtilmedikge,
klinik aragtirmanin bitis tarihi, son goniilliiniin son
ziyaretiyle ayni1 zamana denk sayilir.

3. The sponsor shall notify each Member State in
which a clinical investigation was being conducted
of the end of that clinical investigation in that
Member State. That notification shall be made
within 15 days of the end of the clinical
investigation in relation to that Member State.

3. Destekleyici; klinik arastirmanin yiritildiigi
her bir liye devlete, bu klinik arastirmanin bu iiye
devlette tamamlandigint bildirir. Bu bildirim,
klinik arastirmanin ilgili iye devlette bitiminden
itibaren 15 giin i¢inde yapilir.

4. If an investigation is conducted in more than one
Member State, the sponsor shall notify all Member
States in which that clinical investigation was
conducted of the end of the clinical investigation
in all Member States. That notification shall be
made within 15 days of that end of the clinical
investigation.

4. Klinik aragtirmanin birden fazla iiye devlette
ylriitiildiigli  durumda;  destekleyici,  klinik
arastirmanin tiim iiye devletlerde tamamlandigini
klinik arastirmanin  yiiriitiildiigii  biitlin ~ iiye
devletlere bildirir. Bu bildirim, klinik arastirmanin
tim liye devletlerde bitiminden itibaren 15 giin
i¢erisinde yapilir.

5. Irrespective of the outcome of the clinical
investigation, within one year of the end of the
clinical investigation or within three months of the
early termination or temporary halt, the sponsor
shall submit to the Member States in which a
clinical investigation was conducted a clinical
investigation report as referred to in Section 2.8 of
Chapter | and Section 7 of Chapter Il of Annex
XV.

The clinical investigation report shall be
accompanied by a summary presented in terms that
are easily understandable to the intended user.

5. Destekleyici, klinik arastirmanin c¢iktilarina
bakmaksizin, klinik arastirmanin bitiminden
itibaren  bir yi1l igerisinde veya erken
sonlandirmadan ya da gecici olarak durdurmadan
itibaren ii¢ ay igerisinde, XV. Ekin 1. Béliimiiniin
2.8. Kesimi ve III. Boliimiin 7. Kesiminde atifta
bulunuldugu {izere bir klinik arastirma raporunu,
klinik arastirmanin yiiriitildiigii iye devletlere
sunar.

Klinik arastirma raporuna, hedeflenen kullanicinin
kolaylikla anlayabilecegi bir sekilde sunulan bir
0zet eslik eder. Hem rapor, hem de o6zet, 73.
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Both the report and summary shall be submitted by
the sponsor by means of the electronic system
referred to in Article 73.

Where, for scientific reasons, it is not possible to
submit the clinical investigation report within one
year of the end of the investigation, it shall be
submitted as soon as it is available. In such case,
the clinical investigation plan referred to in
Section 3 of Chapter Il of Annex XV shall specify
when the results of the clinical investigation are
going to be available, together with a justification.

maddede atifta bulunulan elektronik sistem

vasitasiyla destekleyici tarafindan sunulur.

Bilimsel gerekceler nedeniyle, klinik arastirma
raporunun arastirmanin bitiminden itibaren bir yil
icerisinde sunulamadigr durumda, s6z konusu
rapor miimkiin olan en kisa siirede sunulur. Bu gibi
durumda, XV. Ekin II. Boliimiiniin 3. Kesiminde
atifta bulunulan klinik aragtirma plani, gerekgeyle
birlikte klinik arastirma sonug¢larinin ne zaman
mevcut olacagini belirtir.

6. The Commission shall issue guidelines
regarding the content and structure of the summary
of the clinical investigation report.

In addition, the Commission may issue guidelines
for the formatting and sharing of raw data, for
cases where the sponsor decides to share raw data
on a voluntary basis. Those guidelines may take as
a basis and adapt, where possible, existing
guidelines for sharing of raw data in the field of
clinical investigations.

6. Komisyon, klinik arastirma raporunun 6zetinin
icerigi ve yapistyla ilgili kilavuzlar diizenler.

Buna ilave olarak, Komisyon, destekleyicinin
goniilliilik temelinde ham verileri paylagsmaya
karar verdigi durumlar i¢in, ham verilerin
bi¢gimlendirilmesine ve paylasilmasina yonelik
kilavuzlar diizenleyebilir. Bu kilavuzlar, miimkiin
oldugunda, klinik arastirmalar alaninda ham
verilerin ~ paylasilmasina  yonelik  mevcut
kilavuzlari temel alabilir ve uyarlayabilir.

7. The summary and the clinical investigation
report referred to in paragraph 5 of this Article
shall become publicly accessible through the
electronic system referred to in Article 73, at the
latest when the device is registered in accordance
with Article 29 and before it is placed on the
market. In cases of early termination or temporary
halt, the summary and the report shall become
publicly accessible immediately after submission.
If the device is not registered in accordance with
Article 29 within one year of the summary and the
report having been entered into the electronic
system pursuant to paragraph 5 of this Article, they
shall become publicly accessible at that point in
time.

7. Bu maddenin 5. paragrafinda atifta bulunulan
0zet ve klinik arastirma raporu, 73. maddede atifta
bulunulan elektronik sistem vasitasiyla, en geg,
cihaz 29. madde uyarinca kaydedildiginde ve
piyasaya arz edilmeden Once kamuya acik hale
gelir. Erken sonlandirma veya gegici durdurma
durumlarinda, 6zet ve rapor, sunulmasindan sonra
ivedilikle kamuya agik hale gelir.

Ozet ve raporun bu maddenin 5. paragrafi uyarinca
elektronik sisteme girilmis olmasindan itibaren bir
yil igerisinde, cithaz 29. madde uyarinca
kaydedilmezse, 6zet ve rapor kamuya acik hale
gelir.

Article 78
Coordinated assessment procedure for clinical
investigations

1. By means of the electronic system referred to in
Article 73, the sponsor of a clinical investigation
to be conducted in more than one Member State
may submit, for the purpose of Article 70, a single
application that, upon receipt, is transmitted
electronically to all Member States in which the
clinical investigation is to be conducted.

Madde 78

Klinik arastirmalara yonelik koordineli
degerlendirme prosediirii
1. Birden fazla iiye devlette yiiriitiilecek olan bir
klinik arastirmanin destekleyicisi, 70. maddenin
amaclar1 dogrultusunda, 73. maddede atifta
bulunulan elektronik sistem vasitasiyla, klinik
aragtirmanin yiiriitiilecegi tiim {iye devletlere
elektronik ortamda iletilecek tek bir basvuru
yapabilir.

2. The sponsor shall propose in the single
application referred to in paragraph 1 that one of
the Member States in which the clinical
investigation is to be conducted acts as
coordinating Member State. The Member States in
which the clinical investigation is to be conducted

2. Destekleyici, 1. paragrafta atifta bulunulan tek
basgvuruda klinik arastirmanin yiiriitiilecegi iiye
devletlerden birini koordinator iiye devlet olarak
faaliyet gOstermesi ig¢in  Onerir. Klinik
aragtirmanin  ylriitillecegi  liye  devletler,
basvurunun sunulmasindan itibaren alt1 giin
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shall, within six days of submission of the
application, agree on one of them taking the role
of the coordinating Member State. If they do not
agree on a coordinating Member State, the
coordinating Member State proposed by the
sponsor shall assume that role.

icerisinde, iclerinden birisinin koordinator iiye
devlet roliinii iistlenmesi konusunda anlasir. Uye
devletler koordinatér {iiye devlet konusunda
anlasamazlarsa, destekleyici tarafindan Onerilen
koordinatdr liye devlet bu rolii iistlenir.

3. Under the direction of the coordinating Member
State referred to in paragraph 2, the Member States
concerned shall coordinate their assessment of the
application, in particular of the documentation
referred to in Chapter 1l of Annex XV.

However, the completeness of the documentation
referred to in Sections 1.13, 3.1.3, 4.2, 4.3 and 4.4
of Chapter Il of Annex XV shall be assessed
separately by each Member State concerned in
accordance with Article 70(1) to (5).

3. 2. paragrafta atifta bulunulan koordinator iiye
devletin yonlendirmesi altinda, ilgili tiye devletler
basvuruyu, oOzellikle XV. Ekin II. Boliimiinde
atifta bulunulan dokiimantasyonu
degerlendirmelerini koordine ederler.

Ancak, XV. Ekin II. Boliimiiniin 1.13., 3.1.3.,4.2.,
4.3. ve 4.4. Kesimlerinde atifta bulunulan
dokiimantasyonun eksiksizligi ilgili her iiye devlet
tarafindan 70(1) ila (5) maddesi uyarinca ayri ayri
degerlendirilir.

4. With regard to documentation other than that
referred to in the second subparagraph of
paragraph 3, the coordinating Member State shall:
(a) within six days of receipt of the single
application, notify the sponsor that it is the
coordinating Member State (‘notification date’);
(b) for the purpose of the validation of the
application, take into account any considerations
submitted within seven days of the notification
date by any Member State concerned;

(c) within 10 days of the notification date, assess
whether the clinical investigation falls within the
scope of this Regulation and whether the
application is complete, and shall notify the
sponsor accordingly. Article 70(1) and (3) to (5)
shall apply to the coordinating Member State in
relation to that assessment;

(d) establish the results of its assessment in a draft
assessment report to be transmitted within 26 days
of the validation date to the Member States
concerned. By day 38 after the validation date, the
other Member States concerned shall transmit their
comments and proposals on the draft assessment
report and the underlying application to the
coordinating Member State which shall take due
account of those comments and proposals in its
finalisation of the final assessment report, to be
transmitted within 45 days of the validation date to
the sponsor and the other Member States
concerned.

The final assessment report shall be taken into
account by all Member States concerned when
deciding on the sponsor's application in
accordance with Article 70(7).

4. 3. paragrafin ikinci alt paragrafinda atifta
bulunulanlar haricindeki dokiimantasyon ile ilgili
olarak, koordinator iiye devlet:

(a) tek basvurunun alinmasindan itibaren 6 giin
igerisinde, koordinatér tiye devlet oldugunu
(“bildirim tarihini”) destekleyiciye bildirir;

(b) basvurunun gegerli kilinmasi amaciyla,
bildirim tarihinden itibaren 7 giin igerisinde ilgili
herhangi bir iiye devlet tarafindan sunulan
degerlendirmeleri dikkate alir;

(c) bildirim tarithinden itibaren 10 giin icerisinde,
klinik aragtirmanin bu Tiiziik kapsamina girip
girmedigini  ve  basvurunun  tamamlanip
tamamlandigin1 degerlendirerek destekleyiciyi bu
dogrultuda bilgilendirir. 70(1) ve 70(3) ila (5)
maddesi, bu degerlendirme ile iliskili olarak
koordinatdr liye devlete uygulanir;

(d) degerlendirmesinin sonuglarini, ilgili {ye
devletlere, gecerli kilma tarihinden itibaren 26 giin
icerisinde iletilecek olan bir taslak degerlendirme
raporu halinde olusturur. lgili diger iiye devletler,
gecerli kilma tarihinden itibaren 38 giine kadar,
taslak degerlendirme raporu ve esas basvuru
hakkindaki yorumlarini ve dnerilerini koordinator
iiye devlete iletir. Koordinator iiye devlet gecerli
kilmadan itibaren 45 giin igerisinde destekleyiciye
ve diger ilgili liye devletlere iletilecek olan nihai
degerlendirme raporunun neticelendirmesinde bu
yorumlari1 ve onerileri dikkate alir.

Nihai degerlendirme raporu, ilgili tiim {iye
devletler tarafindan 70(7) maddesi uyarinca
destekleyicinin  bagvurusu  hakkinda  karar

verilirken g6z 6niinde tutulur.

5. As regards the assessment of the documentation
referred to in the second subparagraph of
paragraph 3, each Member State concerned may

5. 3. paragrafin ikinci alt paragrafinda atifta
bulunulan dokiimantasyonun degerlendirilmesi
hususunda, ilgili her iiye devlet, tek seferligine,
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request, on a single occasion, additional
information from the sponsor. The sponsor shall
submit the requested additional information within
the period set by the Member State concerned,
which shall not exceed 12 days from the receipt of
the request. The expiry of the last deadline
pursuant to point (d) of paragraph 4 shall be
suspended from the date of the request until such
time as the additional information has been
received.

destekleyiciden ilave bilgiler talep edebilir.
Destekleyici, talep edilen ilave bilgileri, talebin
alinmasindan sonra 12 giinii agmayan, ilgili liye
devlet tarafindan belirlenen siire i¢erisinde sunar.
4. paragrafin (d) bendinde belirtilen en son siirenin
bitigi, talep tarihinden ilave bilgilerin alindigi
zaman kadar dondurulur.

6. For class Ilb and class Ill devices, the
coordinating Member State may also extend the
periods referred to in paragraph 4 by a further 50
days, for the purpose of consulting with experts.

6. Smif IIb ve Sinif III cihazlar i¢in, koordinator
iiye devlet, ayrica, uzmanlara danismak amaciyla
4. paragrafta atifta bulunulan siireleri 50 giin daha
uzatabilir.

7. The Commission may, by means of
implementing acts, further specify the procedures
and timescales for coordinated assessments to be
taken into account by Member States concerned
when deciding on the sponsor's application. Such
implementing acts may also set out the procedures
and timescales for coordinated assessment in the
case of substantial modifications pursuant to
paragraph 12 of this Article, in the case of
reporting of adverse events pursuant to Article
80(4) and in the case of clinical investigations of
combination products between medical devices
and medicinal products, where the latter are under
a concurrent coordinated assessment of a clinical
trial under Regulation (EU) No 536/2014. Those
implementing acts shall be adopted in accordance
with the examination procedure referred to in
Article 114(3).

7. Komisyon, uygulama tasarruflar1 vasitasiyla,
ilgili liye devletler tarafindan destekleyicinin
basvurusu hakkinda karar verilirken dikkate
alinacak  koordineli  degerlendirmeler i¢in
prosediirleri ve zaman ¢izelgelerini daha ayrintili
belirleyebilir. Bu tiir uygulama tasarruflari; bu
maddenin 12. paragrafi uyarinca énemli degisikler
olmasi durumunda, 80(4) maddesi uyarinca advers
olaylarin raporlanmasi durumunda ve tibbi cihaz
ile tibbi iirlin kombinasyonu irlinlerin klinik
arastirmalarinin s6z konusu olmasi durumunda, ki
tibbi {iriinler (AB) 536/2014 sayili Tiiziik
kapsaminda bir klinik arastirmanin eszamanl
koordineli degerlendirmesi ~ kapsamindadir,
koordineli degerlendirmeye yonelik prosediirleri
ve zaman ¢izelgelerini de belirtebilir. Bu
uygulama tasarruflari, 114(3) maddesinde atifta
bulunulan inceleme usulii uyarinca kabul edilir.

8. Where the conclusion of the coordinating
Member State concerning the area of coordinated
assessment is that the conduct of the clinical
investigation is acceptable or acceptable subject to
compliance with specific conditions, that
conclusion shall be deemed to be the conclusion of
all Member States concerned.

Notwithstanding the first subparagraph, a Member
State concerned may only disagree with the
conclusion of the coordinating Member State
concerning the area of coordinated assessment on
the following grounds:

(a) when it considers that participation in the
clinical investigation would lead to a subject
receiving treatment inferior to that received in
normal clinical practice in that Member State
concerned;

(b) infringement of national law; or

(c) considerations as regards subject safety and
data reliability and robustness submitted under
point (b) of paragraph 4.

8. Koordinator iiye devletin  koordineli
degerlendirme alamiyla ilgili kararinin, klinik
aragtirmanin  ylriitilmesinin  kabul edilebilir
oldugu veya spesifik kosullara uygunluga tabi
olarak kabul edilebilir oldugu durumda, bu karar
ilgili tiim liye devletlerin karar1 olarak kabul edilir.

Birinci alt paragrafa bakilmaksizin, ilgili bir iiye
devlet, koordinatér tiiye devletin koordineli
degerlendirme alaniyla ilgili kararina yalnizca
asagidaki gerekgelerle katilmayabilir:

(a) klinik arastirmaya istirakin, bir gonilliiniin
ilgili liye devletteki standart klinik uygulamada
alacagindan daha alt diizeyde tedavi almasina yol
acabilecegini degerlendirdigi zaman;

(b) ulusal mevzuat ihlali veya

(c) 4. paragrafin (b) bendi kapsaminda goniillii
giivenligine ve sunulan veri giivenilirligine ve
saglamligina dair degerlendirmeler.
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Where one of the Member States concerned
disagrees with the conclusion on the basis of the
second subparagraph of this paragraph, it shall
communicate its disagreement, together with a

detailed justification, through the electronic
system referred to in Article 73, to the
Commission, to all other Member States

concerned and to the sponsor.

Ilgili iiye devletlerden birinin bu paragrafin ikinci
alt paragrafina dayanarak karara katilmamasi
durumunda, ihtilafim1 ayrintili bir gerekgeyle
birlikte; Komisyona, ilgili biitliin diger iiye
devletlere ve destekleyiciye 73. maddede atifta
bulunulan elektronik sistem vasitasiyla iletir.

9. Where the conclusion of the coordinating
Member State concerning the area of coordinated
assessment is that the clinical investigation is not
acceptable, that conclusion shall be deemed to be
the conclusion of all Member States concerned.

9. Koordinator iye devletin, koordineli
degerlendirme alaniyla ilgili karari, klinik
arastirmanin kabul edilebilir olmadigi yoniindeyse

bu karar ilgili tiim liye devletlerin karar1 olarak
kabul edilir.

10. A Member State concerned shall refuse to
authorise a clinical investigation if it disagrees
with the conclusion of the coordinating Member
State as regards any of the grounds referred to in
the second subparagraph of paragraph 8, or if it
finds, on duly justified grounds, that the aspects
addressed in Sections 1.13, 3.1.3, 4.2, 4.3 and 4.4
of Chapter Il of Annex XV are not complied with,
or where an ethics committee has issued a negative
opinion in relation to that clinical investigation,
which is valid, in accordance with national law, for
that entire Member State. That Member State shall
provide for an appeal procedure in respect of such
refusal.

10. Ilgili iiye devlet, 8. paragrafin ikinci alt
paragrafinda atifta bulunulan gerekgelerden
herhangi birine gore koordinator iiye devletin
kararina katilmazsa ya da XV. Ekin II. Béliimiiniin
1.13, 3.1.3., 4.2., 43. ve 4.4. Kesimlerinde ele
alinan  hususlara  uyulmadigint  usuliince
gerekcelendirilmis esaslarla ortaya cikarirsa ya da
bir etik komitenin ulusal mevzuat uyarinca bu
klinik arastirmaya iliskin bu liye devletin biitiinii
icin gegerli olan olumsuz bir goriis vermesi
durumunda bir klinik arastirma i¢in izin vermeyi
reddeder. Bu iiye devlet, bu tiir reddetmeyle ilgili
olarak bir itiraz prosediirii olusturur.

11. Each Member State concerned shall notify the
sponsor through the electronic system referred to
in Article 73 as to whether the clinical
investigation is authorised, whether it is authorised
subject to conditions, or whether authorisation has
been refused. Notification shall be done by way of
one single decision within five days of the
transmission, pursuant to point (d) of paragraph 4,
by the coordinating Member State of the final
assessment report. Where an authorisation of a
clinical investigation is subject to conditions,
those conditions may only be such that, by their
nature, they cannot be fulfilled at the time of that
authorisation.

11. Ilgili her iiye devlet, 73. maddede atifta
bulunulan elektronik sistem vasitasiyla; klinik
aragtirma icin izin verilip verilmedigini, kosullu
olarak izin verilip verilmedigini ya da iznin
reddedilmis olup olmadigin1 destekleyiciye
bildirir. Bildirim, nihai degerlendirme raporunun
koordinatdr liye devlet tarafindan 4. paragrafin (d)
bendi uyarinca iletiminden itibaren bes giin
icerisinde tek bir karar yoluyla yapilir. Bir klinik
arastirmanin kosullu izni, ancak bu kosullar
dogalar1 geregi izin verme sirasinda yerine
getirilemeyecekse miimkiindiir.

12. Any substantial modifications as referred to in
Article 75 shall be notified to the Member States
concerned by means of the electronic system
referred to in Article 73. Any assessment as to
whether there are grounds for disagreement as
referred to in the second subparagraph of
paragraph 8 of this Article shall be carried out
under the direction of the coordinating Member
State, except for substantial modifications
concerning Sections 1.13, 3.1.3, 4.2, 4.3 and 4.4 of
Chapter Il of Annex XV, which shall be assessed
separately by each Member State concerned.

12. 75. maddede atifta bulunuldugu {izere 6nemli
degisiklikler, 73. maddede atifta bulunulan
elektronik sistem vasitasiyla ilgili liye devletlere
bildirilir. Ilgili her iiye devlet tarafindan ayr1 ayri
degerlendirilen XV. Ekin II. Boliimiiniin 1.13.,
3.1.3.,4.2.,4.3. ve 4.4. Kesimlerine iliskin 6nemli
degisikler hari¢ olmak {izere, bu maddenin 8.

paragrafinin  ikinci alt paragrafinda atifta
bulunulan ihtilaflara  yonelik  dayanaklarin
varhigma iliskin  her bir degerlendirme,

koordinator iiye devletin yonlendirmesi altinda
yiriitiiliir.

13.11.2019 / TITCK. ABM-V.1

124



13. The Commission shall provide administrative
support to the coordinating Member State in the
accomplishment of its tasks under this Chapter.

13.  Komisyon, bu Bolim kapsamindaki
gorevlerinin yerine getirilmesi i¢in koordinator
iiye devlete idari destek saglar.

14. The procedure set out in this Article shall, until
27 May 2027, be applied only by those of the
Member States in which the clinical investigation
Is to be conducted which have agreed to apply it.
After 27 May 2027, all Member States shall be
required to apply that procedure.

14. Bu maddede belirtilen prosediir, 27 Mayis
2027 tarihine kadar yalnizca onu uygulamayi
kabul eden, klinik arastirmanin yiiriitiilecegi iiye
devletler tarafindan uygulanir. 27 Mayis 2027
tarihinden sonra tiim {iye devletlerin bu prosediirii
uygulamasi gerekir.

Article 79
Review of coordinated assessment procedure

By 27 May 2026, the Commission shall submit to
the European Parliament and to the Council a
report on experience gained from the application
of Article 78 and, if necessary, propose a review

Madde 79
Koordineli degerlendirme prosediiriiniin gézden
gecirilmesi
27 Mayis 2026 tarihine kadar, Komisyon, 78.
maddenin uygulanmasindan elde edilen deneyim
hakkinda, Avrupa Parlamentosuna ve Konseye bir
rapor sunar ve gerektiginde, 78(14) maddesinin ve

of Article 78(14) and point (h) of Article 123(3). | 123(3) maddesinin (h) bendinin  gbézden
gecirilmesini teklif eder.
Article 80 Madde 80

Recording and reporting of adverse events that
occur during clinical investigations

1. The sponsor shall fully record all of the
following:
(a) any adverse event of a type identified in the
clinical investigation plan as being critical to the
evaluation of the results of that clinical
investigation;
(b) any serious adverse event;
(c) any device deficiency that might have led to a
serious adverse event if appropriate action had not
been taken, intervention had not occurred, or
circumstances had been less fortunate;
(d) any new findings in relation to any event
referred to in points (a) to (c).

Klinik arastirmalar sirasinda meydana gelen
advers olaylarin kaydedilmesi ve raporlanmasi
1. Destekleyici, asagidakilerin hepsini tam olarak

kaydeder:

(a) klinik arastirma planinda, bu klinik
aragtirmanin sonuglarinin degerlendirilmesi igin
kritik olarak tanimlanan herhangi bir advers olay
tlirind;

(b) herhangi bir ciddi advers olayi;

(c) uygun aksiyonun alinmadigi, miidahalenin
gergeklesmedigi veya sartlarin  daha iyiye
gitmedigi durumlarda, bir ciddi advers olaya yol
acabilecek herhangi bir cihaz kusurunu;

(d) (a) 1la (c) bentlerinde atifta bulunulan herhangi
bir olayla ilgili yeni bulgulari.

2. The sponsor shall report, without delay to all
Member States in which the clinical investigation
is being conducted, all of the following by means
of the electronic system referred to in Article 73:
(a) any serious adverse event that has a causal
relationship with the investigational device, the
comparator or the investigation procedure or
where such causal relationship is reasonably
possible;

(b) any device deficiency that might have led to a
serious adverse event if appropriate action had not
been taken, intervention had not occurred, or
circumstances had been less fortunate;

(c) any new findings in relation to any event
referred to in points (a) and (b).

The period for reporting shall take account of the
severity of the event. Where necessary to ensure
timely reporting, the sponsor may submit an initial

2. Destekleyici, klinik arastirmanin yiiriitiildiigi
tim iiye devletlere 73. maddede atifta bulunulan
elektronik  sistem vasitasiyla asagidakilerin
hepsini gecikmeksizin raporlar:

(a) arastirma amach cihazla, komparatorle veya
aragtirma prosediiriiyle nedensel bir iliskiye sahip
olan veya bu tiir nedensel iliskinin mantik
cercevesinde kurulabildigi herhangi bir ciddi
advers olayz1;

(b) uygun aksiyonun alinmadigi, miidahalenin
gerceklesmedigi  veya sartlarin daha iyiye
gitmedigi durumlarda, bir ciddi advers olaya yol
acabilecek herhangi bir cihaz kusurunu;

(c) (a) ila (b) bentlerinde atifta bulunulan herhangi
bir olayla ilgili yeni bulgulari.

Raporlama siiresi olayin siddetini dikkate alir.
Zamaninda raporlamayr miimkiin kilmak igin
gerekli oldugu durumda destekleyici tam bir
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report that is incomplete followed up by a
complete report.

Upon request by any Member State in which the
clinical investigation is being conducted, the
sponsor shall provide all information referred to in
paragraph 1.

rapordan Once tamamlanmamis bir baglangig
raporu sunabilir.

Klinik arastirmanin yiriitildigi herhangi bir liye
devletin talebi {izerine, destekleyici 1. paragrafta
atifta bulunulan biitiin bilgileri temin eder.

3. The sponsor shall also report to the Member
States in which the clinical investigation is being
conducted any event referred to in paragraph 2 of
this Article that occurred in third countries in
which a clinical investigation is performed under
the same clinical investigation plan as the one
applying to a clinical investigation covered by this
Regulation by means of the electronic system
referred to in Article 73.

3. Destekleyici, 73. maddede atifta bulunulan
elektronik  sistem  vasitasiyla, bu  Tiiziik
kapsamindaki bir klinik aragtirmayla ayni klinik
arastirma plani altinda {i¢iincii iilkelerde yiiriitiilen
bir klinik aragtirma sirasinda meydana gelen, bu
maddenin 2. paragrafinda atifta bulunulan
herhangi bir olayt da klinik arastirmanin
yuriitiildiigii tiye devletlere raporlar.

4. In the case of a clinical investigation for which
the sponsor has used the single application referred
to in Article 78, the sponsor shall report any event
as referred to in paragraph 2 of this Article by
means of the electronic system referred to in
Article 73. Upon receipt, this report shall be
transmitted electronically to all Member States in
which the clinical investigation is being
conducted.

Under the direction of the coordinating Member
State referred to in Article 78(2), the Member
States shall coordinate their assessment of serious
adverse events and device deficiencies to
determine whether to modify, suspend or terminate
the clinical investigation or whether to revoke the
authorisation for that clinical investigation.

This paragraph shall not affect the rights of the
other Member States to perform their own
evaluation and to adopt measures in accordance
with this Regulation in order to ensure the
protection of public health and patient safety. The
coordinating Member State and the Commission
shall be kept informed of the outcome of any such
evaluation and the adoption of any such measures.

4. Destekleyicinin 78. maddede atifta bulunulan
tek bagvuruyu kullandigi bir klinik arastirma sz
konusu oldugunda, destekleyici, 73. maddede
atifta bulunulan elektronik sistem vasitasiyla, bu
maddenin 2. paragrafinda aifta bulunuldugu tizere
her bir olay: raporlar. Bu rapor, alindiktan sonra,
klinik  arastirmanin  yiritildiigi tim iye
devletlere elektronik olarak iletilir.

78(2) maddesinde atifta bulunulan koordinator tiye
devletin yonlendirmesi altinda, bir klinik
arastirmada degisiklik yapilip yapilmayacagina,
klinik aragtirmanin askiya alinip alinmayacagina
veya sonlandirilip sonlandirilmayacagina ya da bu
klinik arastirmaya yonelik iznin iptal edilip
edilmeyecegine karar vermek i¢in, iiye devletler,
ciddi advers olaylar ve cihaz kusurlar1 hakkindaki
degerlendirmelerini koordine ederler.

Bu paragraf, diger iiye devletlerin, kamu
saghiginin ve hasta giivenliginin korunmasini
saglamak amaciyla, bu Tiiziikk uyarinca kendi
degerlendirmelerini yapma ve tedbirler alma
haklarint etkilemez. Koordinatoér liye devlet ve
Komisyon, bu tiir degerlendirmelerin ¢iktilar1 ve
bu tiir tedbirlerin alinmast hakkinda daima
bilgilendirilir.

5. In the case of PMCF investigations referred to
in Article 74(1), the provisions on vigilance laid
down in Articles 87 to 90 and in the acts adopted
pursuant to Article 91 shall apply instead of this
Article.

5. 74(1) maddesinde atifta bulunulan PMCF
arastirmalart durumunda, bu madde yerine 87 ila
90. maddelerde ve 91. madde uyarinca kabul
edilen tasarruflarda belirtilen vijilansa iligkin
hiikiimler uygulanir.

6. Notwithstanding paragraph 5, this Article shall
apply where a causal relationship between the

6. 5. paragrafa bakilmaksizin, ciddi advers olay ile
olaydan oOnceki arastirma prosediirii arasinda

serious adverse event and the preceding | nedensel bir iliskinin kurulmus olmasi durumunda
investigational procedure has been established. bu madde uygulanir.
Article 81 Madde 81

Implementing acts

Uygulama tasarruflar
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The Commission may, by means of implementing
acts, establish the detailed arrangements and
procedural  aspects  necessary  for  the
implementation of this Chapter as regards the
following:

(a) harmonised electronic forms for the application
for clinical investigations and their assessment as
referred to in Articles 70 and 78, taking into
account specific categories or groups of devices;

(b) the functioning of the electronic system
referred to in Article 73;

(c) harmonised electronic forms for the
notification of PMCF investigations as referred to
in Article 74(1), and of substantial modifications
as referred to in Article 75;

(d) the exchange of information between Member
States as referred to in Article 76;

(e) harmonised electronic forms for the reporting
of serious adverse events and device deficiencies
as referred to in Article 80;

(f) the timelines for the reporting of serious
adverse events and device deficiencies, taking into
account the severity of the event to be reported as
referred to in Article 80;

() uniform application of the requirements
regarding the clinical evidence or data needed to
demonstrate compliance with the general safety
and performance requirements set out in Annex I.
The implementing acts referred to in the first
paragraph shall be adopted in accordance with the
examination procedure referred to in Article
114(3).

Komisyon, uygulama tasarruflar1 vasitasiyla,
asagidakiler ile ilgili olarak bu Boliimiin
uygulanmas1  icin  gerekli olan  detayh
diizenlemeleri ve wusule iliskin  hususlar
belirleyebilir:

(a) belirli cihaz kategorileri veya gruplarini
dikkate alarak, 70. ve 78. maddelerde atifta
bulunuldugu iizere klinik arastirmalara yonelik
basvuruya ve bunlarin degerlendirilmesine iliskin
uyumlastirilmis elektronik formlar;

(b) 73. maddede atifta bulunulan elektronik
sistemin isleyisi;

(c) 74(1) maddesinde atifta bulunuldugu iizere
PMCF arastirmalarinin ve 75. maddede atifta
bulunuldugu lizere Onemli  degisikliklerin
bildirimine iliskin uyumlastirilmis elektronik
formlar;

(d) 76. maddede atifta bulunuldugu iizere iiye
devletler arasindaki bilgi alisverisi;

(e) 80. maddede atifta bulunuldugu iizere ciddi
advers  olaylarin ve cihaz  kusurlarinin
raporlanmasina iliskin uyumlastirilmis elektronik
formlar;

() 80. maddede atifta bulunuldugu iizere
raporlanacak olayin siddeti dikkate alinarak ciddi
advers  olaylarin ve cihaz  kusurlarinin
raporlanmasina yonelik zaman ¢izelgeleri;

(g) I Ekte belirtilen genel giivenlilik ve
performans gerekliliklerine uygunlugu gostermek
i¢in gerekli olan klinik kanita veya verilere iliskin
gerekliliklerin yeknesak uygulanmasi.

1. paragrafta atifta  bulunulan uygulama
tasarruflari, 114(3) maddesinde atifta bulunulan
inceleme usulii uyarinca kabul edilir.

Article 82
Requirements regarding other clinical
investigations
1. Clinical investigations, not performed pursuant
to any of the purposes listed in Article 62(1), shall
comply with the provisions of Article 62 (2) and
(3), points (b), (c), (d), (f), (h), and (I) of Article
62(4) and Article 62(6).

Madde 82
Diger klinik arastirmalarla ilgili gereklilikler

1. 62(1) maddesinde listelenen amaglarin herhangi
biri  uyarinca  gergeklestirilmeyen  klinik
arastirmalar, 62 (2) ve (3) maddesinin, 62(4)
maddesinin (b), (c), (d), (f), (h) ve (I) bentlerinin
ve 62(6) maddesinin hiikiimlerine uyar.

2. In order to protect the rights, safety, dignity and
well-being of subjects and the scientific and
ethical integrity of clinical investigations not
performed for any of the purposes listed in Article
62(1), each Member State shall define any
additional requirements for such investigations, as
appropriate for each Member State concerned.

2. Goniilliilerin haklarini, giivenligini, onurunu,
refahint ve 62(1) maddesinde listelenen amaglar
haricinde yiiriitiilen klinik arastirmalarin bilimsel
ve etik biitliinliigiinii korumak i¢in ilgili her iiye
devlet, ihtiyaclar1 dogrultusunda bu tiir
arastirmalara iliskin ilave gereklilikler belirler.

CHAPTER VII

BOLUM VII
Piyasaya arz sonrasi gozetim, vijilans ve piyasa
gozetimi ve denetimi
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POST-MARKET SURVEILLANCE,
VIGILANCE AND MARKET
SURVEILLANCE
SECTION 1
Post-market surveillance
Article 83
Post-market surveillance system of the
manufacturer
1. For each device, manufacturers shall plan,
establish, document, implement, maintain and
update a post-market surveillance system in a
manner that is proportionate to the risk class and
appropriate for the type of device. That system
shall be an integral part of the manufacturer's
quality management system referred to in Article

10(9).

KESIM 1 - PIYASAYA ARZ SONRASI
GOZETIM
Madde 83
Imalatcilarin piyasaya arz sonrast gozetim
sistemi

1. Imalatgilar, risk sinifiyla orantili ve cihaz tipine
uygun bir sekilde, her bir cihaz i¢in bir piyasaya
arz sonrasi gozetim ve denetim sistemi planlar,
kurar, dokiimante eder, uygular, siirdiiriir ve
giinceller. Bu sistem, imalatginin  10(9)
maddesinde atifta bulunulan kalite yonetim
sisteminin biitiinlesik bir pargasi olur.

2. The post-market surveillance system shall be
suited to actively and systematically gathering,
recording and analysing relevant data on the
quality, performance and safety of a device
throughout its entire lifetime, and to drawing the
necessary conclusions and to determining,
implementing and monitoring any preventive and
corrective actions.

2. Piyasaya arz sonrasi gozetim sistemi; biitiin
kullanim 6mrii boyunca bir cihazin kalitesi,
performansi ve giivenliligine iliskin ilgili verileri
aktif ve sistematik bir sekilde toplamak,
kaydetmek ve analiz etmek; gerekli sonuglari
cikarmak ve Onleyici ve diizeltici faaliyetleri
belirlemek, uygulamak ve izlemek igin
uygunlastirilir.

3. Data gathered by the manufacturer's post-
market surveillance system shall in particular be
used:

(a) to update the benefit-risk determination and to
improve the risk management as referred to in
Chapter | of Annex I;

(b) to update the design and manufacturing
information, the instructions for use and the
labelling;

(c) to update the clinical evaluation;

(d) to update the summary of safety and clinical
performance referred to in Article 32;

(e) for the identification of needs for preventive,
corrective or field safety corrective action;

(f) for the identification of options to improve the
usability, performance and safety of the device;

(9) when relevant, to contribute to the post-market
surveillance of other devices; and

(h) to detect and report trends in accordance with
Article 88.

The technical documentation shall be updated
accordingly.

3. Imalat¢inin piyasaya arz sonrasi gézetim sistemi
yoluyla toplanan veriler, 6zellikle asagidakiler i¢in
kullanilir:

(a) fayda-risk tespitini giincellemek ve I. EKin I.
Bolimiinde atifta bulunuldugu sekilde risk
yonetimini gelistirmek;

(b) tasarim ve 1imalat bilgilerini,
kilavuzunu ve etiketlemeyi giincellemek;

kullanim

(c) klinik degerlendirmeyi giincellemek;
(d) 32. maddede atifta bulunulan giivenlilik ve
Klinik performans 6zetini giincellemek;

(e) Onleyici, diizeltici veya saha giivenligi
diizeltici  faaliyetlere = yonelik  ihtiyaglari
belirlemek;

(f) cihazin kullanilabilirligini, performansini ve
giivenliligini gelistirmeye yonelik segenekleri
belirlemek;

(9) ilgili oldugunda, diger cihazlarin piyasaya arz
sonras1 gdzetime katkida bulunmak ve

(h) 88. madde uyarinca trendleri tespit etmek ve
raporlamak.

Teknik dokiimantasyon,
giincellenir.

bu dogrultuda

4. If, in the course of the post-market surveillance,
a need for preventive or corrective action or both
is identified, the manufacturer shall implement the
appropriate measures and inform the competent
authorities concerned and, where applicable, the

4. Piyasaya arz sonrasi gdzetim sirasinda, 6nleyici
veya diizeltici faaliyete veya her ikisine yonelik bir
ihtiyag tespit edildiginde, imalatc¢ilar, uygun
onlemleri alir ve ilgili vyetkili otoriteleri ve
uygulanabildigi hallerde onaylanmis kurulusu
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notified body. Where a serious incident is
identified or a field safety corrective action is
implemented, it shall be reported in accordance
with Article 87.

bilgilendirir. Bir ciddi olumsuz olay tespit
edildiginde veya bir saha giivenligi diizeltici
faaliyeti uygulandiginda, bu durum 87. madde
uyarinca raporlanir.

Article 84
Post-market surveillance plan
The post-market surveillance system referred to in
Article 83 shall be based on a post-market
surveillance plan, the requirements for which are
set out in Section 1.1 of Annex Ill. For devices
other than custom-made devices, the post-market
surveillance plan shall be part of the technical
documentation specified in Annex II.

Madde 84

Piyasaya arz sonrast gozetim plani
83. maddede atifta bulunulan piyasaya arz sonrasi
gozetim sistemi, gereklilikleri III. Ekin 1.1.
Kesiminde belirtilen bir piyasaya arz sonrasi
gozetim planina dayanir. Ismarlama {retilen
cihazlar disindaki cihazlar igin, piyasaya arz
sonrast gozetim ve denetim plani, II. Ekte
belirtilen teknik dokiimantasyonun bir pargasi
olur.

Article 85
Post-market surveillance report
Manufacturers of class | devices shall prepare a
post-market surveillance report summarising the
results and conclusions of the analyses of the post-
market surveillance data gathered as a result of the
post-market surveillance plan referred to in Article
84 together with a rationale and description of any
preventive and corrective actions taken. The report
shall be updated when necessary and made
available to the competent authority upon request.

Madde 85

Piyasaya arz sonrasi gozetim raporu
Smif I cihazlarin imalatgilari, yapilan her 6nleyici
ve diizeltici faaliyetin gerekgesi ve aciklamasi ile
birlikte 84. maddede atifta bulunulan piyasaya arz
sonrast gozetim planinin bir sonucu olarak
toplanan piyasaya arz sonrasi gézetim verilerinin
analiz sonuglarini ve bu sonuglara dayanan
ciktilari 6zetleyen bir piyasaya arz sonrasi gozetim
raporu hazirlar. Bu rapor, gerekli oldugunda
gilincellenir ve talebi iizerine yetkili otoriteye
saglanir.

Article 86
Periodic safety update report

1. Manufacturers of class lla, class Ilb and class
Il devices shall prepare a periodic safety update
report (‘PSUR’) for each device and where
relevant for each category or group of devices
summarising the results and conclusions of the
analyses of the post-market surveillance data
gathered as a result of the post-market surveillance
plan referred to in Article 84 together with a
rationale and description of any preventive and
corrective actions taken. Throughout the lifetime
of the device concerned, that PSUR shall set out:

(a) the conclusions of
determination;

(b) the main findings of the PMCF; and

(c) the volume of sales of the device and an
estimate evaluation of the size and other
characteristics of the population using the device
and, where practicable, the usage frequency of the
device.

Manufacturers of class Ilb and class Il devices
shall update the PSUR at least annually. That
PSUR shall, except in the case of custom-made
devices, be part of the technical documentation as
specified in Annexes Il and I11.

the benefit-risk

Madde 86
Periyodik giivenlilik giincelleme raporu

1. Smf IIa, simif IIb ve smif III cihazlarin
imalatgilari, her bir cihaz ve ilgili oldugu yerde her
bir cithaz kategorisi veya grubu i¢in, yapilan her
onleyici ve diizeltici faaliyetin gerekgesi ve
aciklamas1 ile birlikte 84. maddede atifta
bulunulan piyasaya arz sonrasi gdzetim planinin
bir sonucu olarak toplanan piyasaya arz sonrasi
gozetim verilerinin analiz sonuglarin1 ve bu
sonuclara dayanan ciktilar1 6zetleyen bir periyodik
giivenlilik gilincelleme raporu (“PSUR”) hazirlar.
Ilgili cihazin kullanim émrii siiresince, bu PSUR
asagidakileri belirtir:

(a) fayda risk tespitinde varilan sonuglari;

(b) PMCF’nin ana bulgularin1 ve

(c) cihazin satis hacmini, cihazi kullanan
poplilasyonun biiyiikliigii ile diger 6zelliklerinin
tahmini bir degerlendirmesini ve uygulanabildigi
hallerde cihazin kullanim sikligini.

Simif IIb ve simif III cihazlarin imalatgilari,
PSUR’yi asgari yillik olarak giinceller. Bu PSUR,
1smarlama tiretilen cihazlar hari¢ olmak tizere, II.
ve IHI. Eklerde belirtildigi sekilde teknik
dokiimantasyonun bir parcasi olur.
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Manufacturers of class lla devices shall update the
PSUR when necessary and at least every two
years. That PSUR shall, except in the case of
custom-made devices, be part of the technical
documentation as specified in Annexes Il and I11.
For custom-made devices, the PSUR shall be part
of the documentation referred to in Section 2 of
Annex XIII.

Smif Ila cihazlarin imalatgilari, gerekli oldugunda
ve asgari her iki yilda bir PSUR’yi giinceller. Bu
PSUR, 1smarlama {iretilen cihazlar hari¢ olmak
iizere, II. ve III. Eklerde belirtildigi sekilde teknik
dokiimantasyonun bir pargasi olur.

Ismarlama iiretilen cihazlar i¢in, PSUR, XIII. Ekin
2. Kesiminde atifta bulunulan dokiimantasyonun
bir pargasi olur.

2. For class 11l devices or implantable devices,
manufacturers shall submit PSURs by means of
the electronic system referred to in Article 92 to
the notified body involved in the conformity
assessment in accordance with Article 52. The
notified body shall review the report and add its
evaluation to that electronic system with details of
any action taken. Such PSURs and the evaluation
by the notified body shall be made available to
competent authorities through that electronic
system.

2. Smif III cihazlar veya implante edilebilir
cihazlar i¢in, imalatgilar, 52. madde uyarinca
uygunluk degerlendirmesine dahil olan
onaylanmis kurulusa 92. maddede atifta bulunulan
elektronik sistem vasitastyla PSURIlar1 sunar.
Onaylanmis kurulus, raporu inceler ve yapilan her

faaliyetin ayrintilariyla birlikte kendi
degerlendirmesini de bu elektronik sisteme ekler.
Bu tir PSURIlar ve onaylanmis kurulus

degerlendirmeleri, bu elektronik sistem vasitasiyla
yetkili otoritelere erisilebilir kilinir.

3. For devices other than those referred to in
paragraph 2, manufacturers shall make PSURs
available to the notified body involved in the
conformity assessment and, upon request, to
competent authorities.

3. 2. paragrafta atifta bulunulanlar haricindeki
cihazlar icin, imalatcilar, uygunluk
degerlendirmesine dahil olan onaylanmig kurulusa
ve talebi {lizerine yetkili otoritelere PSURIlar1
erisilebilir kilar.

SECTION 2
Vigilance
Article 87
Reporting of serious incidents and field safety
corrective actions
1. Manufacturers of devices made available on the
Union market, other than investigational devices,
shall report, to the relevant competent authorities,
in accordance with Articles 92(5) and (7), the
following:
(a) any serious incident involving devices made
available on the Union market, except expected
side-effects which are clearly documented in the
product information and quantified in the technical
documentation and are subject to trend reporting
pursuant to Article 88;
(b) any field safety corrective action in respect of
devices made available on the Union market,
including any field safety corrective action
undertaken in a third country in relation to a device
which is also legally made available on the Union
market, if the reason for the field safety corrective
action is not limited to the device made available
in the third country.
The reports referred to in the first subparagraph
shall be submitted through the electronic system
referred to in Article 92.

KESIM 2 — VIiJILANS

Madde 87
Ciddi olumsuz olaylarin ve saha giivenligi
diizeltici faaliyetlerinin raporlanmasi
1. Arastirma amagli cihazlar hari¢ olmak iizere,
Birlik  piyasasinda  bulundurulan cihazlarin
imalatcilari, 92(5) ve (7) maddeleri uyarinca ilgili
yetkili otoritelere asagidakileri raporlar:

(a) turin bilgisinde acik¢a dokiimante edilen,
teknik dokiimantasyonda niceligi belirtilen ve 88.
madde uyarinca trend raporlamasina tabi olan
“beklenen yan etkiler” hari¢ olmak tizere, Birlik
piyasasinda bulundurulan cihazlarin dahil oldugu
herhangi bir ciddi olumsuz olayi;

(b) saha gilivenligi diizeltici faaliyetinin nedeni
ticlinci bir iilkede bulundurulan cihazla sinirh
degilse, Birlik piyasasinda da yasal olarak
bulundurulan cihazla ilgili olarak ii¢ilincii iilkede
yiriitiilen her bir saha giivenligi diizeltici faaliyeti
dahil  olmak  {lizere, Birlik piyasasinda
bulundurulan cihazlarla ilgili her saha giivenligi
diizeltici faaliyetini.

Birinci alt paragrafta atifta bulunulan raporlar 92.
maddede atifta bulunulan elektronik sistem
vasitasiyla sunulur.
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2. As a general rule, the period for the reporting
referred to in paragraph 1 shall take account of the
severity of the serious incident.

2. Genel bir kural olarak, 1. paragrafta atifta
bulunulan raporlamalarin periyodunda ciddi
olumsuz olayin siddeti goz 6niinde bulundurulur.

3. Manufacturers shall report any serious incident
as referred to in point (a) of paragraph 1
immediately after they have established the causal
relationship between that incident and their device
or that such causal relationship is reasonably
possible and not later than 15 days after they
become aware of the incident.

3. Imalatgilar, 1. paragrafin (a) bendinde atifta
bulunuldugu sekilde herhangi bir ciddi olumsuz
olayi, bu olay ve kendi cihazlar1 arasinda nedensel
iliski kurmalarindan ya da bu tiir nedensel iligkinin
olasiliginin makul bulunmasindan sonra derhal
raporlar ve bu siire olumsuz olaydan haberdar
olmalarindan itibaren 15 giinii agmaz.

4. Notwithstanding paragraph 3, in the event of a
serious public health threat the report referred to
in paragraph 1 shall be provided immediately, and
not later than 2 days after the manufacturer
becomes aware of that threat.

4. Ciddi bir kamu saghigi tehdidi s6z konusu
oldugunda, 3. paragrafa bakilmaksizin, 1.
paragrafta atifta bulunulan rapor derhal sunulur ve
bu silire imalat¢cinin bu tehditten haberdar
olmasindan itibaren 2 giinii agsmaz.

5. Notwithstanding paragraph 3, in the event of
death or an unanticipated serious deterioration in a
person's state of health the report shall be provided
immediately after the manufacturer has
established or as soon as it suspects a causal
relationship between the device and the serious
incident but not later than 10 days after the date on
which the manufacturer becomes aware of the
serious incident.

5. Olim veya kisinin saglik durumunda
beklenmeyen ciddi bozulma s6z konusu
oldugunda, 3. paragrafa bakilmaksizin, rapor,
imalat¢inin cihaz ile ciddi olumsuz olay arasinda
bir nedensel iliski kurmasindan veya bundan
siiphelenmesinden sonra derhal sunulur ve bu siire
imalat¢inin ciddi olumsuz olaydan haberdar
olmasindan itibaren 10 giinli asmaz.

6. Where necessary to ensure timely reporting, the
manufacturer may submit an initial report that is
incomplete followed up by a complete report.

6. Zamaninda raporlamay1 saglamak i¢in gerekli
oldugu durumlarda, imalat¢1 tam bir rapordan 6nce
tamamlanmamuis bir baglangi¢ raporu sunabilir.

7. If, after becoming aware of a potentially
reportable incident, the manufacturer is uncertain
about whether the incident is reportable, it shall
nevertheless submit a report within the timeframe
required in accordance with paragraphs 2 to 5.

7. Imalatg1, potansiyel olarak raporlanabilir bir
olumsuz olaydan haberdar olduktan sonra,
olumsuz olayin raporlanabilir olup olmamasi
konusunda emin olmasa dahi 2 ila 5. paragraflar
uyarinca gereken zaman dilimi i¢erisinde bir rapor
sunar.

8. Except in cases of urgency in which the
manufacturer needs to undertake field safety
corrective action immediately, the manufacturer
shall, without undue delay, report the field safety
corrective action referred to in point (b) of
paragraph 1 in advance of the field safety
corrective action being undertaken.

8. Ivedilikle saha giivenligi diizeltici faaliyeti
ylriitmesi gereken acil durumlar hari¢ olmak
iizere, imalatci, 1. paragrafin (b) bendinde atifta
bulunulan saha giivenligi diizeltici faaliyetini, saha
giivenligi diizeltici faaliyetinin yliriitiilmesinden
once gecikmeksizin raporlar.

9. For similar serious incidents that occur with the
same device or device type and for which the root
cause has been identified or a field safety
corrective action implemented or where the
incidents are common and well documented, the
manufacturer may provide periodic summary
reports instead of individual serious incident
reports, on condition that the coordinating
competent authority referred to in Article 89(9), in
consultation with the competent authorities
referred to in point (a) of Article 92(8), has agreed
with the manufacturer on the format, content and
frequency of the periodic summary reporting.

9. Ayni cihaz veya cihaz tipiyle meydana gelen ve
kok nedenin belirlenmis oldugu veya bir saha
giivenligi diizeltici faaliyetin uygulandig1 ya da
olumsuz olaylarin yaygin oldugu ve iyi bir sekilde
dokiimante edildigi benzer ciddi olumsuz olaylar
icin, 89(9) maddesinde atifta  bulunulan
koordinatdr yetkili otoritenin, 92(8) maddesinin
(a) bendinde atifta bulunulan yetkili otoritelere
danigarak, periyodik 0zet raporlamasinin bigimi,
icerigi ve siklig1 konusunda imalat¢iyla anlagmasi
sartiyla, imalatc1, ayr1 ciddi olumsuz olay raporlari
yerine periyodik 6zet raporlari sunabilir. 92(8)
maddesinin (a) ve (b) bentlerinde tek bir yetkili
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Where a single competent authority is referred to
in points (a) and (b) of Article 92(8), the
manufacturer may provide periodic summary
reports following agreement with that competent
authority.

otoritenin belirtilmesi durumunda, imalat¢i, bu
yetkili otoriteyle anlagsmasindan sonra periyodik
Ozet raporlar1 sunabilir.

10. The Member States shall take appropriate
measures such as organising targeted information
campaigns, to encourage and enable healthcare
professionals, users and patients to report to the
competent authorities suspected serious incidents
referred to in point (a) of paragraph 1.

The competent authorities shall record centrally at
national level reports they receive from healthcare
professionals, users and patients.

10. Uye devletler, saglik profesyonellerini,
kullanicilar1 ve hastalari 1. paragrafin (a) bendinde
atifta bulunulan siipheli ciddi olumsuz olaylar
yetkili otoritelere raporlamalar icin tesvik etmek
ve buna imkan saglamak iizere hedefe yonelik
bilgilendirme kampanyalarinin organize edilmesi
gibi uygun tedbirleri alir.

Yetkili otoriteler, saglik profesyonellerinden,
kullanicilardan veya hastalardan aldiklari raporlari
ulusal diizeyde merkezi olarak kaydeder.

11. Where a competent authority of a Member
State obtains such reports on suspected serious
incidents referred to in point (a) of paragraph 1
from healthcare professionals, users or patients, it
shall take the necessary steps to ensure that the
manufacturer of the device concerned is informed
of the suspected serious incident without delay.

Where the manufacturer of the device concerned
considers that the incident is a serious incident, it
shall provide a report in accordance with
paragraphs 1 to 5 of this Article on that serious
incident to the competent authority of the Member
State in which that serious incident occurred and
shall take the appropriate follow-up action in
accordance with Article 89.

Where the manufacturer of the device concerned
considers that the incident is not a serious incident
or is an expected undesirable side-effect, which
will be covered by trend reporting in accordance
with Article 88, it shall provide an explanatory
statement. If the competent authority does not
agree with the conclusion of the explanatory
statement, it may require the manufacturer to
provide a report in accordance with paragraphs 1
to 5 of this Article and require it to ensure that
appropriate  follow-up action is taken in
accordance with Article 89.

11. Bir iiye devletin yetkili otoritesi, saglik
profesyonellerinden, kullanicilardan veya
hastalardan 1. paragrafin (a) bendinde atifta
bulunulan siipheli ciddi olumsuz olaylara iliskin
bu tiir raporlar almasi1 durumunda, ilgili cihazin
imalat¢isinin siipheli ciddi olumsuz olay hakkinda
gecikmeksizin bilgilendirilmesini saglamak i¢in
gerekli adimlar atar.

Ilgili cihazin imalat¢isinin olumsuz olaymn ciddi
bir olumsuz olay oldugunu diisiinmesi durumunda,
imalat¢1, ciddi olumsuz olayin meydana geldigi
iye devletin yetkili otoritesine bu ciddi olumsuz
olay hakkinda bu maddenin 1 ila 5. paragraflari
uyarinca bir rapor sunar ve 89. madde uyarinca
uygun takip faaliyetini gerceklestirir.

Ilgili cihazin imalatgisinin olumsuz olaym ciddi
bir olumsuz olay olmadigini veya 88. madde
uyarinca trend raporlamasinin kapsamina girecek
bir “beklenen istenmeyen yan etki” oldugunu
diistinmesi durumunda, imalat¢1 aciklayic1 bir
beyan sunar. Yetkili otorite, agiklayici beyandaki
karara katilmaz ise, imalat¢gidan bu maddenin 1 ila
5. paragrafil uyarinca bir rapor sunmasini ve 89.
madde uyarinca uygun takip faaliyetini
gerceklestirmesini talep edebilir.

Article 88
Trend reporting
1. Manufacturers shall report, by means of the
electronic system referred to in Article 92, any
statistically significant increase in the frequency or
severity of incidents that are not serious incidents
or that are expected undesirable side-effects that
could have a significant impact on the benefit-risk

Madde 88
Trend raporlamasi
1. Imalatcilar, ciddi olumsuz olay olmayan veya I.
Ekin 1. ve 5. Kesimlerinde atifta bulunulan fayda-
risk analizinde anlamli bir etkiye sahip olabilecek
ve amaglanan faydalariyla karsilastirildiginda,
hastalarin, kullanicilarin veya diger kisilerin
sagliginda ve giivenliginde kabul edilemez risklere

analysis referred to in Sections 1 and 5 of Annex | | yol acan ya da yol acabilecek ‘“beklenen
and which have led or may lead to risks to the | istenmeyen yan etkilerin” sikliginda veya
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health or safety of patients, users or other persons
that are unacceptable when weighed against the
intended benefits. The significant increase shall be
established in comparison to the foreseeable
frequency or severity of such incidents in respect
of the device, or category or group of devices, in
question during a specific period as specified in
the technical documentation and product
information.

The manufacturer shall specify how to manage the
incidents referred to in the first subparagraph and
the methodology used for determining any
statistically significant increase in the frequency or
severity of such incidents, as well as the
observation period, in the post-market surveillance
plan referred to in Article 84.

siddetinde istatistiksel olarak anlamli her artisi,
92. maddede atifta bulunulan elektronik sistem
vasitasiyla raporlar. Anlamli artis, teknik
dokiimantasyonda ve fiirlin bilgisinde belirtildigi
sekilde belirli bir slire boyunca, s6z konusu cihaza
ya da cihaz kategorisine veya grubuna dair bu tiir
olumsuz olaylarin 6ngoriilebilir sikligt ya da
siddeti ile karsilastirilarak belirlenir.

Imalatg1, birinci alt paragrafta atifta bulunulan
olumsuz olaylar1 nasil yonetecegini ve gozlem
periyoduyla birlikte, bu tiir olumsuz olaylarin
sikligindaki ve siddetindeki istatistiksel olarak
anlamli her artis1 tespit etmek i¢in kullanilan
metodolojiyi, 84. maddede atifta bulunulan
piyasaya arz sonrasi gozetim planinda belirler.

2. The competent authorities may conduct their
own assessments on the trend reports referred to in
paragraph 1 and require the manufacturer to adopt
appropriate measures in accordance with this
Regulation in order to ensure the protection of
public health and patient safety. Each competent
authority shall inform the Commission, the other
competent authorities and the notified body that
issued the certificate, of the results of such
assessment and of the adoption of such measures.

2. Yetkili otoriteler, 1. paragrafta atifta bulunulan
trend raporlarina iligkin kendi degerlendirmelerini
ylriitebilir ve kamu saghgmnin ve hasta
giivenliginin ~ korunmasini  saglamak  icin
imalat¢idan bu Tiiziikk uyarinca uygun onlemleri
almasin talep edebilir. Her bir yetkili otorite, bu
tir degerlendirmelerin sonuglart ve bu tir
Oonlemlerin kabul edilmesi hakkinda, Komisyonu,
diger yetkili otoriteleri ve sertifikayr diizenleyen
onaylanmis kurulusu bilgilendirir.

Article 89
Analysis of serious incidents and field safety
corrective actions

1. Following the reporting of a serious incident
pursuant to Article 87(1), the manufacturer shall,
without  delay, perform the necessary
investigations in relation to the serious incident
and the devices concerned. This shall include a
risk assessment of the incident and field safety
corrective action taking into account criteria as
referred to in paragraph 3 of this Article as
appropriate.

The manufacturer shall co-operate with the
competent authorities and where relevant with the
notified body concerned during the investigations
referred to in the first subparagraph and shall not
perform any investigation which involves altering
the device or a sample of the batch concerned in a
way which may affect any subsequent evaluation
of the causes of the incident, prior to informing the
competent authorities of such action.

Madde 89
Ciddi olumsuz olaylarin ve saha giivenligi
diizeltici faaliyetlerinin analizi
1. 87(1) maddesi uyarinca bir ciddi olumsuz olayin
raporlanmasini takiben, imalat¢i, ciddi olumsuz

olaya ve ilgili cihazlara iliskin  gerekli
arastirmalari gecikmeksizin  yiiriitiir. Bu
aragtirmalar, uygun goriilldigii sekilde bu
maddenin 3. paragrafinda atifta bulunulan

kriterleri dikkate alarak olumsuz olaya ve saha
glivenligi diizeltici faaliyetine dair bir risk
degerlendirmesini igerir.

Imalatgi, birinci alt paragrafta atifta bulunulan
aragtirmalar siiresince, yetkili otoritelerle ve
alakali oldugu yerde ilgili onaylanmis kurulusla
igbirligi yapar ve olumsuz olayin nedenleri
hakkinda herhangi bir sonraki degerlendirmeyi
etkileyebilecek bir sekilde cihazi ya da ilgili lotun
bir Ornegini degistirmeyi igeren herhangi bir
aragtirmay1, bu tiir faaliyeti yetkili otoriteye
bildirmeden 6nce yapmaz.

2. Member States shall take the necessary steps to
ensure that any information regarding a serious
incident that has occurred within their territory, or
a field safety corrective action that has been or is

2. Uye devletler; 87. madde uyarinca kendilerine
bildirilen, kendi sinirlar1 igerisinde meydana gelen
bir ciddi olumsuz olayla veya kendi sinirlari
dahilinde yiiriitiilmiis veya yiriitiilecek olan bir

to be undertaken within their territory, and that is | saha giivenligi  diizeltici faaliyetiyle ilgili
brought to their knowledge in accordance with | bilgilerin, kendi yetkili otoriteleri tarafindan,
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Article 87 is evaluated centrally at national level
by their competent authority, if possible together
with the manufacturer, and, where relevant, the
notified body concerned.

miimkiinse imalatgiyla ve alakali oldugu yerde
ilgili onaylanmigs kurulusla birlikte ulusal diizeyde
merkezi olarak degerlendirilmesini saglamak i¢in
gerekli adimlar atar.

3. In the context of the evaluation referred to in
paragraph 2, the competent authority shall
evaluate the risks arising from the reported serious
incident and evaluate any related field safety
corrective actions, taking into account the
protection of public health and criteria such as
causality, detectability and probability of
recurrence of the problem, frequency of use of the
device, probability of occurrence of direct or
indirect harm, the severity of that harm, the
clinical benefit of the device, intended and
potential users, and population affected. The
competent authority shall also evaluate the
adequacy of the field safety corrective action
envisaged or undertaken by the manufacturer and
the need for, and kind of, any other corrective
action, in particular taking into account the
principle of inherent safety contained in Annex I.
Upon request by the national competent authority,
manufacturers shall provide all documents
necessary for the risk assessment.

3. 2. paragrafta atifta bulunulan degerlendirme
baglaminda yetkili otorite; kamu sagliginin
korunmasin1 ve problemin nedenselligi, tespit
edilebilirligi ve tekrarlama olasiligi, cihazin
kullanim siklig1, dogrudan veya dolayli zararin
meydana gelme olasiligi ve bu zararin siddeti,
cihazin klinik yarari, hedeflenen ve potansiyel
kullanicilar ve etkilenen popiilasyon gibi kriterleri
dikkate alarak, raporlanan ciddi olumsuz
olaylardan kaynaklanan riskleri ve iliskili
herhangi bir saha giivenligi diizeltici faaliyeti
degerlendirir. Yetkili otorite, ayrica, imalat¢1
tarafindan  Ongoriilen veya yiiriitilen saha
giivenligi diizeltici faaliyetinin yeterliligini ve
ozellikle I. Ekte yer alan asli giivenlilik ilkesini
dikkate alarak, diger herhangi bir diizeltici faaliyet
ihtiyacini ve tiirinii degerlendirir.

Imalatcilar, ulusal yetkili otoriteden gelen talep
tizerine, risk degerlendirmesi i¢in gerekli olan tiim
belgeleri sunar.

4. The competent authority shall monitor the
manufacturer's investigation of a serious incident.
Where necessary, a competent authority may
intervene in a manufacturer's investigation or
initiate an independent investigation.

4. Yetkili otorite, bir ciddi olumsuz olaya iliskin
imalat¢inin arastirmasint izler. Gerekli oldugu
durumda, yetkili otorite, imalat¢inin arastirmasina
miidahale edebilir veya bagimsiz bir arastirma
baglatabilir.

5. The manufacturer shall provide a final report to
the competent authority setting out its findings
from the investigation by means of the electronic
system referred to in Article 92. The report shall
set out conclusions and where relevant indicate
corrective actions to be taken.

5. Imalatci, 92. maddede atifta bulunulan
elektronik sistem vasitasiyla arastirmadan elde
ettigi bulgularini belirten nihai bir raporu yetkili
otoriteye sunar. Bu rapor, varilan sonuglari ve
ilgili oldugu yerde yapilacak diizeltici faaliyetleri
belirtir.

6. In the case of devices referred to in the first
subparagraph of Article 1(8) and where the serious
incident or field safety corrective action may be
related to a substance which, if used separately,
would be considered to be a medicinal product, the
evaluating competent authority or the coordinating
competent authority referred to in paragraph 9 of
this Article shall, inform the national competent
authority or the EMA, depending on which issued
the scientific opinion on that substance under
Article 52(9), of that serious incident or field
safety corrective action.

In the case of devices covered by this Regulation
in accordance with point (g) of Article 1(6) and
where the serious incident or field safety
corrective action may be related to the derivatives

6. 1(8) maddesinin birinci alt paragrafinda atifta
bulunulan cihazlar s6z konusu oldugunda ve ciddi
olumsuz olayin veya saha giivenligi diizeltici
faaliyetinin, tek basina kullanildiginda bir tibbi
irlin olarak kabul edilebilen bir maddeyle ilgili
olabilecegi durumda, degerlendirmeyi yapan
yetkili otorite veya bu maddenin 9. paragrafinda
atifta bulunulan koordinator yetkili otorite; bu
ciddi olumsuz olay1 veya saha giivenligi diizeltici
faaliyeti, 52(9) maddesi kapsaminda o maddeye
iligkin bilimsel goriisii hangisinin verdigine baglh
olarak wulusal yetkili otoriteye veya EMA’ya
bildirir.

1(6) maddesinin (g) bendi uyarinca bu Tiiziik
kapsamindaki cihazlar s6z konusu oldugunda ve
ciddi olumsuz olayin veya saha giivenligi diizeltici
faaliyetinin cihazin imalatinda kullanilan insan
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of tissues or cells of human origin utilised for the
manufacture of the device, and in the case of
devices falling under this Regulation pursuant to
Article 1(10), the competent authority or the
coordinating competent authority referred to in
paragraph 9 of this Article shall inform the
competent authority for human tissues and cells
that was consulted by the notified body in
accordance with Article 52(10).

kaynakli dokularin veya hiicrelerin tiirevleri ile
ilgili olabilecegi durumda ve 1(10) maddesi
uyarinca bu Tiizik kapsamina giren cihazlar
durumunda, yetkili otorite veya bu maddenin 9.
paragrafinda atifta bulunulan koordinator yetkili
otorite; 52(10) maddesi uyarinca onaylanmis
kurulusca danisilmis olan insan dokular1 ve
hiicrelerinden sorumlu ilgili yetkili otoriteyi
bilgilendirir.

7. After carrying out the evaluation in accordance
with paragraph 3 of this Article, the evaluating
competent authority shall, through the electronic
system referred to in Article 92, inform, without
delay, the other competent authorities of the
corrective action taken or envisaged by the
manufacturer or required of it to minimise the risk
of recurrence of the serious incident, including
information on the underlying events and the
outcome of its assessment.

7. Degerlendirmeyi yapan yetkili otorite; bu
maddenin 3. paragrafi uyarinca degerlendirme
yaptiktan sonra, 92. maddede atifta bulunulan
elektronik sistem vasitasiyla, degerlendirmesinin
ciktilarina ve altta yatan olaylara iliskin bilgiler de
dahil olmak {izere, ciddi olumsuz olayin
tekrarlanma riskini en aza indirmek i¢in imalatgi
tarafindan alinan veya dngoriilen ya da ondan talep
edilen diizeltici faaliyet hakkinda diger yetkili
otoriteleri gecikmeksizin bilgilendirir.

8. The manufacturer shall ensure that information
about the field safety corrective action taken is
brought without delay to the attention of users of
the device in question by means of a field safety
notice. The field safety notice shall be edited in an
official Union language or languages determined
by the Member State in which the field safety
corrective action is taken. Except in cases of
urgency, the content of the draft field safety notice
shall be submitted to the evaluating competent
authority or, in the cases referred to in paragraph
9, to the coordinating competent authority to allow
it to make comments. Unless duly justified by the
situation of the individual Member State, the
content of the field safety notice shall be consistent
in all Member States.

The field safety notice shall allow the correct
identification of the device or devices involved, in
particular by including the relevant UDIs, and the
correct identification, in particular, by including
the SRN, if already issued, of the manufacturer
that has undertaken the field safety corrective
action. The field safety notice shall explain, in a
clear manner, without understating the level of
risk, the reasons for the field safety corrective
action with reference to the device malfunction
and associated risks for patients, users or other
persons, and shall clearly indicate all the actions to
be taken by users.

The manufacturer shall enter the field safety notice
in the electronic system referred to in Article 92
through which that notice shall be accessible to the
public.

8. Imalatgu, bir saha giivenligi bildirimi vasitasiyla
saha giivenligi diizeltici faaliyeti hakkindaki
bilgilerin s6z konusu cihazin kullanicilarinin
dikkatine gecikmeksizin sunulmasini saglar. Saha
giivenligi  bildirimi, saha giivenligi diizeltici
faaliyetinin  yapildigr iiye devlet tarafindan
belirlenen resmi bir Birlik dilinde veya dillerinde
diizenlenir. Acil durumlar hari¢ olmak iizere, saha
giivenligi bildirimi taslaginin igerigi, yorum
yapmalarina imkan tanimak i¢in degerlendirmeyi
yapan yetkili otoriteye veya 9. paragrafta atifta
bulunulan  durumlarda, koordinatér yetkili
otoriteye sunulur. Tek bir liye devletin durumu
nezdinde usuliince gerekcelendirilmedigi siirece,
saha gilivenligi bildiriminin igerigi tim iye
devletlerde ayni olur.

Saha giivenligi bildirimi, 6zellikle ilgili UDI’larin
dahil edilmesiyle ilgili cihaz veya cihazlarin dogru
tanimlanmasina ve 6zellikle halihazirda verilmisse
miinferit kayit numarasinin  (MKN) dahil
edilmesiyle saha giivenligi diizeltici faaliyetini
yuriiten imalat¢inin dogru tanimlanmasina imkan
verir. Saha gilivenligi bildirimi; saha giivenligi
diizeltici faaliyetinin sebeplerini cihaz arizasina ve
soz konusu ariza ile iliskili olarak hastalara,
kullanicilara veya diger kisilere yonelik risklere
atifta bulunarak, risk seviyesini oldugundan diisiik
gostermeden net bir bicimde agiklar ve kullanicilar
tarafindan yapilacak biitiin faaliyetleri acikca
belirtir.

Imalatg1, saha giivenligi bildirimini 92. maddede
atifta bulunulan elektronik sisteme girer, bu
sekilde s6z konusu bildirim kamunun erisimine
acgik olur.
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9. The competent authorities shall actively
participate in a procedure in order to coordinate
their assessments referred to in paragraph 3 in the
following cases:

(a) where there is concern regarding a particular
serious incident or cluster of serious incidents
relating to the same device or type of device of the
same manufacturer in more than one Member
State;

(b) where the appropriateness of a field safety
corrective action that is proposed by a
manufacturer in more than one Member State is in
question.

That coordinated procedure shall
following:

— designation of a coordinating competent
authority on a case by case basis, when required;
— defining the coordinated assessment process,
including the tasks and responsibilities of the
coordinating competent authority and the
involvement of other competent authorities.
Unless otherwise agreed between the competent
authorities, the coordinating competent authority
shall be the competent authority of the Member
State in which the manufacturer has its registered
place of business.

The coordinating competent authority shall,
through the electronic system referred to in Article
92, inform the manufacturer, the other competent
authorities and the Commission that it has
assumed the role of coordinating authority.

cover the

9. Yetkili otoriteler, asagidaki durumlarda 3.
paragrafta atifta bulunulan degerlendirmelerini
koordine etmek amaciyla bir prosediire aktif
olarak katilim saglar:

(a) aymi imalatgiya ait ayni cihaza veya cihaz
tipine iliskin belirli bir ciddi olumsuz olay veya
ciddi olumsuz olaylar kiimesi ile ilgili endigenin
birden fazla iiye devlette bulunmasi durumunda;

(b) bir imalat¢1 tarafindan birden fazla tiye devlette
Onerilen bir saha gilivenligi diizeltici faaliyetinin
uygunlugundan siiphe duyulmasi durumunda.

Bu koordineli prosediir asagidakileri kapsar:

- gerektiginde, vaka bazinda bir koordinator yetkili
otoritenin atanmasini;

- koordinator yetkili otoritenin gorevleri ve
sorumluluklar1 ve diger yetkili otoritelerin katilim1

dahil olmak iizere koordineli degerlendirme
siirecinin tanimlanmasini,
Yetkili otoriteler arasinda aksi

kararlastirilmadik¢a, koordinator yetkili otorite
imalat¢inin  kayitli is yerinin bulundugu iiye
devletin yetkili otoritesi olur.

Koordinator yetkili otorite, 92. maddede atifta
bulunulan  elektronik  sistem  vasitasiyla,
koordinatdr otorite roliinii tistlendigini, imalatciya,
diger yetkili otoritelere ve Komisyona bildirir.

10. The designation of a coordinating competent
authority shall not affect the rights of the other
competent authorities to perform their own
assessment and to adopt measures in accordance
with this Regulation in order to ensure the
protection of public health and patient safety. The
coordinating competent authority and the
Commission shall be kept informed of the outcome
of any such assessment and the adoption of any
such measures.

10. Bir koordinator yetkili otoritenin atanmasi,
diger yetkili otoritelerin kendi degerlendirmelerini
yapma ve kamu sagliginin ve hasta giivenliginin
korunmasinm1 saglamak tizere bu Tiiziik uyarinca
tedbirler alma haklarin1 etkilemez. Koordinator
yetkili  otorite ve  Komisyon, bu tiir
degerlendirmelerin c¢iktilar1 ve bu tiir tedbirlerin
alinmas1 hakkinda daima bilgilendirilir.

11. The Commission shall provide administrative

11. Komisyon, koordinator yetkili otoriteye bu

support to the coordinating competent authority in | bolim  kapsamindaki  gorevlerinin  yerine
the accomplishment of its tasks under this Chapter. | getirilmesinde idari destek saglar.
Article 90 Madde 90

Analysis of vigilance data
The Commission shall, in collaboration with the
Member States, put in place systems and processes
to actively monitor the data available in the
electronic system referred to in Article 92, in order
to identify trends, patterns or signals in the data
that may reveal new risks or safety concerns.

Vijilans verilerinin analizi

Komisyon, iiye devletlerle is birligi i¢inde, 92.
maddede atifta bulunulan elektronik sistemde
bulunan verilerdeki yeni riskler veya gilivenlik
endigeleri  ortaya  ¢ikarabilecek  trendleri,
sablonlar1 ve sinyalleri belirlemek amaciyla, bu
verileri aktif olarak izlemeye yonelik sistemler ve
siirecler devreye sokar.
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Where a previously unknown risk is identified or
the frequency of an anticipated risk significantly
and adversely changes the  Dbenefit-risk
determination, the competent authority or, where
appropriate, the coordinating competent authority
shall inform the manufacturer, or where applicable

Onceden bilinmeyen bir risk tespit edildiginde
veya beklenilen bir riskin sikligi fayda-risk
tespitini  Oonemli Olclide ve olumsuz olarak
degistirdiginde, yetkili otorite veya uygun
oldugunda koordinatdr yetkili otorite; gerekli
diizeltici faaliyetleri yapacak olan imalatgiy1 veya

the authorised representative, which shall then | uygulanabildigi hallerde yetkili temsilciyi,
take the necessary corrective actions. bilgilendirir.
Article 91 Madde 91

Implementing acts
The Commission may, by means of implementing
acts, and after consultation of the MDCG, adopt
the detailed arrangements and procedural aspects
necessary for the implementation of Articles 85 to
90 and 92 as regards the following:

(a) the typology of serious incidents and field
safety corrective actions in relation to specific
devices, or categories or groups of devices;

(b) the reporting of serious incidents and field
safety corrective actions and field safety notices,
and the provision of periodic summary reports,
post-market surveillance reports, PSURSs and trend
reports by manufacturers as referred to in Articles
85, 86, 87, 88 and 89 respectively;

(c) standard structured forms for electronic and
non-electronic reporting, including a minimum
data set for reporting of suspected serious
incidents by healthcare professionals, users and
patients;

(d) timelines for the reporting of field safety
corrective actions, and for the provision by
manufacturers of periodic summary reports and
trend reports, taking into account the severity of
the incident to be reported as referred to in Article
87;

(e) harmonised forms for the exchange of
information between competent authorities as
referred to in Article 89;

(f) procedures for the designation of a coordinating
competent authority; the coordinated evaluation
process, including tasks and responsibilities of the
coordinating competent authority and involvement
of other competent authorities in this process.

The implementing acts referred to in the first
paragraph shall be adopted in accordance with the
examination procedure referred to in Article
114(3).

Uygulama tasarruflar
Komisyon, uygulama tasarruflar1 vasitasiyla ve
MDCG’ye danistiktan sonra, asagidakilerle ilgili
olarak 85 ila 90. maddeler ile 92. maddenin
uygulanmasit  i¢in  gerekli  olan  detayh
diizenlemeleri ve usule iligkin hususlar1 kabul
edebilir:
(a) spesifik cihazlara veya cihaz kategorilerine ya
da gruplarina iligkin ciddi olumsuz olaylarin ve
saha giivenligi diizeltici faaliyetlerin tipolojisi;
(b) sirasiyla 85, 86, 87, 88 ve 89. maddelerde
atifta bulunuldugu sekilde, imalatgilar tarafindan
ciddi olumsuz olaylarin ve saha giivenligi diizeltici
faaliyetlerinin ve saha giivenligi bildirimlerinin
raporlanmas1 ve periyodik 0&zet raporlarinin,
piyasaya arz sonrast gOzetim raporlarinin,
PSUR’larin ve trend raporlarinin temini;
(c) saglik profesyonelleri, kullanicilar ve hastalar
tarafindan siipheli ciddi olumsuz olaylarin
raporlanmasina yonelik asgari veri setini de igeren,
elektronik ve elektronik olmayan raporlamaya
iligkin standart yapilandirilmis formlar;
(d) 87. maddede atifta bulunuldugu iizere
raporlanacak olumsuz olayin siddetini dikkate
alarak, imalat¢ilar tarafindan saha giivenligi
diizeltici  faaliyetlerinin  raporlanmasimna ve
periyodik 6zet raporlarinin ve trend raporlarinin
teminine yonelik zaman c¢izelgeleri;
(e) 89. maddede atifta bulunuldugu tizere yetkili
otoriteler arasinda bilgi aligverisine yonelik
uyumlastirilmis formlar;
(f) koordinatér yetkili otoritenin gorevleri ve
sorumluluklar1 ile koordineli degerlendirme
siirecine diger yetkili otoritelerin katilim1 da dahil
olmak tizere koordineli degerlendirme siirecine ve
bir koordinator yetkili otoritenin atanmasina
yonelik prosediirler
1. paragrafta atifta  bulunulan uygulama
tasarruflari, 114(3) maddesinde atifta bulunulan
inceleme usulii uyarinca kabul edilir.

Article 92
Electronic system on vigilance and on post-
market surveillance

Madde 92
Vijilansa ve piyasaya arz sonrasi gozetime
iliskin elektronik sistem

13.11.2019 / TITCK. ABM-V.1

137



1. The Commission shall, in collaboration with the
Member States, set up and manage an electronic
system to collate and process the following
information:

(a) the reports by manufacturers on serious
incidents and field safety corrective actions
referred to in Article 87(1) and Article 89(5);

(b) the periodic summary reports by manufacturers
referred to in Article 87(9);

(c) the reports by manufacturers on trends referred
to in Article 88;

(d) the PSURSs referred to in Article 86;

(e) the field safety notices by manufacturers
referred to in Article 89(8);

(f) the information to be exchanged between the
competent authorities of the Member States and
between them and the Commission in accordance
with Article 89(7) and (9).

That electronic system shall include relevant links
to the UDI database.

1. Komisyon, iiye devletlerle is birligi icerisinde,
asagidaki bilgileri derlemek ve islemek ic¢in bir
elektronik sistem kurar ve yonetir:

(a) imalat¢ilarin 87(1) maddesinde ve 89(5)
maddesinde atifta bulunulan ciddi olumsuz olaylar
ve saha gilivenligi diizeltici faaliyetlerine iliskin
raporlarini;

(b) imalatgilarin  87(9) maddesinde
bulunulan periyodik 6zet raporlarini;

(c) imalat¢ilarin 88. maddede atifta bulunulan
trendlere iligkin raporlarini;

(d) 86. maddede atifta bulunulan PSURIlari;
(e) 1imalatcilarin  89(8) maddesinde
bulunulan saha giivenligi bildirimlerini;

() 89(7) ve (9) maddeleri uyarinca iiye devletlerin
yetkili otoriteleri arasinda ve bunlar ile Komisyon
arasinda paylasilacak bilgileri.

atifta

atifta

Bu elektronik sistem UDI veri tabanimna ilgili
baglantilar igerir.

2. The information referred to in paragraph 1 of
this Article shall be made available through the
electronic system to the competent authorities of
the Member States and to the Commission. The
notified bodies shall also have access to that
information to the extent that it relates to devices
for which they issued a certificate in accordance
with Article 53.

2. Bu maddenin 1. paragrafinda atifta bulunulan
bilgiler elektronik  sistem vasitasiyla iiye
devletlerin yetkili otoritelerine ve Komisyona
erigilir kilinir. Onaylanmis kuruluslarin da 53.
madde uyarinca sertifika diizenledikleri cihazlarla
ilgili oldugu 6l¢tide bu bilgilere erigimi olur.

3. The Commission shall ensure that healthcare
professionals and the public have appropriate
levels of access to the electronic system referred to
in paragraph 1.

3. Komisyon, saglik profesyonellerinin ve
kamunun 1. paragrafta atifta bulunulan elektronik
sisteme uygun seviyelerde erisiminin olmasini
saglar.

4. On the basis of arrangements between the
Commission and competent authorities of third
countries or international organisations, the
Commission may grant those competent
authorities or international organisations access to
the electronic system referred to in paragraph 1 at
the appropriate level. Those arrangements shall be
based on reciprocity and make provision for
confidentiality and data protection equivalent to
those applicable in the Union.

4. Komisyon ile tigiincii iilkelerin yetkili otoriteleri
veya uluslararasi orgiitler arasindaki anlagmalara
dayanarak, Komisyon, bu yetkili otoritelere veya
uluslararasi orgiitlere 1. paragrafta atifta bulunulan
elektronik sisteme uygun seviyede erisim izni
verebilir. Bu anlagmalar, miitekabiliyete dayanir
ve gizlilik ve veri gilivenligine yonelik Birlik’te
uygulananlara esdeger tedbirler alir.

5. The reports on serious incidents referred to in
point (a) of Article 87(1) shall be automatically
transmitted, upon receipt, via the electronic system
referred to in paragraph 1 of this Article, to the
competent authority of the Member State in which
the incident occurred.

5. 87(1) maddesinin (a) bendinde atifta bulunulan
ciddi olumsuz olaylara yonelik raporlar, alindiktan
sonra, bu maddenin 1. paragrafinda atifta
bulunulan elektronik sistem vasitasiyla olumsuz
olayin meydana geldigi iiye devletin yetkili
otoritesine otomatik olarak iletilir.

6. The trend reports referred to in Article 88(1)
shall be automatically transmitted upon receipt via
the electronic system referred to in paragraph 1 of

6. 88(1) maddesinde atifta bulunulan trend
raporlari, alindiktan sonra, bu maddenin 1.
paragrafinda atifta bulunulan elektronik sistem
vasitasiyla olumsuz olayin meydana geldigi iiye
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this Article to the competent authorities of the
Member State in which the incidents occurred.

devletin vyetkili otoritelerine otomatik olarak

iletilir.

7. The reports on field safety corrective actions
referred to in point (b) of Article 87(1) shall be
automatically transmitted upon receipt via the
electronic system referred to in paragraph 1 of this
Article to the competent authorities of the
following Member States:

(a) the Member States in which the field safety
corrective action is being or is to be undertaken;

(b) the Member State in which the manufacturer
has its registered place of business.

7. 87(1) maddesinin (b) bendinde atifta bulunulan
saha giivenligi diizeltici faaliyetlerine iliskin
raporlar, alindiktan sonra, bu maddenin 1.
paragrafinda atifta bulunulan elektronik sistem
vasitastyla asagidaki iiye devletlerin yetkili
otoritelerine otomatik olarak iletilir:

(a) saha gilivenligi  diizeltici  faaliyetinin
yuriitiilmekte oldugu veya yiiriitiilecek oldugu iiye
devletlerin;

(b) imalatginin kayithi isyerinin bulundugu {iye
devletin.

8. The periodic summary reports referred to in
Article 87(9) shall be automatically transmitted
upon receipt via the electronic system referred to
in paragraph 1 of this Article to the competent
authority of:

(a) the Member State or Member States
participating in the coordination procedure in
accordance with Article 89(9) and which have
agreed on the periodic summary report;

(b) the Member State in which the manufacturer
has its registered place of business.

8. 87(9) maddesinde atifta bulunulan periyodik
Ozet raporlari, alindiktan sonra, bu maddenin 1.
paragrafinda atifta bulunulan elektronik sistem
vasitasiyla asagidaki yetkili otoritelere otomatik
olarak iletilir:

(a) 89(9) maddesi uyarinca koordinasyon
prosediiriine katilan ve periyodik Ozet raporu
tizerinde anlasan iiye devlet veya iiye devletlere;

(b) imalatginin kayith isyerinin bulundugu iye
devlete.

9. The information referred to in paragraphs 5 to 8
of this Article shall be automatically transmitted,
upon receipt, through the electronic system
referred to in paragraph 1 of this Article, to the
notified body that issued the certificate for the
device in question in accordance with Article 56.

9. Bu maddenin 5 ila 8. paragraflarinda atifta
bulunulan bilgiler, alindiktan sonra, bu maddenin
1. paragrafinda atifta bulunulan elektronik sistem
vasitastyla, 56. madde uyarinca s6z konusu cihaz
icin sertifika diizenleyen onaylanmis kurulusa
otomatik olarak iletilir.

SECTION 3
Market surveillance
Article 93
Market surveillance activities
1. The competent authorities shall perform
appropriate  checks on the conformity

characteristics and performance of devices
including, where appropriate, a review of
documentation and physical or laboratory checks
on the basis of adequate samples. The competent
authorities shall, in particular, take account of
established principles regarding risk assessment
and risk management, vigilance data and
complaints.

KESIM 3 — PIYASA GOZETIMIi VE

DENETIMi
Madde 93
Piyasa gozetimi ve denetimi faaliyetleri
1. Yetkili otoriteler; cihazlarin  uygunluk

karakteristiklerine ve performansina iliskin, uygun
oldugunda, dokiimantasyon incelemesi ve yeterli
numuneye dayanan fiziksel kontroller veya
laboratuvar kontrolleri de dahil olmak iizere uygun
kontrolleri  gergeklestirir.  Yetkili  otoriteler;
ozellikle, risk degerlendirmesi ve risk yonetimi,
vijilans verileri ve sikayetlerle ilgili yerlesik
ilkeleri dikkate alir.

2. The competent authorities shall draw up annual
surveillance activity plans and allocate a sufficient
number of material and competent human
resources in order to carry out those activities
taking into account the European market
surveillance programme developed by the MDCG
pursuant to Article 105 and local circumstances.

2. Yetkili otoriteler, yillik gozetim ve denetim
faaliyet planlar1 hazirlar ve 105. madde uyarinca
MDCG tarafindan gelistirilen Avrupa piyasa
gbzetimi ve denetimi programini ve yerel sartlari
g0z onilinde bulundurarak, bu faaliyetleri ylirtitmek
icin yeterli sayida malzeme ve yetkin insan
kaynagini tahsis eder.

3. In order to fulfil the obligations laid down in
paragraph 1, the competent authorities:

3. 1. paragrafta belirtilen yiikiimliiliiklerin yerine
getirilmesi icin yetkili otoriteler:
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(a) may require economic operators to, inter alia,
make available the documentation and information
necessary for the purpose of carrying out the
authorities' activities and, where justified, to
provide the necessary samples of devices or access
to devices free of charge; and

(b) shall carry out both announced and, if
necessary, unannounced inspections of the
premises of economic operators, as well as
suppliers and/or subcontractors, and, where
necessary, at the facilities of professional users.

(a) iktisadi isletmelerden, digerlerine ilaveten,
otoritelerin  faaliyetlerini  yiirlitme amaglari
dogrultusunda gerekli olan dokiimantasyonu ve
bilgileri hazir bulundurmalarini ve
gerekcelendirildigi  durumda, bedelsiz olarak
gerekli cihaz numunelerini sunmalarim1 ya da
cihazlara erisim saglamalarini talep edebilir ve
(b) tedarikgileri ve/veya alt yiiklenicileri ile
birlikte, iktisadi isletmelerin tesislerinde ve
gerekli oldugu durumda profesyonel kullanicilarin
tesislerinde hem haberli hem de gerekiyorsa
habersiz denetimler gergeklestirir.

4. The competent authorities shall prepare an
annual summary of the results of their surveillance
activities and make it accessible to other
competent authorities by means of the electronic
system referred to in Article 100.

4. Yetkili otoriteler, gozetim ve denetim
faaliyetlerinin sonuglarina dair yillik 6zet hazirlar
ve bunu 100. maddede atifta bulunulan elektronik
sistem vasitasiyla diger yetkili otoritelere
erigilebilir kilar.

5. The competent authorities may confiscate,
destroy or otherwise render inoperable devices
that present an unacceptable risk or falsified
devices where they deem it necessary to do so in
the interests of the protection of public health.

5. Yetkili otoriteler; kamu sagliginin korunmasi
adina yapilmasinin gerekli oldugunu diisiindiikleri
hallerde, kabul edilemez bir risk teskil eden
cihazlara veya sahte cihazlara el koyabilir, onlar1
imha edebilir veya baska bir yolla kullanilamaz
hale getirebilir.

6. Following each inspection carried out for the
purposes referred to in paragraph 1, the competent
authority shall draw up a report on the findings of
the inspection that concern compliance with the
legal and technical requirements applicable under
this Regulation. The report shall set out any
corrective actions needed.

6. 1. paragrafta atifta bulunulan amaglar
dogrultusunda yiiriitiilen her bir denetimi takiben,
yetkili otorite, bu Tiiziik kapsaminda uygulanabilir
yasal ve teknik gerekliliklere uygunluk ile ilgili
denetim bulgularina dair bir rapor hazirlar. Bu
rapor, gereken diizeltici faaliyetleri belirtir.

7. The competent authority which carried out the
inspection shall communicate the content of the
report referred to in paragraph 6 of this Article to
the economic operator that has been the subject of
the inspection. Before adopting the final report, the
competent authority shall give that economic
operator the opportunity to submit comments. That
final inspection report shall be entered in the
electronic system provided for in Article 100.

7. Denetimi gerceklestiren yetkili otorite, bu
maddenin 6. paragrafinda atifta bulunulan raporun
icerigini, denetime tabi olan iktisadi isletmeye
iletir. Yetkili otorite, nihai raporu kabul etmeden
once, bu iktisadi isletmeye goOriis sunmasi ig¢in
firsat verir. Bu nihai denetim raporu, 100.
maddede belirtilen elektronik sisteme girilir.

8. The Member States shall review and assess the
functioning of their market surveillance activities.
Such reviews and assessments shall be carried out
at least every four years and the results thereof
shall be communicated to the other Member States
and the Commission. Each Member State shall
make a summary of the results accessible to the
public by means of the electronic system referred
to in Article 100.

8. Uye devletler, piyasa gdzetimi ve denetimi
faaliyetlerinin isleyisini gbzden gecirir ve
degerlendirir. Bu tiir gozden geg¢irmeler ve
degerlendirmeler, asgari her dort yilda bir
yuriitiiliir ve bunlarin  sonuglar1 diger iiye
devletlere ve Komisyona iletilir. Her bir iiye
devlet, sonuclarin bir 6zetini 100. maddede atifta
bulunulan elektronik sistem vasitasiyla kamuya
erigilebilir kilar.

9. The competent authorities of the Member States
shall coordinate their market surveillance
activities, cooperate with each other and share
with each other and with the Commission the
results thereof, to provide for a harmonised and

9. Uye devletlerin yetkili otoriteleri; tiim iiye
devletlerde yiiksek seviyede ve uyumlastirilmis bir
piyasa gozetimi ve denetimi saglamak i¢in, piyasa
gbzetimi ve denetimi faaliyetlerini koordine eder,
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high level of market surveillance in all Member
States.

Where appropriate, the competent authorities of
the Member States shall agree on work-sharing,
joint  market surveillance activities and
specialisation.

birbirleriyle isbirligi yapar ve faaliyetlerinin
sonuglarini birbirleriyle ve Komisyonla paylasir.

Uygun oldugunda, tiye devletlerin yetkili
otoriteleri, is paylasimi, ortak piyasa gozetimi ve
denetimi faaliyetleri ve uzmanlasma hakkinda
anlagsmaya varir.

10. Where more than one authority in a Member
State is responsible for market surveillance and
external border controls, those authorities shall
cooperate with each other, by sharing information
relevant to their role and functions.

10. Bir iiye devlette birden fazla otoritenin piyasa
gozetimi ve denetiminden ve dis sinir
kontrollerinden sorumlu olmasi durumunda, bu
otoriteler, kendi rolleri ve fonksiyonlar ile ilgili
bilgileri paylasarak birbirleriyle isbirligi yapar.

11. Where appropriate, the competent authorities
of the Member States shall cooperate with the
competent authorities of third countries with a
view to exchanging information and technical
support and promoting activities relating to market
surveillance.

11. Uygun oldugu yerde, tiye devletlerin yetkili
otoriteleri, bilgi aligverisi, teknik destek ve piyasa
gozetimi  ve denetimiyle ilgili faaliyetlerin
gelistirilmesi amaciyla {ciincii iilkelerin yetkili
otoriteleriyle isbirligi yapar.

Article 94
Evaluation of devices suspected of presenting an
unacceptable risk or other non-compliance

Where the competent authorities of a Member
State, based on data obtained by vigilance or
market surveillance activities or on other
information, have reason to believe that a device:
(a) may present an unacceptable risk to the health
or safety of patients, users or other persons, or to
other aspects of the protection of public health; or
(b) otherwise does not comply with the
requirements laid down in this Regulation,

they shall carry out an evaluation of the device
concerned covering all requirements laid down in
this Regulation relating to the risk presented by the
device, or to any other non-compliance of the
device.

The relevant economic operators shall cooperate
with the competent authorities.

Madde 94
Kabul edilemez bir risk veya baska bir
uygunsuzluk teskil ettiginden siiphelenilen
cihazlarin degerlendirilmesi
Bir liye devletin yetkili otoritelerinin, vijilans veya
piyasa gozetimi ve denetimi faaliyetlerinden elde
edilen verilere ya da diger bilgilere dayanarak, bir
cihazin:
(a) hastalarin, kullanicilarin veya diger kisilerin
saglig1 veya giivenligine ya da kamu sagliginin
korunmasina iliskin diger hususlara yonelik kabul
edilemez bir risk teskil edebilecegine veya
(b) bunun disinda, bu Tiiziik’te belirtilen
gerekliliklere uymadigina;
inanmalart i¢in gerekcelerinin olmasi durumunda,
cithazin  teskil ettigi risk veya  diger
uygunsuzluklar1 ile ilgili bu Tiiziik’te belirtilen
biitlin  gereklilikleri kapsayacak sekilde ilgili
cihazin bir degerlendirmesini yapar.
Ilgili iktisadi isletmeler, yetkili otoriteler ile
igbirligi yapar.

Article 95
Procedure for dealing with devices presenting
an unacceptable risk to health and safety
1. Where, having performed an evaluation
pursuant to Article 94, the competent authorities
find that the device presents an unacceptable risk
to the health or safety of patients, users or other
persons, or to other aspects of the protection of
public health, they shall without delay require the
manufacturer of the devices concerned, its
authorised representative and all other relevant
economic operators to take all appropriate and
duly justified corrective action to bring the device
into compliance with the requirements of this

Madde 95
Saglik ve giivenlik icin kabul edilemez bir risk
teskil eden cihazlarla ilgili prosediir
1. 94. madde uyarinca bir degerlendirme yapan
yetkili otoritelerin, hastalarin, kullanicilarin veya
diger kisilerin sagligina ya da giivenligine ya da
kamu sagliginin  korunmasiyla ilgili diger
hususlara yonelik, cihazin kabul edilemez bir risk
teskil ettigini tespit etmeleri durumunda, bu yetkili
otoriteler, ilgili cihazlarin imalat¢isindan, yetkili
temsilcisinden ve ilgili diger tim iktisadi
isletmelerden, ilgili iktisadi isletmeye acgikca
tanimlanan ve iletilen makul bir siire igerisinde,
cihazi, teskil ettigi riskle ilgili bu Tiiziik’iin
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Regulation relating to the risk presented by the
device and, in a manner that is proportionate to the
nature of the risk, to restrict the making available
of the device on the market, to subject the making
available of the device to specific requirements, to
withdraw the device from the market, or to recall
it, within a reasonable period that is clearly
defined and communicated to the relevant
economic operator.

gerekliliklerine uygun hale getirmek i¢in uygun ve
usuliince gerekgelendirilmis  biitlin  diizeltici
faaliyetleri yapmasini ve riskin dogasiyla orantilt
bir sekilde cihazin piyasada bulundurulmasim
kisitlamasini, cihazin piyasada bulundurulmasini
belirli  gerekliliklere tabi kilmasini, cihazi
piyasadan geri ¢ekmesini veya geri ¢agirmasini
gecikmeksizin talep eder.

2. The competent authorities shall, without delay,
notify the Commission, the other Member States
and, where a certificate has been issued in
accordance with Article 56 for the device
concerned, the notified body that issued that
certificate, of the results of the evaluation and of
the actions which they have required the economic
operators to take, by means of the electronic
system referred to in Article 100.

2. Yetkili otoriteler; degerlendirme sonuglarini ve
iktisadi isletmelerden yapmalarini talep ettikleri
faaliyetleri, 100. maddede atifta bulunulan
elektronik sistem vasitasiyla, Komisyona, diger
iye devletlere ve ilgili cihaz ic¢in 56.madde
uyarinca bir sertifika dilizenlenmis olmasi
durumunda bu sertifikay1 diizenleyen onaylanmis
kurulusa gecikmeksizin bildirir.

3. The economic operators as referred to in
paragraph 1 shall, without delay, ensure that all
appropriate corrective action is taken throughout
the Union in respect of all the devices concerned
that they have made available on the market.

3. 1. paragrafta atifta bulunuldugu tlizere iktisadi
isletmeler; piyasada bulundurduklari ilgili tiim
cihazlara iligkin = biitin  uygun  diizeltici
faaliyetlerin  Birlik genelinde gecikmeksizin
gerceklestirilmesini saglar.

4. Where the economic operator as referred to in
paragraph 1 does not take adequate corrective
action within the period referred to in paragraph 1,
the competent authorities shall take all appropriate
measures to prohibit or restrict the making
available of the device on their national market, to
withdraw the device from that market or to recall
it.

The competent authorities shall notify the
Commission, the other Member States and the
notified body referred to in paragraph 2 of this
Article, without delay, of those measures, by
means of the electronic system referred to in
Article 100.

4. 1. paragrafta atifta bulunuldugu tizere iktisadi
isletmenin, 1. paragrafta atifta bulunulan siire
igerisinde yeterli diizeltici faaliyeti
gerceklestirmemesi durumunda, yetkili otoriteler,
cihazin kendi ulusal piyasalarinda
bulundurulmasini yasaklamak veya kisitlamak,
cihazi piyasadan geri ¢cekmek veya geri ¢agirmak
i¢in uygun tiim tedbirleri alir.

Yetkili otoriteler; 100. maddede atifta bulunulan
elektronik sistem vasitasiyla, Komisyonu, diger
iiye devletleri ve bu maddenin 2. paragrafinda
atifta bulunulan onaylanmis kurulusu bu tedbirler
hakkinda gecikmeksizin bilgilendirir.

5. The notification referred to in paragraph 4 shall
include all available details, in particular the data
necessary for the identification and tracing of the
non-compliant device, the origin of the device, the
nature of and the reasons for the non-compliance
alleged and the risk involved, the nature and
duration of the national measures taken and the
arguments put forward by the relevant economic
operator.

5. 4. paragrafta atifta bulunulan bildirim, mevcut
tim ayrintilari, Ozellikle de uygun olmayan
cihazin tespiti ve takibi i¢in gerekli verileri,
cihazin menseini, atfedilen uygunsuzlugun ve
icerilen riskin dogasini ve nedenlerini, alinan
ulusal tedbirlerin niteligi ile siiresi ve ilgili iktisadi
isletme tarafindan ortaya atilan argiimanlari igerir.

6. Member States other than the Member State
initiating the procedure shall, without delay,
inform the Commission and the other Member
States, by means of the electronic system referred
to in Article 100, of any additional relevant
information at their disposal relating to the non-
compliance of the device concerned and of any

6. Prosediirii baglatan iiye devlet disindaki iiye
devletler, ilgili cihazin uygunsuzluguna iliskin
ellerindeki ilgili ilave bilgileri ve s6z konusu
cihazla ilgili olarak aldiklar1 tedbirleri, 100.
maddede atifta bulunulan elektronik sistem
vasitastyla, Komisyona ve diger liye devletlere
gecikmeksizin bildirir.
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measures adopted by them in relation to the device
concerned.

In the event of disagreement with the notified
national measure, they shall, without delay, inform
the Commission and the other Member States of
their objections, by means of the electronic system
referred to in Article 100.

Bildirilen ulusal tedbirle ilgili ihtilaf olmasi
durumunda, bu {iye devletler itirazlarini,
Komisyona ve diger iiye devletlere 100. maddede
atifta bulunulan elektronik sistem vasitasiyla
gecikmeksizin bildirir.

7. Where, within two months of receipt of the
notification referred to in paragraph 4, no
objection has been raised by either a Member State
or the Commission in respect of any measures
taken by a Member State, those measures shall be
deemed to be justified.

In that case, all Member States shall ensure that
corresponding  appropriate  restrictive  or
prohibitive measures, including withdrawing,
recalling or limiting the availability of the device
on their national market, are taken without delay
in respect of the device concerned.

7. 4. paragrafta atifta bulunulan bildirimin
alinmasindan itibaren iki ay igerisinde, bir liye
devlet tarafindan alinan tedbirlerle ilgili olarak, bir
iiye devlet veya Komisyon tarafindan higbir
itirazin yapilmamasi durumunda bu tedbirlerin
mesrulastigi kabul edilir.

Bu durumda, tiim iiye devletler, s6z konusu cihazla
ilgili olarak, cihazi geri cekmek, geri ¢cagirmak ya
da  cihazin  kendi ulusal  piyasalarinda
bulunabilirligini sinirlamak dahil olmak iizere,
kisitlayici veya yasaklayici ilgili uygun tedbirlerin
gecikmesizin alinmasini saglar.

Article 96
Procedure for evaluating national measures at

Union level
1. Where, within two months of receipt of the
notification referred to in Article 95(4), objections
are raised by a Member State against a measure
taken by another Member State, or where the
Commission considers the measure to be contrary
to Union law, the Commission shall, after
consulting the competent authorities concerned
and, where necessary, the economic operators
concerned, evaluate that national measure. On the
basis of the results of that evaluation, the
Commission may decide, by means of
implementing acts, whether or not the national
measure is justified. Those implementing acts
shall be adopted in accordance with the
examination procedure referred to in Article
114(3).

Madde 96

Ulusal tedbirleri Birlik diizeyinde

degerlendirmeye yonelik prosediir
1. 95(4) maddesinde atifta bulunulan bildirimin
alinmasindan itibaren iki ay icerisinde, bir liye
devletin diger bir liye devlet tarafindan alinan bir
tedbire karsi itirazlarinin bulunmasi durumunda
veya Komisyonun, tedbirin Birlik mevzuatina

aykirt  oldugunu  diislinmesi  durumunda,
Komisyon, ilgili yetkili otoritelere ve gerekli
oldugu hallerde ilgili iktisadi isletmelere

danistiktan sonra, bu ulusal tedbiri degerlendirir.
Bu degerlendirmenin sonuglarina dayanarak,
Komisyon, uygulama tasarruflar1 vasitasiyla,
ulusal tedbirin mesru olup olmadigina karar
verebilir. Bu uygulama tasarruflari, 114(3)
maddesinde atifta bulunulan inceleme usulii
uyarinca kabul edilir.

2. Where the Commission considers the national
measure to be justified as referred to in paragraph
1 of this Article, the second subparagraph of
Article 95(7) shall apply. If the Commission
considers the national measure to be unjustified,
the Member State concerned shall withdraw the
measure.

Where the Commission does not adopt a decision
pursuant to paragraph 1 of this Article within eight
months of receipt of the notification referred to in
Article 95(4), the national measure shall be
considered to be justified.

2. Komisyonun, bu maddenin 1. paragrafinda atifta
bulunuldugu tizere ulusal tedbiri mesru olarak
degerlendirmesi durumda, 95(7) maddesinin ikinci
alt paragrafi uygulanir. Komisyon, ulusal tedbiri
mesru olarak degerlendirmezse, ilgili liye devlet
tedbiri geri ¢eker.

Komisyonun, 95(4) maddesinde atifta bulunulan
bildirimi almasindan itibaren sekiz ay igerisinde
bu maddenin 1. paragrafi uyarinca bir karar kabul
etmemesi durumunda, ulusal tedbirin mesru
oldugu kabul edilir.

3. Where a Member State or the Commission
considers that the risk to health and safety
emanating from a device cannot be mitigated

3. Bir iiye devletin veya Komisyonun, bir cihazdan
kaynaklanan saglik ve gilivenlik riskinin ilgili iiye
devlet veya 1liye devletler tarafindan alinan

13.11.2019 / TITCK. ABM-V.1

143



satisfactorily by means of measures taken by the
Member State or Member States concerned, the
Commission, at the request of a Member State or
on its own initiative, may take, by means of
implementing acts, the necessary and duly
justified measures to ensure the protection of
health and safety, including measures restricting or
prohibiting the placing on the market and putting
into service of the device concerned. Those
implementing acts shall be adopted in accordance
with the examination procedure referred to in
Article 114(3).

tedbirler vasitasiyla tatmin edici bir sekilde
hafifletilemeyecegini  diisiinmesi  durumunda,
Komisyon, uygulama tasarruflar1 vasitasiyla, bir
iye devletin talebi {izerine veya kendi
inisiyatifiyle, saglik ve gilivenligin korunmasini
saglamak i¢in, ilgili cihazin piyasaya arzini ve
hizmete sunulmasini kisitlayan veya yasaklayan
tedbirler dahil olmak iizere, gerekli ve usuliince
gerekcelendirilmis tedbirler alabilir. Bu uygulama
tasarruflari, 114(3) maddesinde atifta bulunulan
inceleme usulii uyarinca kabul edilir.

Article 97
Other non-compliance

1. Where, having performed an evaluation
pursuant to Article 94, the competent authorities
of a Member State find that a device does not
comply with the requirements laid down in this
Regulation but does not present an unacceptable
risk to the health or safety of patients, users or
other persons, or to other aspects of the protection
of public health, they shall require the relevant
economic operator to bring the non-compliance
concerned to an end within a reasonable period
that is clearly defined and communicated to the
economic operator and that is proportionate to the
non-compliance.

Madde 97
Diger uygunsuzluklar

1. 94. madde uyarinca bir degerlendirme
gerceklestiren  bir  liye  devletin  yetkili
otoritelerinin, bir cihazin bu Tuzik’te belirtilen
gerekliliklere uymadigini; fakat hastalarin,
kullanicilarin veya diger kisilerin sagligina ya da
giivenligine ya da kamu sagliginin korunmasiyla
ilgili diger hususlara yonelik kabul edilemez bir
risk teskil etmedigini tespit etmeleri durumunda,
soz konusu yetkili otoriteler, ilgili iktisadi
isletmeden, iktisadi isletmeye agik¢a tanimlanan
ve iletilen ve uygunsuzlukla orantili olan makul bir
siire igerisinde, s0z konusu uygunsuzlugu
sonlandirmasini talep eder.

2. Where the economic operator does not bring the
non-compliance to an end within the period
referred to in paragraph 1 of this Article, the
Member State concerned shall, without delay, take
all appropriate measures to restrict or prohibit the
product being made available on the market or to
ensure that it is recalled or withdrawn from the
market. That Member State shall inform the
Commission and the other Member States, without
delay, of those measures, by means of the
electronic system referred to in Article 100.

2. Iktisadi isletmenin bu maddenin 1. paragrafinda
atifta bulunulan siire icerisinde uygunsuzlugu
sonlandirmamasi1 durumunda, ilgili iiye devlet,
iriinlin piyasada bulundurulmasini kisitlamak
veya yasaklamak ic¢in ya da irlinlin geri
cagirilmasini veya piyasadan geri cekilmesini
saglamak i¢in tiim uygun tedbirleri gecikmeksizin
alir. Bu tiye devlet 100. maddede atifta bulunan
elektronik sistem vasitasiyla, bu tedbirleri
gecikmeksizin Komisyona ve diger iiye devletlere
bildirir.

3. In order to ensure the uniform application of this
Article, the Commission may, by means of
implementing acts, specify appropriate measures
to be taken by competent authorities to address
given types of non-compliance.  Those
implementing acts shall be adopted in accordance
with the examination procedure referred to in
Article 114(3).

3. Bu maddenin yeknesak uygulanmasini
saglamak lizere, Komisyon, uygulama tasarruflari
vasitasiyla, belirlenen uygunsuzluk tiirlerini ele
almalar1 icin yetkili otoriteler tarafindan alinacak
uygun tedbirleri belirleyebilir. Bu uygulama
tasarruflari, 114(3) maddesinde atifta bulunulan
inceleme usulii uyarinca kabul edilir.

Article 98
Preventive health protection measures
1. Where a Member State, after having performed
an evaluation which indicates a potential risk
related to a device or a specific category or group
of devices, considers that, in order to protect the
health and safety of patients, users or other persons

Madde 98
Onleyici saglik koruma tedbirleri
1. Bir iiye devlet; bir cihaz veya belirli bir cihaz
kategorisi ya da grubu ile ilgili potansiyel bir riski
isaret eden bir degerlendirme yaptiktan sonra,
hastalarin, kullanicilarin veya diger kisilerin
saghigini ve giivenligini ya da kamu sagliginin
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or other aspects of public health, the making
available on the market or putting into service of a
device or a specific category or group of devices
should be prohibited, restricted or made subject to
particular requirements or that such device or
category or group of devices should be withdrawn
from the market or recalled, it may take any
necessary and justified measures.

diger hususlarint korumak igin, bir cihazin veya
spesifik bir cihaz kategorisi ya da grubunun
piyasada  bulundurulmasinin veya hizmete
sunulmasinin yasaklanmasinin, kisitlanmasinin
veya belirli gerekliliklere tabi kilinmasinin
gerektigini ya da bu tiir cihazin veya cihaz
kategorisinin ya da grubunun piyasadan geri
¢ekilmesinin veya geri ¢agirilmasinin gerektigini
distinmesi  durumunda, gerekli olan ve
gerekcelendirilen her tiirlii tedbiri alabilir.

2. The Member State referred to in paragraph 1
shall immediately notify the Commission and all
other Member States, giving the reasons for its
decision, by means of the electronic system
referred to in Article 100.

2. 1. paragrafta atifta bulunulan iiye devlet, 100.
maddede atifta bulunulan elektronik sistem
vasitasiyla, kararinin gerekgelerini Dbelirterek,
Komisyonu ve diger tiim iiye devletleri ivedilikle
bilgilendirir.

3. The Commission, in consultation with the
MDCG and, where necessary, the economic
operators concerned, shall assess the national
measures taken. The Commission may decide, by
means of implementing acts, whether the national
measures are justified or not. In the absence of a
Commission decision within six months of their
notification, the national measures shall be
considered to be justified. Those implementing
acts shall be adopted in accordance with the
examination procedure referred to in Article
114(3).

3. Komisyon, alinan ulusal tedbirleri MDCG’ye ve

gerekli oldugu durumlarda ilgili iktisadi
isletmelere danisarak degerlendirir. Komisyon,
uygulama  tasarruflar1  vasitasiyla,  ulusal

tedbirlerin mesru olup olmadigina karar verebilir.
Ulusal tedbirlerin bildiriminden itibaren alt1 ay
igerisinde bir Komisyon kararinin bulunmamasi
durumunda, bu tedbirlerin mesru oldugu kabul
edili. Bu uygulama tasarruflari, 114(3)
maddesinde atifta bulunulan inceleme usulii
uyarinca kabul edilir.

4. Where the assessment referred to in paragraph 3
of this Article demonstrates that the making
available on the market or putting into service of a
device, specific category or group of devices
should be prohibited, restricted or made subject to
particular requirements or that such device or
category or group of devices should be withdrawn
from the market or recalled in all Member States
in order to protect the health and safety of patients,
users or other persons or other aspects of public
health, the Commission may adopt implementing
acts to take the necessary and duly justified
measures. Those implementing acts shall be
adopted in accordance with the examination
procedure referred to in Article 114(3).

4. Bu maddenin 3. paragrafinda atifta bulunulan
degerlendirmenin; hastalarin, kullanicilarin veya
diger kisilerin sagligini ve giivenligini ya da kamu
saghiginin diger hususlarint korumak icin, bir
cihazin, belirli cihaz kategorisi veya grubunun
piyasada  bulundurulmasinin veya hizmete
sunulmasinin yasaklanmasinin, kisitlanmasinin
veya belirli gerekliliklere tabi kilinmasinin
gerektigini ya da bu tiir cihaz veya cihaz kategorisi
veya grubunun tiim iiye devletlerde piyasadan geri
cekilmesinin veya geri cagrilmasimin gerektigini
gostermesi durumunda, Komisyon, gerekli olan ve
usuliince gerekgelendirilen tedbirler almak igin
uygulama tasarruflar1 kabul edebilir. Bu uygulama
tasarruflari, 114(3) maddesinde atifta bulunulan
inceleme usulii uyarinca kabul edilir.

Article 99
Good administrative practice
1. Any measure adopted by the competent
authorities of the Member States pursuant to
Articles 95 to 98 shall state the exact grounds on
which it is based. Where such a measure is
addressed to a specific economic operator, the
competent authority shall notify without delay the
economic operator concerned of that measure, and
shall at the same time inform that economic

Madde 99
lyi idari uygulamalar
1. Uye devletlerin yetkili otoriteleri tarafindan 95
ila 98. maddeler uyarinca kabul edilen herhangi bir
tedbir, dayandig1 kesin gerekgeleri belirtir. Bu tiir
bir tedbir belirli bir iktisadi isletmeyi ele
aldiginda, yetkili otorite s6z konusu iktisadi
isletmeyi bu tedbirle ilgili olarak gecikmeksizin
bilgilendirir ve aynm1 zamanda sz konusu iiye
devletin  mevzuati veya idari uygulamasi
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operator of the remedies available under the law or
the administrative practice of the Member State
concerned and of the time limits to which such
remedies are subject. Where the measure is of
general applicability, it shall be appropriately
published.

kapsamindaki kanun yollarint ve bu tiir kanun
yollarinin tabi oldugu siire sinirlamalarim1 bu
iktisadi  isletmeye bildirir. Tedbir, genele
uygulanabilir oldugunda, usuliince yayimlanir.

2. Except in cases where immediate action is
necessary for reasons of unacceptable risk to
human health or safety, the economic operator
concerned shall be given the opportunity to make
submissions to the competent authority within an
appropriate period of time that is clearly defined
before any measure is adopted.

Where action has been taken without the economic
operator having had the opportunity to make
submissions as referred to in the first
subparagraph, it shall be given the opportunity to
make submissions as soon as possible and the
action taken shall be reviewed promptly thereafter.

2. Insan saglig1 veya giivenligi i¢in kabul edilemez
risk sebeplerinden dolay1 acil eylemin gerekli
oldugu durumlar hari¢ olmak iizere, ilgili iktisadi
isletmeye, herhangi bir tedbir kabul edilmeden
once agikca tanimlanan makul bir siire i¢erisinde
yetkili otoriteye goriislerini bildirme firsati verilir.

Birinci alt paragrafta atifta bulunuldugu iizere
iktisadi isletmenin goriislerini bildirme firsati
olmadan faaliyet yapilmis olmasi durumunda, soz
konusu iktisadi isletmeye miimkiin olan en kisa
siirede goriislerini bildirme firsat1 verilir ve
yapilan faaliyet bunun ardindan acilen yeniden
incelenir.

3. Any measure adopted shall be immediately
withdrawn or amended upon the economic
operator's demonstrating that it has taken effective
corrective action and that the device is in
compliance with the requirements of this
Regulation.

3. Kabul edilen her tedbir, iktisadi isletmenin etkili
diizeltici faaliyeti yaptigima ve cihazin bu
Tiziik’in gerekliliklerine uygun olduguna iliskin
kanitlar1 tizerine ivedilikle geri ¢ekilir veya
degistirilir.

4. Where a measure adopted pursuant to Articles
95 to 98 concerns a device for which a notified
body has been involved in the conformity

4. 95 ila 98. maddeler uyarinca kabul edilen bir
tedbirin, bir onaylanmis kurulusun uygunluk
degerlendirmesine dahil oldugu bir cihazla ilgili

assessment, the competent authorities shall by | olmasi durumunda, yetkili otoriteler, 100.
means of the electronic system referred to in | maddede atifta bulunulan elektronik sistem
Article 100 inform the relevant notified body and | vasitasiyla, alinan tedbiri ilgili onaylanmig
the authority responsible for the notified body of | kurulusa ve onaylanmis kurulustan sorumlu
the measure taken. otoriteye bildirir.
Article 100 Madde 100
Electronic system on market surveillance Piyasa gozetimi ve denetimine iligkin elektronik
sistem

1. The Commission, in collaboration with the
Member States, shall set up and manage an
electronic system to collate and process the
following information:

(a) summaries of the results of the surveillance
activities referred to in Article 93(4);

(b) the final inspection report referred to in Article
93(7);

(c) information in relation to devices presenting an
unacceptable risk to health and safety as referred
to in Article 95(2), (4) and (6);

(d) information in relation to non-compliance of
products as referred to in Article 97(2);

(e) information in relation to the preventive health
protection measures referred to in Article 98(2);

1. Komisyon, iiye devletlerle isbirligi icinde,
asagidaki bilgileri derlemek ve islemek i¢in bir
elektronik sistem kurar ve yonetir:

(a) 93(4) maddesinde atifta bulunulan gézetim ve
denetim faaliyetlerinin sonuglarinin 6zetlerini;

(b) 93(7) maddesinde atifta bulunulan nihai
denetim raporunu;

(c) 95(2), (4) ve (6) maddesinde atifta bulunuldugu
iizere, saglik ve gilivenlik i¢in kabul edilemez bir
risk teskil eden cihazlarla ilgili bilgilerti;

(d) 97(2) maddesinde atifta bulunuldugu iizere
tirtinlerin uygunsuzluguyla ilgili bilgileri;

(e) 98(2) maddesinde atifta bulunulan oOnleyici
saglik koruma tedbirleriyle ilgili bilgileri;
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(f) summaries of the results of the reviews and
assessments of the market surveillance activities
of the Member States referred to in 93(8).

() 93(8) maddesinde atifta bulunulan, {iye
devletlerin  piyasa go6zetimi ve denetimi
faaliyetlerine  yonelik  incelemelerinin  ve

degerlendirmelerinin sonug¢larinin 6zetlerini.

2. The information referred to in paragraph 1 of
this Article shall be immediately transmitted
through the electronic system to all competent
authorities concerned and, where applicable, to the
notified body that issued a certificate in
accordance with Article 56 for the device
concerned and be accessible to the Member States
and to the Commission.

2. Bu maddenin 1. paragrafinda atifta bulunulan
bilgiler; tiim ilgili yetkili otoritelere ve
uygulanabildigi yerde s6z konusu cihaz i¢in 56.
madde uyarinca bir sertifika diizenleyen
onaylanmis kurulusa elektronik sistem vasitasiyla
ivedilikle iletilir ve iiye devletler ile Komisyona
erisilebilir olur.

3. Information exchanged between Member States
shall not be made public where to do so might
impair market surveillance activities and co-
operation between Member States.

3. Uye devletler arasinda paylasilan bilgiler,
kamuya acilmasi1 halinde piyasa gozetim ve
denetim faaliyetlerine ve liye devletler arasindaki
igbirligine zarar verebilecekse kamuya ac¢ilmaz.

CHAPTER VIII
COOPERATION BETWEEN MEMBER
STATES, MEDICAL DEVICE
COORDINATION GROUP, EXPERT
LABORATORIES, EXPERT PANELS AND
DEVICE REGISTERS
Article 101
Competent authorities
The Member States shall designate the competent
authority or authorities responsible for the
implementation of this Regulation. They shall
entrust their authorities with the powers,
resources, equipment and knowledge necessary for
the proper performance of their tasks pursuant to

BOLUM VIII
Uye Devletler Arasinda Isbirligi, Tibbi Cihaz
Koordinasyon Grubu, Uzman
Laboratuvarlari, Uzman Heyetleri Ve Cihaz
Kayitlan

Madde 101
Yetkili otoriteler
Uye devletler, bu Tiiziik’iin uygulanmasindan
sorumlu yetkili otoriteyi veya otoriteleri atar. Uye
devletler, bu Tiizlik uyarinca gorevlerini uygun bir
sekilde yerine getirmeleri igin gereken yetkileri,
kaynaklari, ekipmanlar1 ve bilgileri otoritelerine
saglar. Uye devletler, yetkili otoritelerin adlarin

this Regulation. The Member States shall | ve iletisim bilgilerini Komisyona bildirir;
communicate the names and contact details of the | Komisyon yetkili otoritelerin  bir listesini
competent authorities to the Commission which | yayimlar.
shall publish a list of competent authorities.

Article 102 Madde 102

Cooperation Isbirligi

1. The competent authorities of the Member States
shall cooperate with each other and with the
Commission. The Commission shall provide for
the organisation of exchanges of information
necessary to enable this Regulation to be applied
uniformly.

1. Uye devletlerin yetkili otoriteleri; birbirleriyle
ve Komisyonla isbirligi yapar. Komisyon, bu
Tiiziik’lin yeknesak uygulanmasina imkan vermek
tizere gerekli bilgi aligverisinin organizasyonunu
saglar.

2. Member States shall, with the support of the
Commission, participate, where appropriate, in
initiatives developed at international level with the
aim of ensuring cooperation between regulatory
authorities in the field of medical devices.

2. Uye devletler, Komisyonun destegiyle, uygun
oldugu hallerde, tibbi cihazlar alaninda
diizenleyici otoriteler arasinda isbirligi saglamak
amaciyla uluslararast1  seviyede  gelistirilen
girigsimlere katilir.

Article 103
Medical Device Coordination Group
1. A Medical Device Coordination Group
(‘MDCG?) is hereby established.

Madde 103
Tibbi Cihaz Koordinasyon Grubu
1. Isbu T1bbi Cihaz Koordinasyon Grubu (MDCG)
kurulmustur.

2. Each Member State shall appoint to the MDCG,
for a three-year term which may be renewed, one

2. Her iiye devlet; MDCG’ye, yenilenebilecek olan
iic yillik bir siire icin, tibbi cihazlar alaninda
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member and one alternate each with expertise in
the field of medical devices, and one member and
one alternate with expertise in the field of in vitro
diagnostic medical devices. A Member State may
choose to appoint only one member and one
alternate, each with expertise in both fields.

The members of the MDCG shall be chosen for
their competence and experience in the field of
medical devices and in vitro diagnostic medical
devices. They shall represent the competent
authorities of the Member States. The names and
affiliation of members shall be made public by the
Commission.

The alternates shall represent and vote for the
members in their absence.

uzman bir liye ve bir yedek ile in vitro tan1 tibbi
cihazlar1 alaninda uzman bir liye ve bir yedek tayin
eder. Bir iiye devlet, her iki alanda uzman olan

yalnizca bir liye ve bir yedek tayin etmeyi tercih
edebilir.

MDCG iiyeleri, tibbi cihazlar ve in vitro tan1 tibbi
cihazlan alanindaki yetkinlikleri ve
deneyimlerinden dolayi segilir. S6z konusu tiyeler,
iiye devletlerin yetkili otoritelerini temsil eder.
Uyelerin adlar1  ve baglh olduklar1 kurum
Komisyon tarafindan kamuya ag¢ik hale getirilir.

Yedekler, liyelerin yoklugunda onlar1 temsil eder
ve onlar adina oy kullanir.

3. The MDCG shall meet at regular intervals and,
where the situation requires, upon request by the
Commission or a Member State. The meetings
shall be attended either by the members appointed
for their role and expertise in the field of medical
devices, or by the members appointed for their
expertise in the field of in vitro diagnostic medical
devices, or by the members appointed for their
expertise in both fields, or their alternates, as
appropriate.

3. MDCG, diizenli araliklarla ve durumun
gerektirdigi yerde, Komisyonun veya bir iiye
devletin talebi iizerine toplanir. Toplantilara, ya
tibbi cihazlar alanindaki rol ve uzmanliklarindan
dolay1 atanan fiyeler veya in vitro tani tibbi
cihazlar1 alanindaki uzmanliklarindan dolay1
atanan  Uyeler veya her iki  alandaki
uzmanliklarindan dolayr atanan iiyeler ya da
uygun oldugunda bunlarin yedekleri katilir.

4. The MDCG shall use its best endeavours to
reach consensus. If such consensus cannot be
reached, the MDCG shall decide by a majority of
its members. Members with diverging positions

4. MDCG, fikir birligine varmak i¢in azami gayret
gosterir. Fikir birligine varilamazsa, MDCG,
tiyelerinin ¢ogunluguyla karar verir. Farkli goriislii
iiyeler, kendi goriislerinin ve bunlarin dayandigi

may request that their positions and the grounds on | gerekgelerin MDCG’nin  goriisiine serh
which they are based be recorded in the MDCG's | diisiilmesini talep edebilirler.

position.

5. The MDCG shall be chaired by a representative | 5. MDCG’ye, Komisyon’un bir temsilcisi
of the Commission. The chair shall not take part in | tarafindan baskanlik yapilir. Basgkan, MDCG

votes of the MDCG.

oylamalarinda yer almaz.

6. The MDCG may invite, on a case-by-case basis,
experts and other third parties to attend meetings
or provide written contributions.

6. MDCG, vaka bazinda, uzmanlar1 ve diger
iiclincii taraflar1 toplantilara katilmalari veya yazili
katki saglamalari i¢in davet edebilir.

7. The MDCG may establish standing or
temporary  sub-groups. Where appropriate,
organisations representing the interests of the
medical device industry, healthcare professionals,
laboratories, patients and consumers at Union
level shall be invited to such sub-groups in the
capacity of observers.

7. MDCG, daimi veya gecici alt gruplar
olusturabilir. Uygun oldugunda, tibbi cihaz
sektdriiniin, saglik profesyonellerinin,
laboratuvarlarin, hastalarin ve tiiketicilerin
cikarlarim  Birlik  diizeyinde temsil eden
kuruluslar, goézlemci sifatiyla bu tiir alt gruplara
davet edilir.

8. The MDCG shall establish its rules of procedure
which shall, in particular, lay down procedures for
the following:

— the adoption of opinions or recommendations
or other positions, including in cases of urgency;

— the delegation of tasks to reporting and co-
reporting members;

8. MDCG, ozellikle asagidakilere yonelik
prosediirleri belirleyen kendi wusul kurallarini
olusturur:

- acil durumlardakiler dahil olmak iizere,

disiincelerin veya tavsiyelerin ya da diger
gortiislerin kabul edilmesine;

- raporlama liyelerine ve ortak raporlama iiyelerine
gorevlerin devredilmesine;
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— the implementation of Article 107 regarding
conflict of interests;
— the functioning of sub-groups.

- ¢cikar catismastyla ilgili olarak 107. maddenin
uygulanmasina;
- alt gruplarin igleyisine.

9. The MDCG shall have the tasks laid down in
Article 105 of this Regulation and Article 99 of
Regulation (EU) 2017/746.

9. MDCG’nin, bu Tiiziik’iin 105. maddesinde ve
(AB) 2017/746 sayili1 Tiiziik’iin 99. maddesinde
belirtilen gorevleri vardir.

Article 104
Support by the Commission

The Commission shall support the functioning of
the cooperation between national competent
authorities. It shall, in particular, provide for the
organisation of exchanges of experience between
the competent authorities and provide technical,
scientific and logistic support to the MDCG and its
sub-groups. It shall organise the meetings of the
MDCG and its sub-groups, participate in those
meetings and ensure the appropriate follow-up.

Madde 104
Komisyonun destegi

Komisyon, ulusal yetkili otoriteler arasindaki
isbirliginin  isleyisini  destekler. Komisyon,
ozellikle, yetkili otoriteler arasindaki deneyim
paylasiminin ~ organizasyonunu  saglar  ve
MDCG’ye ve onun alt gruplarina teknik, bilimsel
ve lojistik destek saglar. Komisyon, MDCG’nin ve
onun alt gruplarinin toplantilarini organize eder,
bu toplantilara katilir ve uygun takibi saglar.

Article 105
Tasks of the MDCG
Under this Regulation, the MDCG shall have the
following tasks:
(a) to contribute to the assessment of applicant
conformity assessment bodies and notified bodies
pursuant to the provisions set out in Chapter 1V;

(b) to advise the Commission, at its request, in
matters concerning the coordination group of
notified bodies as established pursuant to Article
49;

(c) to contribute to the development of guidance
aimed at ensuring effective and harmonised
implementation of this Regulation, in particular
regarding the designation and monitoring of
notified bodies, application of the general safety
and performance requirements and conduct of
clinical ~evaluations and investigations by
manufacturers, assessment by notified bodies and
vigilance activities;

(d) to contribute to the continuous monitoring of
technical progress and assessment of whether the
general safety and performance requirements laid
down in this Regulation and Regulation (EU)
2017/746 are adequate to ensure safety and
performance of devices, and thereby contribute to
identifying whether there is a need to amend
Annex | to this Regulation;

(e) to contribute to the development of device
standards, of CS and of scientific guidelines,

Madde 105

MDCG ’nin gorevleri
MDCG’nin, bu Tizlik kapsaminda asagidaki
gorevleri bulunur:
(a) IV. Boliimde belirlenen hiikiimler uyarinca
bagvuru  sahibi  uygunluk  degerlendirme
kuruluglarinin ~ ve  onaylanmis  kuruluslarin
degerlendirilmesine katkida bulunmak;
(b) Komisyona, talebi iizerine, 49. madde uyarinca
olusturuldugu sekilde onaylanmis kuruluslarin
koordinasyon  grubuna  iligkin  konularda
tavsiyelerde bulunmak;
(c) bu Tiiziik’in etkili ve uyumlastirilmis olarak
uygulanmasint saglamak i¢in, Ozellikle de
onaylanmis kuruluslarin atanmasi ve izlenmesi,
genel giivenlilik ve performans gerekliliklerinin
uygulanmasi ve imalatgilar tarafindan klinik
degerlendirmelerin ve arastirmalarin yiiriitiilmesi,
vijilans faaliyetleri ve onaylanmig kuruluslar
tarafindan yapilan degerlendirmeler ile ilgili
kilavuzlarin gelistirilmesine katkida bulunmak;
(d) bu Tiiziik’te ve (AB) 2017/746 sayil1 Tiiziik’te
belirtilen genel giivenlilik ve performans
gerekliliklerinin tibbi cihazlarin gilivenlilik ve
performansin1 garantiye almak ig¢in yeterli olup
olmadiginin degerlendirilmesine ve bdylece bu
Tiiziik’tin I. Ekinin tadil edilmesine ihtiyac¢ olup
olmadiginin belirlenmesine ve teknik ilerlemelerin
siirekli olarak izlenmesine katkida bulunmak;
(e) 6zellikle implante edilebilir cihazlar ve sinif III
cihazlar gibi belirli cihazlarin klinik arastirmasina

including product specific guidelines, on clinical | yonelik cihaz standartlarinin, ortak

investigation of certain devices in particular | spesifikasyonlarin ve iriine 6zel kilavuzlar da

implantable devices and class 111 devices; dahil olmak iizere bilimsel kilavuzlarin
gelistirilmesine katkida bulunmak;
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(f) to assist the competent authorities of the
Member States in their coordination activities in
particular in the fields of classification and the
determination of the regulatory status of devices,
clinical investigations, vigilance and market
surveillance including the development and
maintenance of a framework for a European
market surveillance programme with the objective
of achieving efficiency and harmonisation of
market surveillance in the Union, in accordance
with Article 93;

(9) to provide advice, either on its own initiative
or at request of the Commission, in the assessment
of any issue related to the implementation of this
Regulation;

(f) iye devletlerin  yetkili  otoritelerine
koordinasyon faaliyetlerinde, 6zellikle, cihazlarin
siniflandirilmast  ve  mevzuat  durumlarinin
belirlenmesi, klinik arastirmalar, vijilans ve 93.
madde uyarinca, Birlik’te piyasa gozetimi ve
denetiminin  yeterliligi ve uyumlastirilmasi
hedefiyle bir Avrupa piyasasi gozetim ve denetim
programi i¢in bir yapinin gelistirilmesi ve
muhafaza ettirilmesi dahil olmak {iizere, piyasa
gbzetimi ve denetimi alanlarinda yardimci olmak;

(g) bu Tiiziik’iin uygulanmasiyla ilgili herhangi bir
konunun  degerlendirilmesinde, ya  kendi
inisiyatifiyle ya da Komisyonun talebi iizerine,
tavsiye vermek;

(h) to contribute to harmonised administrative | (h)  liye  devletlerdeki  cihazlarla  ilgili
practice with regard to devices in the Member | uyumlastirilmis idari uygulamalara katkida
States. bulunmak.

Article 106 Madde 106

Provision of scientific, technical and clinical
opinions and advice

1. The Commission shall, by means of
implementing acts and in consultation with the
MDCG, make provision for expert panels to be
designated for the assessment of the clinical
evaluation in relevant medical fields as referred to
in paragraph 9 of this Article and to provide views
in accordance with Article 48(6) of Regulation
(EU) 2017/746 on the performance evaluation of
certain in vitro diagnostic medical devices and,
where necessary, for categories or groups of
devices, or for specific hazards relating to
categories or groups of devices, observing the
principles of highest scientific competence,
impartiality, independence and transparency. The
same principles shall apply where the Commission
decides to appoint expert laboratories in
accordance with paragraph 7 of this Article.

Bilimsel, teknik ve klinik goriis ve tavsiyeler

1. Komisyon; uygulama tasarruflari vasitasiyla ve
MDCG’ye danisarak, azami bilimsel yetkinlik,
tarafsizlik, bagimsizlik ve seffaflik ilkelerini
gozeterek, bu maddenin 9. paragrafinda atifta
bulunuldugu sekilde ilgili tibbi alanlarda klinik
degerlendirmenin degerlendirilmesi i¢in uzman
heyetlerinin atanmasina ydnelik ve bu uzman
heyetlerinin (AB) 2017/746 sayil1 Tiiziik’iin 48(6)
maddesi uyarinca belirli in vitro tan1 tibbi cihazlari
ve gerekli oldugu durumlarda, cihaz kategorileri
veya gruplarina iligkin performans
degerlendirmeleri hakkinda ya da cihaz
kategorileri veya gruplariyla ilgili belirli tehlikeler
hakkinda goriis sunmalarina yonelik hiikiimler
koyar. Ayni ilkeler, Komisyonun bu maddenin 7.
paragrafl uyarinca uzman laboratuvarlar atamasina
karar vermesi durumunda da uygulanir.

2. Expert panels and expert laboratories may be
designated in areas where the Commission, in
consultation with the MDCG, has identified a need
for the provision of consistent scientific, technical
and/or clinical advice or laboratory expertise in
relation to the implementation of this Regulation.
Expert panels and expert laboratories may be
appointed on a standing or temporary basis.

2. Uzman heyetleri ve uzman laboratuvarlar;
Komisyonun, MDCG’ye danisarak, bu Tiiziik’iin
uygulanmasina iliskin tutarli bilimsel, teknik
ve/veya Klinik tavsiye ya da laboratuvar
uzmanliginin  teminine  ihtiyag  duyuldugu
alanlarda atanabilir. Uzman heyetleri ve uzman
laboratuvarlar, kalic1 veya gegici olarak atanabilir.

3. Expert panels shall consist of advisors
appointed by the Commission on the basis of up-
to-date clinical, scientific or technical expertise in
the field and with a geographical distribution that
reflects the diversity of scientific and clinical
approaches in the Union. The Commission shall

3. Uzman heyetleri; alaninda giincel klinik,
bilimsel veya teknik uzmanliklar1 temelinde ve
Birlik i¢indeki bilimsel ve klinik yaklasim
cesitliligini  yansitan bir cografi dagilimla
Komisyon tarafindan atanan danigsmanlardan
olusur. Komisyon, gerekli ihtiyaglara gore, her
heyetin liye sayilarini belirler.
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determine the number of members of each panel in
accordance with the requisite needs.

The members of expert panels shall perform their
tasks with impartiality and objectivity. They shall
neither seek nor take instructions from notified
bodies or manufacturers. Each member shall draw
up a declaration of interests, which shall be made
publicly available.

The Commission shall establish systems and
procedures to actively manage and prevent
potential conflicts of interest.

Uzman heyetlerinin liyeleri, gorevlerini tarafsizlik
ve objektiflik ile yerine getirirler. Uzman grup
iyeleri, onaylanmis kuruluglardan  veya
imalatcilardan, talimat beklemezler veya almazlar.
Her iiye, kamuya acik olacak bir ¢ikar ¢atismasi
beyani diizenler.

Komisyon, olasi ¢ikar c¢atismalarini aktif bir
sekilde yonetmek ve Onlemek i¢in sistemler ve
prosediirler olusturur.

4. Expert panels shall take into account relevant
information provided by stakeholders including
patients’ organisations and healthcare
professionals when preparing their scientific
opinions.

4. Uzman heyetleri, bilimsel goriislerini
hazirlarken,  hasta  Orgiitleri ve  saglik
profesyonelleri dahil olmak iizere, paydaslar

tarafindan saglanan ilgili bilgileri dikkate alir.

5. The Commission, following consultation with
the MDCG, may appoint advisors to expert panels
following publication in the Official Journal of the
European Union and on the Commission website
following a call for expressions of interest.
Depending on the type of task and the need for
specific expertise, advisors may be appointed to
the expert panels for a maximum period of three
years and their appointment may be renewed.

5. Komisyon; MDCG’ye danistiktan sonra,
Avrupa Birligi Resmi Gazetesi’nde ve Komisyon
web  sitesinde niyet  beyani  cagrisinin
yayimlanmasini  takiben uzman heyetlerine
danigmanlar atayabilir. Gorevin tipine ve spesifik
uzmanliga yonelik ihtiyaca bagli olarak,
danigsmanlar, uzman heyetlerine en fazla ii¢ senelik
siireler i¢in atanabilir ve atamalar1 yenilenebilir.

6. The Commission, following consultation with
the MDCG, may include advisors on a central list
of available experts who, whilst not being formally
appointed to a panel, are available to provide
advice and to support the work of the expert panel
as needed. That list shall be published on the
Commission website.

6. Komisyon, MDCG’ye danistiktan sonra, bir
heyete resmi olarak atanmadigi halde, ihtiyag
oldukca uzman heyetine tavsiyede bulunmak ve
heyetin c¢alismasin1  desteklemek i¢in hazir
bulunan uzmanlarin yer aldig1 merkezi bir listeye
danigsmanlar1 dahil edebilir. Bu liste Komisyon
web sitesinde yayimlanir.

7. The Commission may, by means of
implementing acts and following consultation with
the MDCG, designate expert laboratories, on the
basis of their expertise in:

— physico-chemical characterisation, or

— microbiological, biocompatibility, mechanical,
electrical, electronic or non-clinical biological and
toxicological testing of specific devices,
categories or groups of devices.

The Commission shall only designate expert
laboratories for which a Member State or the Joint
Research Centre has submitted an application for
designation.

7. Komisyon, uygulama tasarruflar1 vasitasiyla ve
MDCG’ye danistiktan sonra asagidaki alanlardaki
uzmanliklarina dayanarak uzman laboratuvarlari
atayabilir:

- fiziko-kimyasal karakterizasyon veya

- spesifik cihazlarin, cihaz kategorilerinin veya
gruplarinin =~ mikrobiyolojik,  biyouyumluluk,
mekanik, elektriksel, elektronik veya klinik
olmayan biyolojik ve toksikolojik testler.
Komisyon, yalnizca, atanmast i¢in bir liye devlet
veya Ortak Arastirma Merkezi tarafindan bir
basvuru sunulmus olan uzman laboratuvarlari atar.

8. Expert laboratories shall satisfy the following
criteria:

(a) have adequate and appropriately qualified staff
with adequate knowledge and experience in the
field of the devices for which they are designated,;
(b) possess the necessary equipment to carry out
the tasks assigned to them;

8. Uzman laboratuvarlari
yerine getirir:

(a) atandiklar1 cihazlar alaninda yeterli bilgi ve
deneyime sahip vyeterli ve uygun nitelikli
personele sahip olmak;

(b) kendilerine verilen gorevleri yiiriitmek igin
gerekli ekipmanlara sahip olmak;

asagidaki kriterleri
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(c) have the necessary knowledge of international
standards and best practices;

(d) have an appropriate  administrative
organisation and structure;
(e) ensure that their staff observe the

confidentiality of information and data obtained in
carrying out their tasks.

(c) uluslararas1 standartlar ve iyi uygulamalar
konusunda gerekli bilgilere sahip olmak;

(d) uygun bir idari organizasyona ve yapiya sahip
olmak;

(e) personellerinin, gorevlerinin yiiriitiilmesinden
elde edilen bilgilerin ve verilerin gizliligine riayet
etmesini saglamak.

9. Expert panels appointed for clinical evaluation
in relevant medical fields shall fulfil the tasks
provided for in Article 54(1) and Article 61(2) and
Section 5.1 of Annex IX or Section 6 of Annex X,
as applicable.

9. Ilgili tibbi alanlarda klinik degerlendirme igin
atanan uzman heyetleri, uygulanabildigi hallerde
54(1) maddesinde ve 61(2) maddesinde ve IX.
Ekin 5.1. Kesiminde ya da X. Ekin 6. Kesiminde
belirtilen gorevleri yerine getirir.

10. Expert panels and expert laboratories may have
the following tasks, depending on the requisite
needs:

(a) to provide scientific, technical and clinical
assistance to the Commission and the MDCG in
relation to the implementation of this Regulation;

(b) to contribute to the development and
maintenance of appropriate guidance and CS for:

— clinical investigations,

— clinical evaluation and PMCF,

— performance studies,

performance evaluation and post-market
performance follow-up,

— physico-chemical characterisation, and

— microbiological, biocompatibility, mechanical,
electrical, electronic or non-clinical toxicological
testing

for specific devices, or a category or group of
devices, or for specific hazards related to a
category or group of devices;

(c) to develop and review clinical evaluation
guidance and performance evaluation guidance for
performance of conformity assessment in line with
the state of the art with regard to clinical
evaluation, performance evaluation, physico-
chemical characterisation, and microbiological,
biocompatibility, mechanical, electrical,
electronic or non-clinical toxicological testing;

(d) to contribute to the development of standards
at international level, ensuring that such standards
reflect the state of the art;

(e) to provide opinions in response to consultations
by manufacturers in accordance with Article
61(2), notified bodies and Member States in

10. Uzman heyetleri ve uzman laboratuvarlari,
gerekli ihtiyaclara bagli olarak, asagidaki
gorevlere sahip olabilir:

(a) Bu Tiiziik’iin uygulanmasiyla ilgili olarak
Komisyona ve MDCG’ye bilimsel, teknik ve
klinik destek saglamak;

(b) spesifik cihazlar, cihaz kategorileri veya
gruplart i¢in ya da bir cihaz kategorisi veya
grubuna iliskin belirli tehlikeler i¢in asagidakilere
yonelik  uygun  kilavuzlarin  ve  ortak
spesifikasyonlarin ~ (OS)  gelistirilmesine  ve
siirdiiriilmesine katkida bulunmak:

- klinik arastirmalar,

- klinik degerlendirme ve PMCEF,

- performans g¢aligsmalari,

- performans degerlendirme ve piyasaya arz
sonras1 performans takibi,

- fiziko-kimyasal karakterizasyon ve

- mikrobiyolojik, biyouyumluluk, mekanik,
elektriksel, elektronik veya klinik olmayan
toksikolojik testler.

(c) klinik degerlendirme, performans
degerlendirmesi, fiziko-kimyasal karakterizasyon
ve mikrobiyolojik, biyouyumluluk, mekanik,
elektriksel, elektronik veya klinik olmayan
toksikolojik testlerle ilgili en gelismis teknoloji ile
uyumlu, klinik degerlendirme kilavuzu ve
uygunluk degerlendirme performansina yonelik
performans degerlendirme kilavuzu gelistirmek ve
gozden gecirmek;

(d) uluslararas1 seviyede standartlarin en son
gelismis teknolojiyi yansitmalarini saglayarak bu
tir  standartlarin  gelistirilmesine  katkida
bulunmak;

(e) 61(2) maddesi uyarinca imalatgilarin, bu
maddenin 11 ila 13. paragraflar1 uyarinca
onaylanmis kuruluslarin ve iiye devletlerin
konsiiltasyon taleplerine cevaben goriis saglamak;
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accordance with paragraphs 11 to 13 of this
Article.

(f) to contribute to identification of concerns and
emerging issues on the safety and performance of
medical devices;

(g) to provide views in accordance with Article
48(4) of Regulation (EU) 2017/746 on the
performance evaluation of certain in vitro
diagnostic medical devices.

(f) tibbi cihazlarin gilivenliligine ve performansina
iliskin endiselerin ve yeni gelisen sorunlarin
belirlenmesine katkida bulunmak;

(g2) (AB) 2017/746 sayili Tiiziik’iin 48(4) maddesi
uyarinca, belirli in vitro tani tibbi cihazlarinin
performans degerlendirmesine iliskin goriisler
sunmak.

11. The Commission, shall facilitate the access of
Member States and notified bodies and
manufacturers to advice provided by expert panels
and expert laboratories concerning, inter alia, the
criteria for an appropriate data set for assessment
of the conformity of a device, in particular with
regard to the clinical data required for clinical

evaluation, with regard to physico-chemical
characterisation, and  with regard to
microbiological, biocompatibility, mechanical,
electrical, electronic and non-clinical

toxicological testing.

11. Komisyon; digerlerinin yani sira, ozellikle
klinik degerlendirme i¢in gerekli klinik verilerle,

fiziko-kimyasal karakterizasyonla ve
mikrobiyolojik, biyouyumluluk, mekanik,
elektriksel, elektronik ve Kklinik olmayan

toksikolojik testlerle ilgili olarak, bir cihazin
uygunlugunun degerlendirilmesiyle ilgili uygun
veri setine yonelik kriterlere iliskin uzman
heyetleri ve wuzman laboratuvarlar tarafindan
sunulan tavsiyelere iiye devletlerin, onaylanmis
kuruluslarin ve imalatgilarin erisimini
kolaylastirir.

12. When adopting its scientific opinion in
accordance with paragraph 9, the members of the
expert panels shall use their best endeavours to
reach consensus. If consensus cannot be reached,
the expert panels shall decide by a majority of their
members, and the scientific opinion shall mention
the divergent positions and the grounds on which
they are based.

The Commission shall publish the scientific
opinion and advice delivered in accordance with
paragraphs 9 and 11 of this Article, ensuring
consideration of aspects of confidentiality as set
out in Article 109. The clinical evaluation
guidance referred to in point (c) of paragraph 10
shall be published following consultation with the
MDCG.

12. 9. paragraf uyarinca bilimsel goriislerini kabul
ederken, uzman heyetlerinin iiyeleri fikir birligine
varmak i¢in azami gayret gosterir. Gorlis birligine
varilamazsa, uzman  heyetleri, iyelerinin
cogunluguyla karar verir ve bilimsel goriis, farkl
goriisler ile bu goriislerin dayandigi gerekcelere
deginir.

Komisyon; 109. maddede belirtildigi sekilde
gizlilik hususlarini dikkate alarak, bu maddenin 9.
ve 11. paragraflari uyarinca alinan bilimsel goriisii
ve tavsiyeyi yayimlar. 10. paragrafin (c) bendinde
atifta bulunulan klinik degerlendirme kilavuzu,
MDCG’ye danisildiktan sonra yayimlanir.

13. The Commission may require manufacturers
and notified bodies to pay fees for the advice
provided by expert panels and expert laboratories.
The structure and the level of fees as well as the
scale and structure of recoverable costs shall be
adopted by the Commission by means of
implementing acts, taking into account the
objectives of the adequate implementation of this
Regulation, protection of health and safety,
support of innovation and cost-effectiveness and
the necessity to achieve active participation in the
expert panels. Those implementing acts shall be
adopted in accordance with the examination
procedure referred to in Article 114(3).

13. Komisyon; imalat¢ilarin ve onaylanmis
kuruluslarin, uzman heyetleri ve uzman
laboratuvarlar tarafindan saglanan tavsiyeler i¢in
iicret 6demelerini gerekli kilabilir. Hem {icretlerin
yapist ve diizeyi hem de geri kazanilabilir
maliyetlerin 6lgegi ve yapisi; bu Tiiziik’lin yeterli
bir sekilde uygulanmasi, saglik ve giivenligin
korunmasi, inovasyonun (yeniligin) desteklenmesi
ve maliyet etkinligi ve uzman heyetlerine aktif
katilim1 saglama gereksinimi ile ilgili hedefleri
dikkate alarak uygulama tasarruflar1 vasitasiyla
Komisyon tarafindan kabul edilir. Bu uygulama
tasarruflar1 114(3) maddesinde atifta bulunulan
inceleme usulii uyarinca kabul edilir.

14. The fees payable to the Commission in
accordance with the procedure under paragraph 13

14. Bu maddenin 13. paragrafi kapsamindaki
prosediir uyarinca Komisyona Odenecek olan
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of this Article shall be set in a transparent manner
and on the basis of the costs for the services
provided. The fees payable shall be reduced in the
case of a clinical evaluation consultation
procedure initiated in accordance with point (c) of
Section 5.1 of Annex IX involving a manufacturer
who is a micro, small or medium-sized enterprise
within  the meaning of Recommendation
2003/361/EC.

icretler; seffaf bir sekilde ve saglanan hizmetlere
yonelik  maliyetlere  dayanarak  belirlenir.
2003/361/AT sayili Tavsiye Karar1 kapsaminda
mikro, kiigiik veya orta 6l¢ekli bir isletme olan bir
imalat¢inin dahil oldugu, IX. Ekin 5.1. Kesiminin
(c) bendi uyarinca Dbaglatilan bir klinik
degerlendirme danigma prosediiriiniin s6z konusu
oldugu durumlarda o6denecek olan iicretler
dusiirtliir.

15. The Commission is empowered to adopt
delegated acts in accordance with Article 115 to
amend the tasks of expert panels and expert
laboratories referred to in paragraph 10 of this
Article.

15. Komisyon, uzman heyetlerinin ve uzman
laboratuvarlarinin bu maddenin 10. paragrafinda
atifta bulunulan gorevlerini tadil etmek iizere 115.
madde uyarinca yetki devrine dayanan tasarruflar
kabul etmesi i¢in yetkilendirilir.

Article 107
Conflict of interests

1. Members of the MDCG, its sub-groups, and
members of expert panels and expert laboratories
shall not have financial or other interests in the
medical device industry which could affect their
impartiality. They shall undertake to act in the
public interest and in an independent manner.
They shall declare any direct or indirect interests
they may have in the medical device industry and
update that declaration whenever a relevant
change occurs. The declaration of interests shall be
made publicly available on the Commission
website. This Article shall not apply to the
representatives of stakeholder organisations
participating in the sub-groups of the MDCG.

Madde 107
Cikar catismalari

1. MDCG’nin iiyeleri, onun alt gruplar1 ve uzman
heyetleri ile uzman laboratuvarlarinin iiyeleri,
tibbi cihaz sektoriinde, tarafsizliklarini
etkileyebilecek olan finansal veya diger ¢ikarlara
sahip olmaz. Bu kisiler, kamu vyararina ve
bagimsiz bir sekilde hareket etmeyi taahhiit eder.
Bu kisiler, tibbi cihaz sektoriinde sahip
olabilecekleri her tiirli dogrudan veya dolayh
cikarlar1 beyan eder ve ilgili bir degisiklik
meydana geldiginde bu beyani giinceller. Cikar
beyani, Komisyon web sitesi lizerinden kamunun
erisimine agik olur. Bu madde, MDCG alt
gruplarina katilan paydas kuruluslarin temsilcileri
i¢in uygulanmaz.

2. Experts and other third parties invited by the
MDCG on a case-by-case basis shall declare any
interests they may have in the issue in question.

2. MDCG tarafindan vaka bazinda davet edilen
uzmanlar ve diger l¢iincli partiler, bahsi gecen
konuda sahip olabilecekleri her tiirlii ¢ikar1 beyan
ederler.

Article 108
Device registers and databanks
The Commission and the Member States shall take
all appropriate measures to encourage the
establishment of registers and databanks for
specific types of devices setting common
principles to collect comparable information. Such
registers and databanks shall contribute to the
independent evaluation of the long-term safety and
performance of devices, or the traceability of
implantable devices, or all of such characteristics.

Madde 108

Cihaz kayitlar: ve veri bankalart
Komisyon ve iiye devletler, karsilastirilabilir veri
toplamak i¢in ortak ilkeler belirleyerek belirli
cihaz tiplerine yonelik kayitlarin  ve veri
bankalarinin olusturulmasimi tesvik etmek lizere
uygun tiim tedbirleri alir. Bu tiir kayitlar ve veri
bankalari, cihazlarin uzun vadeli giivenliliginin ve
performansinin bagimsiz degerlendirmesine veya
implante edilebilir cihazlarin izlenebilirligine ya
da bu tir karakteristiklerin tamamina katkida
bulunur.

CHAPTER IX
CONFIDENTIALITY, DATA PROTECTION,
FUNDING AND PENALTIES
Article 109
Confidentiality
1. Unless otherwise provided for in this Regulation
and without prejudice to existing national

BOLUM IX
Gizlilik, Verilerin Korunmasi, Finansman
Saglama Ve Cezalar
Madde 109
Gizlilik
1. Bu Tiziik’te aksi belirtilmedikce ve fiye
devletlerde gizlilige iliskin mevcut ulusal
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provisions and practices in the Member States on
confidentiality, all parties involved in the
application of this Regulation shall respect the
confidentiality of information and data obtained in
carrying out their tasks in order to protect the
following:

(a) personal data, in accordance with Article 110;
(b) commercially confidential information and
trade secrets of a natural or legal person, including
intellectual property rights; unless disclosure is in
the public interest;

(c) the effective implementation of this
Regulation, in particular for the purpose of
inspections, investigations or audits.

hiikimlere ve uygulamalara halel getirmeksizin,
bu Tiiziik’lin uygulanmasina dahil olan tiim
taraflar, gorevlerini yerine getirirken elde edilen
bilgilerin ve verilerin gizliligine asagidakileri
korumak {izere riayet eder:

(a) 110. madde uyarinca kisisel verileri;

(b) aciklanmasinda kamu yarar1 olmadik¢a; fikri
miilkiyet haklar1 dahil olmak {iizere, bir gercek
veya tlizel kisinin ticari olarak gizli bilgileri ve
ticari sirlari;

(c) ozellikle tetkikler, arastirmalar veya denetimler
amact dogrultusunda bu Tizik’in etkili
uygulanmasini.

2. Without prejudice to paragraph 1, information
exchanged on a confidential basis between
competent authorities and between competent
authorities and the Commission shall not be
disclosed without the prior agreement of the
originating authority.

2. 1. paragrafa halel getirmeksizin, yetkili
otoriteler arasinda ve yetkili otoriteler ile
Komisyon arasinda gizlilik temelinde paylasilan
bilgiler, paylasimi yapan yetkili otoriteyle
onceden uzlagsmaya varilmadan agiklanmaz.

3. Paragraphs 1 and 2 shall not affect the rights and
obligations of the Commission, Member States
and notified bodies with regard to exchange of
information and the dissemination of warnings,
nor the obligations of the persons concerned to
provide information under criminal law.

3. 1. ve 2. paragraflar, Komisyonun, iiye
devletlerin ve onaylanmis kuruluslarin bilgi
paylasimi ve uyarilarin yayilimi ile ilgili hak ve
yukiimliiliikleri ile ilgili kisilerin ceza kanunu
kapsaminda bilgi temin etme yiikiimliliiklerini
etkilemez.

4. The Commission and Member States may
exchange confidential information with regulatory

4. Komisyon ve liye devletler, ikili veya ¢ok tarafli
gizlilik anlagmalar1 yaptiklart lgiincii tlkelerin

authorities of third countries with which they have | diizenleyici  otoriteleriyle ~ gizli  bilgileri
concluded bilateral or multilateral confidentiality | paylasabilir.
arrangements.

Article 110 Madde 110

Data protection
1. Member States shall apply Directive 95/46/EC
to the processing of personal data carried out in the
Member States pursuant to this Regulation.

Verilerin Korunmasi
1. Uye devletler, bu Tiiziik uyarinca iiye
devletlerde yiiritiilen kisisel verilerin islenmesi
icin 95/46/AT sayil1 Direktifi uygular.

2. Regulation (EC) No 45/2001 shall apply to the
processing of personal data carried out by the
Commission pursuant to this Regulation.

2. Bu Tiizik uyarinca Komisyon tarafindan
yiriitiillen kisisel verilerin islenmesinde (AT)
45/2001 sayil Tiiziik uygulanir.

Article 111
Levying of fees
1. This Regulation shall be without prejudice to the
possibility for Member States to levy fees for the
activities set out in this Regulation, provided that
the level of the fees is set in a transparent manner
and on the basis of cost-recovery principles.

Madde 111
Ucretlendirme
1. Bu Tiziik, Ucretlerin seviyesinin seffaf bir
sekilde ve maliyeti karsilama esasina dayal1 olarak
belirlenmesi sartiyla, liye devletlerin bu Tiiziik’te
belirlenen faaliyetler i¢in licretlendirme olanagina
halel getirmez.

2. Member States shall inform the Commission
and the other Member States at least three months
before the structure and level of fees is to be
adopted. The structure and level of fees shall be
made publicly available on request.

2. Uye devletler, iicretlerin yapisinin ve diizeyinin
kabul edilmesinden en az ii¢ ay 6nce, Komisyonu
ve diger iiye devletleri bilgilendirir. Ucretlerin
yapist ve diizeyi, talep lizerine kamuya agik hale
getirilir.

Article 112

Madde 112
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Funding of activities related to designation and

monitoring of notified bodies
The costs associated with joint assessment
activities shall be covered by the Commission. The
Commission shall, by means of implementing acts,
lay down the scale and structure of recoverable
costs and other necessary implementing rules.
Those implementing acts shall be adopted in
accordance with the examination procedure
referred to in Article 114(3).

Onaylanmis kuruluslarin atanmasi ve izlenmesi
ile ilgili faaliyetlere finansman saglama

Ortak degerlendirme faaliyetleri ile iligkili
maliyetler, Komisyon tarafindan karsilanir.
Komisyon, wuygulama tasarruflar1 vasitasiyla,

karsilanabilir maliyetlerin 6l¢egi ile yapisini ve
diger gerekli uygulama kurallarini belirler. Bu
uygulama tasarruflari, 114(3) maddesinde atifta
bulunulan inceleme usulii uyarinca kabul edilir.

Article 113

Penalties
The Member States shall lay down the rules on
penalties applicable for infringement of the
provisions of this Regulation and shall take all
measures necessary to ensure that they are
implemented. The penalties provided for shall be
effective, proportionate, and dissuasive. The

Madde 113
Cezalar
Uye devletler, bu Tiiziik hiikiimlerinin ihlaline
yonelik uygulanabilir cezalara iliskin kurallari
belirler ve bunlarin uygulanmalarini saglamak i¢in
gereken tiim tedbirleri alir. Belirtilen cezalar,
etkili, orantili ve caydirict olur. Uye devletler, bu
kurallar1 ve tedbirleri 25 Subat 2020 tarihine kadar

Member States shall notify the Commission of | ve = sonraki  degisiklikleri ~ gecikmeksizin
those rules and of those measures by 25 February | Komisyona bildirir.
2020 and shall notify it, without delay, of any
subsequent amendment affecting them.
CHAPTER X BOLUM X
FINAL PROVISIONS Nihai hiikiimler
Article 114 Madde 114
Committee procedure Komite prosediirii
1. The Commission shall be assisted by a| 1. Komisyon, bir Tibbi Cihazlar Komitesi

Committee on Medical Devices. That Committee
shall be a committee within the meaning of
Regulation (EU) No 182/2011.

tarafindan desteklenir. Bu Komite, (AB) 182/2011
sayil1 Tiiziik ¢ercevesinde bir komitedir.

2. Where reference is made to this paragraph,
Article 4 of Regulation (EU) No 182/2011 shall

apply.

2. Atfin bu paragrafa yapilmasi: durumunda, (AB)
182/2011 sayili Tiiziik’iin 4. maddesi uygulanir.

3. Where reference is made to this paragraph,
Article 5 of Regulation (EU) No 182/2011 shall
apply.

Where the committee delivers no opinion, the
Commission shall not adopt the draft
implementing act and the third subparagraph of
Avrticle 5(4) of Regulation (EU) No 182/2011 shall

apply.

3. Atfin bu paragrafa yapilmas: durumunda, (AB)
182/2011 sayil1 Tiiziik’iin 5. maddesi uygulanir.

Komitenin hi¢bir goriis vermemesi durumunda,
Komisyon taslak uygulama tasarrufunu kabul
etmez ve (AB) 182/2011 sayili Tiiziikk’iin 5(4)
maddesinin {li¢lincii alt paragrafi uygulanir.

4. Where reference is made to this paragraph,
Article 8 of Regulation (EU) No 182/2011, in
conjunction with Article 4 or 5 thereof, as
appropriate, shall apply.

4. Atfin bu paragrafa yapilmas: durumunda, (AB)
182/2011 sayili Tiiziik’iin 8. maddesi, uygun
oldugu takdirde 4. veya 5. maddesiyle birlikte
uygulanir

Article 115
Exercise of the delegation
1. The power to adopt delegated acts is conferred
on the Commission subject to the conditions laid
down in this Article.

Madde 115
Yetki devrinin kullanilmas:
1. Yetki devrine dayanan tasarruflar1 kabul etme
yetkisi, bu maddede belirtilen kosullara tabi olarak
Komisyona verilir.

2. The power to adopt delegated acts referred to in

2. 1(5), 3, 10(4), 18(3), 19(4), 27(10), 44(11),

Articles 1(5), 3, 10(4), 18(3), 19(4), 27(10), | 52(5), 56(6), 61(8), 70(8) ve 106(15)
44(11), 52(5), 56(6), 61(8), 70(8) and 106(15) | maddelerinde atifta bulunulan yetki devrine
156
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shall be conferred on the Commission for a period
of five years from 25 May 2017. The Commission
shall draw up a report in respect of the delegation
of power not later than nine months before the end
of the five-year period. The delegation of power
shall be tacitly extended for periods of an identical
duration, unless the European Parliament or the
Council opposes such extension not later than
three months before the end of each period.

dayanan tasarruflar1 kabul etme yetkisi, 25 Mayis
2017 tarihinden itibaren bes senelik periyodlar
halinde Komisyona verilir. Komisyon, bes senelik
periyodun sona ermesinden en ge¢ dokuz ay 6nce
yetki devri ile ilgili bir rapor hazirlar. Avrupa
Parlamentosu veya Konsey her bir periyodun sona
ermesinden en ge¢ ili¢ ay Once uzatmaya karsi
cikmadig1 takdirde, yetki devri ayni siirelerle
zimnen uzatilir,

3. The delegation of power referred to in Articles
1(5), 3, 10(4), 18(3), 19(4), 27(10), 44(11), 52(5),
56(6), 61(8), 70(8) and 106(15) may be revoked at
any time by the European Parliament or by the
Council. A decision to revoke shall put an end to
the delegation of the power specified in that
decision. It shall take effect the day following the
publication of the decision in the Official Journal
of the European Union or at a later date specified
therein. It shall not affect the validity of any
delegated acts already in force.

3. 1(5), 3, 10(4), 18(3), 19(4), 27(10), 44(11),
52(5), 56(6), 61(8), 70(8) ve 106(15)
maddelerinde atifta bulunulan yetki devri, Avrupa
Parlamentosu veya Konsey tarafindan her an geri
alinabilir. Bir geri alma karari, bu kararda
belirtilen yetkinin devrine son verir. Karar, Avrupa
Birligi Resmi Gazetesi’'nde kararin yayimlanma
tarihini takip eden giin veya gazetede belirtilen
ileri bir tarihte yirlrlige girer. Bu karar,
halihazirda yiiriirliikte olan yetki devrine dayanan
tasarruflarin gegerliligini etkilemez.

4. Before adopting a delegated act, the
Commission shall consult experts designated by
each Member State in accordance with the
principles laid down in the Interinstitutional
Agreement of 13 April 2016 on Better Law-
Making.

4. Komisyon, bir yetki devrine dayanan tasarrufu
kabul etmeden oOnce, iiye devletler tarafindan
atanan uzmanlara Daha Iyi Kanun Yapma
hakkinda 13 Nisan 2016 tarihli Kurumlararasi
Anlasmada belirtilen ilkeler uyarinca danisir.

5. As soon as it adopts a delegated act, the
Commission shall notify it simultaneously to the
European Parliament and to the Council.

5. Komisyon, bir yetki devrine dayanan tasarrufu
kabul eder etmez, bunu es zamanl olarak Avrupa
Parlamentosuna ve Konseye bildirir.

6. A delegated act adopted pursuant to Articles
1(5), 3, 10(4), 18(3), 19(4), 27(10), 44(11), 52(5),
56(6), 61(8), 70(8) and 106(15) shall enter into
force only if no objection has been expressed
either by the European Parliament or by the
Council within a period of three months of
notification of that act to the European Parliament
and the Council or if, before the expiry of that
period, the European Parliament and the Council
have both informed the Commission that they will
not object. That period shall be extended by three
months at the initiative of the European Parliament
or of the Council.

6. 1(5), 3, 10(4), 18(3), 19(4), 27(10), 44(11),
52(5), 56(6), 61(8), 70(8) ve 106(15) maddeleri
uyarinca kabul edilen bir yetki devrine dayanan
tasarruf, ancak, ya Avrupa Parlamentosu veya
Konseye bu tasarrufun bildirilmesinden sonra ii¢
aylik bir silire icerisinde, Avrupa Parlamentosu
veya Konsey tarafindan bir itirazin dile
getirilmemesi durumunda ya da bu silirenin sona
ermesinden once, hem Avrupa Parlamentosunun
hem de Konseyin tasarrufa itiraz etmeyeceklerini
Komisyona bildirmesi durumunda yiiriirliige girer.
Bu siire, Avrupa Parlamentosunun veya Konseyin
inisiyatifinde ii¢ ay uzatilir.

Article 116
Separate delegated acts for different delegated
powers
The Commission shall adopt a separate delegated
act in respect of each power delegated to it
pursuant to this Regulation.

Madde 116
Devredilen farkl yetkiler icin ayri yetki devrine
dayanan tasarruflar
Komisyon, bu Tiizilk uyarinca kendisine
devredilen her bir yetkiyle ilgili olarak ayri bir
yetki devrine dayanan tasarrufu kabul eder.

Article 117
Amendment to Directive 2001/83/EC
In Annex | to Directive 2001/83/EC, point 12 of
Section 3.2. is replaced by the following:

Madde 117
2001/83/AT sayili Direktif’te yapilan tadiller
2001/83/AT sayili Direktif’in 1. Ekinin 3.2.
Kesiminin 12. bendi asagidakiyle degistirilmistir:
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‘(12) Where, in accordance with the second
subparagraph of Article 1(8) or the second
subparagraph of Article 1(9) of Regulation (EU)
2017/745 of the European Parliament and of the
Council, a product is governed by this Directive,
the marketing authorisation dossier shall include,
where available, the results of the assessment of
the conformity of the device part with the relevant
general safety and performance requirements set
out in Annex | to that Regulation contained in the
manufacturer's EU declaration of conformity or
the relevant certificate issued by a notified body
allowing the manufacturer to affix a CE marking
to the medical device.

If the dossier does not include the results of the
conformity assessment referred to in the first
subparagraph and where for the conformity
assessment of the device, if used separately, the
involvement of a notified body is required in
accordance with Regulation (EU) 2017/745, the
authority shall require the applicant to provide an
opinion on the conformity of the device part with
the relevant general safety and performance
requirements set out in Annex | to that Regulation
issued by a notified body designated in accordance
with that Regulation for the type of device in
question.

‘(12) (AB) 2017/745 sayilt Avrupa Parlamentosu
ve Konsey Tiizligii’niin 1(8) maddesinin ikinci alt
paragrafi veya 1(9) maddesinin ikinci alt paragrafi
uyarinca bir Urliniin bu Direktif’e tabi olmasi
durumunda, satis izni dosyasi; uygulanabildigi
hallerde, tibbi cihaz pargasinin ilgili Tiizik’iin I.
Ekinde belirtilen genel giivenlilik ve performans
gerekliliklerine uygunlugunun
degerlendirilmesine  dair, imalatcinin  AB
uygunluk beyaninda veya bir onaylanmis kurulus
tarafindan diizenlenerek imalatgiya tibbi cihaza
CE isareti ilistirmesi i¢in olanak veren ilgili
sertifikada bulunan sonuglari igerir.

Dosya, birinci alt paragrafta atifta bulunulan
uygunluk degerlendirmesine dair sonuglari
icermiyorsa ve ayri olarak kullanildig: takdirde,
cihazin uygunluk degerlendirmesi i¢in (AB)
2017/745 sayilhi Tiiziik uyarinca bir onaylanmis
kurulusun dahil olmasmnin gerektigi durumda,
otorite, basvuru sahibinden, cihaz pargasinin, bu
Tizik’iin 1. Ekinde belirtilen ilgili genel
giivenlilik  ve  performans  gerekliliklerine
uygunluguna iliskin olarak, s6z konusu cihaz tipi
icin bu Tiiziik uyarinca atanan bir onaylanmis
kurulus tarafindan diizenlenen bir goriis sunmasini
talep eder.’

Article 118
Amendment to Regulation (EC) No 178/2002
In the third paragraph of Article 2 of Regulation
(EC) No 178/2002, the following point is added:
‘(1) medical devices within the meaning of
Regulation (EU) 2017/745 of the European
Parliament and of the Council.

Madde 118
(AT) 178/2002 sayil Tiiziik’te yapilan tadil
(AT) 178/2002 sayili Tiiziik’iin 2. maddesinin
3.paragrafina, asagidaki bent eklenmistir:
‘(1) (AB) 2017/745 sayil1 Avrupa Parlamentosu ve
Konsey Tiiziligii kapsamindaki tibbi cihazlar.’

Article 119
Amendment to Regulation (EC) No 1223/2009

In Article 2 of Regulation (EC) No 1223/2009, the
following paragraph is added:
‘4. The Commission may, at the request of a
Member State or on its own initiative, adopt the
necessary measures to determine whether or not a
specific product or group of products falls within
the definition ‘cosmetic product’. Those measures
shall be adopted in accordance with the regulatory
procedure referred to in Article 32(2).’

Madde 119
(AT) 1223/2009 sayilr Tiizgiik’te yapilan tadil

(AT) 1223/2009 sayihh Tiiziikk’iin 2. maddesine,
asagidaki paragraf eklenmistir:
‘4. Komisyon, bir liye devletin talebi tlizerine veya
kendi inisiyatifiyle, spesifik bir {iriinlin veya {iriin
grubunun ‘kozmetik {iriin’ tanim1 kapsamina girip
girmedigini belirlemek icin gerekli kurallar1 kabul
eder. ’Bu kurallar 32(2) maddesinde atifta
bulunulan diizenleyici prosediir (usul) uyarinca
kabul edilir.

Article 120
Transitional provisions
1. From 26 May 2020, any publication of a
notification in respect of a notified body in
accordance with Directives 90/385/EEC and
93/42/EEC shall become void.

Madde 120
Gecici hiikiimler
1. 26 Mayis 2020 tarihinden itibaren, 90/385/AET
ve 93/42/AET sayili Direktifler uyarinca bir
onaylanmis kurulus ile ilgili bildirime yonelik
yayinlar hiikiimsiiz olur.

2. Certificates issued by notified bodies in
accordance with Directives 90/385/EEC and

2. En gec¢ 27 Mayis 2022 tarihinde gecersiz hale
gelecek olan 90/385/AET sayili Direktif’in 4. Eki
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93/42/EEC prior to 25 May 2017 shall remain
valid until the end of the period indicated on the
certificate, except for certificates issued in
accordance with Annex 4 to Directive 90/385/EEC
or Annex IV to Directive 93/42/EEC which shall
become void at the latest on 27 May 2022.

Certificates issued by notified bodies in
accordance with Directives 90/385/EEC and
93/42/EEC from 25 May 2017 shall remain valid
until the end of the period indicated on the
certificate, which shall not exceed five years from
its issuance. They shall however become void at
the latest on 27 May 2024.

veya 93/42/AET sayili Direktif’in IV. Eki
uyarinca diizenlenen sertifikalar hari¢ olmak
lizere, onaylanmis kuruluslar tarafindan 25 Mayis
2017 tarihinden 6nce 90/385/AET ve 93/42/AET
sayil1 Direktifler uyarinca diizenlenen sertifikalar,
sertifika lizerinde belirtilen silirenin sonuna kadar
gecerli kalir.

25 Mayis 2017 tarihinden itibaren 90/385/AET ve
93/42/AET sayil1 Direktifler uyarinca onaylanmis
kuruluslar tarafindan diizenlenen sertifikalar,
sertifika tlizerinde belirtilen ve diizenlenmesinden
itibaren bes yil1 gegmeyen siirenin sonuna kadar
gecerli kalir. Bu sertifikalar, en ge¢ 27 May1s 2024
tarihinde her haliikarda gegersiz olur.

3. By way of derogation from Article 5 of this
Regulation, a device with a certificate that was
issued in accordance with Directive 90/385/EEC
or Directive 93/42/EEC and which is valid by
virtue of paragraph 2 of this Article may only be
placed on the market or put into service provided
that from the date of application of this Regulation
it continues to comply with either of those
Directives, and provided there are no significant
changes in the design and intended purpose.
However, the requirements of this Regulation
relating to post-market surveillance, market
surveillance, vigilance, registration of economic
operators and of devices shall apply in place of the
corresponding requirements in those Directives.
Without prejudice to Chapter IV and paragraph 1
of this Article, the notified body that issued the
certificate referred to in the first subparagraph
shall continue to be responsible for the appropriate
surveillance in respect of all of the applicable
requirements relating to the devices it has
certified.

3. Bu Tizik’in 5. maddesinden istisna olarak,
90/385/AET sayili Direktif veya 93/42/AET sayili
Direktif uyarinca diizenlenen ve bu maddenin 2.
paragrafi uyarinca gegerli bir sertifikaya sahip bir
cihaz, sadece, bu Tiiziik’iin uygulanma tarihinden
itibaren bu Direktiflere uygun olmaya devam
etmesi ve tasarimi ile amaglanan kullaniminda
herhangi bir 6nemli degisiklik olmamas1 sartiyla
piyasaya arz edilebilir ya da hizmete sunulabilir.
Ancak, bu Tiiziik lin piyasaya arz sonrasi gozetim,
piyasa gozetim ve denetimi, vijilans, iktisadi
isletmelerin ve cihazlarin kaydir ile ilgili
gereklilikleri, s6z konusu Direktiflerdeki ilgili
gerekliliklerin yerine uygulanir.

IV. Boliime ve bu maddenin 1. paragrafina halel
getirmeksizin, birinci alt paragrafta atifta
bulunulan sertifikayr dilizenleyen onaylanmisg
kurulus, sertifikalandirdigr  cihazlarla ilgili
uygulanabilir gerekliliklerin tlimiine ydnelik
gerekli gozetimden sorumlu olmaya devam eder.

4. Devices lawfully placed on the market pursuant
to Directives 90/385/EEC and 93/42/EEC prior to
26 May 2020, and devices placed on the market
from 26 May 2020 by virtue of a certificate as
referred to in paragraph 2 of this Article, may
continue to be made available on the market or put
into service until 27 May 2025.

4. 26 Mayis 2020 tarihinden 6nce, 90/385/AET ve
93/42/AET sayili Direktifler uyarinca yasal olarak
piyasaya arz edilmis olan cihazlar ve bu maddenin
2. paragrafinda atifta bulunuldugu iizere bir
sertifikaya uygun olarak 26 Mayis 2020 tarihinden
itibaren piyasaya arz edilen cihazlar, 27 Mayis
2025 tarihine kadar piyasada bulundurulmaya
veya hizmete sunulmaya devam edilebilir.

5. By way of derogation from Directives
90/385/EEC and 93/42/EEC, devices which
comply with this Regulation may be placed on the
market prior to 26 May 2020.

5.90/385/AET ve 93/42/AET sayil1 Direktiflerden
istisna olarak, bu Tiiziik’e uygun olan cihazlar 26

Mayis 2020 tarihinden Once piyasaya arz
edilebilir.

6. By way of derogation from Directives
90/385/EEC  and  93/42/EEC, conformity
assessment bodies which comply with this
Regulation may be designated and notified prior
26 May 2020. Notified bodies which are

6. 90/385/AET ve 93/42/AET sayil1 Direktiflerden
istisna olarak, bu Tizik’e uyan uygunluk
degerlendirme kuruluslar1 26 Mayis 2020
tarihinden Once atanabilir ve bildirilebilir. Bu
Tiiziik uyarinca atanan ve bildirilen onaylanmis
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designated and notified in accordance with this
Regulation may carry out the conformity
assessment procedures laid down in this
Regulation and issue certificates in accordance
with this Regulation prior to 26 May 2020.

kuruluglar, bu Tiiziik’te belirtilen uygunluk
degerlendirme prosediirlerini yiiriitebilir ve 26
Mayis 2020 tarihinden 6nce bu Tiiziik uyarinca
sertifikalar diizenleyebilir.

7. As regards devices subject to the consultation
procedure laid down in Article 54, paragraph 5 of
this Article shall apply provided that the necessary
appointments to the MDCG and expert panels have
been made.

7. 54. maddede Dbelirtilen konsiiltasyon
prosediiriine tabi olan cihazlarla ilgili olarak, bu
maddenin 5. paragrafi MDCG’ye ve uzman
heyetlerine gerekli basvurularin yapilmis olmasi
sarttyla uygulanir.

8. By way of derogation from Article 10a and point
(a) of Article 10b(1) of Directive 90/385/EEC and
Article 14(1) and (2) and points (a) and (b) of
Article  14a(l) of Directive 93/42/EEC,
manufacturers, authorised representatives,
importers and notified bodies which, during the
period starting on the later of the dates referred to
point (d) of Article 123(3) and ending 18 months
later, comply with Article 29(4) and Article 56(5)
of this Regulation shall be considered to comply
with the laws and regulations adopted by Member
States in accordance with, respectively, Article
10a of Directive 90/385/EEC or Article 14(1) and
(2) of Directive 93/42/EEC and with, respectively,
point (a) of Article 10b(1) of Directive
90/385/EEC or points (a) and (b) of Article 14a(1)
of Directive 93/42/EEC as specified in Decision
2010/227/EU.

8. 90/385/AET sayili Direktif’in 10a maddesi ile
10b(1) maddesinin (a) bendinden ve 93/42/AET
sayil1 Direktif’in 14(1) ve (2) maddesi ile 14a(1)
maddesinin (a) ve (b) bentlerinden istisna olarak,
123(3) maddesinin (d) bendinde atifta bulunulan
tarihlerden ge¢ olanindan baslayan ve 18 ay sonra
sona eren siire boyunca bu Tiiziik’iin 29(4)
maddesi ve 56(5) maddesine uyan imalatgilar,
yetkili temsilciler, ithalat¢ilar ve onaylanmis
kuruluslarin;  2010/227/AB  sayili  Karar’da
belirtildigi sekilde, sirasiyla 90/385/AET sayili
Direktif’in 10a maddesi veya 93/42/AET sayili
Direktif’in 14(1) ve (2) maddesi ya da sirasiyla
90/385/AET sayil1 Direktif’in 10b(1) maddesinin
(a) bendi veya 93/42/AET sayil1 Direktif’in 14a(1)
maddesinin (a) ve (b) bentleri uyarinca iiye
devletler tarafindan kabul edilen yasalara ve
diizenlemelere uydugu kabul edilir.

9. Authorisations granted by the competent
authorities of the Member States in accordance
with Article 9(9) of Directive 90/385/EEC or
Article 11(13) of Directive 93/42/EEC shall keep
the validity indicated in the authorisation.

9. 90/385/AET sayili Direktif’in 9(9) maddesine
veya 93/42/AET sayili Direktif’in 11(13) maddesi
uyarinca tiye devletlerin yetkili otoriteleri
tarafindan verilen izinler gecerliligini korur.

10. Devices falling within the scope of this
Regulation in accordance with points (f) and (g) of
Article 1(6) which have been legally placed on the
market or put into service in accordance with the
rules in force in the Member States prior to 26 May
2020 may continue to be placed on the market and
put into service in the Member States concerned.

10. 26 Mayis 2020 tarihinden Once, Tlye
devletlerde yiirtirliikte olan kurallar uyarinca yasal
olarak piyasaya arz edilmis veya hizmete
sunulmus olan, 1(6) maddesinin (f) ve (g) bentleri
uyarinca bu Tiiziikk kapsaminda yer alan cihazlar,
ilgili iiye devletlerde piyasaya arz edilmeye ve
hizmete sunulmaya devam edebilir.

11. Clinical investigations which have started to be
conducted in accordance with Article 10 of
Directive 90/385/EEC or Article 15 of Directive
93/42/EEC prior to 26 May 2020 may continue to
be conducted. As of 26 May 2020, however, the
reporting of serious adverse events and device
deficiencies shall be carried out in accordance with
this Regulation.

11. 26 Mayis 2020 tarihinden once 90/385/AET
Direktifi’nin 10. uncu maddesi veya 93/42/AET
Direktifi’nin 15. maddesi uyarinca yiiriitilmeye
baslanan klinik arastirmalar, yliriitiilmeye devam
edilebilir. Ancak, 26 Mayis 2020 tarithinden
itibaren, ciddi advers olaylarin ve cihaz
kusurlarinin raporlanmasi1 bu Tiiziik uyarinca
yiiriitiiliir.

12. Until the Commission has designated, pursuant
to Article 27(2), issuing entities, GS1, HIBCC and
ICCBBA shall be considered to be designated
issuing entities.

12. Komisyonun, 27(2) maddesi uyarinca tahsis
kuruluslarin1 atamasina kadar, GS1, HIBCC ve
ICCBBA, atanmis tahsis kuruluslar1 olarak kabul
edilir.

Article 121

Madde 121
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Evaluation
By 27 May 2027, the Commission shall assess the
application of this Regulation and produce an
evaluation report on the progress towards
achievement of the objectives contained herein
including an assessment of the resources required
to implement this Regulation. Special attention
shall be given to the traceability of medical
devices through the storage, pursuant to Article 27,

Degerlendirme

Komisyon, 27 Mayis 2027 tarihine kadar, bu
Tilizik’in uygulanmasin1 degerlendirir ve bu
Tiiziik i uygulamak i¢in gereken kaynaklarin bir
degerlendirmesi de dahil olmak iizere, burada
bulunan hedeflerin gergeklestirilmesine yonelik
gelismeler hakkinda bir degerlendirme raporu
olusturur. Tibbi cihazlarin; UDI’nin 27. madde
uyarinca kaydedilmesinden itibaren
izlenebilirligine, iktisadi isletmeler, saglik
kurumlar1 ve saglik profesyonelleri tarafindan 6zel
dikkat gosterilir.

of the UDI by economic operators, health
institutions and health professionals.
Article 122
Repeal

Without prejudice to Articles 120(3) and (4) of this
Regulation, and without prejudice to the
obligations of the Member States and
manufacturers as regards vigilance and to the
obligations of manufacturers as regards the
making available of documentation, under
Directives 90/385/EEC and 93/42/EEC, those
Directives are repealed with effect from 26 May
2020, with the exception of:

— Atrticles 8 and 10, points (b) and (c) of Article
10b(1), Article 10b(2) and Article 10b(3) of
Directive 90/385/EEC, and the obligations relating
to vigilance and clinical investigations provided
for in the corresponding Annexes, which are
repealed with effect from the later of the dates
referred to in point (d) of Article 123(3) of this
Regulation;

— Atrticle 10a and point (a) of Article 10b(1) of
Directive 90/385/EEC, and the obligations relating
to registration of devices and economic operators,
and to certificate notifications, provided for in the
corresponding Annexes, which are repealed with
effect from 18 months after the later of the dates
referred to in point (d) of Article 123(3) of this
Regulation;

— Article 10, points (c) and (d) of Article 14a(1),
Article 14a(2), Article 14a(3) and Article 15 of
Directive 93/42/EEC, and the obligations relating
to vigilance and clinical investigations provided
for in the corresponding Annexes, which are
repealed with effect from the later of the dates
referred to in point (d) of Article 123(3) of this
Regulation; and

— Avrticle 14(1) and (2) and points (a) and (b) of
Article 14a(1) of Directive 93/42/EEC, and the
obligations relating to registration of devices and
economic  operators, and to certificate
notifications, provided for in the corresponding
Annexes, which are repealed with effect from 18

Madde 122
Yiiriirliikten kaldirma

Bu Tizik’in 120(3) ve (4) maddeleri ile
90/385/AET ve 93/42/AET sayili Direktifler
kapsaminda iye devletlerin ve imalatgilarin
vijilans  ile iliskili  ylkiimliliklerine ve
imalatcilarin dokiimantasyonlar1
bulundurmalarina iliskin yiikiimliiliikklerine halel
getirmeksizin, bu Direktifler asagidakiler harig
olmak tiizere, 26 Mayis 2020 tarihinden itibaren
yiriirlikten kaldirilir:

- bu Tiiziik’iin 123(3) maddesinin (d) bendinde
atifta bulunulan tarihlerden ge¢ olanindan itibaren
yuriirlikten  kaldirilan,  90/385/AET  sayil
Direktif’in 8. ve 10. maddeleri, 10b(1) maddesinin
(b) ve (c) bentleri, 10b(2) maddesi ve 10b(3)
maddesi ve ilgili eklerde belirtilen vijilans ve
klinik arastirmalarla ilgili ytikiimliiliikler,

- bu Tizik’in 123(3) maddesinin (d) bendinde
atifta bulunulan tarihlerden ge¢ olanindan 18 ay
sonra yiirlirlikten kaldirilan, 90/385/AET sayili
Direktif’in 10(a) maddesi ve 10b(1) maddesinin
(a) bendi ve ilgili eklerde belirtilen cihazlarin ve
iktisadi isletmelerin kaydi ve sertifika bildirimleri
ile ilgili yiikiimliiliikler,

- Bu Tiiziik’iin 123(3) maddesinin (d) bendinde
atifta bulunulan tarihlerden ge¢ olanindan itibaren
yuriirlikten  kaldirilan,  93/42/AET  sayih
Direktif’in 10. maddesi, 14a(1) maddesinin (c) ve
(d) bentleri, 14a(2) maddesi, 14a(3) maddesi ve
15. maddesi ve ilgili eklerde belirtilen vijilans ve
klinik arastirmalarla ilgili ylikiimliiliikler ve

- Bu Tiiziik’iin 123(3) maddesinin (d) bendinde
atifta bulunulan tarihlerden ge¢ olanindan 18 ay
sonra ylrirliikkten kaldirilan, 93/42/AET sayili
Direktif’in 14(1) ve (2) maddesi ve 14a(l)
maddesinin (a) ve (b) bentleri ve ilgili eklerde
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months after the later of the dates referred to in
point (d) of Article 123(3) of this Regulation.

As regards the devices referred to in Article 120
(3) and (4) of this Regulation, the Directives
referred to in the first paragraph shall continue to
apply until 27 May 2025 to the extent necessary
for the application of those paragraphs.

Notwithstanding the first paragraph, Regulations
(EU) No 207/2012 and (EU) No 722/2012 shall
remain in force and continue to apply unless and
until repealed by implementing acts adopted by the
Commission pursuant to this Regulation.

References to the repealed Directives shall be
understood as references to this Regulation and
shall be read in accordance with the correlation
table laid down in Annex XVII to this Regulation.

belirtilen cihazlarin ve iktisadi isletmelerin kaydi
ve sertifika bildirimleri ile ilgili ylkiimliliikler.

Bu Tiiziik’iin 120(3) ve (4) maddesinde atifta
bulunulan cihazlar ile ilgili olarak, birinci alt
paragrafta atifta bulunulan Direktifler, bu
paragraflarin uygulanmas: i¢in gerekli oldugu
Olgiide 27 Mayis 2025°¢ kadar uygulanmaya
devam eder.

Birinci alt paragrafa bakilmaksizin, (AB)
207/2012 sayil1 ve (AB) 722/2012 sayil1 Tiiziikler
yuriirliikte kalir ve bu Tiiziik uyarinca Komisyon
tarafindan kabul edilen uygulama tasarruflariyla
yuriirlikten kaldirilmadik¢a ve kaldirilana kadar
uygulanmaya devam eder.

Yirurlikten kaldirilan Direktiflere atiflar, bu
Tiiziik’e atif olarak kabul edilir ve bu Tiiziik’iin
XVII.  Ekinde belirtilen karsilastirma tablosu
uyarinca okunur.

Article 123
Entry into force and date of application
1. This Regulation shall enter into force on the
twentieth day following that of its publication in
the Official Journal of the European Union.

Madde 123
Yiiriirliik ve uygulama tarihi
1. Bu Tiizik, Avrupa Birligi Resmi Gazetesi’'nde
yayimlanma tarihini takiben yirminci giinde
yiirlirliige girer.

2. It shall apply from 26 May 2020.

2. Bu Tiiziik, 26 Mayis 2020 tarihinden itibaren
uygulanir.

3. By way of derogation from paragraph 2:

(a) Articles 35 to 50 shall apply from 26 November
2017. However, from that date until 26 May 2020,
the obligations on notified bodies pursuant to
Articles 35 to 50 shall apply only to those bodies
which submit an application for designation in
accordance with Article 38;

(b) Articles 101 and 103 shall apply from 26
November 2017;

(c) Article 102 shall apply from 26 May 2018;

(d) without prejudice to the obligations on the
Commission pursuant to Article 34, where, due to
circumstances that could not reasonably have been
foreseen when drafting the plan referred to in
Article 34(1), Eudamed is not fully functional on
26 May 2020, the obligations and requirements
that relate to Eudamed shall apply from the date
corresponding to six months after the date of
publication of the notice referred to in Article
34(3). The provisions referred to in the preceding
sentence are:

— Article 29,

— Article 31,

— Article 32,

— Avrticle 33(4),

— the second sentence of Article 40(2),

3. 2. paragraftan istisna olarak:

(a) 35 ila 50. maddeler 26 Kasim 2017 tarihinden
itibaren uygulanir. Ancak, bu tarihten 26 Mayis
2020 tarihine kadar, 35 ila 50. maddeler uyarinca
onaylanmis kuruluslara iliskin ylkiimliliikler
yalnizca 38. madde uyarinca bir atanma bagvurusu
sunan onaylanmis kuruluslara uygulanir.

(b) 101. ve 103. maddeler 26 Kasim 2017
tarihinden itibaren uygulanir.

(c) 102. madde 26 Mayis 2018 tarihinden itibaren

uygulanir.

(d) 34. madde uyarinca Komisyona iligkin
yiukiimliiliiklere halel  getirmeksizin, 34(1)
maddesinde atifta bulunulan planin

hazirlanmasinda makul olarak Ongoriilmemis
kosullar nedeniyle, Eudamed’in 26 Mayis 2020
tarihinde tamamen islevsel olmamasi durumunda,
Eudamed ile iligkili yiikiimliiliikler ve gereklilikler
34(3) maddesinde atifta bulunulan bildirimin
yayimlandig1 tarihin 6 ay sonrasindan itibaren
uygulanir. Bir onceki ciimlede atifta bulunulan
hiikiimler sunlardir:

- 29. madde

- 31. madde

- 32. madde

- 33 (4) maddesi

- 40 (2) maddesinin ikinci ciimlesi
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— Atrticle 42(10),

— Avrticle 43(2),

— the second subparagraph of Article 44(12),
— points (d) and (e) of Article 46(7),

— Avrticle 53(2),

— Avrticle 54(3),

— Avrticle 55(1),

— Articles 70 to 77,

— paragraphs 1 to 13 of Article 78,

— Articles 79 to 82,

— Avrticle 86(2),

— Articles 87 and 88,

Article 89(5) and (7),
subparagraph of Article 89(8),
— Avrticle 90,

— Avrticle 93(4), (7) and (8),
— Avrticle 95(2) and (4),

— the last sentence of Article 97(2),

— Avrticle 99(4),

— the second sentence of the first subparagraph of
Article 120(3).

and the third

Until  Eudamed is fully functional, the
corresponding provisions of Directives
90/385/EEC and 93/42/EEC shall continue to
apply for the purpose of meeting the obligations
laid down in the provisions listed in the first
paragraph of this point regarding exchange of
information including, and in particular,
information regarding vigilance reporting, clinical
investigations, registration of devices and
economic operators, and certificate notifications.
(e) Article 29(4) and Article 56(5) shall apply from
18 months after the later of the dates referred to in
point (d);

(f) for implantable devices and for class 111 devices
Article 27(4) shall apply from 26 May 2021. For
class Ila and class Ilb devices Article 27(4) shall
apply from 26 May 2023. For class | devices
Article 27(4) shall apply from 26 May 2025;

(g) for reusable devices that shall bear the UDI
carrier on the device itself, Article 27(4) shall
apply from two years after the date referred to in
point (f) of this paragraph for the respective class
of devices in that point;

(h) The procedure set out in Article 78 shall apply
from 26 May 2027, without prejudice to Article
78(14);

(i) Article 120(12) shall apply from 26 May 2019.

- 42 (10) maddesi

- 43 (2) maddesi

- 44 (12) maddesinin ikinci alt paragrafi
- 46 (7) maddesinin (d) ve (e) bentleri

- 53 (2) maddesi

- 54 (3) maddesi

- 55 (1) maddesi

- 70 ila 77. maddeler

- 78. maddenin 1 ila 13. paragraflar

- 79 ila 82. maddeler

- 86 (2) maddesi

- 87 ve 88. maddeler

- 89 (5) ve (7) maddesi ve 89 (8) maddesinin
tigiincii alt paragrafi

- 90. madde

- 93(4), (7) ve (8) maddesi

- 95 (2) ve (4) maddesi

- 97 (2) maddesinin son climlesi

- 99 (4) maddesi

- 120 (3) maddesinin birinci alt paragrafinin ikinci
ciimlesi

Eudamed tamamen islevsel olana kadar,
90/385/AET ve 93/42/AET Direktiflerinin ilgili
hiikiimleri, 6zellikle vijilans raporlamasi, klinik
arastirmalar, cihazlarin ve iktisadi isletmelerin
kayd1 ve sertifika bildirimleri ile ilgili bilgiler
dahil olmak {izere bilgi aligverisi ile ilgili bu
bendin birinci alt paragrafinda listelenen
hiikiimlerde belirtilen yiikiimliiliikkleri karsilamak
amaciyla uygulanmaya devam eder.

(e) 29(4) maddesi ve 56(5) maddesi, (d) bendinde
atifta bulunulan tarihlerden ge¢ olanindan 18 ay
sonra uygulanir.

(f) implante edilebilir cihazlar ve sinif III cihazlar
i¢gin 27(4) maddesi, 26 Mayis 2021 tarihinden
itibaren uygulanir. Sinif Ila ve Simif IIb cihazlar
igin 27 (4) maddesi, 26 Mayis 2023 tarihinden
itibaren uygulanir. Sinif I cihazlar igin 27(4)
maddesi 26 Mayis 2025 tarihinden itibaren
uygulanir.

(g) UDI tasiyicisint  kendi {izerinde tasiyan
yeniden kullanilabilir cihazlar i¢in, 27(4) maddesi,
bu paragrafin (f) bendindeki cihazlarin sinifina
gore s0z konusu bentte atifta bulunulan tarihten 2
y1l sonra uygulanir.

(h) 78. maddede belirtilen prosediir, 78(14)
maddesine halel getirmeksizin, 26 Mayis 2027
tarihinden itibaren uygulanir.

(1) 120(12) maddesi 26 Mayis 2019 tarihinden
itibaren uygulanir.
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This Regulation shall be binding in its entirety and
directly applicable in all Member States.

Done at Strasbourg, 5 April 2017.

For the European For the Council

Parliament The President
The President I. BORG
A. TAJANI

Bu Tiiziik, biitiin unsurlariyla baglayicidir ve tiim
iiye devletlerde dogrudan uygulanir.
2017  tarihinde

Strazburg’ta 5 Nisan

diizenlenmistir.

Konsey adina
Baskan
I.BORG

Avrupa Parlementosu adina
Baskan
A.TAJANI
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