V.

VI.

VII.

VIII.
IX.

XI.
XIl.

X1,

XIV.

XV.

ANNEXES
General safety  and
requirements
Technical documentation
Technical documentation on post-market
surveillance
EU declaration of conformity
CE marking of conformity
Information to be submitted upon the
registration of devices and economic
operators in accordance with Articles 26(3)
and 28, core data elements to be provided
to the UDI database together with the UDI-
DI in accordance with Articles 25 and 26
and the UDI system
Requirements to be met by notified bodies

performance

Classification rules

Conformity assessment based on a quality
management system and on assessment of
technical documentation

Conformity assessment based on type
examination

Conformity  assessment
production quality assurance
Certificates issued by a notified body

based on

Performance  evaluation,
studies and post-market
follow-up

performance
performance

Interventional clinical performance studies
and certain other performance studies
Correlation

V.

VI.

VII.

VIII.
IX.

XI.
XIl.

XII1.

XIV.

XV.

EKLER

Genel glivenlilik ve performans
gereklilikleri

Teknik dokiimantasyon

Piyasaya arz sonras1 gozetime iliskin

teknik dokiimantasyon

AB uygunluk beyani

CE uygunluk isareti

26(3) ve 28. maddeler uyarinca cihazlarin
ve iktisadi isletmecilerin kaydi tizerine
sunulacak bilgiler; 25. ve 26. maddeler
uyarinca UDI-DI ile birlikte UDI veri
tabani1 i¢in saglanacak temel veri dgeleri ve
UDI sistemi

Onaylanmis kuruluslar tarafindan
karsilanacak gereklilikler

Siniflandirma kurallar1

Bir kalite yonetim sistemine ve teknik

dokiimantasyonun degerlendirilmesine
dayali uygunluk degerlendirmesi

Tip  incelemesine dayali  uygunluk
degerlendirmesi

Uretim kalite giivencesine dayali
uygunluk degerlendirmesi

Onaylanmis kurulus tarafindan diizenlenen
sertifikalar

Performans degerlendirme, performans
caligmalar1 ve piyasaya arz sonrasi
performans takibi

Miidahaleli klinik performans ¢alismalari
ve belirli diger performans ¢aligmalari
Korelasyon tablosu

13.11.2019 / TITCK.ABM




ANNEX |
GENERAL SAFETY AND PERFORMANCE
REQUIREMENTS
CHAPTER I
GENERAL REQUIREMENTS

EK I
GENEL GUVENLILiK VE PERFORMANS
GEREKLILIKLERI
BOLUM I
GENEL GEREKLILIKLER

1. Devices shall achieve the performance intended
by their manufacturer and shall be designed and
manufactured in such a way that, during normal
conditions of use, they are suitable for their
intended purpose. They shall be safe and effective
and shall not compromise the clinical condition or
the safety of patients, or the safety and health of
users or, where applicable, other persons, provided
that any risks which may be associated with their
use constitute acceptable risks when weighed
against the benefits to the patient and are
compatible with a high level of protection of health
and safety, taking into account the generally
acknowledged state of the art.

1. Cihazlar; imalat¢ilar1 tarafindan amaglanan
performans1 gerceklestirir ve normal kullanim
kosullar1 siiresince, kullanim amaglarina uygun
olacak sekilde tasarlanir ve imal edilir. Cihazlar;
genel olarak kabul edilen en son teknolojik
gelismeler dikkate alinarak, giivenli ve etkili olur
ve onlarin  kullanimlariyla iliskili olabilecek
risklerin, hastaya olan yararlariyla kiyaslandiginda
kabul edilebilir riskler olusturmasi ve saglik ve
giivenligin yiiksek seviyede korunmasiyla uygun
olmasi sartiyla, hastalarin klinik durumunu veya
giivenligini  ya da  kullanicilarin veya
uygulanabildigi hallerde, diger kisilerin sagligini
ve gilivenligini tehlikeye atmaz.

2. The requirement in this Annex to reduce risks as
far as possible means the reduction of risks as far
as possible without adversely affecting the benefit-
risk ratio.

2. Riskleri miimkiin oldugunca azaltmak i¢in bu
Ekte belirtilen gereklilik, fayda-risk oranini
olumsuz bir sekilde etkilemeden miimkiin
oldugunca risklerin azaltilmasi anlamina gelir.

3. Manufacturers shall establish, implement,
document and maintain a risk management system.
Risk management shall be understood as a
continuous iterative process throughout the entire
lifecycle of a device, requiring regular systematic
updating. In carrying out risk management
manufacturers shall:

(a) establish and document a risk management plan
for each device;

(b) identify and analyse the known and foreseeable
hazards associated with each device;

(c) estimate and evaluate the risks associated with,
and occurring during, the intended use and during
reasonably foreseeable misuse;

(d) eliminate or control the risks referred to in
point (c) in accordance with the requirements of
Section 4;

(e) evaluate the impact of information from the
production phase and, in particular, from the post-
market surveillance system, on hazards and the
frequency of occurrence thereof, on estimates of
their associated risks, as well as on the overall risk,
the benefit-risk ratio and risk acceptability; and

(f) based on the evaluation of the impact of the
information referred to in point (e), if necessary
amend control measures in line with the
requirements of Section 4.

3. Imalatgilar, bir risk yonetim sistemi kurar,
uygular, dokiimante eder ve siirdiiriir.

Risk yonetimi, bir cihazin biitiin yasam dongiisii
boyunca, diizenli  sistematik  giincelleme
gerektiren, slirekli tekrarlanan bir silire¢ olarak
kabul edilir. Risk yoOnetimini yiritiirken,
imalatgilar:

(a) her cihaz i¢in bir risk yonetim plani olusturur
ve dokiimante eder;

(b) her cihazla iliskili bilinen ve Ongoriilebilir
tehlikeleri tanimlar ve analiz eder;

(¢) amaglanan kullanim ile iligkili ve amacglanan
kullanim1 sirasinda meydana gelen ve makul bir
sekilde on goriilebilir hatali kullanim sirasinda
ortaya ¢ikan, riskleri tahmin eder ve degerlendirir;
(d) 4. Kesimin gereklilikleri uyarinca (c) bendinde
atifta bulunulan riskleri ortadan kaldirir veya
kontrol eder;

(e) tehlikeler ve bunlarin meydana gelme sikligi ile
ilgili ve toplam risk, fayda-risk orani ve risk kabul
edilebilirligi ile birlikte tehlikelerle iligkili
risklerin tahminleri ile ilgili, liretim asamasindan
ve Ozellikle piyasaya arz sonrasi gozetim
sisteminden gelen bilgilerin etkisini degerlendirir
ve

() (e) bendinde atifta bulunulan bilgilerin etkisine
dair degerlendirmeye dayanarak, gerektigi
takdirde 4. Kesimin gereklilikleri dogrultusunda
kontrol tedbirlerini tadil eder.
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4. Risk control measures adopted by
manufacturers for the design and manufacture of
the devices shall conform to safety principles,
taking account of the generally acknowledged
state of the art. To reduce risks, the manufacturers
shall manage risks so that the residual risk
associated with each hazard as well as the overall
residual risk is judged acceptable. In selecting the
most appropriate solutions, manufacturers shall, in
the following order of priority:

(a) eliminate or reduce risks as far as possible
through safe design and manufacture;

(b) where appropriate, take adequate protection
measures, including alarms if necessary, in
relation to risks that cannot be eliminated; and

(c) provide information for safety
(warnings/precautions/contra-indications)  and,
where appropriate, training to users.

4. Cihazlarin tasarimimma ve imalatina yonelik
imalatgilar tarafindan kabul edilen risk kontrol
tedbirleri; genel olarak kabul edilen en son
teknolojik gelismeleri dikkate alarak, giivenlik
ilkelerine uyar. Riskleri azaltmak i¢in, imalatgilar,
genel artik risk ile birlikte her bir tehlikeyle iliskili
artik riski kabul edilebilir olarak degerlendirmeleri

i¢in, riskleri yonetir. En uygun c¢oziimleri
secerken, asagidaki Oncelik sirasina  gore,
imalatgilar:

(a) glivenli tasarim ve imalat yoluyla miimkiin
oldugunca riskleri ortadan kaldirir veya azaltir;
(b) uygun oldugu hallerde, ortadan kaldirilamayan
risklere iligkin olarak, gerektiginde alarmlar dahil
olmak tiizere, yeterli koruma tedbirlerini alir ve
(c) giivenlik igin bilgiler
(uyarilar/6nlemler/kontrendikasyonlar) ve uygun
oldugu hallerde, kullanicilara egitim saglar.

Manufacturers shall inform users of any residual | imalat¢ilar, artik risklere dair kullanicilari
risks. bilgilendirir.
5. In eliminating or reducing risks related to use | 5. Kullanim hatasiyla ilgili riskleri ortadan

error, the manufacturer shall:

(a) reduce as far as possible the risks related to the
ergonomic features of the device and the
environment in which the device is intended to be
used (design for patient safety), and

(b) give consideration to the technical knowledge,
experience, education, training and use
environment, where applicable, and the medical
and physical conditions of intended users (design
for lay, professional, disabled or other users).

kaldirirken veya azaltirken, imalatcilar:

(a) cihazin ergonomik ozellikleriyle ve cihazin
kullanilmasinin amaglandigi ¢evreyle ilgili riskleri
mimkiin oldugunca azaltir (hasta giivenligine
yonelik tasarim), ve

(b) hedeflenen kullanicilarin teknik bilgisini,
deneyimini, tahsilini, egitimini ve kullanim
ortamint ve uygulanabildigi hallerde, tibbi ve
fiziksel sartlarin1 g6z Oniinde  bulundurur
(meslekten olmayan, profesyonel, engelli veya
diger kullanicilara yonelik tasarim).

6. The characteristics and performance of a device
shall not be adversely affected to such a degree
that the health or safety of the patient or the user
and, where applicable, of other persons are
compromised during the lifetime of the device, as
indicated by the manufacturer, when the device is
subjected to the stresses which can occur during
normal conditions of use and has been properly
maintained in accordance with the manufacturer's
instructions.

6. Bir cihazin karakteristikleri ve performansi;
cihaz, normal kullanim kosullar1 sirasinda ortaya
cikabilecek zorlamalara maruz kaldiginda ve
imalat¢inin talimatlar1 uyarinca diizenli olarak

bakimi  yapildiginda, imalat¢1  tarafindan
belirtildigi  sekilde cihazin kullanom  6mrii
siiresince, hastanin veya kullanicinin  ve

uygulanabildigi hallerde diger kisilerin, saglik ve
glivenligini tehlikeye atacak derecede olumsuz
olarak etkilenmez.

7. Devices shall be designed, manufactured and
packaged in such a way that their characteristics
and performance during their intended use are not
adversely affected during transport and storage,
for example, through fluctuations of temperature
and humidity, taking account of the instructions
and information provided by the manufacturer.

7. Cihazlar; imalatg1 tarafindan saglanan talimatlar

ve bilgiler dikkate alinarak, amacglanan
kullanimlar1 ~ boyunca  karakteristikleri  ve
performansi; tasima ve depolama siiresince,

ornegin, sicaklik ve nem dalgalanmalar1 nedeniyle
olumsuz olarak etkilenmeyecek sekilde tasarlanir,
imal edilir ve ambalajlanir.

8. AIll known and foreseeable risks, and any
undesirable effects shall be minimised and be
acceptable when weighed against the evaluated
potential benefits to the patients and/or the user

8. Tim bilinen ve Ongorilebilir riskler ile
istenmeyen etkiler; en aza indirilir ve normal
kullanim kosullar1 siiresince cihazin amacglanan
performansindan kaynaklanan degerlendirilmis
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arising from the intended performance of the
device during normal conditions of use.

potansiyel faydalariyla kiyaslandiginda hastalar
ve/veya kullanicilar i¢in kabul edilebilir olur.

CHAPTER I
REQUIREMENTS REGARDING
PERFORMANCE, DESIGN AND

MANUFACTURE

BOLUM II
PERFORMANS, TASARIM VE IMALAT iLE
iLGILi GEREKLILiIKLER

9. Performance characteristics

9.1. Devices shall be designed and manufactured
in such a way that they are suitable for the
purposes referred to in point (2) of Article 2, as
specified by the manufacturer, and suitable with
regard to the performance they are intended to
achieve, taking account of the generally
acknowledged state of the art. They shall achieve
the performances, as stated by the manufacturer
and in particular, where applicable:

(a) the analytical performance, such as, analytical
sensitivity, analytical specificity, trueness (bias),
precision (repeatability and reproducibility),
accuracy (resulting from trueness and precision),
limits of detection and quantitation, measuring
range, linearity, cut-off, including determination
of appropriate criteria for specimen collection and
handling and control of known relevant
endogenous and exogenous interference, cross-
reactions; and

(b) the clinical performance, such as diagnostic
sensitivity,  diagnostic  specificity, positive
predictive value, negative predictive value,
likelihood ratio, expected values in normal and
affected populations.

9. Performans karakteristikleri

9.1. Cihazlar; genel olarak kabul gérmiis en son
teknolojik gelismeler dikkate alinarak, imalatg1
tarafindan belirtildigi sekilde 2. maddenin (2)
bendinde atifta bulunulan amaglara uygun olacak
ve elde etmeyi amagladiklar1 performans
bakimindan uygun olacak sekilde tasarlanir ve
imal edilir. Cihazlar, uygun oldugu hallerde,
ozellikle de imalat¢1 tarafindan belirtildigi sekilde
asagidaki performanslari elde eder:

(a) analitik performans; 6rnegin, drnek toplamaya
ve ilgili bilinen endojen ve eksojen girisimin veya
capraz-reaksiyonlarin kullanimina ve kontroliine
yonelik uygun kriterlerin belirlenmesi de dahil
olmak tlizere, analitik duyarlilik, analitik secicilik,
gerceklik (yanlilik/bias), kesinlik
(tekrarlanabilirlik ve yeniden iiretilebilirlik),
dogruluk (gerceklik ve kesinlikten elde edilen),
saptama ve miktar belirleme limiti, 6l¢lim araligi,
lineerlik (dogrusalllik), esik degeri (cut-off)

(b) klinik performans; 6rnegin, tanisal duyarlilik,
tanisal segicilik, pozitif prediktif deger, negatif
prediktif deger, olabilirlik orani, normal ve
etkilenmis popiilasyonlardaki beklenen degerler.

9.2. The performance characteristics of the device
shall be maintained during the lifetime of the
device as indicated by the manufacturer.

9.2. Cihazin performans karakteristikleri, imalatci
tarafindan belirtildigi sekilde cihazin kullanim
omrii siiresince siirdiiriiliir.

9.3. Where the performance of devices depends on
the use of calibrators and/or control materials, the
metrological traceability of values assigned to
calibrators and/or control materials shall be
assured through suitable reference measurement
procedures and/or suitable reference materials of a
higher metrological order. Where available,
metrological traceability of values assigned to
calibrators and control materials shall be assured
to certified reference materials or reference
measurement procedures.

9.3. Cihazlarin performansinin kalibratorlerin
ve/veya kontrol materyallerinin kullanimina bagl
olmas1 durumunda, kalibratorlere ve/veya kontrol
materyallerine atanan degerlerin metrolojik
izlenebilirligi, metrolojik olarak daha yiliksek
dereceden uygun referans Ol¢lim prosedirleri
velveya uygun referans materyalleri vasitasiyla
saglanir. Mevcutsa, kalibratorlere ve/veya kontrol
materyallerine atanan degerlerin metrolojik
izlenebilirligi sertifikali referans materyalleri veya
referans dl¢iim prosediirleri ile saglanir.

9.4. The characteristics and performances of the
device shall be specifically checked in the event
that they may be affected when the device is used
for the intended use under normal conditions:

(a) for devices for self-testing, performances
obtained by laypersons;

9.4. Cihazin karakteristikleri ve performanslari,
s6z konusu cihaz normal kosullar altinda
amaglanan  kullanim igin kullanidiginda
etkilenebilecekleri asagidaki durumlarda 6zellikle
kontrol edilir:

(a) kisisel test cihazlar1 i¢in, meslekten olmayan
kisiler tarafindan elde edilen performanslar;
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(b) for devices for near-patient testing,
performances obtained in relevant environments
(for example, patient home, emergency units,
ambulances).

(b) hasta-bas1 test cihazlari igin, ilgili ortamlarda
(6rnegin, hasta evinde, acil {nitelerde,
ambulanslarda) elde edilen performanslar.

10. Chemical, physical and biological properties
10.1. Devices shall be designed and manufactured
In such a way as to ensure that the characteristics
and performance requirements referred to in
Chapter 1 are fulfilled.

Particular attention shall be paid to the possibility
of impairment of analytical performance due to
physical and/or chemical incompatibility between
the materials used and the specimens, analyte or
marker to be detected (such as biological tissues,
cells, body fluids and micro-organisms), taking
account of the intended purpose of the device.

10. Kimyasal, fiziksel ve biyolojik 6zellikler

10.1 Cihazlar; 1. Bolimde atifta bulunulan
karakteristiklerin ve performans gerekliliklerinin
yerine getirilmesini saglayacak sekilde tasarlanir
ve imal edilir.

Cihazin  kullanom amaci1 dikkate alinarak,
kullanilan materyaller ile 6rnekler, tespit edilecek
analit(ler) veya belirteg(ler) (6rnegin, biyolojik
dokular, hiicreler, viicut sivilari ve
mikroorganizmalar) arasinda fiziksel ve/veya
kimyasal  uyumsuzluk  nedeniyle  analitik
performansin bozulma olasiligina 6zel dikkate
gosterilir.

10.2. Devices shall be designed, manufactured and
packaged in such a way as to minimise the risk
posed by contaminants and residues to patients,
taking account of the intended purpose of the
device, and to the persons involved in the
transport, storage and use of the devices. Particular
attention shall be paid to tissues exposed to those
contaminants and residues and to the duration and
frequency of exposure.

10.2. Cihazlar; kullanim amaglar1 dikkate alinarak,
hastalar i¢in ve cihazlarin tasinmasi, depolanmasi
ve kullanilmasinda yer alan kisiler igin,
kontaminantlar ve kalintilardan kaynaklanan
riskleri en aza indirecek sekilde tasarlanir, imal
edilir ve ambalajlanir. Bu kontaminantlara ve
kalintilara maruz kalan dokulara ve maruz kalma
stiresi ile sikligina 6zel dikkat gosterilir.

10.3. Devices shall be designed and manufactured
in such a way as to reduce to a level as low as
reasonably practicable the risks posed by
substances or particles, including wear debris,
degradation products and processing residues, that
may be released from the device. Special attention
shall be given to substances which are
carcinogenic, mutagenic or toxic to reproduction
(‘CMR’), in accordance with Part 3 of Annex VI
to Regulation (EC) No 1272/2008 of the European
Parliament and of the Council, and to substances
having endocrine disrupting properties for which
there is scientific evidence of probable serious
effects to human health and which are identified in
accordance with the procedure set out in Article 59
of Regulation (EC) No 1907/2006 of the European
Parliament and of the Council.

10.3. Cihazlar; asinma kalintisi, bozunma tiriinleri
ve islem kalintilar1 dahil olmak iizere, cihazdan
salinabilecek maddelerden veya pargaciklardan
kaynaklanan riskleri makul olan en diisiik seviyeye
azaltacak sekilde tasarlanir ve imal edilir. (AT)
1272/2008 sayil1 Avrupa Parlamentosu ve Konsey
Tizigi’nin  VI. Ekinin 3. Kismi uyarinca
kanserojen, mutajen veya iireme i¢in toksik olan
maddelere ve insan sagligina olas1 ciddi etkilerine
dair bilimsel kanit bulunan ve (AT) 1907/2006
sayllt  Avrupa Parlamentosu ve Konsey
Tiliziigli’nlin 59. maddesinde belirtilen prosediir
uyarinca tanimlanan endokrin-bozucu 6zelliklere
sahip maddelere 6zel dikkat gosterilir.

10.4. Devices shall be designed and manufactured
in such a way as to reduce as far as possible the
risks posed by the unintentional ingress of
substances into the device, taking into account the
device and the nature of the environment in which
it is intended to be used.

10.4. Cihazlar; cihaz ve kullanilmasinin
amaglandigr ortamin niteligi dikkate alinarak,
cihaz igerisine maddelerin istenmeden
girmesinden  kaynaklanan riskleri miimkiin
oldugunca azaltacak sekilde tasarlanir ve imal
edilir.

11. Infection and microbial contamination

11.1. Devices and their manufacturing processes
shall be designed in such a way as to eliminate or
reduce as far as possible the risk of infection to the

11. Enfeksiyon ve mikrobiyal kontaminasyon

11.1. Cihazlar ve bunlarin imalat siiregleri,
kullanicilara ve gerektiginde diger kisilere yonelik
enfeksiyon riskini ortadan kaldiracak veya
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user or, where applicable, other persons. The
design shall:

(a) allow easy and safe handling;

(b) reduce as far as possible any microbial leakage
from the device and/or microbial exposure during
use;

and, where necessary

(c) prevent microbial contamination of the device
during use and, in the case of specimen
receptacles, the risk of contamination of the
specimen.

miimkiin oldugunca azaltacak sekilde tasarlanir.
Tasarim:

(a) kolay ve giivenli kullanima imkén tanir,

(b) cihazdan kaynaklanan mikrobiyal sizintilari
ve/veya kullanim boyunca mikrobiyal maruziyeti
miimkiin oldugunca azaltir ve gerekli oldugu
durumda,

(c) kullannom boyunca cihazin mikrobiyal
kontaminasyonunu ve 6rnek kaplari séz konusu
oldugunda 6rnegin kontaminasyon riskini onler.

11.2. Devices labelled either as sterile or as having
a specific microbial state shall be designed,
manufactured and packaged to ensure that their
sterile condition or microbial state is maintained
under the transport and storage conditions
specified by the manufacturer until that packaging
is opened at the point of use, unless the packaging
which maintains their sterile condition or
microbial state is damaged.

11.2. Cihazlarin  steril durumlarin1  veya
mikrobiyal durumlarint koruyan ambalajlar1 hasar
gormedigi siirece; steril ya da spesifik bir
mikrobiyal duruma sahip olarak etiketlenen
cihazlar; imalate1 tarafindan belirlenen nakliye ve
depolama sartlar1 altinda ambalajlar1 kullanim
noktasinda acgilincaya kadar steril kalmalarini
saglamak iizere tasarlanir, imal edilir ve
ambalajlanir.

11.3. Devices labelled as sterile shall be processed,
manufactured, packaged and, sterilised by means
of appropriate, validated methods.

11.3. Steril olarak etiketlenen cihazlar, uygun ve
valide edilmis yontemler vasitasiyla islenir, imal
edilir, ambalajlanir ve sterilize edilir.

11.4. Devices intended to be sterilised shall be
manufactured and packaged in appropriate and
controlled conditions and facilities.

11.4. Steril edilmesi amaglanan cihazlar, uygun ve
kontrollii sartlarda ve tesislerde imal edilir ve
ambalajlanir.

11.5. Packaging systems for non-sterile devices
shall maintain the integrity and cleanliness of the
product and, where the devices are to be sterilised
prior to use, minimise the risk of microbial
contamination; the packaging system shall be
suitable taking account of the method of
sterilisation indicated by the manufacturer.

11.5. Steril olmayan cihazlara yonelik
ambalajlama sistemleri; irlinlin biitiinliigiini ve
temizligini korur ve cihazlarin kullanimdan once
steril edilecek olmasi durumunda, mikrobiyal
kontaminasyon riskini en aza indirir; ambalajlama
sistemi, imalatc¢1 tarafindan belirtilen sterilizasyon
yontemine uygun olur.

11.6. The labelling of the device shall distinguish
between identical or similar devices placed on the
market in both a sterile and a non-sterile condition
additional to the symbol used to indicate that
devices are sterile.

11.6. Cihazin etiketlemesi, cihazlarin steril
oldugunu gostermek i¢in kullanilan sembole ilave
olarak, hem steril, hem de steril olmayan sartlarda
piyasaya arz edilen ayni veya benzer cihazlari
birbirinden ayirir.

12. Devices incorporating materials of biological
origin

Where devices include tissues, cells and
substances of animal, human or microbial origin,
the selection of sources, the processing,
preservation, testing and handling of tissues, cells
and substances of such origin and control
procedures shall be carried out so as to provide
safety for user or other person.

In particular, safety with regard to microbial and
other transmissible agents shall be addressed by
implementation of validated methods of
elimination or inactivation in the course of the
manufacturing process. This might not apply to
certain devices if the activity of the microbial and
other transmissible agent are integral to the

12. Biyolojik kaynakli materyal ihtiva eden
cihazlar

Cihazlarin hayvan, insan veya mikrobiyal kaynakl
dokular, hiicreler ve maddeler icermesi
durumunda, kaynaklarin se¢ilmesi, bu tiir kaynakl
dokularin, hiicrelerin ve maddelerin islenmesi,
muhafaza edilmesi, test edilmesi ve kullanimi ile
kontrol prosediirleri;  kullanicilarin ve diger
kisilerin giivenligini saglayacak sekilde yiiriitiiliir.
Ozellikle, mikrobiyal ve diger bulasici ajanlarla
ilgili glivenlik, imalat siireci boyunca valide
edilmis eliminasyon veya inaktivasyon
yontemlerinin uygulanmasiyla ele alimir. Bu
uygulama, mikrobiyal ve diger bulasic1 ajanlarin
aktivitesi cihazin kullanim amaciyla biitiinlesikse
ya da bu tir eliminasyon veya inaktivasyon

13.11.2019 / TITCK.ABM




intended purpose of the device or when such
elimination or inactivation process would
compromise the performance of the device.

siirecleri cihazin performansini etkiliyorsa belirli
cihazlar bu uygulamadan muaf tutulabilir.

13. Construction of devices and interaction with
their environment

13.1. If the device is intended for use in
combination with other devices or equipment, the
whole combination, including the connection
system, shall be safe and shall not impair the
specified performances of the devices. Any
restrictions on use applying to such combinations
shall be indicated on the label and/or in the
instructions for use.

13. Cihazlarin yapis1 ve ¢evreleriyle etkilesimi

13.1. Cihazin, diger cihazlarla veya ekipmanla
birlikte kullanim1 amaglanmigsa, baglant1 sistemi
dahil olmak iizere tim kombinasyon giivenli olur
ve cihazlarin belirtilen performansini etkilemez.
Bu tiir kombinasyonlar i¢in uygulanan kullanima
iliskin kisitlamalar, etikette ve/veya kullanim
talimatinda belirtilir.

13.2. Devices shall be designed and manufactured
in such a way as to remove or reduce as far as
possible:

(a) the risk of injury, in connection with their
physical features, including the volume/pressure
ratio, dimensional and where appropriate
ergonomic features;

(b) risks connected with reasonably foreseeable
external influences or environmental conditions,
such as magnetic fields, external electrical and
electromagnetic effects, electrostatic discharge,
radiation associated with diagnostic or therapeutic
procedures, pressure, humidity, temperature,
variations in pressure and acceleration or radio
signal interferences;

(c) the risks associated with the use of the device
when it comes into contact with materials, liquids,
and substances, including gases, to which it is
exposed during normal conditions of use;

(d) the risks associated with the possible negative
interaction between software and the |IT
environment within which it operates and
interacts;

(e) the risks of accidental ingress of substances
into the device;

() the risk of incorrect identification of specimens
and the risk of erroneous results due to, for
example, confusing colour and/or numeric and/or
character codings on specimen receptacles,
removable parts and/or accessories used with
devices in order to perform the test or assay as
intended;

(9) the risks of any foreseeable interference with
other devices.

13.2. Cihazlar, asagidakileri ortadan kaldiracak
veya mimkiin oldugunca azaltacak sekilde
tasarlanir ve imal edilir:

(a) hacim/basing orani, boyutsal ve uygun oldugu
hallerde ergonomik 6zellikler dahil olmak {izere,

cihazlarin  fiziksel  Ozellikleriyle — baglantili,
yaralanma riskini;
(b) manyetik alanlar, harici elektriksel ve

elektromanyetik etkiler, elektrostatik bosalma,
tan1 veya tedavi amagli prosediirlerle iliskili
radyasyon, basing, nem, sicaklik, basing
degisiklikleri ve ivme ya da radyo sinyali
enterferanslart (girisimleri) gibi makul olarak
(mantiken) Ongoriilebilir harici etkiler veya
cevresel sartlarla baglantili riskleri;

(c) gazlar dahil olmak {izere, materyallerle,
sivilarla ve maddelerle temas ettiginde, normal
kullanim sartlar1 sirasinda maruz kalinan, cihaz
kullanimyla 1liskili riskleri;

(d) yazilim ile icinde calistigi ve etkilesimde
bulundugu bilgi teknolojileri ortami arasindaki
olas1 olumsuz etkilesimle iliskili riskleri;

(e) maddelerin cihaza kazara girme riskleri;

(f) test veya analizleri amaglandig1 sekilde
gerceklestirmek  igin, ornegin, cihazlarla
kullanilan 6rnek kaplarina, ¢ikartilabilir pargalara
ve/veya aksesuarlara iliskin renk ve/veya numerik
ve/veya  karakter kodlarinin  karistirilmasi
nedeniyle, orneklerin yanlis tanimlanma riskini ve
hatal1 sonug risklerini,

(g) diger cihazlarla her tiirlii 6ngoriilebilir girisim
riskleri.

13.3. Devices shall be designed and manufactured
in such a way as to minimise the risks of fire or
explosion during normal use and in single fault
condition. Particular attention shall be paid to
devices the intended use of which includes
exposure to or use in association with flammable

13.3. Cihazlar; normal kullanim sirasinda ve tek
hata durumunda yanma veya patlama risklerini en
aza indirecek sekilde tasarlanir ve imal edilir.
Amagclanan  kullaninminin  alevlenebilir  veya
patlayict maddeler ya da patlamaya neden
olabilecek maddelere maruz kalmay1 veya onlarin
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or explosive substances or substances which could
cause combustion.

kullanimini cihazlara 0zel dikkat

gosterilir.

igerdigi

13.4. Devices shall be designed and manufactured
in such a way that adjustment, calibration, and
maintenance can be done safely and effectively.

13.4. Cihazlar; ayari, kalibrasyonu ve bakimi
glivenli ve etkili bicimde yapilabilecek sekilde
tasarlanir ve imal edilir.

13.5. Devices that are intended to be operated
together with other devices or products shall be
designed and manufactured in such a way that the
interoperability and compatibility are reliable and
safe.

13.5. Baska cihazlar veya iriinlerle birlikte
calistirilmasi  amaglanan  cihazlar,  Dbirlikte
caligabilirligi ve uyumlulugu giivenilir ve giivenli
olacak sekilde tasarlanir ve imal edilir.

13.6. Devices shall be designed and manufactured
in such a way as to facilitate their safe disposal and
the safe disposal of related waste substances by
users, or other person. To that end, manufacturers
shall identify and test procedures and measures as
a result of which their devices can be safely
disposed after use. Such procedures shall be
described in the instructions for use.

13.6. Cihazlar; kullanici, hasta veya diger kisiler
tarafindan cihazlarin ve ilgili atitk maddelerin
giivenli olarak bertarafini kolaylastiracak sekilde
tasarlanir ve imal edilir. Imalatcilar bu amacla,
cihazlarinin kullanim sonrasinda giivenli bir
sekilde bertarafina yoOnelik prosediirleri ve
tedbirleri tanimlar ve test eder. Bu tiir prosediirler
kullanim talimatinda agiklanir.

13.7 The measuring, monitoring or display scale
(including colour change and other visual
indicators) shall be designed and manufactured in
line with ergonomic principles, taking account of
the intended purpose, users and the environmental
conditions in which the devices are intended to be
used.

13.7. Olgiim, izleme veya ekran gosterge skalalar
(renk degisimi ve diger gorsel gostergeler dahil),

kullannom amaci, kullanicilar ve cihazlarin
kullanilmasinin amaglandig1 cevresel sartlar
dikkate alinarak, ergonomik  prensipler

dogrultusunda tasarlanir ve imal edilir.

14. Devices with a measuring function

14.1. Devices having a primary analytical
measuring function shall be designed and
manufactured in such a way as to provide
appropriate analytical performance in accordance
with point (a) of Section 9.1 of Annex I, taking into
account the intended purpose of the device.

14. Olgiim fonksiyonu olan cihazlar

14.1. Primer (birincil) 6l¢im fonksiyonuna sahip
olan cihazlar, cihazin kullanim amaci dikkate
alinarak, I. Ekin 9.1. Kesiminin (a) bendi uyarinca
uygun analitik performansi saglayacak sekilde
tasarlanir ve imal edilir.

14.2. The measurements made by devices with a
measuring function shall be expressed in legal
units conforming to the provisions of Council
Directive 80/181/EEC.

14.2. Olgiim fonksiyonu olan cihazlar tarafindan
yapilan Ol¢timler, 80/181/AET sayili Konsey
Direktifi hiikiimlerine uyan yasal birimlerle ifade
edilir.

15. Protection against radiation

15.1. Devices shall be designed, manufactured and
packaged in such a way that exposure of users or
other persons to radiation (intended, unintended,
stray or scattered) is reduced as far as possible and
in a manner that is compatible with the intended
purpose, whilst not restricting the application of

15. Radyasyona kars1 koruma

15.1. Cihazlar; tan1 amaglar1 i¢in uygun belirtilen
dozlarin uygulanmasini kisitlamazken, hastalarin
ve diger kisilerin (hedeflenen, istenmeyen, sizinti
veya sacilan) radyasyona maruz kalmalarin
miimkiin oldugunca azaltacak sekilde ve kullanim
amacina uygun olacak sekilde tasarlanir, imal

appropriate specified levels for diagnostic | edilir ve ambalajlanir.

purposes.

15.2. When devices are intended to emit | 15.2. Cihazlarin tehlikeli veya potansiyel olarak
hazardous, or potentially hazardous, ionizing | tehlikeli iyonlastirici ve/veya iyonlastirici-

and/or non-ionizing radiation, they shall as far as
possible be:

(a) designed and manufactured in such a way as to
ensure that the characteristics and the quantity of
radiation emitted can be controlled and/or
adjusted; and

olmayan radyasyon yaymasi amaclandiginda, bu
cihazlar miimkiin olabildigince:

(a) yayilan radyasyonun karakteristiklerinin ve
miktarinin  kontrol  edilebilmesini  ve/veya
ayarlanabilmesini saglayacak sekilde tasarlanir ve
imal edilir; ve
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(b) fitted with visual displays and/or audible
warnings of such emissions.

(b) bu tiir emisyonlarla ilgili gorsel ekranlarla
ve/veya sesli uyarilarla donatilir.

15.3. The operating instructions for devices
emitting hazardous or potentially hazardous
radiation shall contain detailed information as to
the nature of the emitted radiation, the means of
protecting the user, and on ways of avoiding
misuse and of reducing the risks inherent to
installation as far as possible and appropriate.
Information regarding the acceptance and
performance testing, the acceptance criteria, and
the maintenance procedure shall also be specified.

15.3. Tehlikeli veya potansiyel olarak tehlikeli
radyasyon yayan cihazlara yonelik kullanma
talimatlari, yayilan radyasyonun niteligine,
kullaniciy1r koruma yollarina ve miimkiin ve uygun
oldugunca hatal1 kullanim1 6nleme ile kurulumdan
kaynaklanan riskleri azaltma yollarina iliskin
ayrintili bilgiler icerir. Kabul ve performans
testlerine iliskin bilgiler, kabul kriterleri ve bakim
prosediirii ayrica belirtilir.

16. Electronic programmable systems — devices
that incorporate electronic programmable systems
and software that are devices in themselves

16.1. Devices that incorporate electronic
programmable systems, including software, or
software that are devices in themselves, shall be
designed to ensure repeatability, reliability and
performance in line with their intended use. In the
event of a single fault condition, appropriate
means shall be adopted to eliminate or reduce as
far as possible consequent risks or impairment of
performance.

16. Elektronik programlanabilir sistemler -
elektronik programlanabilir sistemler igeren
cihazlar ve kendi basina cihaz olan yazilimlar
16.1. Yazilimlar dahil olmak iizere, elektronik
programlanabilir sistemler iceren cihazlar ya da
kendi basina cihaz olan yazilimlar;
tekrarlanabilirligi, gilivenilirligi saglamak ve
amaclanan kullanimlar1 dogrultusunda performans
gostermek tlizere tasarlanir. Tek hata durumu
halinde, ortaya ¢ikan riskleri veya performans
bozuklugunu gidermek ya da miimkiin oldugu
kadar azaltmak i¢in uygun dnlemler alinir.

16.2. For devices that incorporate software or for
software that are devices in themselves, the
software shall be developed and manufactured in
accordance with the state of the art taking into
account the principles of development life cycle,
risk management, including information security,
verification and validation.

16.2. Yazilim igeren cihazlar veya kendi basina
cihaz olan yazilimlar s6z konusu oldugunda, bu
yazilimlar; gelistirme yasam dongiisii, bilgi
giivenligi, risk yonetimi, dogrulama ve validasyon
ilkeleri dikkate alinmak suretiyle en son teknolojik
gelismelere uygun olarak gelistirilir ve imal edilir.

16.3. Software referred to in this Section that is
intended to be used in combination with mobile
computing platforms shall be designed and
manufactured taking into account the specific
features of the mobile platform (e.g. size and
contrast ratio of the screen) and the external
factors related to their use (varying environment as
regards level of light or noise).

16.3. Bu Kesimde atifta bulunulan mobil bilgi
isleme platformlariyla  birlikte  kullanilmas:
amaglanan yazilimlar, mobil platformun spesifik
ozellikleri (6r. ekranin boyutu ve kontrast orani)
ve onlarin kullanimlariyla ilgili dis faktorler (1s1k
veya giiriiltli seviyesine gore degisen ortam)
dikkate alinarak tasarlanir ve imal edilir.

16.4. Manufacturers shall set out minimum
requirements concerning hardware, IT networks
characteristics and IT security measures, including
protection against unauthorised access, necessary
to run the software as intended.

16.4. Imalatgilar, yazilimim amaclandig1 sekilde
calismast ig¢in gerekli olan, donanmim, bilgi
teknolojileri ag karakteristikleri ve yetkisiz
erisime karst koruma dahil olmak tizere bilgi
teknolojileri giivenlik tedbirleri ile ilgili asgari
gereklilikleri belirler.

17. Devices connected to or equipped with an
energy source

17.1. For devices connected to or equipped with an
energy source, in the event of a single fault
condition, appropriate means shall be adopted to
eliminate or reduce as far as possible consequent
risks.

17. Bir enerji kaynagina baglanmis veya bir enerji
kaynagiyla donatilmis cihazlar

17.1. Bir enerji kaynagina baglanmis veya bir
enerji kaynagiyla donatilmis cihazlar i¢in, tek hata
durumu halinde, olas1 baglantili riskleri miimkiin
oldugunca ortadan kaldirmak veya azaltmak i¢in
uygun Onlemler alinir.
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17.2. Devices where the safety of the patient
depends on an internal power supply shall be
equipped with a means of determining the state of
the power supply and an appropriate warning or
indication for when the capacity of the power
supply becomes critical. If necessary, such
warning or indication shall be given prior to the
power supply becoming critical.

17.2. Hastanin giivenliginin bir dahili giig
kaynagina bagli olmasi durumunda cihazlar, gii¢
kaynaginin durumunu belirleme araciyla ve giic
kaynaginin kapasitesinin kritik olmas1 durumunda
aktif olacak uygun bir uyariyla veya gostergeyle
donatilir. Gerektigi takdirde, bu tiir uyar1 veya
gosterge, glic kaynag kritik hale gelmeden once
aktif olur.

17.3. Devices shall be designed and manufactured
in such a way as to reduce as far as possible the
risks of creating electromagnetic interference
which could impair the operation of the device in
question or other devices or equipment in the
intended environment.

17.3. Cihazlar; s6z konusu cihazin veya amaclanan
ortamdaki diger cihazlarin ya da ekipmanlarin
¢alismasini bozabilecek elektromanyetik
enterferans  olusturma  risklerini  miimkiin
oldugunca azaltacak sekilde tasarlanir ve imal
edilir.

17.4. Devices shall be designed and manufactured
in such a way as to provide a level of intrinsic
immunity to electromagnetic interference such
that is adequate to enable them to operate as
intended.

17.4. Cihazlar; amaclandiklar sekilde
calismalarint  miimkiin kilmaya yeterli olan,
elektromanyetik enterferansa kars1 yapisal bir
dayaniklilik seviyesi saglayacak sekilde tasarlanir
ve imal edilir.

17.5. Devices shall be designed and manufactured
in such a way as to avoid as far as possible the risk
of accidental electric shocks to the user, or other
person both during normal use of the device and in
the event of a single fault condition in the device,
provided the device is installed and maintained as
indicated by the manufacturer.

17.5. Cihazlar; imalat¢1 tarafindan belirtilen
sekilde cihazin kurulmasi ve bakiminin yapilmasi
sartiyla, hem cihazin normal kullanimi boyunca
hem de cihazdaki tek hata durumu halinde,
kullanic1 veya diger kisilere kazara meydana
gelebilecek  elektrik  soku riskini  miimkiin
oldugunca onleyecek sekilde tasarlanir ve imal
edilir.

18. Protection against mechanical and thermal
risks

18.1. Devices shall be designed and manufactured
in such a way as to protect users and other persons
against mechanical risks.

18. Mekanik ve termal risklere kars1 koruma

18.1. Cihazlar, kullanicilar1 ve diger kisileri
mekanik risklere kars1 koruyacak sekilde tasarlanir
ve imal edilir.

18.2. Devices shall be sufficiently stable under the
foreseen operating conditions. They shall be
suitable to withstand stresses inherent to the
foreseen working environment, and to retain this
resistance during the expected lifetime of the
devices, subject to any inspection and maintenance
requirements as indicated by the manufacturer.

18.2. Cihazlar ongoriilen ¢alisma sartlar1 altinda
yeterince stabil olur. Cihazlar; dngoriilen ¢alisma
ortamina 6zgi gerilimlere dayanmaya uygun olur
ve bu cihazlarin kullanim omrii siiresince bu
direnci korumalar1 ig¢in, imalatg1 tarafindan
belirtildigi sekilde her tiirlii denetim ve bakim
gerekliliklerine tabi olur.

18.3. Where there are risks due to the presence of
moving parts, risks due to break-up or detachment,
or leakage of substances, then appropriate
protection means shall be incorporated.

Any guards or other means included with the
device to provide protection, in particular against
moving parts, shall be secure and shall not
interfere with access for the normal operation of
the device, or restrict routine maintenance of the
device as intended by the manufacturer.

18.3. Hareketli pargalarin mevcudiyeti nedeniyle
risklerin, maddelerin pargalanmasi veya kopmasi
ya da sizmast nedeniyle risklerin bulunmasi
durumunda, uygun koruma araglar1 dahil edilir.
Ozellikle hareketli pargalara karsi koruma
saglamak iizere cihaza dahil edilen korumalar ve
diger araclar; gilivenli (emniyetli) olur ve cihazin
normal c¢alisma girisine engel olmaz, ya da
imalat¢1 tarafindan amaclandig1 sekilde cihazin
rutin bakimini kisitlamaz.

18.4. Devices shall be designed and manufactured
in such a way as to reduce to the lowest possible
level the risks arising from vibration generated by
the devices, taking account of technical progress

18.4. Cihazlar; teknik ilerlemeler ve 0zellikle
kaynaktaki titresimleri, s6z konusu titresimler
belirtilen performansin bir parcast olmadigi
siirece, sinirlamak i¢in mevcut olan aracglar dikkate
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and of the means available for limiting vibrations,
particularly at source, unless the vibrations are part
of the specified performance.

alinarak, cihazlar tarafindan olusturulan
titresimden kaynaklanan riskleri miimkiin olan en
diistik seviyeye indirecek sekilde tasarlanir ve imal
edilir.

18.5. Devices shall be designed and manufactured
in such a way as to reduce to the lowest possible
level the risks arising from the noise emitted,
taking account of technical progress and of the
means available to reduce noise, particularly at
source, unless the noise emitted is part of the
specified performance.

18.5. Cihazlar; yayilan girilti belirlenmis
performansin  bir pargast olmadig1 siirece,
kaynaktaki giiriltii basta olmak iizere giiriiltiiyl
azaltmaya yonelik uygun araglar ve teknik
ilerlemeler dikkate alinarak, yayilan giiriiltiiden
kaynaklanan riskleri miimkiin olan en diisiik
seviyeye indirecek sekilde tasarlanir ve imal edilir.

18.6. Terminals and connectors to the electricity,
gas or hydraulic and pneumatic energy supplies
which the user or other person has to handle, shall
be designed and constructed in such a way as to
minimise all possible risks.

18.6. Kullanicinin veya diger kisilerin kullanmak
zorunda oldugu elektrik, gaz ya da hidrolik ve
pnomatik enerji kaynaklarina yonelik terminaller
ve konektorler; olasi tim riskleri en aza indirecek
sekilde tasarlanir ve yapilir.

18.7. Errors likely to be made when fitting or
refitting certain parts which could be a source of
risk shall be made impossible by the design and
construction of such parts or, failing this, by
information given on the parts themselves and/or
their housings.

The same information shall be given on moving
parts and/or their housings where the direction of
movement needs to be known in order to avoid a
risk.

18.7. Belirli pargalar1 yerlestirirken veya yeniden
yerlestirirken yapilmasi muhtemel olan, bir risk
kaynagi olabilecek hatalar, bu tiir pargalarin
tasarimi  ve yapimi yoluyla veya bunun
yapilamadigr durumda, parcalarin Kkendilerinin
ve/veya yuvalarinin iizerinde verilen bilgiler
yoluyla engellenir.

Ayni bilgiler; bir riski O6nlemek icin hareket
yoniiniin ~ bilinmesinin  gerektigi durumlarda,
hareketli pargalarin ve/veya onlarin yuvalarinin
tizerinde belirtilir.

18.8. Accessible parts of devices (excluding the
parts or areas intended to supply heat or reach
given temperatures) and their surroundings shall
not attain potentially dangerous temperatures
under normal conditions of use.

18.8. Is1 vermesi veya belirlenen sicakliklara
ulagsmasi amaglanan pargalar ya da alanlar harig
olmak {tizere cihazlarin ulasilabilir parcalar1 ve
onlarin ¢evresi, normal kullanim kosullar1 altinda
potansiyel olarak tehlikeli sicakliklara erismez.

19. Protection against the risks posed by devices
intended for self-testing or near-patient testing
19.1. Devices intended for self-testing or near-
patient testing shall be designed and manufactured
in such a way that they perform appropriately for
their intended purpose taking into account the
skills and the means available to the intended user
and the influence resulting from variation that can
be reasonably anticipated in the intended user's
technique and environment. The information and
instructions provided by the manufacturer shall be
easy for the intended user to understand and apply
in order to correctly interpret the result provided
by the device and to avoid misleading information.
In the case of near-patient testing, the information
and the instructions provided by the manufacturer
shall make clear the level of training,
qualifications and/or experience required by the
user.

19. Kisisel test veya hasta-basi test amach
cihazlarin olusturdugu risklere kars1 koruma

19.1. Kisisel test veya hasta-basi test amach
cihazlar;  hedeflenen  kullanicinin  mevcut
becerileri ile imkanlar1 ve hedeflenen kullanicinin
tekniginde ve c¢evresinde makul olarak
beklenebilecek degisiklikten ortaya cikan etkiler
dikkate alinarak, kullanim amaclar1 dogrultusunda
uygun olarak calisacaklar1 bir sekilde tasarlanir ve
imal edilir. Imalatg tarafindan saglanan bilgiler ve
talimatlar; cihaz tarafindan saglanan sonucu dogru
bir sekilde yorumlamak ve yanlis bilgilerden
kaginmak amaciyla, hedeflenen kullanic1 igin
kolaylikla anlagilabilir ve uygulanabilir olur.
Hasta-bas1 cihazlar s6z konusu oldugunda,
imalat¢1 tarafindan saglanan bilgiler ve talimatlar,
kullanicidan talep edilen egitim seviyesine,
yeterliliklere ve/veya deneyime acgiklik getirir.

19.2. Devices intended for self-testing or near-
patient testing shall be designed and manufactured
in such a way as to:

19.2. Kisisel test veya hastabast test amach
cihazlar asagidakiler olacak sekilde tasarlanir ve
imal edilir:
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(a) ensure that the device can be used safely and
accurately by the intended user at all stages of the
procedure if necessary after appropriate training
and/or information; and

(b) reduce as far as possible the risk of error by the
intended user in the handling of the device and, if
applicable, the specimen, and also in the
interpretation of the results.

(a) gerektigi takdirde uygun egitim ve/veya

bilgilendirme sonrasinda, prosediiriin biitlin
asamalarinda, hedeflenen kullanic1 tarafindan
cihazin gilivenli ve dogru sekilde

kullanilabilmesini saglayacak,

(b) cihazin ve mevcutsa 6rnegin kullaniminda ve
ayrica sonuglarin yorumlanmasinda hedeflenen
kullanici tarafindan hata yapma riskini miimkiin
oldugunca azaltacak.

19.3. Devices intended for self-testing and near-
patient testing shall, where feasible, include a
procedure by which the intended user:

(a) can verify that, at the time of use, the device
will perform as intended by the manufacturer; and

(b) be warned if the device has failed to provide a
valid result.

19.3. Kisisel test ve hastabasi test amagli cihazlar,
uygun oldugu hallerde, hedeflenen kullanicinin:

(a) kullanim aninda, cihazin imalat¢1 tarafindan
amaglandigi sekilde calisacagini
dogrulayabilmesini ve

(b) cihaz gegerli bir sonu¢ vermedigi takdirde
uyarilmasini

saglayacak bir prosediir igerir.

CHAPTER I
REQUIREMENTS REGARDING
INFORMATION SUPPLIED WITH THE
DEVICE

BOLUM III
CiHAZLA BIiRLIKTE TEMIN EDIiLEN
BILGILERE ILISKIN GEREKLILIiKLER

20. Label and instructions for use

20.1. General requirements regarding
information supplied by the manufacturer
Each device shall be accompanied by the
information needed to identify the device and its
manufacturer, and by any safety and performance
information relevant to the user or any other
person, as appropriate. Such information may
appear on the device itself, on the packaging or in
the instructions for use, and shall, if the
manufacturer has a website, be made available and
kept up to date on the website, taking into account
the following:

(a) The medium, format, content, legibility, and
location of the label and instructions for use shall
be appropriate to the particular device, its intended
purpose and the technical knowledge, experience,
education or training of the intended user(s). In
particular, instructions for use shall be written in
terms readily understood by the intended user and,
where appropriate, supplemented with drawings
and diagrams.

(b) The information required on the label shall be
provided on the device itself. If this is not
practicable or appropriate, some or all of the
information may appear on the packaging for each
unit. If individual full labelling of each unit is not
practicable, the information shall be set out on the
packaging of multiple devices.

(c) Labels shall be provided in a human-readable
format and may be supplemented by machine-

the

20. Etiket ve kullanim kilavuzu

20.1. Imalatg1 tarafindan temin edilen bilgilere
iliskin genel gereklilikler

Her cihazin beraberinde, cihazin ve imalat¢isinin
tanimlanmasi i¢in gerekli bilgiler ile kullanict ya
da uygun oldugu takdirde diger bir kisi i¢in yararl
olabilecek her tiirlii giivenlilik ve performans
bilgileri bulunur. Bu tiir bilgiler, asagidakiler
dikkate alinarak, cihazin kendi iizerinde,
ambalajinin iizerinde ya da kullanma talimatinda
bulunabilir ve imalat¢inin bir web sitesi varsa bu
web sitesinden erigilebilir olur ve giincel tutulur:

(a) Etiketin ve kullanim talimatinin ortamai,
formati, icerigi, okunakliligt ve konumu, ilgili
cihaza, kullanom amacina ve hedeflenen
kullanicinin/kullanicilarin teknik bilgisine,
deneyimine, Ogrenimine veya egitimine uygun
olur. Ozellikle, kullanim talimati, hedeflenen
kullanic1 tarafindan kolaylikla anlagilacak ve
uygun oldugunda c¢izimlerle ve diyagramlarla
desteklenecek sekilde yazilir.

(b) Etiket tizerinde gerekli bilgiler, cihazin kendisi
tizerinde verilir. Eger bu uygulanabilir veya uygun
degilse, bilgilerin bazilar1 ya da tamami, her bir
birim ambalajinin tizerinde bulunabilir. Her birime
tekil  olarak tam  etiketleme  yapilmasi
uygulanabilir degilse, s6z konusu bilgiler ¢oklu
cihaz ambalajinin iizerine koyulur.

(¢) Etiketler, insan tarafindan okunabilir bir
formatta temin edilir ve radyo frekans tanimlama
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readable information, such as radio-frequency
identification or bar codes.

(d) Instructions for use shall be provided together
with devices. However, in duly justified and
exceptional cases instructions for use shall not be
required or may be abbreviated if the device can
be used safely and as intended by the manufacturer
without any such instructions for use.

(e) Where multiple devices, with the exception of
devices intended for self-testing or near-patient
testing, are supplied to a single user and/or
location, a single copy of the instructions for use
may be provided if so agreed by the purchaser who
in any case may request further copies to be
provided free of charge.

(f) When the device is intended for professional
use only, instructions for use may be provided to
the user in non-paper format (e.g. electronic),
except when the device is intended for near-patient
testing.

(g) Residual risks which are required to be
communicated to the user and/or other person shall
be included as limitations, contra-indications,
precautions or warnings in the information
supplied by the manufacturer.

(h) Where appropriate, the information supplied
by the manufacturer shall take the form of
internationally recognised symbols, taking into
account the intended users. Any symbol or
identification colour used shall conform to the
harmonised standards or CS. In areas for which no
harmonised standards or CS exist, the symbols and
colours shall be described in the documentation
supplied with the device.

(i) In the case of devices containing a substance or
a mixture which may be considered as being
dangerous, taking account of the nature and
quantity of its constituents and the form under
which they are present, relevant hazard pictograms
and labelling requirements of Regulation (EC) No
1272/2008 shall apply. Where there is insufficient
space to put all the information on the device itself
or on its label, the relevant hazard pictograms shall
be put on the label and the other information
required by Regulation (EC) No 1272/2008 shall
be given in the instructions for use.

(1) The provisions of Regulation (EC) No
1907/2006 on the safety data sheet shall apply,
unless all relevant information, as appropriate, is
already made available in the instructions for use.

(RFID) veya barkodlar gibi makine tarafindan
okunabilir bilgiler ile desteklenebilir.

(d) Kullanim talimati, cihazlar ile birlikte temin
edilir. Ancak, istisnai ve wusuliine gore
gerekcelendirilmis durumlarda, eger cihaz bu tiir
kullanim talimati olmadan giivenli ve imalat¢i
tarafindan amacglandig: sekilde kullanilabiliyorsa,
kullanim talimat1 gerekmez ya da kisaltilabilir.

(e) Kisisel test veya hastabasi test amacli cihazlar
hari¢ olmak {izere, ¢oklu cihazlarin tek bir
kullanictya ve/veya yere temin edilmesi
durumunda, kabul etmesi halinde aliciya kullanim
talimatinin tek bir sureti verilebilir; ancak alic1 her
durumda bedelsiz olarak ilave suretlerin teminini
talep edebilir.

(f) Cihazin, hasta-basi test amagli cihazlar olmasi
haricinde sadece profesyonel kullanim amaglh
olmasi durumunda, kullanim kilavuzu kagit-
olmayan formatlarda (0rnegin, elektronik)
kullaniciya temin edilebilir (verilebilir).

(g) Kullaniciya ve/veya diger kisiye bildirilmesi
gereken artik riskler; sinirlamalar,
kontrendikasyonlar, Onlemler veya uyarilar
seklinde imalat¢1 tarafindan temin edilen bilgilere
dahil edilir.

(h) Uygun oldugu hallerde, imalat¢1 tarafindan
temin edilen bilgiler, hedeflenen kullanic1 dikkate
alinarak, uluslararas1 kabul gormiis semboller
bi¢iminde olur. Kullanilan her sembol veya
tanimlama rengi, uyumlastirilmis standartlara ya
da ortak spesifikasyonlara uyar. Uyumlastirilmis
standartlarin  veya ortak  spesifikasyonlarin
bulunmadigi alanlarda, bu semboller ve renkler,
cihazla birlikte temin edilen dokiimantasyonda
agiklanir.

(1) Bilesenlerinin niteligi ve miktar1 ile mevcut
olduklar1 yap1 dikkate alindiginda, tehlikeli olarak
degerlendirilebilecek bir madde veya karisim
ihtiva eden cihazlar s6z konusu oldugunda, (AT)
1272/2008 sayili Tiizik’in ilgili zararlilik
piktogramlart  ve  etiketleme  gereklilikleri
uygulanir. Cihazin kendisi veya etiketi {izerinde
biitiin  bilgileri koymak i¢in yetersiz alanin
bulunmasi durumunda, ilgili zararlilik
piktogramlari etiket iizerine konur ve (AT)
1272/2008 sayili1 Tiiziik tarafindan talep edilen
diger bilgiler kullanim kilavuzunda gosterilir.

(j) Ilgili biitiin bilgiler, uygun oldugu sekilde, hali
hazirda kullanim kilavuzunda mevcut hale
getilmedikge, (AT) 1907/2006 sayili Tiizik’iin
giivenlik  veri formuna iliskin  hiikiimleri
uygulanir.

20.2. Information on the label

20.2. Etiket tizerindeki bilgiler
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The label
particulars:
(a) the name or trade name of the device;

(b) the details strictly necessary for a user to
identify the device and, where it is not obvious for
the user, the intended purpose of the device;

(c) the name, registered trade name or registered
trade mark of the manufacturer and the address of
its registered place of business;

(d) if the manufacturer has its registered place of
business outside the Union, the name of its
authorised representative and the address of the
registered place of business of the authorised
representative;

(e) an indication that the device is an in vitro
diagnostic medical device, or if the device is a
‘device for performance study’, an indication of
that fact;

(f) the lot number or the serial number of the
device preceded by the words LOT NUMBER or
SERIAL NUMBER or an equivalent symbol, as
appropriate;

(g) the UDI carrier as referred to in Article 24 and
Part C of Annex VI;

(h) an unambiguous indication of the time limit for
using the device safely, without degradation of
performance, expressed at least in terms of year
and month and, where relevant, the day, in that
order;

(i) where there is no indication of the date until
when it may be used safely, the date of
manufacture. This date of manufacture may be
included as part of the lot number or serial number,
provided the date is clearly identifiable;

shall bear all of the following

(j) where relevant, an indication of the net quantity
of contents, expressed in terms of weight or
volume, numerical count, or any combination of
thereof, or other terms which accurately reflect the
contents of the package;

(k) an indication of any special storage and/or
handling condition that applies;

(I) where appropriate, an indication of the sterile
state of the device and the sterilisation method, or
a statement indicating any special microbial state
or state of cleanliness;

(m) warnings or precautions to be taken that need
to be brought to the immediate attention of the user
of the device or to any other person. This
information may be kept to a minimum in which
case more detailed information shall appear in the
instructions for use, taking into account the
intended users;

Etiket asagidaki detaylarin tamamini tagir:

(a) cihazin ad1 veya ticari adi;

(b) bir kullanicinin cihazi tanimasi i¢in kesinlikle
gerekli olan detaylar ve kullanict i¢in net
olmamasi halinde cihazin kullanim amaci,

(c) imalatcinin adi, kayith ticari unvani veya
kayitli ticari markasi ve kayitli isyeri adresi;

(d) imalat¢inin kayith isyeri Birlik disindaysa,
yetkili temsilcisinin adi ve yetkili temsilcinin
kayitli isyerinin adresi;

(e) cihazin bir in vitro tani tibbi cihazi olduguna
dair bir gosterge; ya da bu cihaz bir ‘performans
calismasina yonelik cihaz’ ise, bu duruma dair bir
gosterge;

(f) LOT NUMARASI veya SERI NUMARASI
kelimelerinin ya da uygun oldugu takdirde,
esdeger bir semboliin ardindan gelen cihazin lot
numarasi veya seri numarast;

(g) 27. maddede ve VI. Ekin C Kisiminda atifta
bulunulan UDI tasiyicist;

(h) en azindan y1l ve ay, ve ilgili oldugu yerde, giin
bakimindan ifade edilen, cihazi, performansta
bozulma olmadan, giivenli bir sekilde kullanmaya
yonelik siire sinirinin agik gostergesi;

(1) cihazin giivenli bir sekilde hangi tarihe kadar
kullanilabilecegine  dair  higbir  gdstergenin
bulunmamasi durumunda, imalat tarihi. Bu imalat
tarihi, tarihin agikg¢a belirlenebilir olmasi sartiyla,
lot numarasinin veya seri numarasinin bir pargasi
olarak dahil edilebilir.

(j) Iigili oldugu durumda, agirlik veya hacim,
numerik say1 veya bunlarin kombinasyonu ya da
ambalajin igeriklerini dogru bir sekilde yansitan
diger birimler ile ifade edilen net i¢cerik miktarinin
bir gdstergesi,

(k) uygulanan 6zel depolama ve/veya kullanim
kosullarina dair bir gosterge;

(I) uygun oldugu hallerde, cihazin steril durumu ve
sterilizasyon yontemi ile ilgili gdsterge, ya da 6zel
mikrobiyal durumu veya temizlik durumunu
gosteren ifade;

(m) cihaz kullanicisinin veya diger kisilerin
dikkatini hemen c¢ekmesi gereken uyarilar veya
alinacak  oOnlemler. Bu bilgiler; kullanim
talimatinda daha detayli bilgiler bulundugu
takdirde, hedeflenen kullanicilar dikkate alinarak
asgari dlizeyde tutulabilir;
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(n) if the instructions for use are not provided in
paper form in accordance with point (f) of Section
20.1, a reference to their accessibility (or
availability), and where applicable the website
address where they can be consulted,;

(o) where applicable, any particular operating
instructions;

(p) if the device is intended for single use, an
indication of that fact. A manufacturer's indication
of single use shall be consistent across the Union;

(q) if the device is intended for self-testing or near-
patient testing, an indication of that fact;

(r) where rapid assays are not intended for self-
testing or near-patient testing, the explicit
exclusion hereof;

(s) where device kits include individual reagents
and articles that are made available as separate
devices, each of those devices shall comply with

the labelling requirements contained in this
Section and with the requirements of this
Regulation;

(t) the devices and separate components shall be
identified, where applicable in terms of batches, to
allow all appropriate action to detect any potential
risk posed by the devices and detachable
components. As far as practicable and appropriate,
the information shall be set out on the device itself
and/or, where appropriate, on the sales packaging;

(u) the label for devices for self-testing shall bear
the following particulars:
(i) the type of specimen(s) required to
perform the test (e.g. blood, urine or
saliva);
(i) the need for additional materials for the
test to function properly;
(1) contact details for further advice and
assistance.
The name of devices for self-testing shall
not reflect an intended purpose other than
that specified by the manufacturer.

(n) kullanim talimatinin, 20.1. Kesimin (f) bendi
uyarinca kagit formunda temin edilmedigi
durumda,  bunun erisilebilirligine  (veya
mevcudiyetine) yonelik atif ve uygulanabildigi
hallerde, kullanim kilavuzunun erisilebildigi web
sitesi adresi;

(0) uygulanabildigi
talimatlari;

(p) Cihazin tek kullanimlik olmas1 amaglanmis ise
bu durumla ilgili bir gdsterge. Imalatginin tek
kullanimlik gostergesi, Birlik pazar1 genelinde
tutarl olur;

(q) cihaz kisisel test veya hastabasi test amagli ise,
bu duruma dair bir gosterge;

(r) hizli testlerin (analizlerin) kisisel test veya

hallerde, 0zel c¢alisma

hastabas1 test amacli olmamasi durumunda,
bununla ilgili hari¢ tutma;
(s) cihaz kitlerinin, ayr1 cihazlar olarak

bulundurulan miinferit reaktifler ve maddeler
icermesi durumunda, bu cihazlarin herbiri, bu
Kesimin igerdigi etiketleme gerekliliklerine ve bu
Tizilk iin gerekliliklerine uyar;

() Uygulanabildigi hallerde {iriin partileri
bakimindan, cihazlarin ve ¢ikarilabilir bilesenlerin
olusturdugu olas1 riskleri tespit etmek amacl
biitiin faaliyetlere imkan saglamak i¢in, s0z
konusu cihazlar ve bagimsiz bilesenler tanimlanir.
Bu bilgiler, uygulanabilir ve uygun oldugunca,
cihazin kendisi iizerinde ve/veya uygun oldugu
hallerde, satis ambalaj1 iizerinde belirtilir.
(u) kisisel test cihazlarina yonelik etiket asagidaki
detaylar tasir:
(1) testi gerceklestirmek icin gereken
ornegin/drneklerin tiirii (6rnegin, kan, lirin
veya tiikiiriik);
(11) testin dogru bir sekilde ¢alismasi igin,
ilave materyallere yonelik ihtiyac;
(i) ilave tavsiye ve destek igin iletisim

bilgileri.
Kisisel test cihazlarimin adi, imalatgi
tarafindan  belirtilenin ~ haricinde  bir

kullanim amacin1 ifade etmez.

20.3. Information on the packaging which
maintains the sterile condition of a device (‘sterile
packaging’):

The following particulars shall appear on the
sterile packaging:

(a) an indication permitting the sterile packaging
to be recognised as such,

(b) a declaration that the device is in a sterile
condition,

(c) the method of sterilisation,

(d) the name and address of the manufacturer,

20.3. Bir cihazin steril durumunu muhafaza eden
ambalajin (‘steril ambala;j’) tizerindeki bilgiler

Asagidaki detaylar, steril ambalaj {izerinde
bulunur:
(a) steril ambalajin taninmasina yonelik bir
gosterge,

(b) cihazin steril durumda olduguna dair bir beyan,

(c) sterilizasyon yontemi,
(d) imalatginin adi ve adresi,
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(e) a description of the device,

(f) the month and year of manufacture,

(9) an unambiguous indication of the time limit for
using the device safely, expressed at least in terms
of year and month and, where relevant, the day, in
that order,

(h) an instruction to check the instructions for use
for what to do if the sterile packaging is damaged
or unintentionally opened before use.

(e) cihazin tanimai,

(f) imalat ay1 ve yil1,

(g) en azindan yil ve ay, ve ilgili oldugu yerde, giin
bakimindan ifade edilen, cihazi giivenli bir sekilde
kullanmaya yoOnelik siire simirinin  agik  bir
gostergesi,

(h) steril ambalajin kullanim O6ncesinde hasar
gormesi veya istenmeyen bir sekilde agilmasi
halinde yapilmasi gerekenlere iliskin olarak
kullanim talimatinin kontrol edilmesine yonelik
bir talimat.

20.4. Information in the instructions for use
20.4.1. The instructions for use shall contain all of
the following particulars:

(a) the name or trade name of the device;

(b) the details strictly necessary for the user to
uniquely identify the device;

(c) the device's intended purpose:

(i) what is detected and/or measured;
(i) its function (e.g. screening,
diagnosis or aid to diagnosis,
prediction, companion diagnostic);
(iii) the specific information that is intended to be
provided in the context of:

— a physiological or pathological state;

— congenital physical or mental impairments;

— the predisposition to a medical condition or a
disease;

the determination of the safety and
compatibility with potential recipients;

— the prediction of treatment response or
reactions;

— the definition or monitoring of therapeutic
measures;

monitoring,
prognosis,

(iv) whether it is automated or not;

(v) whether it is qualitative, semi-quantitative or
quantitative;

(vi) the type of specimen(s) required;

(vii) where applicable, the testing population; and

(viii) for companion diagnostics, the International
Non-proprietary Name (INN) of the associated
medicinal product for which it is a companion test.
(d) an indication that the device is an in vitro
diagnostic medical device, or, if the device is a
‘device for performance study’, an indication of
that fact;

(e) the intended user, as appropriate (e.g. self-
testing, near patient and laboratory professional
use, healthcare professionals);

(F) the test principle;

20.4. Kullanim talimatindaki bilgiler
20.4.1. Kullanim talimati, asagidaki detaylarin
tamamaini igerir:
(a) cihazin adi veya ticari adi;
(b) cihaz1 spesifik bir sekilde tanimasi igin
kullaniciya kesinlikle gerekli olan ayrintilar;
(c) cihazin kullanim amaci:
(1) ne tespit edildigi ve/veya dl¢iildigi;
(ii) fonksiyonu (islevi) (6rnegin tarama, izleme,
tani veya taniya yardimci olma, prognoz, tahmin,
tamamlayici tant);
(i1i)  asagidakiler  baglaminda
amaclanan spesifik bilgiler:
— bir fizyolojik veya patolojik durum;
— konjenital  fiziksel veya zihinsel
bozukluklar;
— bir tibbi duruma veya hastaliga yonelik
predispozisyon;
— olast alicilarla ilgili giivenliligin ve
uyumlulugun belirlenmesi;
— tedavi cevabim1 veya reaksiyonlari
tahmin etmek;
— tedavi edici tedbirlerin tanimi veya
izlenmesi;
(iv) otomatik olup olmadigi;
(v) kalitatif, yari-kantitatif veya kantitatif olup
olmadig1;
(vi) gereken ornegin/6rneklerin tiirii;
(vii) uygulanabildigi hallerde, testin yapildig1
popiilasyon; ve
(viii) tamamlayici tani cihazlari i¢in, tamamlayict
testin iligkili oldugu tibbi {irliniin Uluslararasi
Miilkiyeti Haiz Olmayan Ismi (INN).
(d) cihazin bir in vitro tan1 tibbi cihazi olduguna
dair bir gosterge, ya da bu cihaz bir ‘performans
caligmasina yonelik cihaz’ ise, bu duruma dair bir
gosterge;
(e) uygun oldugu takdirde, hedeflenen kullanici
(6rnegin, kisisel test, hasta-bast ve laboratuvarda
profesyonel kullanim, saglik profesyonelleri);
(f) test(in) ¢alisma prensibi;

saglanmasi
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(9) a description of the calibrators and controls and
any limitation upon their use (e.g. suitable for a
dedicated instrument only);

(h) a description of the reagents and any limitation
upon their use (e.g. suitable for a dedicated
instrument only) and the composition of the
reagent product by nature and amount or
concentration of the active ingredient(s) of the
reagent(s) or kit as well as a statement, where
appropriate, that the device contains other
ingredients  which  might influence the
measurement;

(i) a list of materials provided and a list of special
materials required but not provided;

(j) for devices intended for use in combination
with or installed with or connected to other devices
and/or general purpose equipment:

information to identify such devices or
equipment, in order to obtain a validated and safe
combination, including key  performance
characteristics, and/or

— information on any known restrictions to
combinations of devices and equipment.

(k) an indication of any special storage (e.g.
temperature, light, humidity, etc.) and/or handling
conditions which apply;

(I) in-use stability which may include the storage
conditions, and shelf life following the first
opening of the primary container, together with the
storage conditions and stability of working
solutions, where this is relevant;

(m) if the device is supplied as sterile, an
indication of its sterile state, the sterilisation
method and instructions in the event of the sterile
packaging being damaged before use;

(g) kalibratorlerin ve kontrol materyallerinin
tanimi ve onlarin kullanimina iliskin sinirlamalar
(6rnegin, sadece Ozel bir alet ile kullanima
uygunluk);

(h) reaktiflerin tanimi, onlarin kullanimina iligkin
sinirlamalar (6rnegin, sadece Ozel bir alet ile
kullanima uygunluk) ve dogasi geregi reaktif
iriinlin  komposizyonu ve reaktifin/reaktiflerin
veya Kkitin etken maddesinin/maddelerinin
konsantrasyonu ile birlikte, uygun oldugu
hallerde, cihazin Gl¢imii etkileyebilecek baska
maddeler igerdigine dair bir ifade;

(i) temin edilen materyallerin listesi ve gereken
fakat temin edilmeyen 6zel materyallerin listesi;
(j) baska cihazlarla ve/veya genel amacgh
ekipmanlarla birlikte kullanim1 amaglanan ya da
bunlarla birlikte kurulan veya bunlara baglanan
cihazlar i¢in:

— ana performans Kkarakterisitkleri de
dahil, valide edilmis ve giivenli bir
kombinasyon elde etmek iizere, bu tiir
cihazlar1 veya ekipmani tanimlamak
i¢cin gerekli bilgiler, ve/veya

— cihaz veya ekipman kombinasyonlari
igin  bilinen kisitlamalara  iliskin
bilgiler;

(k) uygulanan 6zel depolama (6rnegin, sicaklik,
151k, nem, vb.) ve/veya kullanim kosullarina dair
bir gosterge;

(I) Depolama (saklama) sartlarini ve ilgili oldugu
yerde, caligsma sollisyonlarinin saklama sartlar1 ve
stabilites1 ile birlikte, primer ambalajinin ilk
agilisindan itibaren raf dmriinii i¢erebilen kullanim
stabilitesi (in-use stability) ve

(m) cihaz steril olarak tedarik ediliyorsa, bunun
steril durumu ile ilgili bir gdsterge, sterilizasyon
yontemi ve kullanimdan once hasar goérmiis olan
steril ambalaj durumunda uyulacak talimatlar;

(n) information that allows the user to be informed
of any warnings, precautions, measures to be taken
and limitations of use regarding the device. That
information shall cover, where appropriate:

(i) warnings, precautions and/or measures to be
taken in the event of malfunction of the device or
its degradation as suggested by changes in its
appearance that may affect performance,

(i) warnings, precautions and/or measures to be
taken as regards the exposure to reasonably
foreseeable external influences or environmental
conditions, such as magnetic fields, external

(n) kullanicinin, uyarilar, Onlemler, kontra-
endikasyonlar, alinacak tedbirler ve cihaza iliskin

kullanim sinirlamalari konusunda
bilgilendirilmesine imkin veren bilgiler. Bu
bilgiler, uygun oldugu hallerde, asagidakileri
kapsar:

(1) cihazin gorlinlimiinde performansi
etkileyebilecek bir degisiklikle 1ilgili olarak
cihazin  arizalanmast ya da  bozulmasi

durumundaki; uyarilar, 6nlemler ve/veya alinacak
tedbirler,

(i) manyetik alanlar, harici elektriksel ve
elektromanyetik etkiler, elektrostatik bosalma,
tan1 veya tedavi amagli prosediirlerle iliskili
radyasyon, basing, nem veya sicaklik gibi makul
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electrical and electromagnetic effects, electrostatic
discharge, radiation associated with diagnostic or
therapeutic procedures, pressure, humidity, or
temperature,

(iif) warnings, precautions and/or measures to be
taken as regards the risks of interference posed by
the reasonably foreseeable presence of the device
during  specific  diagnostic  investigations,
evaluations, therapeutic treatment or other
procedures such as electromagnetic interference
emitted by the device affecting other equipment,

(iv) precautions related to materials incorporated
into the device that contain or consist of CMR
substances, or endocrine disrupting substances or
that could result in sensitisation or an allergic
reaction by the patient or user,

(v) if the device is intended for single use, an
indication of that fact. A manufacturer's indication
of single use shall be consistent across the Union,

(vi) if the device is reusable, information on the
appropriate processes to allow reuse, including
cleaning, disinfection, decontamination,
packaging and, where appropriate, the validated
method of re-sterilisation. Information shall be
provided to identify when the device should no
longer be reused, such as signs of material
degradation or the maximum number of allowable
reuses;

(o) any warnings and/or precautions related to
potentially infectious material that is included in
the device;

(p) where relevant, requirements for special
facilities, such as a clean room environment, or
special training, such as on radiation safety, or
particular qualifications of the intended user;
(q) conditions for collection, handling,
preparation of the specimen;

(r) details of any preparatory treatment or handling
of the device before it is ready for use, such as
sterilisation, final assembly, calibration, etc., for
the device to be used as intended by the
manufacturer;

(s) the information needed to verify whether the
device is properly installed and is ready to perform
safely and as intended by the manufacturer,
together with, where relevant:

and

— details of the nature, and frequency, of
preventive and regular maintenance, including
cleaning and disinfection;

olarak Ongdriilebilir harici etkilere veya c¢evresel
sartlara maruz kalmayla ilgili uyarilar, 6nlemler
ve/veya alinacak tedbirler,

(1ii) tan1 amacgli  spesifik arastirmalar,
degerlendirmeler veya tedavi amagli islemler ya da
diger prosediirler sirasinda, makul ve dngoriilebilir
bir sekilde cihazin mevcudiyetinden kaynaklanan
girigim riskleri (6rnegin, cihazdan yayilan ve diger
ekipmani etkileyen elektromanyetik enterferans)
ile ilgili uyarilar, onlemler ve/veya alinacak
tedbirler,

(iv) Cihazin ihtiva ettigi, CMR maddeler veya
endokrin bozucu maddeler igeren veya bunlardan
olusan ya da hastada veya kullanicida hassasiyete
veya alerjik bir reaksiyona yol acabilecek olan
materyallerle ilgili 6nlemler,

(v) Cihazin tek kullanimlik olmas1 amaglanmis ise
bu durumla ilgili bir gosterge. Imalat¢inin tek
kullanimlik gdstergesi, Birlik pazari genelinde
tutarl olur,

(vi) cihaz yeniden kullanilabilir ise temizlik,
dezenfeksiyon, dekontaminasyon, ambalajlama ve
uygun oldugu hallerde valide edilmis yeniden
sterilizasyon yontemi dahil olmak iizere, yeniden
kullanima olanak saglayan uygun proseslere
siireglere iliskin bilgiler. Bu bilgiler, materyal
bozulmasinin belirtileri veya izin verilebilir azami
yeniden kullanim sayis1 gibi, cihazin artik yeniden
kullanilmamas1 gerektigi zamani belirlemek icin
verilir;

(o) cihaza dahil edilen potansiyel bulasict
materyaller ile ilgili uyarilar ve/veya 6nlemler;

(p) gerektigi hallerde, temiz oda ortami gibi 6zel
yerler veya radyasyon giivenligi gibi konularda
0zel egitim ya da hedeflenen kullanicinin belirli
yeterliliklerine iliskin gereklilikler;
(qQ)  ornegin  toplanmasi,  kullanimi
hazirlanmasina yonelik sartlar;
(r)  Imalatg1 tarafindan amaclandigi sekilde
kullanilacak cihazin, sterilizasyon, nihai montaj ve
kalibrasyon gibi kullanima hazir olmadan 6nceki
hazirlik iglemleri veya kullanimi ile ilgili
ayrintilar;
(s) ilgili oldugu yerde, asagidakilerle birlikte,
cihazin dogru bir sekilde kurulup kurulmadiginin;
giivenli sekilde ve imalat¢1 tarafindan amaglandigi
gibi  calismaya  hazir  olup  olmadiginin
dogrulanmasi i¢in gereken bilgiler:
— temizlik ve dezenfeksiyon dahil olmak
iizere, Onleyici ve diizenli bakimin
niteligi ve sikligina dair ayrintilar;

veE
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— identification of any consumable components
and how to replace them;

— information on any necessary calibration to
ensure that the device operates properly and safely
during its intended lifetime;

— methods for mitigating the risks encountered by
persons involved in installing, calibrating or
servicing devices.

(t) where applicable, recommendations for quality
control procedures;

(u) the metrological traceability of values assigned
to calibrators and control materials, including
identification of applied reference materials and/or
reference measurement procedures of higher order
and information regarding maximum (self-
allowed) batch to batch variation provided with
relevant figures and units of measure;

(v) assay procedure including calculations and
interpretation of results and where relevant if any
confirmatory testing shall be considered; where
applicable, the instructions for use shall be
accompanied by information regarding batch to
batch variation provided with relevant figures and
units of measure;

(w) analytical performance characteristics, such as
analytical sensitivity, analytical specificity,
trueness (bias), precision (repeatability and
reproducibility), accuracy (resulting from trueness
and precision), limits of detection and
measurement range, (information needed for the
control of known relevant interferences, cross-
reactions and limitations of the method),
measuring range, linearity and information about
the use of available reference measurement
procedures and materials by the user;

(x) clinical performance characteristics as defined
in Section 9.1 of this Annex;

(y) the mathematical approach upon which the
calculation of the analytical result is made;

(z) where relevant, clinical performance
characteristics, such as threshold value, diagnostic
sensitivity and diagnostic specificity, positive and
negative predictive value;

(aa) where relevant, reference intervals in normal
and affected populations;

(ab) information on interfering substances or
limitations (e.0. visual evidence of
hyperlipidaemia or haemolysis, age of specimen)
that may affect the performance of the device;

— sarf malzemesi bilesenlerinin  ve
bunlarin nasil degistirileceginin
tanimlanmasi;

— cihazin amaglanan kullanim Omrii

boyunca dogru ve giivenli bir sekilde

calisgmasin1i  saglamak ig¢in gerekli

kalibrasyonlar hakkinda bilgiler; ve

— cihazlarin  kurulum, kalibrasyon ve

servis hizmetlerine dahil olan kisilerce

karsilasilan riskleri ortadan kaldirmak

icin yontemler;
(t) uygulanabildigi hallerde,
prosediirlerine yonelik tavsiyeler;
(u) uygulanan referans materyallerinin ve/veya
daha  yiiksek dereceden  referans  Olgiim
prosediirlerinin tanimlanmasi dahil olmak tizere,
kalibratorlere ve kontrol materyallerine tahsis
edilen degerlerin metrolojik izlenebilirligi ve ilgili
Olcim degerleri ve birimleri ile saglanan (kendi
kriterlerine gore izin verilen) azami partiden
partiye degisime (varyasyona) iliskin bilgiler;
(v) hesaplamalar ve sonuglarin yorumlanmasi
dahil olmak iizere analiz prosediirii ve ilgili oldugu
yerde herhangi bir dogrulama testi
degerlendiriliyorsa; uygun oldugu hallerde
kullanim kilavuzu, ilgili Ol¢iim degerleri ve
birimleri ile saglanan partiden partiye varyasyona
iliskin bilgilere eslik eder;
(w) analitik duyarlilik, analitik seg¢icilik, gerceklik
(yanlilik), kesinlik (tekrarlanabilirlik ve yeniden
iretilebilirlik), dogruluk (gerceklik ve kesinlikten
elde edilen), saptama ve miktar belirleme limiti
(ilgili bilinen girisimlerin, ¢apraz-reaksiyonlarin
ve yontem sinirlamalarinin kontrolii i¢in gerekli
olan bilgiler), 6l¢iim araligi, lineerlik ve kullanici
tarafindan mevcut referans 6l¢iim prosediirlerinin
ve materyallerin kullanim1 hakkinda bilgiler gibi,
analitik performans karakteristikleri;

kalite kontrol

(x) bu Ekin 9.1. Kesiminde tanimlandig1 sekilde
klinik performans karakteristikleri;

(y) analitik sonu¢ hesaplamasinin yapildig:
matematiksel yaklasim;

(z) ilgili oldugu yerde, esik deger, tanmisal
duyarlilik ile tanisal segicilik, pozitif ve negatif
prediktif  deger gibi, klinik  performans
karakteristikleri;

(aa) ilgili oldugu yerde, normal ve etkilenmis
popiilasyonlardaki referans araliklari;

(ab) girisime yol acan maddelere ya da cihazin
performansini  etkileyebilecek  sinirlamalara
(6rnegin, hiperlipideminin veya hemolizin gorsel
kanit1, 6rnegin yas1) iliskin bilgiler;
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(ac) warnings or precautions to be taken in order
to facilitate the safe disposal of the device, its
accessories, and the consumables used with it, if
any. This information shall cover, where
appropriate:
(i) infection or microbial hazards, such as
consumables contaminated with potentially
infectious substances of human origin;

(i1) environmental hazards such as batteries

or materials that emit potentially hazardous

levels of radiation;

(i) physical hazards such as explosion.
(ad) the name, registered trade name or registered
trade mark of the manufacturer and the address of
its registered place of business at which he can be
contacted and its location be established, together
with a telephone number and/or fax number and/or
website address to obtain technical assistance;
(ae) date of issue of the instructions for use or, if
they have been revised, date of issue and identifier
of the latest revision of the instructions for use,
with a clear indication of the introduced
modifications;
(af) a notice to the user that any serious incident
that has occurred in relation to the device shall be
reported to the manufacturer and the competent
authority of the Member State in which the user
and/or the patient is established:;
(ag) where device kits include individual reagents
and articles that may be made available as separate
devices, each of these devices shall comply with
the instructions for use requirements contained in
this Section and with the requirements of this
Regulation;
(ah) for devices that incorporate electronic
programmable systems, including software, or
software that are devices in themselves, minimum
requirements concerning hardware, IT networks
characteristics and IT security measures, including
protection against unauthorised access, necessary
to run the software as intended.

(ac) cihazin, aksesuarlarinin ve varsa kullanilan
sarf malzemelerin giivenli bir sekilde bertarafini
kolaylagtirmak i¢in uyarilar veya alinacak
Onlemler. Bu bilgiler, uygun oldugu hallerde,
asagidakileri kapsar:

(1) insan kaynakl1 potansiyel olarak bulasici

maddeler ile kontamine olan sarf

malzemeleri  gibi  enfeksiyon  veya

mikrobiyal tehlikeler,

(i) potansiyel olarak tehlikeli seviyelerde

radyasyon  yayan  bataryalar  veya

materyaller gibi ¢gevresel tehlikeler;

(ii1) patlama gibi fiziksel tehlikeler.
(ad) imalat¢inin adi, kayith ticari unvani veya
kayith ticari markasi ve teknik destek alabilmek
i¢in bir telefon numarasi1 ve/veya faks numarasi
ve/veya web sitesi adresi ile birlikte, ona
ulasilabilecek ve konumunun belirlenebilecegi
kayitlt is yerinin adresi;
(ae) kullanim talimatinin diizenlenme tarihi ya da
degistirilmisse, yapilan degisikliklerin agik¢a
belirtilmesi ve kullanim talimatinin en son
degisikliginin diizenlenme tarihi ile tanimlayici
revizyon numarast;
(af) cihazla ilgili meydana gelen ciddi olumsuz
olaylarin imalat¢giya ve kullanicinin ve/veya
hastanin yerlesik oldugu tiye devletin yetkili
otoritesine  raporlanmasi  gerektigine  dair
kullaniciya bir bildirim;
(ag) cihaz kitlerinin, ayr1 cihazlar olarak temin
edilen miinferit reaktifler ve maddeler igermesi
durumunda, bu cihazlarin herbiri, bu Kesimin
igerdigi kullanim kilavuzu gerekliliklerine ve bu
Tiiziik’iin gerekliliklerine uyar;

(ah) yazilim dahil olmak iizere, elektronik
programlanabilir sistemler igeren cihazlar ya da
kendileri cihaz olan yazilimlar i¢in, donanim, bilgi
teknolojileri aglar1 karakteristikleri ve yetkisiz
girislere karsi koruma dahil olmak ftizere bilgi
teknolojileri giivenlik tedbirleri ile ilgili olarak,
yazilimin amagclandig1 sekilde calismasi1 igin
gerekli olan asgari gereklilikler.

20.4.2 In addition, the instructions for use for
devices intended for self-testing shall comply with
all of the following principles:

(a) details of the test procedure shall be given,
including any reagent preparation, specimen
collection and/or preparation and information on
how to run the test and interpret the results;

(b) specific particulars may be omitted provided
that the other information supplied by the
manufacturer is sufficient to enable the user to use

20.4.2. Buna ilave olarak, kisisel test amacgh
cihazlara yonelik kullanim talimati asagidaki
ilkelerin tamamina uyar:

(@) reaktiflerin ~ hazirlanmasi, orneklerin
toplanmas1 ve/veya hazirlanmasi ve testin nasil
gerceklestirilecegine  ve  sonuglarin  nasil
yorumlanacagina iliskin bilgiler dahil olmak
iizere, test prosediiriiniin ayrintilar1 gosterilir;

(b) imalat¢1 tarafindan temin edilen diger
bilgilerin, kullanicinin cihaz1 kullanmasin1 ve
cihaz  tarafindan iretilen sonucu/sonuglari
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the device and to understand the result(s) produced
by the device;

(c) the device's intended purpose shall provide
sufficient information to enable the user to
understand the medical context and to allow the
intended user to make a correct interpretation of
the results;

(d) the results shall be expressed and presented in
a way that is readily understood by the intended
user,;

(e) information shall be provided with advice to
the user on action to be taken (in case of positive,
negative or indeterminate result), on the test
limitations and on the possibility of false positive
or false negative result. Information shall also be
provided as to any factors that can affect the test
result such as age, gender, menstruation, infection,
exercise, fasting, diet or medication;

(f) the information provided shall include a
statement clearly directing that the user should not
take any decision of medical relevance without
first consulting the appropriate healthcare
professional, information on disease effects and
prevalence, and, where available, information
specific to the Member State(s) where the device
is placed on the market on where a user can obtain
further advice such as national helplines, websites;
(g) for devices intended for self-testing used for
the monitoring of a previously diagnosed existing
disease or condition, the information shall specify
that the patient should only adapt the treatment if

anlamasimi mimkiin kilmak ic¢in yeterli olmasi
sartiyla, spesifik ayrintilar ihmal edilebilir;

(c¢) cihazin kullanim amaci, kullanicinin tibbi
icerigi anlamasini miimkiin kilmak ve hedeflenen
kullanicinin ~ sonuglart  dogru  bir  sekilde
yorumlamasina imkan saglamak icin yeterli bilgi
saglar.

(d) sonuglar, hedeflenen kullanic1 tarafindan
kolaylikla anlasilacak bir sekilde ifade edilir ve
sunulur,;

(e) Kullaniciya, pozitif, negatif veya belirsiz sonug
durumunda yapacagi eyleme, test sinirlamalarina
ve vyanlis pozitif veya yanlis negatif sonug
olasiligina iligskin bilgi verilir. Yas, cinsiyet,
menstriiasyon, enfeksiyon, egzersiz, aclik, diyet

veya ila¢g tedavisi gibi test sonucunu
etkileyebilecek faktorlere iliskin olarak da bilgiler
saglanir;

(f) saglanan bilgiler; kullanicinin, 6ncelikli olarak
uygun saglik profesyoneline danismadan, tibbi
onem arz eden hicbir karar almamas1 gerektigini
acikca yonelten bir beyani, hastalik etkilerine ve
yatkinligina iliskin bilgileri ve mevcutsa, ulusal
telefon yardim hatlar1 ve websiteleri gibi,
kullanicinin ilave tavsiye elde edebilecegi, cihazin
piyasaya arz edildigi, Uye Ulkeye/Ulkelere &zel
bilgileri igerir;

(g) oOnceden tanis1t konmus mevcut hastalik veya
durumun izlenmesi i¢in kullanilan kisisel test
amacglh cihazlar i¢in s6z konusu bilgiler, hastanin
sadece bunu yapmak iizere uygun egitimi almasi

he has received the appropriate training to do so. | durumunda tedaviyi uygulamasi gerektigini
belirtir.
ANNEX Il EK I
TECHNICAL DOCUMENTATION TEKNIK DOKUMANTASYON
The technical documentation and, if applicable, | Imalatci tarafindan hazirlanacak teknik

the summary thereof to be drawn up by the
manufacturer shall be presented in a clear,
organised, readily searchable and unambiguous
manner and shall include in particular the elements
listed in this Annex.

dokiimantasyon ve mevcutsa bunun 06zeti; acik,
diizenli, kolaylikla incelenebilir ve belirsizlige
mahal vermeyen bir sekilde sunulur ve 6zellikle bu
Ekte listelenen unsurlari igerir.

1. DEVICE DESCRIPTION AND
SPECIFICATION, INCLUDING VARIANTS
AND ACCESSORIES

1.1. Device description and specification

(a) product or trade name and a general description
of the device including its intended purpose and
intended users;

(b) the Basic UDI-DI as referred to in Part C of
Annex VI assigned by the manufacturer to the
device in question, as soon as identification of this
device becomes based on a UDI system, or
otherwise a clear identification by means of

1. VARYANTLARI VE AKSESUARLARI
DAHIL OLMAK UZERE CIHAZ TANIMI VE
SPESIFIKASYONU

1.1. Cihaz tanimi1 ve spesifikasyonu

(a) cihazin; iirlin ad1 veya ticari adi ve kullanim
amaci ve hedeflenen kullanicilar1 dahil olmak
lizere genel bir tanimi;

(b) cihazin tanimlanmasi, bir UDI sistemine ya da
aksi takdirde iiriin kodu, katalog numarasi veya
izlenebilirlige imkan saglayan diger kesin atiflar
vasitastyla acik bir tanimlamaya dayali hale gelir
gelmez, VI. Ekin C Kisiminda atifta bulunuldugu
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product code, catalogue number or other
unambiguous reference allowing traceability;

(c) the intended purpose of the device which may
include information on:

(1) what is to be detected and/or measured;

(i) its function such as screening,
monitoring, diagnosis or aid to diagnosis,
prognosis, prediction, companion
diagnostic;

(i11) the specific condition or risk factor of
interest that it is intended to detect, define
or differentiate;

(iv) whether it is automated or not;

(v) whether it is qualitative, semi-
guantitative or quantitative;

(vi) the type of specimen(s) required;

(vii) where applicable, the testing
population;

(viii) the intended user;
(ix) in addition, for companion diagnostics,
the relevant target population and the
associated medicinal product(s).
(d) the description of the principle of the assay
method or the principles of operation of the
instrument;
(e) the rationale for the qualification of the product
as a device;
() the risk class of the device and the justification
for the classification rule(s) applied in accordance
with Annex VIII;
(9) the description of the components and where
appropriate, the description of the reactive
ingredients of relevant components such as
antibodies, antigens, nucleic acid primers;
and where applicable:
(h) the description of the specimen collection and
transport materials provided with the device or
descriptions of specifications recommended for
use;
(i) for instruments of automated assays: the
description of the appropriate assay characteristics
or dedicated assays;
(J) for automated assays: a description of the
appropriate instrumentation characteristics or
dedicated instrumentation;
(k) a description of any software to be used with
the device;
(I) a description or complete list of the various
configurations/variants of the device that are
intended to be made available on the market;
(m) a description of the accessories for a device,
other devices and other products that are not

sekilde s6z konusu cihaz i¢in imalat¢1 tarafindan
tahsis edilen Temel UDI-DI;
(c) cihazin, asagidakilere iligskin bilgiler igeren
kullanim amaci:
(1) neyin belirlenecegine tespit edilecegine
ve/veya Olglilecegine;
(1) tarama, izleme, tant veya taniya
yardimct  olma,  prognoz,  tahmin,
tamamlayici tan1 gibi fonksiyonuna;

(1ii) tespit edilmesi, tanimlanmasi veya fark
edilmesi hedeflenen spesifik durum ya da
risk faktori;
(iv) otomatik olup olmadigina iliskin;
(v) kalitatif, yari-kantitatif veya kantitatif
olup olmadigi;
(vi) gereken ornegin/drneklerin tiiriine;
(vil) uygulanabildigi hallerde, testin
yapildig1 popiilasyona;
(viii) hedeflenen kullaniciya;
(ix) Buna ilave olarak, tamamlayic1 tani
cihazlar1 i¢in ilgili hedef popiilasyona ve
iligkili tibbi Uriline/iiriinlere.
(d) s0z konusu analiz yontemi ilkesinin veya aletin
¢aligsma ilkesinin tanimi;

(e) iiriinlin bir cihaz olarak nitelendirilmesine
iliskin gerekge;

(f) cihazin risk smifi ve VIII. Ek uyarinca
uygulanan  smiflandirma  kuralinin ~ veya
kurallarinin gerekgesi;

(g) bilesenlerin tanim1 ve uygun oldugu hallerde,
ilgili bilesenlerin antikorlar, antijenler, niikleik
asit primerleri gibi reaktif i¢eriklerinin tanimi;

ve uygulanabildigi hallerde:

(h) cihazla birlikte temin edilen 6rnek toplama ve
tasima materyallerinin tanimi ya da kullanim i¢in
tavsiye edilen spesifikasyonlarin tanimlari;

(1) otomatik analiz aletleri i¢in: uygun analiz
karakteristiklerin ya da 6zel (atfedilen) analizlerin
tanimi;

(j) otomatik analizler i¢in: uygun enstriimantasyon
karakteristiklerinin ya da ozel (atfedilen)
enstrimantasyonun tanimi;

(k) cihazla birlikte kullanilacak her yazilimin
tanimi,

(1) cihazin piyasaya arz edilmesi amaglanan
degisik konfigiirasyonlarinin/varyantlarinin
tanim1 veya tam listesi;

(m) s0z konusu cihazla birlikte kullanilmasi
amaglanan bir cihaza, diger cihazlara veya diger
irlinlere yonelik aksesuarlarin tanimai.
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devices, which are intended to be wused in
combination with the device.

1.2. Reference to previous and similar generations
of the device

(a) an overview of the previous generation or
generations of the device produced by the
manufacturer, where such devices exist;

(b) an overview of identified similar devices
available on the Union or international markets,
where such devices exist.

1.2. Cihazin 6nceki ve benzer nesillerine atif

(a) bu tiir cihazlarin bulunmasi durumunda,
imalat¢1 tarafindan iiretilen cihazin onceki nesil
veya nesilleri hakkinda genel aciklama;

(b) bu tiir cihazlarin bulunmasi1 durumunda, Birlik
veya uluslararasi piyasada bulunan tanimlanmis
benzer cihazlar hakkinda genel agiklama.

2. INFORMATION TO BE SUPPLIED BY THE
MANUFACTURER

A complete set of

(a) the label or labels on the device and on its
packaging, such as single unit packaging, sales
packaging, transport packaging in the case of
specific management conditions, in the languages
accepted in the Member States where the device is
envisaged to be sold;

2. IMALATCI TARAFINDAN TEMIN
EDILECEK BILGILER

Asagidakileri iceren eksiksiz bir bilgi seti:

(@) cihazin satilmasinin  planlandigi tye
devletlerde kabul edilen dillerde, cihazin
iizerindeki ve tekli birim ambalaji, satis ambalaji,
spesifik idare sartlar1 olmasi durumunda tasima
ambalaj1 gibi ambalajlarinin tizerindeki etiket veya

etiketler; ve

(b) the instructions for use in the languages | (b) cihazin satilmasinin  planlandigi iye
accepted in the Member States where the device is | devletlerde kabul edilen dillerde kullanim
envisaged to be sold. kilavuzu.

3. DESIGN AND MANUFACTURING | 3. TASARIM VE IMALAT BILGILERI
INFORMATION

3.1. Design information 3.1. Tasarim bilgileri

Information to allow the design stages applied to | Cihaza  uygulanan  tasarim  asamalarinin
the device to be understood shall include: anlasilmasina imkan saglayan bilgiler

(a) a description of the critical ingredients of the
device such as antibodies, antigens, enzymes and
nucleic acid primers provided or recommended for
use with the device;

(b) for instruments, a description of major
subsystems, analytical technology such as
operating principles and control mechanisms,
dedicated computer hardware and software;

(c) for instruments and software, an overview of
the entire system;

(d) for software, a description of the data
interpretation methodology, namely the algorithm;
(e) for devices intended for self-testing or near-
patient testing, a description of the design aspects
that make them suitable for self-testing or near-
patient testing.

asagidakileri igerir:

(a) cihazla kullanilmasi i¢in temin edilen veya
tavsiye edilen antikorlar, antijenler, enzimler ve
niikleik asit primerleri gibi cihaz i¢in 6nemli olan
maddelerin tanimi;

(b) aletler i¢in, baglica alt-sistemlerin, g¢alisma
ilkeleri (prensipleri) ve kontrol mekanizmalari
gibi analitik teknolojinin, (kendisine) 6zel (uygun)
bilgisayar donaniminin ve yaziliminin tanimi;

(c) aletler ve yazilimlar i¢in, tiim sistemin genel
agiklamasi;

(d) yazilimlar icin, algoritma olarak adlandirilan,
veri yorumlama metodolojisinin tanimi;

(e) kisisel test veya hasta-basi test amacli cihazlar
icin, bu cihazlar kisisel test veya hasta-basi test
i¢in uygun hale getiren tasarima iligskin hususlarin
tanimi.

3.2. Manufacturing information

(a) information to allow the manufacturing
processes such as production, assembly, final
product testing, and packaging of the finished
device to be understood. More detailed
information shall be provided for the audit of the
quality management system or other applicable
conformity assessment procedures;

3.2. Imalat bilgileri

(a) imalat, montaj, nihai iirlin testi ve bitmis
cihazin ambalajlanmasi gibi imalat siire¢lerinin
anlasilmasina imkan saglayan bilgiler. Kalite
yonetim sisteminin veya uygulanabilir diger
uygunluk degerlendirme prosediirlerinin denetimi
i¢in daha detayli bilgiler saglanir.
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(b) identification of all sites, including suppliers
and  sub-contractors, where manufacturing
activities are performed.

(b) tedarikgiler ve alt-yiikleniciler dahil olmak
iizere, imalat faaliyetlerinin yiritiildiigli biitiin
tesislerin tanimlanmasi.

4. GENERAL SAFETY AND PERFORMANCE
REQUIREMENTS

The documentation shall contain information for
the demonstration of conformity with the general
safety and performance requirements set out in
Annex | that are applicable to the device taking
into account its intended purpose, and shall
include a justification, validation and verification
of the solutions adopted to meet those
requirements. The demonstration of conformity
shall also include:

(a) the general safety and performance
requirements that apply to the device and an
explanation as to why others do not apply;

(b) the method or methods used to demonstrate
conformity with each applicable general safety and
performance requirement;

(c) the harmonised standards, CS or other solutions
applied;

(d) the precise identity of the controlled documents
offering evidence of conformity with each
harmonised standard, CS or other method applied
to demonstrate conformity with the general safety
and performance requirements. The information
referred to under this point shall incorporate a
cross-reference to the location of such evidence
within the full technical documentation and, if
applicable, the summary technical documentation.

4. GENEL GUVENLILIK VE PERFORMANS
GEREKLILIKLERI

Dokiimantasyon; kullanim amac1 dikkate alinarak
cihaza uygulanabilir olan ve 1. Ekte belirtilen
genel giivenlilik ve performans gerekliliklerine
uygunlugun gosterilmesine yonelik bilgileri
kapsar ve bu gereklilikleri karsilamak i¢in kabul
edilen ¢oziimlerin gerekgesini, validasyonunu ve
dogrulamasini igerir. Uygunlugun gosterilmesi
asagidakileri igerir:

(a) cihaza uygulanan genel giivenlilik ve
performans gereklilikleri ve digerlerinin neden
uygulanmadigina dair bir agiklama;

(b) uygulanabilir her genel giivenlilik ve
performans gerekliligine uygunlugu gostermek
i¢in kullanilan metot(lar);

(c) Uygulanan uyumlastirilmis standartlar, ortak
spesifikasyonlar veya diger ¢oziimler ve

(d) genel giivenlilik ve performans gerekliliklerine
uygunlugu gostermek i¢in uygulanan her
uyumlastirilmis standarda, ortak spesifikasyona
veya diger metoda uygunlugun kaniti olarak
sunulan kontrollii belgelerin kesin tanimi. Bu bent
kapsaminda atifta bulunulan bilgiler; bu tiir kanitin
teknik dokiimantasyonda ve uygulanabildigi
hallerde teknik dokiimantasyonun 6zetinde nerede
bulunduguna dair bir atif igerir.

5. BENFIT-RISK ANALYSIS AND RISK
MANAGEMENT
The documentation shall contain information on:

(a) the benefit-risk analysis referred to in Sections
1 and 8 of Annex I, and

(b) the solutions adopted and the results of the risk
management referred to in Section 3 of Annex I.

5. FAYDA-RISK ANALIiZI VE RISK
YONETIMI

Dokiimantasyon asagidakilere iligkin bilgiler
igerir:

(a) I. Ekin 1. ve 8. Kesimlerinde atifta bulunulan
fayda-risk analizi ve

(b) benimsenen ¢oziimler ve 1. Ekin 3. Kesiminde
atifta bulunulan risk yonetimiyle ilgili sonuglar.

6. PRODUCT VERIFICATION AND
VALIDATION

The documentation shall contain the results and
critical analyses of all verifications and validation
tests and/or studies undertaken to demonstrate
conformity of the device with the requirements of
this Regulation and in particular the applicable
general safety and performance requirements.

This includes:

6. URUN DOGRULAMA VE VALIDASYON

Dokiimantasyon; cihazin bu Tiiziik ’iin
gerekliliklerine ve oOzellikle uygulanabilir genel
giivenlilik  ve  performans  gerekliliklerine
uygunlugunu gostermek i¢in yiiriitiilen biitiin
dogrulamalar ve validasyon testleri ve/veya
caligmalan ile ilgili sonuglar1 ve kritik analizleri
igerir.

Dokiimantasyon, asagidakileri igerir:

6.1. Information on analytical performance of the
device

6.1.1. Specimen type

This Section shall describe the different specimen
types that can be analysed, including their stability

6.1. Cihazin analitik performansina iliskin bilgiler

6.1.1. Ornek tipi
Bu Kesim, depolama, uygulanabildigi hallerde
ornek tagima sartlar1 ve kritik zamanli analiz
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such as storage, where applicable specimen
transport conditions and, with a view to time-
critical analysis methods, information on the
timeframe between taking the specimen and its
analysis and storage conditions such as duration,
temperature limits and freeze/thaw cycles.

yontemleri bakimindan, 6rnek alma ile 0rnegin
analizi arasindaki siireye iliskin bilgiler gibi
stabiliteleri ve siire, sicaklik smirlar1 ve
donma/¢dziilme dongiileri gibi saklama sartlar1 da
dahil olmak tizere, analiz edilebilecek farkli 6rnek
tiirlerini tanimlar.

6.1.2. Analytical performance characteristics
6.1.2.1. Accuracy of measurement

(a) Trueness of measurement

This Section shall provide information on the
trueness of the measurement procedure and
summarise the data in sufficient detail to allow an
assessment of the adequacy of the means selected
to establish the trueness. Trueness measures apply
to both quantitative and qualitative assays only
when a certified reference material or certified
reference method is available.

(b) Precision of measurement
This Section shall describe repeatability and
reproducibility studies.

6.1.2. Analitik performans karakteristikleri
6.1.2.1. Ol¢iim dogrulugu

(a) Olgiim gercekligi

Bu Kesim, 06l¢iim prosediiriiniin gergekligine
iliskin bilgiler saglar ve gercekligi belirlemek i¢in
secilen araglarin yeterliliginin degerlendirilmesine
imkan saglamak tizere, verileri yeteri kadar
ayrintilt bir sekilde 6zetler. Gergeklik dlgiimleri,
sadece onayli bir referans materyalinin veya
onayli referans yOnteminin mevcut olmasi
durumunda hem Kkantitatif hem de Kkalitatif
analizler i¢in uygulanir.

(b) Ol¢iim kesinligi

Bu Kesim, tekrarlanabilirlik ve
iiretilebilirlik ¢aligmalarini tanimlar.

yeniden

6.1.2.2. Analytical sensitivity

This Section shall include information about the
study design and results. It shall provide a
description of specimen type and preparation
including matrix, analyte levels, and how levels
were established. The number of replicates tested
at each concentration shall also be provided as well
as a description of the calculation used to
determine assay sensitivity.

6.1.2.2. Analitik duyarlilik

Bu Kesim, ¢alisma tasarimi ve sonuglari hakkinda
bilgiler igerir. Bu Kesim, 6rnegin tiirii ve maktriks,
analit seviyeleri ve bu seviyelerin nasil
olusturuldugu da dahil olmak iizere, Ornegin
hazirlanmasi1 ile ilgili bir tanimlamay: igerir.
Analiz duyarliligini belirlemek i¢in kullanilan
hesaplamalarin bir tanimi ile birlikte her bir
konsantrasyonda test edilen replikalarin sayis1 da
verilir.

6.1.2.3. Analytical specificity

This Section shall describe interference and cross
reactivity studies performed to determine the
analytical specificity in the presence of other
substances/agents in the specimen.

Information shall be provided on the evaluation of
potentially interfering and  cross-reacting
substances or agents on the assay, on the tested
substance or agent type and its concentration,
specimen type, analyte test concentration, and
results.

Interferents and cross-reacting substances or
agents, which vary greatly depending on the assay
type and design, could derive from exogenous or
endogenous sources such as:

(a) substances used for patient treatment such as
medicinal products;

(b) substances ingested by the patient such as
alcohol, foods;

(c) substances added during specimen preparation
such as preservatives, stabilisers;

6.1.2.3. Analitik se¢icilik

Bu Kesim, ornekte baska maddelerin/ajanlarin
varliginda analitik 6zgilliigii belirlemek icin
gerceklestirilen girisim ve c¢apraz reaktivite
¢alismalarini tanimlar.

Analiz iizerinde potansiyel olarak girisime ve
capraz reaksiyona yol acan maddelerin veya
ajanlarin degerlendirilmesine, test edilen madde
veya ajan tipine ve onun konsantrasyonuna, dérnek
tliriine, analit test konsantrasyonuna ve sonuglara
iligkin bilgiler verilir.

Analiz tiirline ve tasarimina bagli olarak biiyiik
Olclide degisiklik gosteren girisime yol acan ve
capraz reaksiyon veren maddeler veya ajanlar,
asagidakiler gibi eksojen veya endojen
kaynaklardan kaynaklanabilir:

(a) tibbi iirtinler gibi hasta tedavisi i¢in kullanilan
maddeler;

(b) alkol ve yiyecekler gibi hasta tarafindan
sindirilen maddeler;

(¢) koruyucular ve dengeleyiciler gibi Ornek
hazirlama sirasinda eklenen maddeler;
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(d) substances encountered in specific specimen
types such as haemoglobin, lipids, bilirubin,
proteins;

(e) analytes of similar structure such as precursors,
metabolites or medical conditions unrelated to the
test condition including specimens negative for the
assay but positive for a condition that can mimic
the test condition.

(d) hemoglobin, lipidler, bilirubin ve proteinler
gibi  spesifik o6rnek tiirlerinde karsilasilan
maddeler;

(e) prekiirsorler ve metabolitler gibi benzer
yapidaki analitler ya da test sartin1 taklit edebilen
bir sart i¢in pozitif ama s6z konusu analiz igin
negatif olan Ornekler de dahil olmak {izere test
sartiyla ilgili olmayan tibbi durumlar.

6.1.2.4. Metrological traceability of calibrator and
control material values

6.1.2.4. Kalibrator ve kontrol materyal verilerinin
metrolojik izlenebilirligi

6.1.2.5. Measuring range of the assay

This Section shall include information on the
measuring range regardless of whether the
measuring systems are linear or non-linear,
including the limit of detection and describe
information on how the range and detection limit
were established.

This information shall include a description of
specimen type, number of specimens, number of
replicates, and specimen preparation including
information on the matrix, analyte levels and how
levels were established. If applicable, a description
of any high dose hook effect and the data
supporting the mitigation such as dilution steps
shall be added.

6.1.2.5. Analizin 6l¢iim araligi

Bu Kesim, saptama limiti de dahil olmak iizere,
Olclim sistemlerinin lineer olup olmamasina
bakilmaksizin, Ol¢iim araligina iliskin bilgileri
icerir ve (6l¢iim) aralig1 ile saptama limitinin nasil
belirlendigine iligkin bilgileri agiklar.

Bu  bilgiler, ornek tiirii, Orneklerin sayisi,
tekrarlamalarin  sayisi  ve matrikse, analit
seviyelerine ve bu seviyelerin nasil

olusturulduguna iligskin bilgiler de dahil olmak
iizere, 6rnegin hazirlanmas: ile ilgili bir aciklama
icerir. Mevcutsa, yiikksek doz(lu) hook etkileri ve
seyreltme adimlar1 gibi azaltmay: destekleyen
veriler ile ilgili bir agiklama eklenir.

6.1.2.6. Definition of assay cut-off

This Section shall provide a summary of analytical
data with a description of the study design
including methods for determining the assay cut-
off, such as:

(a) the population(s) studied: demographics,
selection, inclusion and exclusion criteria, number
of individuals included;

(b) method or mode of -characterisation of
specimens; and

(c) statistical methods such as Receiver Operator
Characteristic (ROC) to generate results and if
applicable, define grey-zone/equivocal zone.

6.1.2.6. Analiz esik degerinin tanimi1

Bu Kesim, analiz esik degerini belirlemeye
yonelik yontemler dahil olmak {izere, ¢calismanin
tasarimui ile ilgili bir agiklama ile birlikte asagidaki
gibi analitik verilerin bir 6zetini saglar:

(a) calisilan poptilasyon(lar): demografik veriler,
se¢cim, dahil etme ve hari¢ tutma Kriterleri,
calismaya dahil olan bireylerin sayisi;

(b) orneklerin karakterizasyon yontemi veya sekli
ve

(c) sonuglar elde etmek ve mevcutsa gri alan /
belirsiz bolge belirlemek icin ROC (Receiver
Operator  Characteristic =  Alict  Isletim
Karakteristigi) gibi istatistiksel yontemler.

6.1.3. The analytical performance report referred
to in Annex XIII.

6.1.3. XIII. Ekte atifta bulunulan analitik
performans raporu.

6.2. Information on clinical performance and
clinical evidence. Performance Evaluation Report
The documentation shall contain the performance
evaluation report, which includes the reports on
the scientific validity, the analytical and the
clinical performance, as referred to in Annex XIIlI,
together with an assessment of those reports.

The clinical performance study documents
referred to in Section 2 of Part A of Annex XIlII
shall be included and/or fully referenced in the
technical documentation.

6.2. Klinik performansa ve klinik kanita iligkin
bilgiler. Performans Degerlendirme Raporu

Bu dokiimantasyon, XIII. Ekte atifta bulunuldugu
sekilde, bilimsel gegerlilik, analitik ve klinik
performans raporlarini, bu raporlarin
degerlendirmesi ile birlikte iceren Performans
Degerlendirme Raporundan olusur.

XII. Ekin A Kismin 2. Kesiminde atifta
bulunulan klinik performans ¢alisma dokiimanlari,
teknik dokiimantasyona dahil edilir ve/veya bu
dokiimanlara teknik dokiimantasyonda tam olarak
atifta bulunulur.

6.3. Stability (excluding specimen stability)

6.3. Stabilite (6rnek stabilitesi harig)
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This Section shall describe claimed shelf life, in
use stability and shipping stability studies.

Bu Kesim, belirtilen raf Omriinii, kullanim
stabilitesi ve tasima stabilitesi ¢alismalarini
tanimlar.

6.3.1. Claimed shelf-life

This Section shall provide information on stability
testing studies to support the shelf life that is
claimed for the device. Testing shall be performed
on at least three different lots manufactured under
conditions that are essentially equivalent to routine
production conditions. The three lots do not need
to Dbe consecutive. Accelerated studies or
extrapolated data from real time data are
acceptable for initial shelf life claims but shall be
followed up with real time stability studies.

Such detailed information shall include:

(a) the study report including the protocol, number
of lots, acceptance criteria and testing intervals;
(b) where accelerated studies have been performed
in anticipation of the real time studies, the method
used for accelerated studies shall be described,;

(c) the conclusions and claimed shelf life.

6.3.1. Belirtilen (iddia edilen) raf 6mrii

Bu Kesim, cihaz i¢in belirtilen raf Omriinii
destekleyen stabilite testi calismalarina iliskin
bilgiler saglar. Bu testler, rutin {liretim sartlarina
esas olarak esdeger olan sartlar altinda imal edilen
asgari li¢ farkli lot iizerinde gergeklestirilir. S6z
konusu 1ii¢ lotun atdisik olmasi = gerekmez.
Hizlandirilmis caligmalar veya gercek zamanli
verilerden tahmin (ekstrapole) edilen veriler;
baslangicta belirtilen raf émrii i¢in kabul edilebilir
olur fakat gergcek zamanli stabilite ¢alismalar ile
takip edilir.

Bu tiir detayl1 bilgiler asagidakileri igerir:

(a) protokol, lot sayisi, kabul kriterleri ve test
araliklar1 dahil olmak iizere ¢aligsma raporu;

(b) hizlandirilmis ¢alismalarin gergek zamanl
calismalarin Oncesinde gerceklestirilmis olmasi
durumunda, hizlandirilmis — ¢alismalar  igin
kullanilan yontem tanimlanair;

(c) Sonuglar ve belirlenen raf omrii

6.3.2. In-use stability

This Section shall provide information on in-use
stability studies for one lot reflecting actual
routine use of the device, regardless of whether
real or simulated. This may include open vial
stability and/or, for automated instruments, on
board stability.

In the case of automated instrumentation, if
calibration stability is claimed, supporting data
shall be included.

Such detailed information shall include:

(a) the study report (including the protocol,
acceptance criteria and testing intervals);

(b) the conclusions and claimed in-use stability.

6.3.2. Kullanim stabilitesi

Bu Kesim, ger¢ek veya simiile edilmis olmasina
bakilmaksizin, €ihazin asil rutin kullanimini
yansitan bir lota yonelik kullanim stabilitesi
calismalarina iliskin bilgiler verir. Bu, acik sise
stabilitesini (open vial stability) ve/veya otomatik
aletler icin on-board stabilitesini (on-board
stability) igerebilir.

Otomatik aletler ig¢in kalibrasyon stabilitesinin
belirtilmesi  durumunda, destekleyici (ilave)
veriler dahil edilir.

Bu tiir detayli bilgiler asagidakileri igerir:

(a) ¢alisma raporu (protokol, kabul kriterleri ve
test araliklar1 dahil olmak iizere)

(b) sonuglar ve belirlenen kullanim stabilitesi.

6.3.3. Shipping stability

This Section shall provide information on shipping
stability studies for one lot of devices to evaluate
the tolerance of devices to the anticipated shipping
conditions.

Shipping studies may be done under real and/or
simulated conditions and shall include variable
shipping conditions such as extreme heat and/or
cold.

Such information shall describe:

(a) the study report (including the protocol,
acceptance criteria);

(b) the method used for simulated conditions;

(c) the conclusion and recommended shipping
conditions.

6.3.3. Tasima stabilitesi

Bu Kesim, cihazlarin 6ngoriilen tagima sartlarina
toleransin1 degerlendirmek i¢in bir cihaz lotuna
yonelik tagima stabilitesi g¢alismalarina iliskin
bilgiler saglar (verir).

Tasima ¢aligmalari; gergek ve/veya simiile edilmis
sartlar altinda yapilabilir ve asir1 sicaklik ve/veya
soguk gibi degisik (¢esitli) tasima sartlari igerir.

Bu tiir bilgiler asagidakileri tanimlar:

(a) ¢alisma raporu (protokol, kabul kriterleri dahil
olmak {izere);

(b) simiile edilmis sartlar i¢in kullanilan yontem;
(c) sonuclar (degerlendirmeler) ve tavsiye edilen
tasima sartlari.

6.4. Software verification and validation

6.4. Yazilim dogrulama ve validasyon
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The documentation shall contain evidence of the
validation of the software, as it is used in the
finished device. Such information shall typically
include the summary results of all verification,
validation and testing performed in-house and
applicable in an actual user environment prior to
final release. It shall also address all of the
different hardware configurations and, where
applicable, operating systems identified in the
labelling.

Dokiimantasyon, bitmis cihazda kullanildig:
sekilde, yazilimin validasyonu ile ilgili kanit
icerir. Bu tiir bilgiler, genellikle kurum iginde
gerceklestirilen ve nihai siiriim Oncesinde asil
(gercek) kullanict ortaminda uygulanabilir olan
biitiin dogrulama, validasyon ve testlerin Ozet
sonuclarint igcerir. Bu ayrica farkli donanim
konfiglirasyonlarinin ve uygulanabildigi hallerde
etiketlemede tanimlanan isletim sistemlerinin
tamamini ele alir.

6.5. Additional information required in specific
cases

(a) In the case of devices placed on the market in
a sterile or defined microbiological condition, a
description of the environmental conditions for the
relevant manufacturing steps. In the case of
devices placed on the market in a sterile condition,
a description of the methods used, including the
validation reports, with regard to packaging,
sterilisation and maintenance of sterility. The
validation report shall address bioburden testing,
pyrogen testing and, if applicable, testing for
sterilant residues.

(b) In the case of devices containing tissues, cells
and substances of animal, human or microbial
origin, information on the origin of such material
and on the conditions in which it was collected.

¢) In the case of devices placed on the market with
a measuring function, a description of the methods
used in order to ensure the accuracy as given in the
specifications.

(d) If the device is to be connected to other
equipment in order to operate as intended, a
description of the resulting combination including
proof that it conforms to the general safety and
performance requirements set out in Annex | when
connected to any such equipment having regard to
the characteristics specified by the manufacturer.

6.5. Spesifik durumlarda gereken ilave bilgiler

(a) Steril veya tanimlanmis mikrobiyolojik bir
durumda piyasaya arz edilen cihazlar s6z konusu
oldugunda, ilgili imalat adimlarina yonelik
cevresel kosullarin tanimi. Steril bir durumda
piyasaya arz edilen cihazlar s6z konusu
oldugunda, validasyon raporlar1 dahil olmak
tizere, ambalajlama, sterilizasyon ve sterilitenin
muhafazas ile ilgili olarak kullanilan yontemlerin
tanimi.  Validasyon raporu, biyolojik yiik
(bioburden) testini, pirojen testini ve mevcutsa,
sterilant kalint1 testini ele alir.

(b) Hayvan, insan veya mikrobiyal kaynakli
dokular, hiicreler ve maddeler igeren cihazlar s6z
konusu oldugunda, bu tiir materyallerin kaynagina
iliskin ve bunlarin toplandig1 sartlara iliskin
bilgiler.

(c) Olgiim fonksiyonu ile piyasaya arz edilen
cihazlar s6z konusu oldugunda, spesifikasyonlarda
verildigi sekilde dogrulugu saglamak igin
kullanilan yontemlerin tanima.

(d) Cihaz, amaglandig1 sekilde calismasi igin
baska alete baglanacak ise, imalat¢1 tarafindan
belirtilen karakteristikleri gbz 6niine alarak, bu tiir
alete baglandiginda 1. Ekte belirtilen genel
giivenlilik  ve  performans  gerekliliklerine
uyduguna dair kanit dahil olmak iizere, sonugta
olusan kombinasyonun tanimi.

ANNEX I
TECHNICAL DOCUMENTATION ON
POST-MARKET SURVEILLANCE

EK I
PIYASAYA ARZ SONRASI GOZETIiME
ILISKIN TEKNIiK DOKUMANTASYON

The technical documentation on post-market
surveillance to be drawn up by the manufacturer in
accordance with Articles 78 to 81 shall be
presented in a clear, organised, readily searchable
and unambiguous manner and shall include in
particular the elements described in this Annex.

78 ila 81. maddeler uyarinca imalat¢1 tarafindan
hazirlanacak olan piyasaya arz sonrasi gozetime
iliskin teknik dokiimantasyon; acik, diizenli,
kolaylikla incelenebilir ve belirsizlige mahal
vermeyecek bir sekilde sunulur ve ozellikle bu
Ekte belirtilen unsurlari (68eleri) icerir.

1. The post-market surveillance plan drawn up in
accordance with Article 79.

The manufacturer shall prove in a post-market
surveillance plan that it complies with the
obligation referred to in Article 78.

1. 79. madde uyarinca hazirlanan piyasaya arz
sonras1 gézetim plani.

Imalat¢1; 78. maddede atifta  bulunulan
ylikiimliiliige uydugunu bir piyasaya arz sonrasi
gozetim planinda kanitlar.
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(a) The post-market surveillance plan shall address
the collection and utilisation of available
information, in particular:

— information concerning serious incidents,
including information from PSURs, and field
safety corrective actions,

— records referring to non-serious incidents and
data on any undesirable side-effects,

— information from trend reporting,

— relevant specialist or technical literature,
databases and/or registers,
— information, including feedbacks and

complaints, provided by users, distributors and
importers, and

— publicly-available information about similar
medical devices.

(b) The post-market surveillance plan shall cover
at least:

— a proactive and systematic process to collect
any information referred to in point (a). The
process shall allow a correct characterisation of the
performance of the devices and shall also allow a
comparison to be made between the device and
similar products available on the market;

effective and appropriate methods and
processes to assess the collected data;

— suitable indicators and threshold values that
shall be used in the continuous reassessment of the
benefit-risk analysis and of the risk management
as referred to in Section 3 of Annex I,

— effective and appropriate methods and tools to
investigate complaints and analyse market-related
experience collected in the field;

— methods and protocols to manage the events
subject to the trend report as provided for in
Article 83, including the methods and protocols to
be used to establish any statistically significant
increase in the frequency or severity of incidents
as well as the observation period;

methods and protocols to communicate
effectively with competent authorities, notified
bodies, economic operators and users;

reference to procedures to fulfil the
manufacturers obligations laid down in Articles
78,79 and 81;

— systematic procedures to identify and initiate
appropriate measures including corrective actions;

— effective tools to trace and identify devices for
which corrective actions might be necessary; and

(a) Piyasaya arz sonrasi gozetim plani, ozellikle
asagidaki mevcut bilgilerin toplanmasini ve
kullanimini ele alir:

— PSURIlardan alinan bilgiler dahil olmak iizere,
ciddi olumsuz olaylara iliskin bilgiler ve saha
giivenligi diizeltici faaliyetleri;

— ciddi olmayan olumsuz olaylara atifta bulunan
kayitlar ve istenmeyen yan etkilere iliskin veriler;
— trend raporlamasindan elde edilen bilgiler;

— ilgili uzmanlik literatiirii ya da teknik literatiir,
veri tabanlar1 ve/veya kayitlar;

— geri bildirimler ve sikayetler dahil olmak tizere,
kullanicilar, dagiticilar ve ithalat¢ilar tarafindan
saglanan bilgiler; ve

— benzer tibbi cihazlar hakkinda kamuya acik
bilgiler.

(b) Piyasaya arz sonrasi gézetim plani, en azindan
asagidakileri kapsar:

— (a) bendinde atifta bulunulan bilgileri toplamak
i¢in proaktif ve sistematik bir siire¢. S6z konusu
siire¢, cihazlarin performansiyla ilgili dogru bir
karakterizasyona olanak saglar ve cihaz ile
piyasada bulunan benzer irlinler arasinda
yapilacak bir karsilastirmaya imkan tanir;

— toplanmug verileri degerlendirmek i¢in etkili ve
uygun yontemler ve siiregler;

— fayda-risk analizinin ve I. Ekin 3. Kesiminde
atifta bulunuldugu sekilde risk yonetiminin siirekli
yeniden degerlendirilmesinde kullanilan uygun
gostergeler ve esik degerler;

— sikayetleri arastirmak ve sahada toplanan
piyasayla-ilgili deneyimleri analiz etmek igin
etkili ve uygun yontemler ve araclar;

— gobzlem periyoduyla birlikte, olumsuz olaylarin
sikligindaki veya siddetindeki istatistiksel olarak
anlamli artiglar1 belirlemek i¢in kullanilacak
yontemler ve protokoller dahil olmak iizere, §3.
maddede belirtildigi sekilde trend raporuna tabi
olan olaylar1 yonetmek icin yoOntemler ve
protokoller;

— yetkili otoritelerle, onaylanmis kuruluslarla,
iktisadi isletmelerle ve kullanicilarla etkili bir
sekilde haberlesmek i¢in yontemler ve protokoller;
— 78., 79. ve 81. maddelerde belirtilen imalatg1
ylkiimliiliikklerini  yerine getirmeye yOnelik
prosediirlere atif;

— diizeltici faaliyetler dahil olmak iizere, uygun
Oonlemleri tanimlamak ve baslatmak i¢in sistematik
prosediirler;

diizeltici faaliyet gerektirebilecek cihazlari
izlemek ve tanimlamak i¢in etkili

aracglar ve
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— a PMPF plan as referred to in Part B of Annex
XIIl, or a justification as to why a PMPF is not
applicable.

— XIII. Ekin B Kisiminda atifta bulunuldugu
sekilde bir PMPF plani, ya da PMPF’nin neden
uygulanabilir olmadigina dair bir gerekge.

2. The PSUR referred to in Article 81 and the post-
market surveillance report referred to in Article
80.

2. 81. maddede atifta bulunulan PSUR ve 80.
maddede atifta bulunulan piyasaya arz sonrasi
gbzetim raporu.

ANNEX IV
EU DECLARATION OF CONFORMITY

EK IV
AB UYGUNLUK BEYANI

The EU declaration of conformity shall contain the
following information:

1. Name, registered trade name or registered trade
mark and, if already issued, SRN referred to in
Article 28 of the manufacturer, and, if applicable,
its authorised representative, and the address of
their registered place of business where they can
be contacted and their location be established;

AB uygunluk beyani, asagidaki bilgileri icerir:

1. Imalatginin ve mevcutsa, yetkili temsilcisinin
ad1, kayith ticari unvani veya kayith ticari markasi
ve halihazirda diizenlenmisse, 28. maddede atifta
bulunulan SRN’si ve kendilerine ulasilabilecek ve
konumlar1 belirlenebilecek kayitli is yerlerinin
adresi;

2. A statement that the EU declaration of
conformity is issued under the sole responsibility
of the manufacturer;

2. Imalat¢gmmin AB uygunluk beyanini tamamen

kendi sorumlulugunda diizenledigine iliskin bir
ifade,

3. The Basic UDI-DI as referred to in Part C of
Annex VI,

3. VL. Ekin C Kisminda atifta bulunuldugu sekilde
Temel UDI-DI;

4. Product and trade name, product code, catalogue
number or other unambiguous reference allowing
identification and traceability of the device
covered by the EU declaration of conformity, such
as a photograph, where appropriate, as well as its
intended purpose. Except for the product or trade
name, the information allowing identification and
traceability may be provided by the Basic UDI-DI
referred to in point 3;

4. AB uygunluk beyaninin kapsadigr cihazin
tanimlanmasina ve izlenebilirligine imkan verecek
sekilde, lirlin ad1 ve ticari adi, iiriin kodu, katalog
numarast veya uygulanabilir oldugu hallerde
fotograf gibi diger kesin referanslar ile birlikte
kullanim amaci. Uriin ad1 veya ticari adi harig
olmak fiizere, tammmlamaya ve izlenebilirlige
olanak saglayan bilgiler 3. bentte atifta bulunulan
Temel UDI-DI ile saglanabilir;

5. Risk class of the device in accordance with the
rules set out in Annex VIII;

5. VIII. Ekte belirtilen kurallar uyarinca cihazin
risk sinift;

6. A statement that the device that is covered by
the present declaration is in conformity with this
Regulation and, if applicable, with any other
relevant Union legislation that provides for the
issuing of an EU declaration of conformity;

6. Mevcut beyan kapsaminda olan cihazin bu
Tiiziik’e ve mevcutsa, bir AB uygunluk beyaninin
diizenlenmesini sart kosan ilgili diger Birlik
mevzuatina uygun olduguna dair bir beyan;

7. References to any CS used and in relation to
which conformity is declared;

7. Kullanilan ve uygunlugun beyan edildigi ortak
spesifikasyonlara iliskin atiflar;

8. Where applicable, the name and identification
number of the notified body, a description of the
conformity assessment procedure performed and
identification of the certificate or certificates
issued,

8. Uygulanabildigi hallerde, onaylanmis kurulusun
adi ve kimlik numarasi, yiiriitilen uygunluk
degerlendirme prosediiriiniin  bir tanimi ve
diizenlenen sertifika ~ veya sertifikalarin
tanimlanmasi;

9. Where applicable, additional information;

9. Uygulanabildigi hallerde, ilave bilgiler;

10. Place and date of issue of the declaration, name
and function of the person who signed it as well as
an indication for, and on behalf of whom, that
person signed, signature.

10. Beyanin diizenlenme yeri ve tarihi, imzalayan
kisinin ad1 ve gorevi ile birlikte bu kisinin kimin
adina imzaladiginin bilgisi, imza.
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ANNEX V
CE MARKING OF CONFORMITY

EKV
CE UYGUNLUK ISARETI

1. The CE marking shall consist of the initials
‘CE’ taking the following form:
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1. CE isareti, ‘CE’

harflerinden olusur:

asagidaki sekli alan

JAllll] L1l LlLlll
. <+l

1.1

JILILIIILL]

31

11l 11
LAl 1111 1131117

2. If the CE marking is reduced or enlarged the
proportions given in the above graduated drawing
shall be respected.

2. CE isareti kiicliltiiliir veya biyiitiliir ise
yukaridaki 6lgekli ¢izimde verilen Olgiilere uyulur.

3. The various components of the CE marking
shall have substantially the same vertical
dimension, which may not be less than 5 mm. This
minimum dimension may be waived for small-
scale devices.

3. CE isaretinin muhtelif bilesenleri biiylik dlciide
5 mm’den az olmayan ayni dikey boyuta sahip
olur. Bu asgari boyut, kii¢iik-boyutlu cihazlar igin
uygulanmayabilir.

ANNEX VI
INFORMATION TO BE SUBMITTED UPON
THE REGISTRATION OF DEVICES AND
ECONOMIC OPERATORS IN
ACCORDANCE WITH ARTICLES 26(3)
AND 28, CORE DATA ELEMENTS TO BE
PROVIDED TO THE UDI DATABASE
TOGETHER WITH THE UDI-DI IN
ACCORDANCE WITH ARTICLES 25 AND
26 AND THE UDI SYSTEM

PART A
INFORMATION TO BE SUBMITTED UPON
THE REGISTRATION OF DEVICES AND
ECONOMIC OPERATORS IN
ACCORDANCE WITH ARTICLES 26(3)
AND 28

EK VI
26(3) VE 28. MADDE UYARINCA
CIHAZLARIN VE IKTiSADI
ISLETMELERIN KAYDINA YONELIK
SUNULACAK BILGILER; 25. VE 26.
MADDELER UYARINCA UDI-DI iLE
BIRLIKTE UDI VERI TABANI iCiN
SAGLANACAK TEMEL VERi OGELERI VE
UDI SISTEMI

KISIM A
26(3) MADDESI VE 28. MADDE UYARINCA
CIHAZLARIN VE IKTiSADI
ISLETMELERIN KAYDINA YONELIK
SUNULACAK BILGILER

Manufacturers or, when applicable, authorised
representatives, and, when applicable, importers
shall submit the information referred to in Section
1 and shall ensure that the information on their
devices referred to in Section 2 is complete,
correct and updated by the relevant party.

Imalatcgilar ya da, uygun oldugu hallerde, yetkili
temsilciler ve uygunsa, ithalatgilar; 1. Kesimde
atifta bulunulan bilgileri sunar ve 2. Kesimde atifta
bulunulan cihazlariyla ilgili bilgilerin eksiksiz,
dogru ve ilgili tarafca gilincellenmis olmasini
saglar.

1. Information relating to the economic operator
1.1. type of economic operator (manufacturer,
authorised representative, or importer),

1.2. name, address and contact details of the
economic operator,

1.3. where submission of information is carried out
by another person on behalf of any of the economic

1. iktisadi isletmeyle ilgili bilgiler

1.1. iktisadi isletmecinin tirii (imalatg1, yetkili
temsilci veya ithalate1),

1.2. iktisadi isletmenin adi, adresi ve iletisim
bilgileri,

1.3. Dbilgilerin  sunumunun 1.1. Kesiminde
bahsedilen iktisadi isletmecilerden herhangi biri
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operators mentioned under Section 1.1, the name,
address and contact details of that person,

1.4. name address and contact details of the person
or persons responsible for regulatory compliance
referred to in Article 15,

adina bagka bir kisi tarafindan yerine getirilmesi
durumunda, bu kisinin adi, adresi ve iletisim
bilgileri,

1.4. 15. maddede atifta bulunulan mevzuata
uygunluktan sorumlu kisi veya kisilerin adi, adresi
ve iletisim bilgileri.

2. Information relating to the device

2.1. Basic UDI-DI,

2.2. type, number and expiry date of the certificate
issued by the notified body and the name or
identification number of that notified body and the
link to the information that appears on the
certificate and was entered by the notified body in
the electronic system on notified bodies and
certificates,

2.3. Member State in which the device shall or has
been placed on the market in the Union,

2.4. in the case of class B, class C or class D
devices: Member States where the device is or is
to be made available,

2.5. presence of tissues, cells, or, their derivatives,
of human origin (y/n),

2.6. presence of tissues, cells or their derivatives
of animal origin as referred to in Regulation (EU)
No 722/2012(y/n),

2.7. presence of cells or substances of microbial
origin (y/n),

2.8. risk class of the device,

2.9. where applicable, the single identification
number of the performance study,

2.10. in the case of devices designed and
manufactured by another legal or natural person as
referred in Article 10(14), the name, address and
contact details of that legal or natural person,

2.11. in the case of class C or D devices, the
summary of safety and performance,

2.12. status of the device (on the market, no longer
placed on the market, recalled, field safety
corrective action initiated),

2.13. indication as to whether the device is a ‘new’
device.

A device shall be considered to be ‘new’ if:

(a) there has been no such device continuously
available on the Union market during the previous
three years for the relevant analyte or other
parameter;

(b) the procedure involves analytical technology
not continuously used in connection with a given
analyte or other parameter on the Union market
during the previous three years.

2. Cihazla ilgili bilgiler

2.1. Temel UDI-DI,

2.2. onaylanmis kurulus tarafindan diizenlenen
sertifikanin tipi, numarasi ve bitig tarihi ve bu
onaylanmis kurulugsun adi ve kimlik numarasi ve
sertifikada yer alan ve onaylanmis kuruluslara ve
sertifikalara iliskin elektronik sisteme, onaylanmis
kurulus tarafindan girilen bilgilere baglanti,

2.3. cihazin Birlik pazarinda piyasaya arz
edilecegi veya arz edilmis oldugu iiye devlet,

2.4. smif B, smif C veya siif D cihazlar soz
konusu oldugunda: cihazin bulunduruldugu veya
bulundurulacagi liye devletler,

2.5. insan kaynakli dokularin, hiicrelerin veya
onlarin tiirevlerinin mevcudiyeti (evet/hayir),

2.6. (AB) 722/2012 sayili Tizik’te atifta
bulunuldugu sekilde, hayvan kaynakli dokularin
veya hicrelerin, ya da onlarin tiirevlerinin
mevcudiyeti (evet/hayir),

2.7. Mikrobiyal kaynakli hiicrelerin veya
maddelerin mevcudiyeti (evet/hayir),

2.8. cihazin risk sinifi,

2.9. uygulanabildigi  hallerde, performans

calismasinin tek bir kimlik numarasi,

2.10. 10 (14) maddesinde belirtildigi sekilde,
baska bir tiizel veya gercek kisi tarafindan
tasarlanan ve imal edilen cihazlar s6z konusu
oldugunda, bu tiizel veya gergek kisinin ad1, adresi
ve iletisim bilgileri,

2.11. smif C veya D cihazlar s6z konusu
oldugunda, giivenlilik ve performans 6zeti,

2.12. cihazin durumu (piyasada, artik piyasaya arz
edilmiyor, geri ¢agrilmig, saha gilivenligi diizeltici
faaliyeti baslatilmis).

2.13. cihazin ‘yeni’ bir cihaz olup olmadigina dair
gosterge.

Bir cihaz asagidaki durumlarda 'yeni' olarak kabul
edilir:

(a) ilgili analit veya diger parametreler i¢in bu tiir
bir cihazin Onceki ¢ yil boyunca Birlik
piyasasinda siirekli olarak bulunmadigi;

(b) prosediiriin 6nceki li¢ yil boyunca Birlik
pazarinda belirli  bir analit veya diger
parametrelerle baglantili olarak stirekli
kullanilmayan bir analitik teknolojiyi igerdigi.
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2.14. indication as to whether the device is
intended for self-testing or near-patient testing.

2.14. cihazin kisisel test veya hasta-basi test
amagli olup olmadigina dair gosterge.

PART B
CORE DATA ELEMENTS TO BE
PROVIDED TO THE UDI DATABASE
TOGETHER WITH THE UDI-DI IN
ACCORDANCE WITH ARTICLES 25 AND

KISIM B
25. VE 26. MADDELER UYARINCA UDI-DI
ILE BIRLIKTE UDI VERI TABANI ICIN
SAGLANACAK TEMEL VERiI OGELERIi

26
The manufacturer shall provide to the UDI | imalatci, UDI veri tabanina UDI-DI’y1, imalatg1 ve
database the UDI-DI and the following | cihazla ilgili asagidaki bilgileri girer:

information relating to the manufacturer and the
device:

1. quantity per package configuration,

2. the Basic UDI-DI as referred to in Article 24(6)
and any additional UDI-Dls,

3. the manner in which production of the device is
controlled (expiry date or manufacturing date, lot
number, serial number),

4. if applicable, the “unit of use” UDI-DI (where a
UDI is not labelled on the device at the level of its
‘unit of use’, a ‘unit of use’ UDI-DI shall be
assigned so as to associate the use of a device with
a patient),

5. name and address of the manufacturer, as
indicated on the label,

6. the SRN issued in accordance with Article
28(2),

7. if applicable, name and address of the authorised
representative (as indicated on the label),

8. the medical device nomenclature code as
provided for in Article 23,

9. risk class of the device,

10. if applicable, name or trade name,

11. if applicable, device model, reference, or
catalogue number,

12. additional product description (optional),

13. if applicable, storage and/or handling
conditions (as indicated on the label or in the
instructions for use),

14. if applicable, additional trade names of the
device,

15. labelled as a single use device (y/n),

16. if applicable, the maximum number of reuses,
17. device labelled sterile (y/n),
18. need for sterilisation before use (y/n),

19. URL for additional information, such as
electronic instructions for use (optional),

20. if applicable, critical warnings or contra-
indications,

1. ambalaj konfigiirasyonu basina diisen miktar,
2. 24(6) maddesinde atifta bulunuldugu sekilde
Temel UDI-DI ve ilave UDI-DI’lar,

3. cihaz iiretiminin kontrol edilme sekli (son
kullanma tarihi veya imalat tarihi, lot numarasi,
seri numarasi),

4. mevcutsa, UDI-DI ‘kullanim birimi’ (bir
UDI’'nin, cihazin iizerinde kullanim birimi
seviyesinde etiketlenmemesi durumunda, cihazin
kullanimini hasta ile iliskilendirmek i¢in bir DI
‘kullanim birimi’ tahsis edilir),

5. etiket lizerinde belirtildigi sekilde, imalat¢inin
ad1 ve adresi,

6. 28(2) maddesi uyarinca verilen MKN,

7. mevcutsa, yetkili temsilcinin adi ve adresi
(etikette belirtildigi sekilde),

8. 23. maddede belirtildigi sekilde tibbi cihaz
terminoloji kodu,

9. cihazin risk sinift,

10. mevcutsa, ad1 veya ticari adi,

11. mevcutsa, cihaz modeli, referans veya katalog
numarast,

12. ilave {iriin tanimu (istege bagl),

13. mevcutsa, depolama ve/veya kullanim sartlar
(etiket tlizerinde veya kullanim talimatinda
belirtildigi sekilde)

14. mevcutsa, cihazin ilave ticari adlari,

15. tek-kullanimlik bir cihaz olarak etiketlenmis
(evet/hayir),

16. mevcutsa, azami yeniden kullanim sayist,

17. steril etiketli cihaz (evet/hayir),

18. kullaniomdan Once sterilizasyon
(evet/hayir),

19. elektronik kullanim talimati gibi, ilave bilgiler
i¢cin URL (istege baglh),

20. mevceutsa, kritik
kontrendikasyonlar,

ihtiyaci

uyarilar veya
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21. status of the device (on the market, no longer
placed on the market, recalled, field safety action
initiated)

21. cihazin durumu (piyasada, artik piyasaya arz
edilmiyor, geri ¢agrilmis, saha giivenligi faaliyeti
baslatilmis)

KISIM C
UDI SISTEMI

PART C
THE UDI SYSTEM
1. Definitions
Automatic identification and data capture

1. Tanimlar
Otomatik tanima ve veri toplama (‘AIDC’)

(‘AIDC’) AIDC, otomatik olarak veri toplamak icin
AIDC is a technology used to automatically | kullanilan bir teknolojidir. AIDC teknolojileri,
capture data. AIDC technologies include bar | barkodlari, akilli kartlari, biyometrikleri ve
codes, smart cards, biometrics and RFID. RFID’yi igerir.

Basic UDI-DI Temel UDI-DI

The Basic UDI-DI is the primary identifier of a | Temel UDI-DI, bir cihaz modelinin birincil
device model. It is the DI assigned at the level of | tanimlayicisidir.  Cihazin  kullaniom  birimi

the device unit of use. It is the main key for records
in the UDI database and is referenced in relevant
certificates and EU declarations of conformity.

seviyesinde tahsis edilen DI’sidir. UDI veri
tabaninda kayitlarin ana anahtaridir ve ilgili
sertifikalarda ve AB uygunluk beyanlarinda atifta
bulunulur.

Unit of Use DI

The Unit of Use DI serves to associate the use of a
device with a patient in instances in which a UDI
is not labelled on the individual device at the level
of its unit of use, for example in the event of
several units of the same device being packaged
together.

Kullanim Birimi DI

Kullanim Birimi DI, bir UDI’nin tek bir cihazin
lizerine kullanim birimi seviyesinde
etiketlenmedigi durumlarda, 6rnegin, ayni cihazin
birden fazla biriminin birlikte ambalajlandigi
durumlarda, «cihaz kullannmin1  hasta ile
iligkilendirmeye yarar.

Configurable device

A configurable device is a device that consists of
several components which can be assembled by
the manufacturer in multiple configurations. Those
individual components may be devices in
themselves.

Konfigiire edilebilir cihaz

Bir konfigiire edilebilir cihaz, imalatci tarafindan
coklu konfigiirasyonlarda birlestirilebilen birden
fazla bilesenden olusan cihazdir. Bu miinferit
bilesenler, kendi baglarina cihazlar olabilir.

Configuration

Configuration is a combination of items of
equipment, as specified by the manufacturer, that
operate together as a device to achieve an intended
purpose. The combination of items may be
modified, adjusted or customised to meet specific
needs.

Konfigilirasyon

Konfigiirasyon, imalat¢1 tarafindan belirtildigi
sekilde, kullanim amacinm1 gergeklestirmek i¢in bir
cihaz olarak birlikte ¢alisan ekipman parcalarinin
kombinasyonudur. Pargalarin kombinasyonu,
spesifik ihtiyaglar1 karsilamak i¢in modifiye
edilebilir, ayarlanabilir veya 6zellestirilebilir.

UDI-DI
The UDI-DI is a unique numeric or alphanumeric
code specific to a model of device and that is also

used as the ‘access key’ to information stored in a
UDI database.

UDI-DI

UDI-DI, bir cihaz modeline 6zel olan ve ayrica bir
UDI wveri tabaninda kayitli bilgilere ‘erisim
anahtar1’ olarak kullanilan bir tekil numerik veya
alfa numerik koddur.

Human Readable Interpretation (HRI)
HRI is a legible interpretation of the data
characters encoded in the UDI carrier.

Insan Tarafindan Okunabilir Ceviri (‘HRI’)
HRI, UDI tasiyicisinda  sifrelenmis
karakterlerinin okunabilir bir ¢evirisidir.

veri

Packaging levels

Packaging levels means the various levels of
device packaging that contain a fixed quantity of
devices, such as a carton or case.

Ambalaj seviyeleri

Ambalaj seviyeleri, sabit bir miktarda cihaz i¢eren
cihaz ambalajinin ¢esitli seviyeleri anlamina gelir;
Ornegin, koli veya kutu.

Production Identifier (UDI-PI)
The UDI-PI is a numeric or alphanumeric code
that identifies the unit of device production.

Uretim Tanimlayicis1 (UDI-PI)
UDI-PI, cihaz fretim birimini tanimlayan bir
numerik veya alfa numerik koddur.
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The different types of UDI-PI(s) include serial
number, lot number, software identification and
manufacturing or expiry date or both types of date.

UDI-PI’(lar)in farkh tiirleri; seri numarasini, lot
numarasini, yazilim kimligini ve imalat veya son
kullanma tarihini ya da her iki tarih tiirlinii icerir.

Radio Frequency Identification (‘RFID”)

RFID is a technology that uses communication
through the use of radio waves to exchange data
between a reader and an electronic tag attached to

Radyo Frekans Tanimlama (‘RFID’)

RFID, tanimlama amaciyla, radyo dalgalarinin
kullanim1 vasitasiyla bir okuyucu ile bir nesneye
ilistirilen elektronik etiket arasinda veri alis

an object, for the purpose of identification. verisine  yonelik  haberlesmeyi  kullanan
teknolojidir.

Shipping containers Nakliyat konteynirlar

A shipping container is a container in relation to | Nakliyat konteyniri, izlenebilirliginin lojistik

which traceability is controlled by a process
specific to logistics systems.

sistemlere 0Ozel bir siire¢ tarafindan kontrol
edildigi bir konteynirdir.

Unique Device Identifier (‘UDI’)

The UDI is a series of numeric or alphanumeric
characters that is created through a globally
accepted device identification and coding
standard. It allows the unambiguous identification
of a specific device on the market. The UDI is
comprised of the UDI-DI and the UDI-PI.

Tekil Cihaz Tanimlayicist (‘UDI’)

UDI, kiiresel olarak kabul gormiis bir cihaz
tanimlama ve kodlama standardi vasitasiyla
olusturulan bir numerik veya alfanumerik
karakterler dizisidir. Piyasadaki belirli bir cihazin
acikca tanimlanmasina olanak saglar. UDI; UDI-
DI ve UDI-PI’dan olusur.

The word ‘Unique’ does not imply serialisation of | “Tekil” kelimesi, her bir iiretim biriminin
individual production units. serilestirilmesi anlamina gelmez.
UDI carrier UDI tastyicist

The UDI carrier is the means of conveying the UDI
by using AIDC and, if applicable, its HRI.

UDI carriers include, inter alia, ID/linear bar code,
2D/Matrix bar code, RFID.

UDI tasiyicisi, UDI’yi AIDC ve mevcutsa, onun
HRI’sin1 kullanarak iletme aracidir.

UDI tasiyicilari, digerlerine ilaveten, 1D(1-
Boyutlu)/Lineer barkodu, 2D(2-Boyutlu)/Matrix
barkodu ve RFID’yi igerir.

2. General requirements

2.1. The affixing of the UDI is an additional
requirement — it does not replace any other
marking or labelling requirements laid down in
Annex | to this Regulation.

2. Genel Gereklilikler

2.1. UDI’'nin ilistirilmesi ilave bir gerekliliktir —
bu Tiiziik’tin I. Ekinde belirtilen diger isaretleme
ve etiketleme gerekliliklerinin yerine gegmez.

2.2. The manufacturer shall assign and maintain
unique UDIs for its devices.

2.2. Imalatcilar, cihazlari igin essiz UDI’ler tahsis
eder ve bunlar1 muhafaza eder.

2.3. Only the manufacturer may place the UDI on
the device or its packaging.

2.3. Sadece imalatgi, cihazin veya onun

ambalajinin iizerine UDI yerlestirebilir.

2.4. Only coding standards provided by issuing
entities designated by the Commission pursuant to
Article 24(2) may be used.

2.4. Sadece 24(2) maddesi uyarinca Komisyon
tarafindan atanan tahsis kuruluslarinca saglanan
kodlama standartlar1 kullanilabilir.

3. The UDI

3.1. A UDI shall be assigned to the device itself or
its packaging. Higher levels of packaging shall
have their own UDI.

3. UDI

3.1. Bir UDI, cihazin kendisine veya ambalajina
tahsis edilir. Ust ambalaj seviyelerinin kendilerine
ait UDID’leri bulunur.

3.2. Shipping containers shall be exempted from
the requirement in Section 3.1. By way of
example, a UDI shall not be required on a logistics
unit; where a healthcare provider orders multiple
devices using the UDI or model number of

3.2. Nakliyat konteynirlari, 3.1. Kesimdeki
gereklilikten muaf tutulur. Ornek olarak, bir
lojistik birimde UDI’ye gerek yoktur; bir saglik
uzmaninin miinferit cihazlarin UDI’sini veya
model numarasini kullanarak ¢oklu cihaz siparis

individual devices and the manufacturer places | etmesi ve imalatginin bu cihazlar1 nakliyat
those devices in a container for shipping or to | amaciyla ya da miinferit (tekil) olarak
protect the individually packaged devices, the | ambalajlanmis cihazlar1  korumak ig¢in bir
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container (logistics unit) shall not be subject to
UDI requirements.

konteynira  koymast  durumunda, konteynir
(lojistik birim) UDI gerekliliklerine tabi degildir.

3.3. The UDI shall contain two parts: a UDI-DI
and a UDI-PI.

3.3. UDI, iki boliim igerir: bir UDI-DI ve bir UDI-
PI.

3.4. The UDI-DI shall be unique at each level of
device packaging.

3.4. UDI-DI, cihaz ambalajinin her bir seviyesi
i¢in O6zgiin olur.

3.5. If a lot number, serial number, software
identification or expiry date appears on the label,
it shall be part of the UDI-PI. If there is also a
manufacturing date on the label, it does not need
to be included in the UDI-PI. If there is only a
manufacturing date on the label, this shall be used
as the UDI-PI.

3.5. Bir lot numarasi, seri numarasi, yazilim
kimligi veya son gegerlilik tarihi etiket lizerinde
yer aliyorsa, bu, UDI-PI’nin bir boliimii olur.
Etiket iizerinde ayrica bir imalat tarihi
bulunuyorsa, bunun UDI-PI’ye dahil edilmesine
gerek yoktur. Etiket lizerinde sadece bir imalat
tarihi bulunuyorsa, bu UDI-PI olarak kullanilir.

3.6. Each component that is considered to be a
device and is commercially available on its own
shall be assigned a separate UDI unless the
components are part of a configurable device that
is marked with its own UDI.

3.6. Kendi UDI’si ile isaretlenmis olan konfigiire
edilebilir bir cihazin pargalar1 olmadikga, bir cihaz
olacagi kabul edilen ve kendi basina ticari olarak
mevcut olan (piyasada satilan) her bilesene farkli
bir UDI tahsis edilir.

3.7. Kits shall be assigned and bear their own UDI.

3.7. Kitlere kendi UDI’lar tahsis edilir ve bunlar
kendi UDI’larini tasir.

3.8. The manufacturer shall assign the UDI to a
device following the relevant coding standard.

3.8. Imalatgu, bir cihaza ilgili kodlama standardina
gore UDI tahsis eder.

3.9. A new UDI-DI shall be required whenever
there is a change that could lead to
misidentification of the device and/or ambiguity in
its traceability. In particular, any change of one of
the following UDI database data elements shall
require a new UDI-DI:

(a) Name or trade name,

(b) device version or model,

(c) labelled as single use,

(d) packaged sterile,

(e) need for sterilization before use,

(f) quantity of devices provided in a package,

(g) critical warnings or contra-indications.

3.9. Cihazin yanlis tanimlanmasina ve/veya
izlenebilirliginde belirsizlige yol acabilecek bir
degisiklik oldugunda, yeni bir UDI-DI gerekir.
Ozellikle, asagidaki UDI veri taban1 veri
Ogelerinden herhangi birinde meydana gelen
degisiklikler, yeni bir UDI-DI gerektirir:

(a) ad veya ticari ad,

(b) cihaz versiyonu veya modeli,

(c) tek kullanim olarak etiketli,

(d) steril ambalajli,

(e) kullanimdan Once sterilizasyon ihtiyaci,

(f) bir ambalajda temin edilen cihaz miktari,

(g) kritik uyarilar veya kontra-endikasyonlar.

3.10. Manufacturers that repackage or relabel
devices with their own label shall retain a record
of the original device manufacturer's UDI.

3.10. Cihazlar1 kendi etiketleriyle yeniden
ambalajlayan  ve/veya yeniden etiketleyen
imalatgilar, orijinal cihaz imalat¢isinin

UDT’lerinin kaydini tutar.

4. UDI carrier

4.1. The UDI carrier (AIDC and HRI
representation of the UDI) shall be placed on the
label and on all higher levels of device packaging.
Higher levels do not include shipping containers.

4. UDI tasiyicisi

4.1. UDI tasiyicist (UDI’'nin AIDC ve HRI
gosterimi), etiket iizerine ve cihazin tiim (st
ambalaj seviyeleri iizerine yerlestirilir. Ust
seviyeler, nakliyat konteynirlarini kapsamaz.

4.2. In the event of there being significant space
constraints on the unit of use packaging the UDI
carrier may be placed on the next higher packaging
level.

4.2. Ambalaj kullanim birimi iizerinde Onemli
bosluk kisitlamalarinin olmasi durumunda, UDI
tastyicisy, bir sonraki {ist ambalaj seviyesine
yerlestirilebilir.

4.3. For single use class A and class B devices
packaged and labelled individually, the UDI
carrier shall not be required to appear on the
packaging but it shall appear on a higher level of
packaging e.g. a carton containing several

4.3. Tekil (miinferit) olarak ambalajlanmis ve
etiketlenmis simif A ve smif B tek kullanimlik
cihazlar i¢in, UDI tasiyicisinin ambalaj lizerinde
bulunmas1 gerekmez fakat (bu durumda UDI
tasiyicis1) bir iist ambalaj seviyesinde, Ornegin,
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packages. However, when the healthcare provider
is not expected to have access, in cases such as in
home healthcare settings, to the higher level of
device packaging, the UDI shall be placed on the
packaging.

birka¢ cihaz iceren bir karton kutu iizerinde
bulunur. Bununla birlikte, evde saglik bakimi
hizmetleri gibi durumlarda, saglik uzmaninin
cihazin  list ambalaj seviyesine erismesi
beklenmediginde, UDI, her bir cihazin ambalaji
iizerine yerlestirilir .

4.4. For devices exclusively intended for retail
point of sale, the UDI-PIs in AIDC shall not be
required to appear on the point of sale packaging.

4.4. Sadece perakende satis noktasina yonelik
cihazlar icin, AIDC’deki UDI-PI’larin satis
noktas1 ambalaji1 iizerinde bulunmasi gerekmez.

4.5. When AIDC carriers other than the UDI
carrier are part of the product labelling, the UDI
carrier shall be readily identifiable.

4.5. UDI tastyicist disindaki AIDC tasiyicilar
iirtin etiketlemesinin parcalar1 olduklarinda, UDI
tasiyicist kolaylikla belirlenebilir olur.

4.6. If linear bar codes are used, the UDI-DI and
UDI-PI may be concatenated or non-concatenated
in two or more bar codes. All parts and elements
of the linear bar code shall be distinguishable and
identifiable.

4.6. Lineer barkodlar kullaniyorsa, UDI-DI ve
UDI-PI, iki veya daha fazla barkoda baglanabilir
ya da baglanmayabilir. Lineer barkodun boliimleri
ve dgeleri, ayirt edilebilir ve belirlenebilir olur.

4.7. If there are significant constraints limiting the
use of both AIDC and HRI on the label, only the
AIDC format shall be required to appear on the
label. For devices intended to be used outside
healthcare facilities, such as devices for home
care, the HRI shall however appear on the label
even if this results in there being no space for the
AIDC.

4.7. FEtiket lizerinde hem AIDC’nin hem de
HRI’nin kullanimini sinirlayan onemli
kisitlamalar varsa, sadece AIDC formatinin etiket
tizerinde goriinmesi gerekir. Evde bakim cihazlar
gibi, saglik tesisleri disinda kullanilmasi
amaclanan cihazlar i¢in, HRI, AIDC i¢in higbir
bosluk kalmayacak olsa bile, etiket lizerinde yine
de bulunur.

4.8. The HRI format shall follow the rules of the
UDI code-issuing entity.

4.8. HRI formati, UDI kodu tahsis kurulusunun
kurallarini takip eder (izler).

4.9. If the manufacturer is using RFID technology,
a linear or 2D bar code in line with the standard
provided by the issuing entities shall also be
provided on the label.

4.9. Imalat¢1 RFID teknolojisi kullaniyorsa, tahsis
kuruluslar1  tarafindan  saglanan  standart
dogrultusunda bir lineer veya 2-Boyutlu barkod da
etiket lizerinde bulunur.

4.10. Devices that are reusable shall bear a UDI
carrier on the device itself. The UDI carrier for
reusable devices that require disinfection,
sterilisation or refurbishing between patient uses
shall be permanent and readable after each process
performed to make the device ready for the
subsequent use throughout the intended lifetime of
the device.

4.10. Tekrar kullanilabilir olan cihazlar, cihazin
kendisi iizerinde bir UDI tasiyicis1 tasir. Hasta
kullanimlar1 arasinda dezenfekte edilmesi, steril
edilmesi veya yenilestirilmesi gereken tekrar
kullanilabilir cihazlara yonelik UDI tasiyicisi;
cihazin amaclanan kullanim émrii boyunca sonraki
kullanim i¢in hazir hale getirilmesi igin
gerceklestirilen her islem sonrasinda kalici ve
okunabilir olur.

4.11. The UDI carrier shall be readable during
normal use and throughout the intended lifetime of
the device.

4.11. UDI tasiyicisi, normal kullanim sirasinda ve
cihazin amacglanan kullanim Omrii boyunca
okunabilir olur.

4.12. If the UDI carrier is readily readable or
scannable through the device's packaging, the
placing of the UDI carrier on the packaging shall
not be required.

4.12. UDI tasiyicist cihazin ambalaj1 {lizerinden
kolaylikla okunabilir ya da taranabilir ise, ambalaj
tizerine  UDI  tasiyicisinin  yerlestirilmesi
gerekmez.

4.13. In the case of single finished devices made
up of multiple parts that must be assembled before
first use, it shall be sufficient to place the UDI
carrier on only one part of each device.

4.13. i1k kullanimdan &nce birlestirilmesi gereken
¢oklu parcalardan olusan tek bir bitmis cihaz s6z
konusu oldugunda, her cihazin sadece bir
boliimiine UDI tasiyicist yerlestirmek yeterli olur.
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4.14. The UDI carrier shall be placed in a manner
such that the AIDC can be accessed during normal
operation or storage.

4.14. UDI tastyicisi, normal ¢aligma veya saklama
boyunca AIDC’ye erisilebilecek bir sekilde
yerlestirilir.

4.15. Bar code carriers that include both a UDI-DI
and a UDI-PI may also include essential data for
the device to operate or other data.

4.15. Hem UDI-DI hem de UDI-PI igeren barkod
tasiyicilari, cihazin ¢alismasi i¢in gerekli verileri
veya diger verileri de igerebilir.

5. General principles of the UDI database

5.1. The UDI database shall support the use of all
core UDI database data elements referred to in Part
B of this Annex.

5. UDI veri tabaninin genel ilkeleri

5.1. UDI veri tabani, bu Ekin B Kisminda atifta
bulunulan biitiin temel UDI veri tabami veri
Ogelerinin kullanimini destekler.

5.2. Manufacturers shall be responsible for the
initial submission and updates of the identifying
information and other device data elements in the
UDI database.

5.2. Imalatgilar, UDI veri tabanindaki tanimlayici
bilgilerin ve diger cihaz veri 6gelerinin baslangic
bildirimlerinden ve gilincellenmelerinden sorumlu
olur.

5.3. Appropriate
validation of the data provided
implemented.

methods/procedures  for
shall be

5.3. Temin edilen verilerin validasyonu i¢in uygun
yontemler/prosediirler uygulanir.

5.4. Manufacturers shall periodically verify the
correctness of all of the data relevant to devices
they have placed on the market, except for devices
that are no longer available on the market.

5.4. TImalatgilar, piyasada arttk bulunmayan
cihazlar hari¢ olmak iizere, piyasaya arz ettikleri
cihazlarla ilgili verilerin timiiniin dogrulugunu
periyodik olarak dogrular.

5.5. The presence of the device UDI-DI in the UDI
database shall not be assumed to mean that the
device is in conformity with this Regulation.

5.5. UDI wveri tabaninda cihaz UDI-DI’sinin
bulunmast (varligi), cihazin bu Tiiziik’e uygun
oldugu anlamina gelmez.

5.6. The database shall allow for the linking of all
the packaging levels of the device.

5.6.Veri tabani, cihazin biitlin  ambalaj
seviyelerinin birbiriyle baglanti kurmasina imkan
saglar.

5.7. The data for new UDI-DIs shall be available
at the time the device is placed on the market.

5.7. Yeni UDI-DI’lara yonelik veriler, cihazin
piyasaya arz edildigi anda mevcut olur.

5.8. Manufacturers shall update the relevant UDI
database record within 30 days of a change being
made to an element, which does not require a new
UDI-DI.

5.8. Imalatgilar, bir 6geye yapilan, yeni bir UDI-
DI gerektirmeyen, degisiklikten itibaren 30 giin
icerisinde ilgili UDI veri taban1 kaydin1 giinceller.

5.9. Internationally accepted standards for data
submission and updates shall, wherever possible,
be used by the UDI database.

5.9. Miimkiin oldugunda, veri bildirimi ve
glincellemelerine  yonelik  uluslararas1  kabul
gormiis standartlar UDI veri tabani tarafindan
kullanilir.

5.10. The user interface of the UDI database shall
be available in all official languages of the Union.
The use of free- text fields shall, however, be
minimised in order to reduce translations.

5.10. UDI wveri tabaninin kullanicit ara-yiizi,
Birligin tiim resmi dillerinde mevcut olur. Ancak,
cevirileri azaltmak icin, serbest-metin alanlarinin
kullanimi asgariye indirilir.

5.11. Data relating to devices that are no longer
available on the market shall be retained in the
UDI database.

5.11. Piyasada artik bulunmayan cihazlarla ilgili
veriler, UDI veri tabaninda muhafaza edilir.

6. Rules for specific device types

6.1. Reusable devices that are part of kits and that
require cleaning, disinfection, sterilisation or
refurbishing between uses

6. Spesifik cihaz tiirlerine yonelik kurallar

6.1. Kitlerin parcalari olan ve kullanimlar arasinda
temizlenmesi, dezenfekte edilmesi, steril edilmesi
veya yenilestirilmesi gereken yeniden
kullanilabilir cihazlar
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6.1.1. The UDI of such devices shall be placed on
the device and shall be readable after each
procedure to make the device ready for the next
use;

6.1.1. Bu tiir cihazlarin UDI’s1; cihaz {izerine
yerlestirilir ve cihazi sonraki kullanima hazir hale
getirmeye yoOnelik her islemden sonra okunabilir
olur.

6.1.2. The UDI-PI characteristics such as the lot or
serial number shall be defined by the
manufacturer.

6.1.2. Lot veya seri numarast gibi UDI-PI
karakteristikleri, imalat¢i tarafindan tanimlanir.

6.2. Device software

6.2.1. UDI assignment Criteria

The UDI shall be assigned at the system level of
the software. Only software which is commercially
available on its own and software which
constitutes a device in itself shall be subject to that
requirement.

The software identification shall be considered to
be the manufacturing control mechanism and shall
be displayed in the UDI-PI.

6.2. Cihaz Yazilimi

6.2.1. UDI tahsis Kriterleri

UDI, yazilimin sistem diizeyinde tahsis edilir.
Sadece kendi basina ticari olarak bulundurulan
yazilimlar ve kendi bagina bir cihaz olusturan
yazilimlar bu gereklilige tabi olur.

Yazilim kimligi, imalat kontrol mekanizmasi
olarak kabul edilir ve UDI-PI’da gosterilir.

6.2.2. A new UDI-DI shall be required whenever
there is a modification that changes:

(a) the original performance,

(b) the safety or the intended use of the software.
(c) interpretation of data.

Such modifications include new or modified
algorithms,  database  structures, operating
platform, architecture or new user interfaces or
new channels for interoperability.

6.2.2. Asagidakileri degistiren bir modifikasyon
oldugunda, yeni bir UDI-DI’ya gerek duyulur:

(a) orijinal performansi,

(b) yazilimin giivenligini veya kullanim amacini,
(c) verilerin yorumlamasini.

Bu tiir modifikasyonlar; yeni veya degistirilmis
algoritmalari, veri tabani yapilarini, isletim
platformunu, mimari veya yeni kullanici
araylizlerini ya da birlikte calisabilirlige yonelik
yeni kanallar igerir.

6.2.3. Minor software revisions shall require a new
UDI-PI and not a new UDI-DI:

Minor software revisions are generally associated
with bug fixes, usability enhancements that are not
for safety purposes, security patches or operating
efficiency.

Minor software revisions shall be identified by a
manufacturer-specific form of identification.

6.2.3. Minor yazilim revizyonlari, yeni bir UDI-PI
gerektirir ve yeni bir UDI-DI gerektirmez:

Minér yazilim revizyonlari, genel olarak hata
(bug) diizeltmeleri, gilivenlik amagli olmayan
kullanilabilirlik 1yilestirmeleri, giivenlik yamalari
veya isletim verimliligi ile iliskili olur.

Minér yazilim revizyonlari, imalatciya 6zel
tanimlama formu ile tanimlanir.

6.2.4. UDI placement criteria for software

(a) where the software is delivered on a physical
medium, for example via a CD or DVD, each
packaging level shall bear the human readable and
AIDC representation of the complete UDI. The
UDI that is applied to the physical medium
containing the software and its packaging shall be
identical to the UDI assigned to the system level
software;

(b) the UDI shall be provided on a readily
accessible screen for the user in an easily-readable
plain-text format such as an ‘about’ file, or
included on the start-up screen;

(c) software lacking a user interface such as
middleware for image conversion, shall be capable
of transmitting the UDI through an application
programming interface (API);

6.2.4. Yazilama yonelik UDI yerlestirme kriterleri
(a) yazilimin, Ornegin bir CD veya DVD
tizerinden, fiziksel bir ortamda verilmesi
durumunda, her ambalaj seviyesi, UDI’nin
tamaminin HRI gésterimini ve AIDC goésterimini
tasir. Yazilimi barindiran fiziksel ortama ve
ambalajima uygulanan UDI, yazilima sistem
seviyesinde atanan UDI ile 6zdes olur;

(b) UDI; kullanict igin rahatlikla ulasilabilir bir
ekran lizerinde, ‘hakkinda’ dosyas1 gibi, kolaylikla
okunabilir bir diiz metin formatinda saglanir ya da
baslangic ekranina dahil edilir;

(c) goriintli doniistiirmeye yonelik ara katman
(arac1) yazilimi gibi bir kullanic1 ara-yiizii
olmayan yazilim, bir uygulama programlama ara-
yuzii (API) vasitastyla UDI’yi iletme kabiliyetine
sahip olur;
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(d) only the human readable portion of the UDI
shall be required in electronic displays of the
software. The marking of UDI using AIDC shall
not be required in the electronic displays such as
‘about’ menu, splash screen, etc.;

(e) the human readable format of the UDI for the
software shall include the application identifiers
(Al) for the standard used by the issuing entities,
S0 as to assist the user in identifying the UDI and
determining which standard is being used to create
the UDI.

(d) Yazilimin elektronik ekranlarinda, sadece
UDI’nin insan tarafindan okunabilir kism1 gerekli
olur. ‘Hakkinda’ meniisii, agilis ekran1 vb. gibi,
elektronik ekranlarda, AIDC kullanan UDI
isaretine gerek yoktur;

(e) UDI'nin yazilima yonelik insan tarafindan
okunabilir formati; UDI’yi tanimlamada ve UDI
olusturmak tizere kullanilan standardi standardi
belirlemede kullaniciya yardimci olmasi igin,
tahsis kuruluslar1 tarafindan kullanilan standarda
yonelik Uygulama Tanimlayicilar (Al) igerir.

ANNEX VII
REQUIREMENTS TO BE MET BY
NOTIFIED BODIES

EK VII
ONAYLANMIS KURULUSLAR
TARAFINDAN KARSILANACAK
GEREKLILiKLER

1. ORGANISATIONAL AND GENERAL
REQUIREMENTS

1.1. Legal status and organisational structure
1.1.1. Each notified body shall be established
under the national law of a Member State, or under
the law of a third country with which the Union
has concluded an agreement in this respect. Its
legal personality and status shall be fully
documented. Such documentation shall include
information about ownership and the legal or
natural persons exercising control over the notified
body.

1. KURUMSAL VE GENEL GEREKLILIKLER

1.1. Hukuki statii ve kurumsal yap1

1.1.1. Her onaylanmis kurulus, bir iiye devletin
ulusal mevzuati kapsaminda ya da Birlik’in bu
konuda bir anlagmaya vardigi bir tigiincii iilkenin
mevzuat1  kapsaminda kurulur. Onaylanmis
kurulusun hukuki kigiligi ve statiisii tamamiyla
dokiimante edilir. Bu tiir dokiimantasyon, sahiplik
ve onaylanmis kurulus tizerinde kontroli bulunan
tiizel veya gercek kisiler hakkinda bilgiler igerir.

1.1.2. If the notified body is a legal entity that is
part of a larger organisation, the activities of that
organisation as well as its organisational structure
and governance, and the relationship with the
notified body shall be clearly documented. In such
cases, the requirements of Section 1.2 are
applicable to both the notified body and the
organisation to which it belongs.

1.1.2. Onaylanmis kurulus, daha biiyiik bir
kurulusun pargast olan bir tiizel kisilik ise,
kurumsal yapis1 ve yonetimi ile birlikte bu
kurulusun faaliyetleri ve onaylanmis kurulus ile
iliskisi agikca dokiimante edilir. Bu tiir
durumlarda, 1.2. Kesim ile ilgili gereklilikler, hem
onaylanmis kurulus i¢in, hem de ait oldugu
kurulus i¢in uygulanabilir olur.

1.1.3. If a notified body wholly or partly owns
legal entities established in a Member State or in a
third country or is owned by another legal entity,
the activities and responsibilities of those entities,
as well as their legal and operational relationships
with the notified body, shall be clearly defined and
documented. Personnel of those entities
performing conformity assessment activities under
this Regulation shall be subject to the applicable
requirements of this Regulation.

1.1.3. Bir onaylanmig kurulus, bir liye devlette
veya bir Tlgilinclii lilkede yerlesik olan tiizel
kisiliklere tamamen veya kismen sahipse ya da bir
bagka yasal kisiligin sahipligindeyse, onaylanmis
kurulusla olan hukuki ve islevsel iliskileri ile
birlikte  bu  kisiliklerin  faaliyetleri  ve
sorumluluklari, agik¢a tanimlanir ve dokiimante
edilir. Bu Tizik kapsaminda uygunluk
degerlendirme faaliyetleri yiirliten bu kisiliklerin
personeli, bu Tiiziik in uygulanabilir
gerekliliklerine tabi olur.

1.1.4. The organisational structure, allocation of
responsibilities, reporting lines and operation of
the notified body shall be such that they ensure that
there is confidence in the performance by the
notified body and in the results of the conformity
assessment activities it conducts.

1.1.4. Onaylanmis kurulusun kurumsal yapisi,
sorumluluklarin paylasimi, raporlama yollar1 ve

kurulusun isleyisi;  onaylanmis  kurulusun
performansinin ve yurtittigi uygunluk
degerlendirme faaliyetlerinin sonuglarinin

giivenilir olmasini saglayacak tiirde olur.
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1.1.5. The notified body shall clearly document its
organisational structure and the functions,
responsibilities and authority of its top-level
management and of other personnel who may have
an influence upon the performance by the notified
body upon the results of its conformity assessment
activities.

1.1.5 Onaylanmis kurulus, kurumsal yapisini ve
iist yonetim ile onaylanmis kurulusun performansi
ve uygunluk degerlendirme faaliyetlerinin
sonuglar1 iizerinde bir etkiye sahip olabilecek
diger personelin gorevlerini, sorumluluklarini ve
yetkilerini agik¢a dokiimante eder.

1.1.6. The notified body shall identify the persons
in top-level management that have overall
authority and responsibility for each of the
following:

(a) provision of adequate resources for conformity
assessment activities;

(b) development of procedures and policies for the
operation of the notified body;

(c) supervision of implementation of the
procedures, policies and quality management
systems of the notified body;

(d) supervision of the notified body's finances;

(e) activities and decisions taken by the notified
body, including contractual agreements;

(f) delegation of authority to personnel and/or
committees, where necessary, for the performance
of defined activities;

(9) interaction with the authority responsible for
notified bodies and the obligations regarding
communications with other competent authorities,
the Commission and other notified bodies.

1.1.6. Onaylanmis kurulus, asagidakilerin her biri
icin tim yetkiye ve sorumluluga sahip olan {ist
yonetimdeki kisileri tanimlar:

(a) uygunluk degerlendirme faaliyetlerine yonelik
yeterli kaynaklarin temini;

(b) onaylanmis kurulusun isleyisine yonelik
prosediirlerin ve politikalarin gelistirilmesi;

(c) onaylanmis kurulusun prosediirlerinin,
politikalarinin ve kalite yOnetim sistemlerinin
uygulanmasinin kontrolii;

(d) onaylanmis kurulusun mali
kontrolii;

(e) sozlesmeye dayali anlagsmalar dahil olmak
iizere, onaylanmis kurulus tarafindan yapilan
faaliyetler ve alinan kararlar;

(f) tanimlanmis faaliyetlerin gerceklestirilmesi
icin, gerekli oldugu durumlarda, personele ve/veya
komitelere yetki devri;

(g) onaylanmis kuruluslardan sorumlu otorite ile
isbirligi ve diger yetkili otoritelerle, Komisyonla
ve diger onaylanmis kuruluslarla iletisime iliskin
yiikiimliiliikkler.

durumunun

1.2. Independence and impartiality

1.2.1. The notified body shall be a third-party body
that is independent of the manufacturer of the
device in relation to which it performs conformity
assessment activities. The notified body shall also
be independent of any other economic operator
having an interest in the device as well as of any
competitors of the manufacturer. This does not
preclude the notified body from carrying out
conformity assessment activities for competing
manufacturers.

1.2. Bagimsizlik ve tarafsizlik

1.2.1. Onaylanmis kurulus; yiiriittigii uygunluk
degerlendirme faaliyetleri 1ile 1lgili cihazin
imalatcisindan bagimsiz olan bir {i¢ilincii taraf
kurulus olur. Onaylanmis kurulus, imalat¢inin
rakiplerinin yani sira cihazdan bir ¢ikari olan diger
iktisadi isletmelerden de bagimsiz olur. Bu,
onaylanmis kurulusun rakip imalatgilar icin
uygunluk degerlendirme faaliyetleri yiiriitmesine
engel olmaz.

1.2.2. The notified body shall be organised and
operated so as to safeguard the independence,
objectivity and impartiality of its activities. The
notified body shall document and implement a
structure and procedures for safeguarding
impartiality and for promoting and applying the
principles of impartiality throughout its
organisation, personnel and assessment activities.
Such  procedures shall provide for the
identification, investigation and resolution of any
case in which a conflict of interest may arise
including involvement in consultancy services in
the field of devices prior to taking up employment

1.2.2. Onaylanmis kurulus, faaliyetlerinin
bagimsizligini, nesnelligini  ve tarafsizligimi
koruyacak sekilde organize edilir ve isletilir.
Onaylanmis kurulus; tarafsizligit korumaya ve
kurulus, personel ve degerlendirme faaliyetleri
genelinde tarafsizlik ilkelerini desteklemeye ve
uygulamaya yonelik bir yapiyr ve prosediirleri
dokiimante eder ve uygular. Bu tiir prosediirler,
onaylanmis kurulusla ¢aligmaya baglamadan 6nce,
cihazlar alaninda danismanlik hizmetlerine
katilmak da dahil olmak iizere, bir ¢ikar
catigmasinin ortaya ¢ikabilecegi her bir durumun
tanimlanmasini, arastirilmasini ve ¢dziilmesini
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with the notified body. The investigation, outcome
and its resolution shall be documented.

saglar. Bu arastirma, ¢iktilar ve ¢6ziim dokiimante
edilir.

1.2.3. The notified body, its top-level management
and the personnel responsible for carrying out the
conformity assessment tasks shall not:

(a) be the designer, manufacturer, supplier,
installer, purchaser, owner or maintainer of
devices which they assess, nor the authorised
representative of any of those parties. Such
restriction shall not preclude the purchase and use
of assessed devices that are necessary for the
operations of the notified body and the conduct of
the conformity assessment, or the use of such
devices for personal purposes;

(b) be involved in the design, manufacture or
construction, marketing, installation and use, or
maintenance of the devices for which they are
designated, nor represent the parties engaged in
those activities;

(c) engage in any activity that may conflict with
their independence of judgement or integrity in
relation to conformity assessment activities for
which they are designated,;

(d) offer or provide any service which may
jeopardise the confidence in their independence,
impartiality or objectivity. In particular, they shall
not offer or provide consultancy services to the
manufacturer, its authorised representative, a
supplier or a commercial competitor as regards the
design, construction, marketing or maintenance of
the devices or processes under assessment; and

(e) be linked to any organisation which itself
provides consultancy services as referred to in the
point (d). Such restriction shall not preclude
general training activities that are not client
specific and that relate to regulation of devices or
to related standards.

1.2.3. Onaylanmis kurulus, iist yoOnetimi ve
uygunluk degerlendirmesi gorevlerini
yuritmekten sorumlu personel:

(a) ne degerlendirdikleri cihazlarin tasarimecisi,
imalatcisi, tedarikgisi, kurulumcusu, alicisi, sahibi
veya bakim yapani, ne de bu kuruluslarin herhangi
birinin yetkili temsilcisi olamaz. Bu tiir
kisitlamalar, onaylanmis kurulusun c¢alismalar1 ve
uygunluk degerlendirmenin yiiriitiilmesi ya da
kisisel amaglara yonelik bu tiir cihazlarin
kullanim1 i¢in gerekli olan, degerlendirilen
cihazlarin satin alinmasim1  ve kullanimim
engellemez.

(b) ne atandiklar1 cihazlarin  tasariminda,
imalatinda veya yapiminda, pazarlanmasinda,
kurulumunda ve kullaniminda, ya da bakiminda
yer alir, ne de bu faaliyetlerde bulunan kuruluslar
temsil eder;

(c) atandiklart  uygunluk  degerlendirme
faaliyetlerine iliskin kararlarinin bagimsizligiyla
ve diirtstliikleriyle catisabilecek higbir faaliyette
bulunamaz;

(d) bagimsizliklarina, tarafsizliklarina veya
nesnelliklerine olan giiveni tehlikeye sokabilecek
hicbir hizmeti teklif edemez veya saglayamaz.
Ozellikle degerlendirme kapsamindaki cihazlarin
ya da siireclerin tasarimi, yapimi, pazarlanmasi
veya bakimi hakkinda, imalatgiya, yetkili
temsilcisine, bir tedarik¢iye veya bir ticari rakibe
danigmanlik  hizmetleri teklif edemez veya
saglayamaz ve

(e) (d) bendinde atifta bulunuldugu sekilde
danigmanlik hizmetini saglayan higbir kurulusla
baglantili olamaz. Bu tiir kisitlamalar, miisteriye
0zel olmayan ve cihazlarin mevzuatiyla veya ilgili
standartlarla iligkili genel egitim faaliyetlerini
engellemez

1.2.4. Involvement in consultancy services in the
field of devices prior to taking up employment
with a notified body shall be fully documented at
the time of employment, and potential conflicts of
interests shall be monitored and resolved in
accordance with this Annex. Personnel who were
formerly employed by a specific client, or
provided consultancy services in the field of
devices to that specific client prior to taking up
employment with a notified body, shall not be
assigned for conformity assessment activities for
that specific client or companies belonging to the
same group for a period of three years.

1.2.4. Bir onaylanmis kurulusla calismaya
baslamadan Once cihazlar alaninda danigsmanlik
hizmetine dahil olma, ise baglama aninda tamamen
dokiimante edilir ve olas1 ¢ikar ¢atigsmalari, bu ek
uyarinca izlenir ve ¢ozlimlenir. Belirli bir miisteri
tarafindan Onceden istthdam edilen ya da bir
onaylanmis kurulusla calismaya baslamadan once
bu belirli miisteriye cihazlar alaninda danismanlik
hizmeti saglayan personel, ii¢ yillik bir siire i¢in,
bu belirli miisteriye veya ayni gruba bagli olan
sirketlere  yonelik uygunluk degerlendirme
faaliyetlerine atanmaz.
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1.2.5. The impartiality of notified bodies, of their
top-level management and of the assessment
personnel shall be guaranteed. The level of the
remuneration of the top-level management and
assessment personnel of a notified body and
subcontractors involved in assessment activities
shall not depend on the results of the assessments.
Notified bodies shall make publicly available the
declarations of interest of their top-level
management.

1.2.5. Onaylanmis kuruluslarin, {ist yonetimlerinin
ve degerlendirme personelinin tarafsizligir garanti
edilir. Bir onaylanmis kurulusun {ist yonetiminin
ve degerlendirme personelinin ve degerlendirme
faaliyetlerine dahil olan alt yiiklenicilerin iicret
miktarlari, degerlendirmelerin sonuglarina bagl
olmaz. Onaylanmis kuruluslar, {ist yonetimlerinin
cikar beyanlarini kamuya agik hale getirir.

1.2.6. If a notified body is owned by a public entity
or institution, independence and absence of any
conflict of interests shall be ensured and
documented between, on the one hand, the
authority responsible for notified bodies and/or the

1.2.6. Bir onaylanmis kurulus, bir kamu
kurumunun veya kurulusunun sahipligindeyse,
bagimsizlik ve c¢ikar catismasinin bulunmamasi,
bir yandan onaylanmis kuruluslardan sorumlu
otorite ve/veya yetkili otorite ile diger yandan

competent authority and, on the other hand, the | onaylanmis kurulus arasinda saglanir ve
notified body. dokiimante edilir.

1.2.7. The notified body shall ensure and | 1.2.7.  Onaylanmis  kurulus;  sahiplerinin
document that the activities of its subsidiaries or | faaliyetleri dahil olmak lizere,

subcontractors or of any associated body,
including the activities of its owners do not affect
its independence, impartiality or the objectivity of
its conformity assessment activities.

sube/temsilciliklerinin veya yiiklenicilerinin ya da
herhangi bir iliskili kurulusun faaliyetlerinin,
kendisinin yiiriittiigli uygunluk degerlendirme
faaliyetlerinin bagimsizligini, tarafsizligini veya
nesnelligini etkilemedigini garanti ve dokiimante
eder.

1.2.8. The notified body shall operate in
accordance with a set of consistent, fair and
reasonable terms and conditions, taking into
account the interests of small and medium-sized
enterprises as defined in Recommendation
2003/361/EC in relation to fees.

1.2.8. Onaylanmis kurulus; ticretlere iliskin olarak
2003/361/AT  sayili  Tavsiye  Karari’nda
tamimlandig1 sekilde kiiciik ve orta Olgekli
isletmelerin ¢ikarlarini dikkate alarak, tutarli, adil
ve makul hiikiimler ve sartlar dizisine uygun
olarak caligir.

1.2.9. The requirements laid down in this Section
shall in no way preclude exchanges of technical
information and regulatory guidance between a
notified body and a manufacturer applying for
conformity assessment.

1.2.9. Bu Kesimde belirtilen gereklilikler, bir
onaylanmis kurulus ile uygunluk degerlendirme
icin bagvuran bir imalat¢1 arasinda teknik bilgiler
ile mevzuata iliskin kilavuzlarin paylasimini
hicbir sekilde engellemez.

1.3. Confidentiality

1.3.1. The notified body shall have documented
procedures in place ensuring that its personnel,
committees, subsidiaries, subcontractors, and any
associated body or personnel of external bodies
respect the confidentiality of the information
which comes into its possession during the
performance of the conformity assessment
activities, except when disclosure is required by
law.

1.3. Gizlilik

1.3.1.  Onaylanmis  kurulus;  personelinin,
komitelerinin, sube/temsilciliklerinin,
yiiklenicilerinin ve harici kuruluslarin

personelinin ya da herhangi bir iliskili kurulusun;
ifsa etmenin kanunen gerekli oldugu durumlar
haricinde, uygunluk degerlendirme faaliyetlerinin
ylriitiilmesi siiresince elde ettikleri bilgilerin
gizliligine riayet etmesini saglayan dokiimante
edilmis isleyen prosediirlere sahip olur

1.3.2. The personnel of a notified body shall
observe professional secrecy in carrying out their
tasks under this Regulation or any provision of
national law giving effect to it, except in relation
to the authorities responsible for notified bodies,
competent authorities for devices in the Member
States or the Commission. Proprietary rights shall
be protected. The notified body shall have

1.3.2. Bir onaylanmig kurulusun personeli,
onaylanmis kuruluslardan sorumlu otoriteler, iiye
devletlerde tibbi cihazlarin yetkili otoriteleri veya
Komisyon ile iligkili gérevleri hari¢ olmak iizere,
bu Tiiziik ya da onu etkileyen ulusal mevzuat
hiikiimleri ~ kapsaminda  gorevlerini  yerine
getirirken mesleki gizliligi gozetir. Miilkiyet
haklar1 korunur. Onaylanmis kurulug, bu Kesimin
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documented procedures in place in respect of the
requirement of this Section.

gereklilikleriyle ilgili olarak dokiimante edilmis
isleyen prosediirlere sahip olur.

1.4. Liability

1.4.1. The notified body shall take out appropriate
liability insurance for its conformity assessment
activities, unless liability is assumed by the
Member State in question in accordance with
national law or that Member State is directly
responsible for their conformity assessment.

1.4. Sorumluluk

1.4.1. Sorumluluk, ulusal mevzuat uyarinca s6z
konusu iiye devlet tarafindan iistlenilmedik¢e veya
bu iiye devlet, uygunluk degerlendirmesinden
dogrudan sorumlu olmadikga, onaylanmis kurulus,
uygunluk degerlendirme faaliyetlerine yoOnelik
uygun sorumluluk sigortasi yaptirir.

1.4.2. The scope and overall financial value of the
liability insurance shall correspond to the level and
geographic scope of activities of the notified body
and be commensurate with the risk profile of the
devices certified by the notified body. The liability
insurance shall cover cases where the notified
body may be obliged to withdraw, restrict or
suspend certificates.

1.4.2. Sorumluluk sigortasinin kapsami ve tam
mali degeri, onaylanmis kurulusun faaliyetlerinin
diizeyine ve cografik kapsamina karsilik gelir ve
onaylanmis kurulus tarafindan belgelendirilen
cihazlarin risk profiliyle orantili olur. Sorumluluk
sigortasi, onaylanmis kurulusun sertifikalar1 geri
¢cekmek, kisitlamak veya askiya almak zorunda
kalabilecegi durumlar1 kapsar.

1.5. Financial requirements

The notified body shall have at its disposal the
financial resources required to conduct its
conformity assessment activities within its scope
of designation and related business operations. It
shall document and provide evidence of its
financial capacity and its long-term economic
viability, taking into account, where relevant, any
specific circumstances during an initial start-up
phase.

1.5. Mali gereklilikler

Onaylanmis kurulus; atanma kapsami dahilinde
uygunluk degerlendirme faaliyetlerini ve ilgili
ticari caligmalar1 yiiriitmek i¢in gerekli mali
kaynaklara kendi tasarrufunda sahip olur.
Onaylanmis Kurulus, ilgili oldugu yerde, ilk
baslangic asamasi sirasindaki belirli durumlari
dikkate alarak, mali kapasitesi ve uzun vadeli
ekonomik uygulanabilirligi ile ilgili kanitlar
dokiimante eder ve temin eder.

1.6. Participation in coordination activities
1.6.1.The notified body shall participate in, or
ensure that its assessment personnel is informed of
any relevant standardisation activities and in the
activities of the notified body coordination group
referred to in Article 49 of Regulation (EU)
2017/745 and that its assessment and decision-
making personnel are informed of all relevant
legislation, guidance and best practice documents
adopted in the framework of this Regulation.

1.6. Koordinasyon faaliyetlerine katilim

1.6.1. Onaylanmis kurulus; ilgili standardizasyon
faaliyetlerine ve (AB) 2017/745 sayili1 Tiiziik’tin
49. maddesinde atifta bulunulan onaylanmis
kurulus koordinasyon grubu faaliyetlerine katilir
ya da degerlendirme personelinin bu faaliyetler
hakkinda bilgilendirilmesini ve degerlendirme
personeli ile karar alici personelinin bu Tiiziik
cercevesinde kabul edilen ilgili biitlin mevzuat,
kilavuz ve iyi uygulama dokiimanlar1 konusunda
bilgilendirilmesini saglar.

1.6.2. The notified body shall take into | 1.6.2. Onaylanmis kurulus, kilavuz ve iyi
consideration guidance and best practice | uygulama dokiimanlarin1 g6z 6niinde bulundurur.
documents.

2. QUALITY MANAGEMENT | 2. KALITE YONETIMI GEREKLILIKLERI

REQUIREMENTS

2.1. The notified body shall establish, document,
implement, maintain and operate a quality
management system that is appropriate to the
nature, area and scale of its conformity assessment
activities and is capable of supporting and
demonstrating the consistent fulfilment of the
requirements of this Regulation.

2.1. Onaylanmis kurulus, uygunluk degerlendirme
faaliyetlerinin niteligine, alanina ve oOlcegine
uygun olan ve bu Tizik’in gerekliliklerinin
sirekli yerine getirilmesini destekleme ve
gosterme kabiliyeti olan bir kalite yonetimi sistemi
olusturur, dokiimante eder, uygular, siirdiiriir ve
isletir.

2.2. The quality management system of the
notified body shall address at least the following:

2.2. Onaylanmis kurulusun kalite yonetim sistemi
asgari olarak asagidakilere deginir:
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(@) management system  structure  and
documentation, including policies and objectives
for its activities;

(b) policies for assignment of activities and
responsibilities to personnel,;

(c) assessment and decision-making processes in
accordance with the tasks, responsibilities and role
of the notified body's personnel and top-level
management;

(d) the planning, conduct, evaluation and, if
necessary, adaptation of its conformity assessment
procedures;

(e) control of documents;

(f) control of records;

(g) management reviews;

(h) internal audits;

(i) corrective and preventive actions;

(j) complaints and appeals;

(K) continuous training.

Where documents are used in various languages,
the notified body shall ensure and control that they
have the same content.

(a) faaliyetlerine yonelik politikalar ve hedefler
dahil olmak {izere, yonetim sistemi yapisina ve
dokiimantasyona;

(b) faaliyetlerin ve sorumluluklarin personele
tahsis edilmesine yonelik ilkelere;

(c) onaylanmis kurulusun personelinin ve {ist
yonetiminin gorevleri, sorumluluklar1 ve rolii
uyarinca degerlendirme ve karar alma siireclerine;

(d) wuygunluk degerlendirme prosediirlerinin
planlanmasina, yiiriitiilmesine,
degerlendirilmesine  ve  gerektigi  takdirde,
uyarlanmasina;

(e) dokiimanlarin kontroliine;

(f) kayitlarin kontroliine;

(g) yonetimin gézden gecirmelerine;

(h) i¢ denetimlere;

(1) diizeltici ve Onleyici faaliyetlere;

(j) sikayetler ve itirazlara,

(k) stirekli egitime.

Dokiimanlarin ~ farkli  dillerde  kullanilmasi1
durumunda, onaylanmis kurulus, bunlarin aym
icerige sahip oldugunu garanti ve kontrol eder.

2.3. The top-level management of the notified
body shall ensure that the quality management
system is fully understood, implemented and
maintained throughout the notified body
organisation including  subsidiaries  and
subcontractors involved in conformity assessment
activities pursuant to this Regulation.

2.3. Onaylanmis kurulusun {ist yonetimi; bu
Tizliik uyarinca uygunluk  degerlendirme
faaliyetlerinde yer alan sube/temsilcilikler ve
yukleniciler dahil olmak {izere onaylanmig
kurulusun biitiiniinde, kalite yonetim sisteminin
tam olarak anlagildigini, uygulandigint ve
sirdiiriildiigiinii garanti eder..

2.4. The notified body shall require all personnel
to formally commit themselves by a signature or
equivalent to comply with the procedures defined
by the notified body. That commitment shall cover
aspects relating to confidentiality and to
independence from commercial and other
interests, and any existing or prior association with
clients. The personnel shall be required to
complete written statements indicating their
compliance with confidentiality, independence
and impartiality principles.

2.4. Onaylanmis kurulus, biitiin personelinden bir
imza veya esdegeri yoluyla, onaylanmis kurulus
tarafindan tanimlanan prosediirlere uymalar1 i¢in
resmi olarak taahhiitte bulunmalarin1 talep eder.
Bu taahhiitname; gizlilikle ilgili hususlari, ticari ve
diger c¢ikarlardan bagimsizlik ile birlikte onceki
veya mevcut miisterilerle iliskilere dair hususlari
kapsar. Personelin, gizlilik, bagimsizlik ve
tarafsizlik ilkelerine uygunluklarini belirten yazili
beyannameyi doldurmasi gerekir.

3. RESOURCE REQUIREMENTS

3.1. General

3.1.1. Notified bodies shall be capable of carrying
out all the tasks falling to them under this
Regulation with the highest degree of professional
integrity and the requisite competence in the
specific field, whether those tasks are carried out
by the notified body itself or on its behalf and
under its responsibility.

In particular, notified bodies shall have the
necessary personnel and possess or have access to
all equipment, facilities and competence needed to

3. KAYNAK GEREKLILIKLERI

3.1. Genel

3.1.1.  Onaylanmis kuruluslar, bu Tiizik
kapsaminda kendilerine verilen biitiin gorevleri,
ister bu gorevler onaylanmis kuruluslarin kendileri
tarafindan, isterse de onlarin adma ve onlarin
sorumlulugu altinda yiriitiilsiin, en yiiksek
diizeyde mesleki diriistlik ve spesifik alanda
gerekli yetkinlikle yerine getirme kabiliyetine

sahip olur.
Ozellikle, onaylanmis  kuruluslar,  gerekli
personele sahip olur ve atanmis olduklar

uygunluk degerlendirme faaliyetlerinde zorunlu
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perform properly the technical, scientific and
administrative tasks entailed in the conformity
assessment activities in relation to which they have
been designated. Such requirement presupposes at
all times and for each conformity assessment
procedure and each type of devices in relation to
which they have been designated, that the notified
body has permanent availability of sufficient
administrative, technical and scientific personnel
who possess experience and knowledge relating to
the relevant devices and the corresponding
technologies. Such personnel shall be in sufficient
numbers to ensure that the notified body in
question can perform the conformity assessment
tasks, including the assessment of the medical
functionality, performance evaluations and the
performance and safety of devices, for which it has
been designated, having regard to the requirements
of this Regulation, in particular those set out in
Annex .

A notified body's cumulative competences shall be
such as to enable it to assess the types of devices
for which it is designated. The notified body shall
have sufficient internal competence to critically
evaluate assessments conducted by external
expertise. Tasks which a notified body is
precluded from subcontracting are set out in
Section 4.1.

Personnel involved in the management of the
operation of a notified body's conformity
assessment activities for devices shall have
appropriate knowledge to set up and operate a
system for the selection of assessment and
verification staff, for verification of their
competence, for authorisation and allocation of
their tasks, for organisation of their initial and
ongoing training, and for their assignment of their
duties and monitoring of those staff, in order to
ensure that personnel who carry out and perform
assessment and verification operations are
competent to fulfil the tasks required of them.

The notified body shall identify at least one
individual within its top-level management as
having overall responsibility for all conformity
assessment activities in relation to devices.

kilinan teknik, bilimsel ve idari gdrevleri uygun
bir sekilde yerine getirmek icin gerek duyulan
biitlin ekipmanlara, tesislere ve yetkinlige sahip
olur veya bunlara erisir. Bu tiir gereklilik; her
zaman ve atanmis olduklart her uygunluk
degerlendirme prosediirii ve her cihaz tiirii igin,
onaylanmis kurulusun, ilgili cihazlara ve benzer
teknolojilere iliskin deneyim ve bilgiye sahip
yeterli sayida idari, teknik ve bilimsel personeli
siirekli olarak bulundurmasini gerektirir. Bu tiir
personel; s6z konusu onaylanmis kurulusun,
ozellikle Ek I’de belirtilenler olmak iizere bu
Yonetmelik’in gerekliliklerini géz Oniine alarak
cihazlarin  tibbi  islevselliginin, performans
degerlendirmelerinin, performansinin  ve
giivenliliginin degerlendirilmesi de dahil atanmis
oldugu uygunluk degerlendirme gorevlerini yerine
getirebilmesini saglamak icin yeterli sayida olur.

Bir onaylanmigs kurulusun kiimiilatif yetkinlikleri,
atandig1 cihaz tiirlerini degerlendirmesine imkan
saglayacak nitelikte olur. Onaylanmis kurulus, dis
uzman tarafindan yliriitilen degerlendirmeleri
elestirel olarak degerlendirmek iizere yeterli ig
yetkinlige sahip olur. Bir onaylanmis kurulusun
altyiikleniciye = veremeyecegi  gorevler 4.1.
Kesimde diizenlenmistir.

Onaylanmis kurulusun cihazlara yonelik uygunluk
degerlendirme faaliyetlerinin isleyisinin
yonetiminde yer alan personel; degerlendirme ve
dogrulama ¢aligmalarin yiiriiten ve gerceklestiren
personelin, onlara verilen gorevleri yerine
getirmeleri i¢in yetkin olmalarin1 saglamak
amaciyla; degerlendirme ve dogrulama
personelinin se¢imine, yetkinliklerinin
dogrulanmasina, yetkilendirilmelerine ve
gorevlerinin dagilimina, baslangic ve siirekli
egitimlerinin organize edilmesine, gorevlerinin
atanmasina ve bu personelin izlenmesine yonelik
bir sistem kurmak ve isletmek i¢in uygun bilgiye
sahip olur.

Onaylanmis kurulus, list yonetimindeki en az bir
kisiyi cihazlarla ilgili tiim uygunluk degerlendirme
faaliyetlerinin genelinden sorumlu olacak sekilde
tanimlar.

3.1.2. The notified body shall ensure that
personnel involved in conformity assessment
activities maintain their qualification and expertise
by implementing a system for exchange of
experience and a continuous training and
education programme.

3.1.2. Onaylanmis kurulus; deneyim aligverisine
yonelik bir sistem ile siirekli egitim ve Ogretim
programi1 uygulayarak uygunluk degerlendirme
faaliyetlerine dahil olan personelin yeterliliklerini
ve uzmanliklarini siirdiirmesini saglar.
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3.1.3. The notified body shall clearly document the
extent and limits of duties and responsibilities and
the level of authorisation of to the personnel,
including any subcontractors and external experts
involved in conformity assessment activities and
inform those personnel accordingly.

3.1.3. Onaylanmis kurulus; alt yiikleniciler ve dis
uzmanlar da dahil olmak {izere uygunluk
degerlendirme faaliyetlerine dahil olan personelin,
gorevlerinin ve sorumluluklarinin kapsamini ve
sinirlarint  ve yetkilendirme seviyesini agik¢a
dokiimante eder ve bu dogrultuda bu personeli
bilgilendirir.

3.2. Qualification criteria in relation to personnel
3.2.1. The notified body shall establish and
document qualification criteria and procedures for
selection and authorisation of persons involved in
conformity assessment activities, including as
regards knowledge, experience and other
competence required, and the required initial and
ongoing training. The qualification criteria shall
address the wvarious functions within the
conformity assessment process, such as auditing,
product evaluation or testing, technical
documentation review, decision-making, and
batch release, as well as the devices, technologies
and areas, such as biocompatibility, sterilisation,
self and near patient-testing, companion
diagnostics and performance evaluation, covered
by the scope of designation.

3.2. Personelle ilgili yeterlilik kriterleri

3.2.1. Onaylanmis kurulus, bilgi, deneyim ve
gerekli diger yetkinlikler dahil olmak iizere,
uygunluk degerlendirme faaliyetlerine dahil olan
kisilerin se¢imine ve yetkilendirilmesine yonelik
yeterlilik kriterleri ve prosediirler ile ilk gerekli
baslangi¢ ve siliregelen egitimleri olusturur ve
dokiimante eder. Yeterlilik kriterleri; atama
kapsaminda yer alan, cihazlar, teknolojiler ve
biyouyumluluk, sterilizasyon, kisisel ve hastabasi
test, tamamlayici tani ve performans
degerlendirme gibi alanlar ve bunlarla birlikte
denetleme, iiriin degerlendirme veya test etme,
teknik dokiimantasyon inceleme, karar alma ve
partinin serbest birakilmast gibi uygunluk
degerlendirme  siireci igerisindeki  cesitli
fonksiyonlara deginir.

3.2.2. The qualification criteria referred to in
Section 3.2.1 shall refer to the scope of the notified
body's designation in accordance with the scope
description used by the Member State for the
notification referred to in Article 38(3), providing
a sufficient level of detail for the required
qualification within the subdivisions of the scope
description.

Specific qualification criteria shall be defined at
least for the assessment of:

— biological safety,

— performance evaluation,

— devices for self and near patient testing,

— companion diagnostics,

— functional safety,

— software,

— packaging, and

— the different types of sterilisation processes.

3.2.2. 3.2.1. Kesimde atifta bulunulan yeterlilik
kriterleri; kapsam tanimimnin alt bdliimleri
igerisinde gerekli yeterlilige yonelik yeterli
seviyede ayrint1 saglayarak, 38(3) maddesinde
atifta bulunulan bildirim i¢in liye devlet tarafindan
kullanilan kapsam tanimi uyarinca bir onaylanmis
kurulusun atama kapsamina atifta bulunur.

Spesifik  yeterlilik  kriterleri, asgari olarak
asagidakilerin degerlendirilmesi i¢in tanimlanir:
— biyolojik giivenliligin,

— performans degerlendirmenin,

— kisisel ve hastabas1 test cihazlarinin,

— destek tan1 cihazlarinin,

— fonksiyonel giivenliligin,

— yazilimin,

— ambalajin, ve

— sterilizasyon siire¢lerinin farkli tiirlerinin.

3.2.3. The personnel responsible for establishing
qualification criteria and for authorising other
personnel to perform specific conformity
assessment activities shall be employed by the
notified body itself and shall not be external
experts or subcontracted. They shall have proven
knowledge and experience in all of the following:

— Union devices legislation and relevant guidance
documents;

— the conformity assessment procedures provided
for in this Regulation;

3.2.3. Yeterlilik kriterlerini olusturmaktan ve
spesifik uygunluk degerlendirme faaliyetlerini
gerceklestirmek i¢cin diger personeli
yetkilendirmekten sorumlu personel; onaylanmis
kurulusun kendisi tarafindan istihdam edilir ve dis
uzman veya alt yiiklenici personeli olamaz. Bu
personel, asagidakilerin tamaminda kanitlanmis
bilgi ve deneyime sahip olur:

— Cihazlara iliskin Birlik mevzuatinda ve ilgili
kilavuz dokiimanlarda;

— bu Tiiziikte belirtilen uygunluk degerlendirme
prosediirlerinde;
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a broad base of knowledge of device
technologies and the design and manufacture of
devices;

— the notified body's quality management system,
related procedures and the required qualification
criteria;

— training relevant to personnel involved in
conformity assessment activities in relation to
devices;

— adequate experience in conformity assessments
under this Regulation or previously applicable law
within a notified body.

— cihaz teknolojilerinde ve cihazlarin tasarimi ve
imalati ile ilgili kapsaml1 bir bilgi altyapisinda;

— onaylanmis  kurulusun kalite yOnetim
sisteminde, ilgili prosediirlerde ve gerekli
yeterlilik kriterlerinde;

— cihazlarla ilgili uygunluk degerlendirme
faaliyetlerine dahil olan personele iliskin
egitimde;

— bir onaylanmis kurulus dahilinde bu Tiiziik
veya Onceden uygulanan mevzuat kapsamindaki
uygunluk degerlendirmelerinde yeterli deneyim.

3.2.4. The notified body shall have permanent
availability of personnel with relevant clinical
expertise and where possible such personnel shall
be employed by the notified body itself. Such
personnel shall be integrated throughout the
notified body's assessment and decision-making
process in order to:

— identify when specialist input is required for the
assessment of the performance evaluation
conducted by the manufacturer and identify
appropriately qualified experts;

— appropriately train external clinical experts in
the relevant requirements of this Regulation, CS,
guidance and harmonised standards and ensure
that the external clinical experts are fully aware of
the context and implications of their assessment
and the advice they provide;

— be able to review and scientifically challenge
the clinical data contained within the performance
evaluation, and any associated performance study,
and appropriately guide external clinical experts in
the assessment of the performance evaluation
presented by the manufacturer;

— be able to scientifically evaluate and, if
necessary, challenge the performance evaluation
presented, and the results of the external clinical
experts' assessment of the manufacturer's
performance evaluation;

— be able to ascertain the comparability and
consistency of the assessments of performance
evaluation conducted by clinical experts;

be able to make an assessment of the
manufacturer's performance evaluation and a
clinical judgement of the opinion provided by any
external expert and make a recommendation to the
notified body's decision maker; and

— be able to draw up records and reports
demonstrating that the relevant conformity
assessment activities have been appropriately
carried out.

3.2.4. Onaylanmis kurulus, ilgili klinik uzmanliga
sahip personeli kalic1 olarak elinde bulundurur ve
miimkiin oldugu yerde bu tiir personel onaylanmis
kurulusun kendisi tarafindan istihdam edilir. Bu
tiir personel, asagidakileri yapmak i¢in onaylanmis
kurulusun degerlendirme ve karar alma siireglerine
basindan sonuna kadar dahil edilir:

— imalat¢1 tarafindan yiiriitilen performans
degerlendirmenin degerlendirilmesi i¢in uzman
girdisinin ne zaman gerektigini belirlemek ve
nitelikli uzmanlar1 uygun bir sekilde belirlemek;
dis klinik uzmanlari, bu Tiiziik, ortak
spesifikasyonlar, kilavuz ve uyumlastirilmis
standartlarin ilgili gereklilikleri lizerine uygun bir
sekilde egitmek ve dis klinik wuzmanlarin,
degerlendirmelerinin ve verdikleri tavsiyelerin
iceriginin ve sonug¢larinin tamamen farkinda
olmalarin1 saglamak;

performans degerlendirmenin ve iliskili
performans c¢aligmalarinin igerdigi klinik verileri
inceleyebilmek ve bilimsel olarak tartisabilmek ve
imalatci tarafindan sunulan performans
degerlendirmenin degerlendirilmesinde dis klinik
uzmanlara uygun bir sekilde rehberlik edebilmek;
— sunulan performans degerlendirme ve dis klinik
uzmanlarin imalat¢inin performans degerlendirme
ile ilgili degerlendirme sonuclarini, bilimsel olarak
degerlendirebilmek  ve  gerektigi  takdirde
tartisabilmek;

Klinik  uzmanlar tarafindan yiiritiilen
performans degerlendirmeleri ile ilgili
degerlendirmelerin  karsilastirilabilirligini  ve
tutarliligini belirleyebilmek;

— imalat¢inin performans degerlendirme ile ilgili
bir degerlendirme yapabilmek ve herhangi bir dis
uzman tarafindan sunulan goriis ile ilgili bir klinik
yargiya varabilmek ve onaylanmis kurulusun karar
alicisina bir tavsiyede bulunabilmek; ve

— ilgili uygunluk degerlendirme faaliyetlerinin
uygun bir sekilde yiiriitiilmiis oldugunu gdsteren
kayitlar ve raporlar hazirlayabilmek.

13.11.2019 / TITCK.ABM

48



3.2.5. The personnel responsible for carrying out
product-related reviews, (product reviewers), such

as technical documentation reviews or type
examination, including aspects such as
performance evaluation, biological safety,

sterilisation and software validation, shall have all
the following proven qualifications:

— successful completion of a university or a
technical college degree or an equivalent
qualification in relevant studies, such as medicine,
pharmacy, engineering or other relevant sciences;

— four years' professional experience in the field
of healthcare products or related activities, such as
in manufacturing, auditing, or research, of which
two years shall be in the design, manufacture,
testing or use of devices or technology to be
assessed or related to the scientific aspects to be
assessed;

— knowledge of device legislation, including the
general safety and performance requirements set
out in Annex I;

— appropriate knowledge and experience of
relevant harmonised standards, CS and guidance
documents;

— appropriate knowledge and experience of risk
management and related device standards and
guidance documents;

— appropriate knowledge and experience of
performance evaluation;

— appropriate knowledge of the devices which
they are assessing;

— appropriate knowledge and experience of the
conformity assessment procedures laid down in
Annexes 1X to XI, in particular of the aspects of
those procedures for which they are responsible,
and adequate authorisation for carrying out those
assessments;

— the ability to draw up records and reports
demonstrating that the relevant conformity
assessment activities have been appropriately
carried out.

3.2.5. Performans degerlendirme, biyolojik
glivenlilik, sterilizasyon ve yazilim validasyonu
gibi  konular dahil olmak {izere, teknik
dokiimantasyon incelemeleri veya tip incelemesi
gibi, irlnle ilgili incelemeleri yliriitmekten
sorumlu personel (iiriin inceleyecileri), asagidaki
kanitlanmis yeterliliklerin tiimiine sahip olur:

— tip, eczacilik, miihendislik veya diger ilgili
bilimler gibi, ilgili alanlarda bir iiniversite veya bir
teknik meslek yliksekokulu derecesinin ya da
bunlara denk vyeterliligin basarili bir sekilde
tamamlanmasi;

— saglik driinleri alaninda ya da bunlarla ilgili
imalat, denetim veya arastirma gibi faaliyetlerde
dort yillik mesleki deneyim; bunun iki yili
degerlendirilecek cihazin veya teknolojinin
tasariminda, imalatinda, test edilmesinde veya
kullaniminda ya da degerlendirilecek bilimsel
konularla ilgili olur;

— L. Ekte belirtilen genel giivenlilik ve performans
gereklilikleri dahil olmak iizere, cihaz mevzuati ile
ilgili bilgi;

ilgili uyumlagtirilmis  standartlar, ortak
spesifikasyonlar ve kilavuz dokiimanlar ile ilgili
yeterli bilgi ve deneyim;

— risk yonetimi, ilgili cihaz standartlar1 ve kilavuz
dokiimanlar ile 1lgili yeterli bilgi ve deneyim;

— performans degerlendirme ile ilgili yeterli bilgi
ve deneyim;

— degerlendirdikleri cihazlar ile ilgili yeterli
bilgi;

IX ila XlI. Eklerde belirtilen uygunluk
degerlendirme prosediirleri, 6zellikle de sorumlu
olduklar1 prosediirler ile ilgili konular, hakkinda
yeterli bilgi ve deneyim ve bu degerlendirmeleri
yirlitmek i¢in yeterli yetkilendirme;

— 1lgili uygunluk degerlendirme faaliyetlerinin
uygun bir sekilde yiiriitiilmiis oldugunu gdsteren
kayitlar1 ve raporlar1 hazirlama kabiliyeti.

3.2.6. The personnel responsible for carrying out
audits of the manufacturer's quality management
system (site auditors) shall have all of the
following proven qualifications:

— successful completion of a university or a
technical college degree or equivalent
qualification in relevant studies, such as medicine,
pharmacy, engineering or other relevant sciences;

— four years' professional experience in the field
of healthcare products or related activities, such as
in manufacturing, auditing or research, of which

3.2.6. Imalatginin kalite ydnetim sisteminin
denetimlerini yiiriitmekten sorumlu personel (saha
denetcileri), asagidaki kanitlanmis yeterliliklerin
tiimiine sahip olur:

— tip, eczacilik, miihendislik veya diger ilgili
bilimler gibi, ilgili alanlarda bir liniversite veya bir
teknik meslek yliksekokulu derecesinin ya da
bunlara denk yeterliligin basarili bir sekilde
tamamlanmasi;

— saglik tdriinleri alaninda ya da bunlarla ilgili
imalat, denetim veya arastirma gibi faaliyetlerde
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two years shall be
management;

— appropriate knowledge of devices legislation as
well as related harmonised standards, CS and
guidance documents;

— appropriate knowledge and experience of risk
management and related device standards and
guidance documents;

— appropriate knowledge of quality management
systems and related devices standards and
guidance documents;

— appropriate knowledge and experience of the
conformity assessment procedures laid down in
Annexes 1X to XI, in particular of the aspects of
those procedures for which they are responsible,
and adequate authorisation for carrying out those
audits;

— training in auditing techniques enabling them to
challenge quality management systems;

in the area of quality

— the ability to draw up records and reports
demonstrating that the relevant conformity
assessment activities have been appropriately
carried out.

dort yillik mesleki deneyim; bunun iki yil1 kalite
yonetimi alaninda olur;

ilgili uyumlastirilmis  standartlar, ortak
spesifikasyonlar ve kilavuz dokiimanlarla birlikte
cihazlar mevzuat ile ilgili yeterli bilgi;

— risk yonetimi ve ilgili cihaz standartlar1 ile
kilavuz dokiimanlar hakkinda yeterli bilgi ve
deneyim;

— kalite yonetim sistemleri ve ilgili cihaz
standartlar1 ile kilavuz dokiimanlar hakkinda
yeterli bilgi;

IX ila XlI. Eklerde belirtilen uygunluk
degerlendirme prosediirleri, 6zellikle de sorumlu
olduklar1 prosediirler ile ilgili konular, hakkinda
yeterli bilgi ve deneyim ve bu denetimleri
yiriitmek i¢in yeterli yetkilendirme;

— kalite yonetim sistemlerini degerlendirmelerini
mimkiin kilan denetim teknikleri konusunda
egitim;

— ilgili uygunluk degerlendirme faaliyetlerinin
uygun bir sekilde yiiriitiilmiis oldugunu gdsteren
kayitlar1 ve raporlari hazirlama kabiliyeti.

3.2.7. The personnel with overall responsibility for
final reviews and decision-making on certification
shall be employed by the notified body itself and
shall not be external experts or be subcontracted.
Those personnel, as a group, shall have proven
knowledge and comprehensive experience of all of
the following:

— devices legislation and relevant guidance
documents;

— device conformity assessments relevant to this

Regulation;
— the types of qualifications, experience and
expertise relevant to device conformity
assessment;

— a broad base of knowledge of device
technologies, including sufficient experience of
the conformity assessment of devices being
reviewed for certification, the device industry and
the design and manufacture of devices;

— the notified body's quality system, related
procedures and the required qualifications for
personnel involved;

3.2.7. Belgelendirme lizerine nihai incelemelere ve
karar almaya yOnelik tam sorumluluga sahip olan
personel, onaylanmis kurulusun kendisi tarafindan
istthdam edilir ve dis uzman veya alt yiiklenici
personeli olamaz. Bu personel, bir grup olarak,
asagidakilerin tiimi ile ilgili kanitlanmis bilgiye
ve kapsamli deneyime sahip olur:

— cihazlar mevzuati ve ilgili kilavuz dokiimanlar;
bu Tizik ile cihaz
degerlendirmeleri;

— cihaz uygunluk degerlendirmesi ile 1lgili
yeterliliklerin, deneyimin ve uzmanligin tiirleri;

— ilgili uygunluk

belgelendirme i¢in incelenen cihazlarin
uygunluk degerlendirmesinde yeterli deneyim
dahil olmak {izere cihaz teknolojileri, cihaz
sektorii ve cihazlarin tasarimi ve imalati hakkinda
kapsamli bir bilgi altyapisi;

— onaylanmig kurulusun kalite yonetim sistemi,
ilgili prosediirleri ve sisteme dahil olan personel
icin gerekli yeterlilikleri;

— the ability to draw up records and reports | — uygunluk degerlendirme faaliyetlerinin
demonstrating that the conformity assessment | yiiriitiilmiis oldugunu gosteren kayitlar1  ve
activities have been appropriately carried out. raporlar1 hazirlama kabiliyeti.

3.3. Documentation of qualification, training and | 3.3.  Personelin  yetkinligi,  egitimi  ve
authorisation of personnel yetkilendirilmesi ile ilgili dokiimantasyon

3.3.1. The notified body shall have a procedure in | 3.3.1. Onaylanmis kurulus, uygunluk

place to fully document the qualification of each
member of personnel involved in conformity

degerlendirme faaliyetlerine dahil olan her bir
personelin yeterliligini ve 3.2. Kesimde atifta
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assessment activities and the satisfaction of the
qualification criteria referred to in Section 3.2.
Where, in exceptional circumstances, the
fulfilment of the qualification criteria set out in
Section 3.2 cannot be fully demonstrated, the
notified body shall justify to the authority
responsible for notified bodies the authorisation of
those members of personnel to carry out specific
conformity assessment activities.

bulunulan yeterlilik kriterlerinin yerine
getirilmesini tamamiyla dokiimante etmek igin
mevcut bir prosediire sahip olur. 3.2. Kesimde
belirtilen yeterlilik Kriterlerinin yerine
getirilmesinin tamamiyla gosterilemedigi istisnai
durumlar s6z konusu oldugunda, onaylanmis
kurulus, bu personellerin spesifik uygunluk
degerlendirme  faaliyetlerini  ylirlitmesi igin
yetkilendirilmelerini onaylanmis kuruluslardan
sorumlu otoriteye gerekcelendirir.

3.3.2. For all of its personnel referred to in
Sections 3.2.3 to 3.2.7, the notified body shall
establish and maintain up to date:

— a matrix detailing the authorisations and
responsibilities of the personnel in respect of
conformity assessment activities;

— records attesting to the required knowledge and
experience for the conformity assessment activity
for which they are authorised. The records shall
contain a rationale for defining the scope of the
responsibilities for each of the assessment
personnel and records of the conformity
assessment activities carried out by each of them.

3.3.2. 3.2.3 ila 3.2.7. Kesimlerde atifta bulunulan
personelin  timii i¢in, onaylanmis kurulus
asagidakileri olusturur ve giincel tutar:

— uygunluk degerlendirme faaliyetleriyle ilgili
personelin  yetkilerini  ve  sorumluluklarini
detaylandiran bir matriks;

— yetkilendirildikleri uygunluk degerlendirme
faaliyeti i¢in gerekli bilgi ve deneyimi gdsteren
kayitlar. Bu kayitlar, her bir degerlendirme
personeline iliskin sorumluluklarin kapsamini
belirleme gerekgelerini ve onlarin her birinin
yuriittiigii uygunluk degerlendirme faaliyetlerinin
kayitlarini igerir.

3.4. Subcontractors and external experts

3.4.1. Notified bodies may, without prejudice to
Section 3.2, subcontract certain clearly defined
component parts of a conformity assessment
activity.

The subcontracting of the auditing of quality
management systems or of product-related reviews
as a whole shall not be permitted, nevertheless
parts of those activities may be conducted by
subcontractors and external auditors and experts
working on behalf of the notified body. The
notified body in question shall retain full
responsibility for being able to produce
appropriate evidence of the competence of
subcontractors and experts to fulfil their specific
tasks, for making a decision based on a
subcontractor's assessment and for the work
conducted by subcontractors and experts on its
behalf.

The following activities may not be subcontracted
by notified bodies:

— review of the qualifications and monitoring of
the performance of external experts;

— auditing and certification activities where the
subcontracting in question is to auditing or
certification organisations;

— allocation of work to external experts for
specific conformity assessment activities;

— final review and decision-making functions.

3.4. Alt yiikleniciler ve dis uzmanlar

3.4.1. Onaylanmis kuruluslar, 3.2. Kesime halel
getirmeksizin, bir uygunluk degerlendirme
faaliyetinin ag¢ik¢a tanimlanmis belirli boliimlerini
alt yiikleniciye verebilir.

Kalite yoOnetim sistemlerinin denetiminin veya
trtinle ilgili incelemelerin yiikleniciye bir biitiin
olarak verilmesine izin verilmez; bununla beraber,
bu faaliyetlerin bdliimleri, yiikleniciler ve dis
denetciler ve onaylanmis kurulus adina c¢alisan
uzmanlar tarafindan yiritilebilir. S6z konusu
onaylanmis kurulusun; spesifik gdrevlerini yerine
getirmeleri i¢in yiiklenicilerin ve uzmanlarin
yetkinlikleri hakkinda uygun kanitlar
iretebilmeye  yonelik, bir  altyiiklenicinin
degerlendirmesine dayali olarak bir karar almaya
yonelik ve kendisi adina ytikleniciler ve uzmanlar

tarafindan  yiriitilen ise  yOnelik  biitlin
sorumlulugu devam eder.
Asagidaki faaliyetler, onaylanmis kuruluslar

tarafindan yiikleniciye verilemez:

— dis uzmanlarin yetkinliklerinin incelenmesi ve
performanslarinin izlenmesi;

— s0z konusu alt yiikleniciligin denetleme veya
belgelendirme kuruluslarina verilmesi durumunda,
denetleme ve belgelendirme faaliyetleri;

— spesifik uygunluk degerlendirme faaliyetleri
icin dis uzmanlara isin tahsis edilmesi;

— nihai inceleme ve karar alma islemleri.
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3.4.2. Where a notified body subcontracts certain
conformity assessment activities either to an
organisation or an individual, it shall have a policy
describing the conditions under  which
subcontracting may take place, and shall ensure
that:

the subcontractor meets the relevant
requirements of this Annex;

— subcontractors and external experts do not
further subcontract work to organisations or
personnel;

— the natural or legal person that applied for
conformity assessment has been informed of the
requirements referred to in the first and second
indent.

Any subcontracting or consultation of external
personnel shall be properly documented, shall not
involve any intermediaries, and shall be subject to
a written agreement covering, among other things,
confidentiality and conflicts of interest. The
notified body in question shall take full
responsibility for the tasks performed by

subcontractors.

3.4.2. Bir onaylanmis kurulusun belirli uygunluk
degerlendirme faaliyetlerini yliklenici olarak bir
kurulusa veya bir kisiye vermesi durumunda,
onaylanmis kurulus, yiikleniciligin hangi sartlar
altinda olusabilecegini aciklayan bir politikaya
sahip olur ve asagidakileri garanti eder:
—ytklenicinin bu Ekin ilgili gerekliliklerini
karsiladigini;

—ytklenicilerin ve dig uzmanlarin, isi yiiklenici
olarak baska kuruluslara veya personele
vermedigini;

— uygunluk degerlendirmesi i¢in bagvuru yapan
gercek ve tiizel kisinin birinci ve ikinci alt
bentlerde atifta bulunulan gereklilikler ile ilgili
bilgilendirilmis oldugunu.

Herhangi bir yiiklenicilik ve dis personel
danigsmanlig1r uygun bir sekilde dokiimante edilir,
hi¢bir araci icermez ve diger hususlarin yani sira,
gizlilik ve ¢ikar ¢atigsmasini da kapsayan yazili bir
anlasmaya tabi olur. S6z konusu onaylanmis
kurulus, yiikleniciler tarafindan gergeklestirilen
gorevlerin biitiin sorumlulugunu tstlenir.

3.4.3. Where subcontractors or external experts are
used in the context of a conformity assessment, in
particular regarding novel devices or technologies,
the notified body in question shall have adequate
internal competence in each product area for
which it is designated that is adequate for the
purpose of leading the overall conformity
assessment, verifying the appropriateness and
validity of expert opinions and making decisions
on certification.

3.4.3.Yiiklenicilerin veya dis uzmanlarin, 6zellikle
yeni cihazlar veya teknolojilerle ilgili bir uygunluk

degerlendirmesi baglaminda kullanilmasi
durumunda, s6z konusu onaylanmis kurulus,
atandigt  her  driin  alaninda  uygunluk

degerlendirmesinin biitiinlinii  yonetme, uzman
gorliglerinin ~ uygunlugunu  ve  gecerliligini
dogrulama ve belgelendirme {izerine karar alma
amaglart dogrultusunda yeterli olan yeterli i¢
yetkinlige sahip olur.

3.5. Monitoring of competences, training and
exchange of experience

3.5.1. The notified body shall establish procedures
for the initial evaluation and on-going monitoring
of the competence, conformity assessment
activities and performance of all internal and
external personnel and subcontractors, involved in
conformity assessment activities.

3.5. Yetkinliklerin izlenmesi, egitim ve deneyim
aligverisi

3.5.1. Onaylanmis kurulus, uygunluk
degerlendirme faaliyetlerine dahil olan biitiin i¢ ve
dis personelin ve yiiklenicilerin yetkinliklerinin,
uygunluk degerlendirme  faaliyetlerinin  ve
performansinin baslangi¢ degerlendirmesine ve
siregelen  izlenmesine yonelik  prosediirler
olusturur.

3.5.2. Notified bodies shall review at regular
intervals, the competence of their personnel,
identify training needs and draw up a training plan
to maintain the required level of qualification and
knowledge of individual personnel. That review
shall as a minimum, verify that personnel:

— are aware of the Union and national law in force
on devices, relevant harmonised standards, CS,
guidance documents and the results of the
coordination activities referred to in Section 1.6;

3.5.2. Onaylanmis kuruluslar, diizenli araliklarla,
personelinin yetkinliklerini gozden geg¢irir, egitim
ihtiyaglarin1 belirler ve personelin her birinin
gereken yeterlilik ve bilgi seviyesini siirdiirmesi
i¢in bir egitim plani hazirlar. Bu gozden gecirme
asgari olarak, personelin:

— cihazlara iligkin yiiriirliikteki Birlik ve ulusal
mevzuattan, ilgili uyumlastirilmis standartlardan,
ortak spesifikasyonlardan, kilavuz dokiimanlardan
ve 1.6. Kesimde atifta bulunulan koordinasyon
faaliyetlerinin sonuglarindan haberdar oldugunu;
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— take part in the internal exchange of experience

— 3.1.2. Kesimde atifta bulunulan i¢ deneyim

and the continuous training and education | paylasimina ve sitirekli egitim ve Ogretim
programme referred to in Section 3.1.2. programina katildigini;

dogrular.
4. PROCESS REQUIREMENTS 4. SUREC GEREKLILIKLERI
4.1. General 4.1. Genel
The notified body shall have in place documented | Onaylanmis  kurulus; bagvuru  Oncesi
processes and sufficiently detailed procedures for | faaliyetlerinden, karar alma ve go6zetim ve

the conduct of each conformity assessment activity
for which it is designated, comprising the
individual steps from pre- application activities up
to decision making and surveillance and taking
into account, when necessary, the respective
specificities of the devices.

The requirements laid down in Sections 4.3, 4.4,
4.7 and 4.8 shall be fulfilled as part of the internal
activities of notified bodies and shall not be
subcontracted.

denetime kadar miinferit asamalar1 kapsayan ve

gerektiginde cihazlarin kendi 6zgiinliiklerini
dikkate  alarak, atandigt  her  uygunluk
degerlendirme  faaliyetini  yiirlitmek  igin

dokiimante edilmis mevcut siireglere ve yeterli bir
sekilde detaylandirilmis prosediirlere sahip olur.
4.3, 4.4, 47 ve 4.8. Kesimlerinde belirtilen
gereklilikler, ~ onaylanmis  kuruluslarin  i¢
faaliyetlerinin pargasi olarak yerine getirilir ve
yiikleniciye verilmez.

4.2. Notified body quotations and pre-application
activities

The notified body shall

(a) publish a publicly available description of the
application procedure by which manufacturers can
obtain certification from it. That description shall
include which languages are acceptable for
submission of documentation and for any related
correspondence;

(b) have documented procedures relating to, and
documented details about, fees charged for
specific conformity assessment activities and any
other financial conditions relating to notified
bodies' assessment activities for devices;

(c) have documented procedures in relation to
advertising of its conformity assessment services.
Those procedures shall ensure that advertising or
promotional activities in no way imply or are
capable of leading to an inference that their
conformity assessment will offer manufacturers
earlier market access or be quicker, easier or less
stringent than that of other notified bodies;

(d) have documented procedures requiring the
review of pre-application information including
the preliminary verification that the product is
covered by this Regulation and its classification
prior to issuing any quotation to the manufacturer
relating to a specific conformity assessment;

(e) ensure that all contracts relating to the
conformity assessment activities covered by this
Regulation are concluded directly between the

4.2. Onaylanmis kuruluslarin tarifesi ve On
basvuru faaliyetleri

Onaylanmis kurulus:

(a) imalatcilarin, kendisinden sertifika alabilecegi
basvuru prosediirii hakkinda kamuya agik bir
aciklama yayimlar. Bu agiklama,
dokiimantasyonun sunumu ve ilgili yazismalar i¢in

hangi dillerin kabul edilebilir oldugunu igerir.

(b) belirli uygunluk degerlendirme faaliyetleri i¢in
uygulanan iicretlere ve cihazlara yonelik
onaylanmis kurulusun degerlendirme
faaliyetlerine iliskin diger mali sartlara iliskin
dokiimante edilmis prosediirlere ve
belgelendirilmis ayrintilara sahip olur;

(c) uygunluk degerlendirme  hizmetlerinin
reklamiyla ilgili dokiimante edilmis prosediirlere
sahip olur. Bu prosediirler, reklam veya tanitim
faaliyetlerinin, hi¢bir sekilde, kendi uygunluk
degerlendirmelerinin imalat¢ilara daha erken
piyasaya erisim sunacagina ya da diger
onaylanmis kuruluslara nazaran daha hizli, daha
kolay ve daha az zorlayici olacagina dair bir ima
tasimamasini veya bdyle bir c¢ikarima neden
olmamasini temin eder.

(d) spesifik bir uygunluk degerlendirmeyle ilgili
imalat¢ciya herhangi bir fiyat vermeden Once,
irtinlin bu Tiiziik’iin kapsamina girdigine ve
siniflandirmasina dair 6n dogrulama dahil olmak
uzere, bagvuru Oncesi bilgilerinin gézden
gecirilmesini  gerektiren dokiimante edilmis
prosediirlere sahip olur;

(¢) bu Tuzik kapsamina giren uygunluk
degerlendirme  faaliyetlerine  iligkin  biitiin
sozlesmelerin diger kuruluslarla degil dogrudan
imalatci ile akdedilmesini saglar.
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manufacturer and the notified body and not with
any other organisation.

4.3. Application review and contract

The notified body shall require a formal
application signed by a manufacturer or an
authorised representative containing all of the
information and the manufacturer's declarations
required by the relevant conformity assessment as
referred to in Annexes IX to XI.

The contract between a notified body and a
manufacturer shall take the form of a written
agreement signed by both parties. It shall be kept
by the notified body. This contract shall have clear
terms and conditions and contain obligations that
enable the notified body to act as required under
this Regulation, including an obligation on the
manufacturer to inform the notified body of
vigilance reports, the right of the notified body to
suspend, restrict or withdraw certificates issued
and the duty of the notified body to fulfil its
information obligations.

The notified body shall have documented
procedures to review applications, addressing:

(a) the completeness of those applications with
respect to the requirements of the relevant
conformity assessment procedure, as referred to in
the corresponding Annex, under which approval
has been sought,

(b) the verification of the qualification of products
covered by those applications as devices and their
respective classifications,

(c) whether the conformity assessment procedures
chosen by the applicant are applicable to the
device in question under this Regulation,

(d) the ability of the notified body to assess the
application based on its designation, and

(e) the availability of sufficient and appropriate
resources.

The outcome of each review of an application shall
be documented. Refusals or withdrawals of
applications shall be notified to the electronic
system referred to in Article 52 and shall be
accessible to other notified bodies.

4.3. Bagvurunun incelenmesi ve s6zlesme
Onaylanmis kurulug; IX ila XI. Eklerde atifta
bulunuldugu sekilde ilgili uygunluk
degerlendirmesinde gerek duyulan bilgilerin ve
imalat¢1 beyanlarinin tiimiini igeren, imalatgi veya
yetkili temsilci tarafindan imzalanmis bir resmi
bagvuru talep eder.

Bir onaylanmis kurulus ile bir imalat¢1 arasindaki
sozlesme, her iki tarafca imzalanan yazili bir
anlasma bi¢iminde olur. Soézlesme, onaylanmis
kurulus tarafindan muhafaza edilir. Bu sozlesme,
acik hiikiim ve sartlara sahip olur ve, imalat¢inin
vijilans raporlar1 hakkinda onaylanmis kurulusu
bilgilendirme yikiimliligi, onaylanmis
kurulusun diizenlenen sertifikalar1 askiya alma,
kisitlama veya geri ¢ekme hakki ve onaylanmis
kurulusun bilgilendirme yiikiimliiliiklerini yerine
getirme gorevi dahil olmak {izere, onaylanmis
kurulusun bu Tiiziikk kapsaminda gerektigi sekilde
hareket etmesine olanak saglayan yiikiimliiliikleri
igerir.

Onaylanmis kurulus, basvurular1 incelemek i¢in
asagidakileri ele alan dokiimante edilmis
prosediirlere sahip olur:

(a) ilgili Ekte atifta bulunuldugu sekilde, onayin
istenmis oldugu ilgili uygunluk degerlendirme
prosediiriiniin gerekliliklerine iliskin olarak bu
basvurularin eksiksiz olmasini,

(b) bu basvurularin kapsadigi iriinlerin cihaz
olarak degerlendirilip degerlendirilemeyeceginin
ve bunlarin smiflandirmalarinin dogrulanmasini,
(c) basvuru sahibi tarafindan segilen uygunluk
degerlendirme  prosediirlerinin  bu  Tiiziik
kapsaminda s6z konusu cihaza uygulanabilir olup
olmamasini,

(d) onaylanmis kurulusun, atanmasi temelinde
basvuruyu degerlendirme kabiliyetini, ve

(e) yeterli ve uygun kaynaklarin mevcudiyetini.

Bir basvuru ile ilgili her incelemenin ¢iktisi
dokiimante edilir. Bagvurularin reddedilmesi veya
geri ¢ekilmesi, 52. maddede atifta bulunulan
elektronik sisteme girilir ve diger onaylanmis
kuruluslar i¢in erisilebilir olur.

4.4. Allocation of resources

The notified body shall have documented
procedures to ensure that all conformity
assessment  activities are  conducted by
appropriately authorised and qualified personnel

4.4. Kaynaklarin tahsisi

Onaylanmisg kurulus, biitiin uygunluk
degerlendirme faaliyetlerinin, uygunluk
degerlendirmeye konu olan cihazlarin, sistemlerin,
siireclerin ve ilgili dokiimantasyonun
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who are sufficiently experienced in the evaluation
of the devices, systems and processes and related
documentation that are subject to conformity
assessment.

For each application, the notified body shall
determine the resources needed and identify one
individual responsible for ensuring that the
assessment of that application is conducted in
accordance with the relevant procedures and for
ensuring that the appropriate resources including
personnel are utilised for each of the tasks of the
assessment. The allocation of tasks required to be
carried out as part of the conformity assessment
and any changes subsequently made to this
allocation shall be documented.

degerlendirilmesinde yeterince deneyimli olan,
uygun bir sekilde yetkilendirilmis ve nitelikli
personel tarafindan yiiriitiilmesini saglamak i¢in
dokiimante edilmis prosediirlere sahip olur.
Onaylanmis kurulus, her basvuru i¢in gerekli olan
kaynaklar1  belirler ve bu  basvurunun
degerlendirmesinin ilgili prosediirler uyarinca
yuriitiilmesini saglamaktan ve degerlendirme ile
ilgili gorevlerin her biri i¢in kullanilan personel
dahil olmak tizere uygun kaynaklar1 saglamaktan
sorumlu  bir  kisi  tamimlar.  Uygunluk
degerlendirmesinin bir boliimii olarak yiiriitiilmesi
gereken gorevlerin tahsisi ve bu tahsiste sonradan
yapilan degisiklikler dokiimante edilir.

4.5. Conformity assessment activities

4.5.1. General

The notified body and its personnel shall carry out
the conformity assessment activities with the
highest degree of professional integrity and the
requisite technical and scientific competence in
the specific fields.

The notified body shall have expertise, facilities
and documented procedures that are sufficient to
effectively conduct the conformity assessment
activities for which the notified body in question
is designated, taking account of the relevant
requirements set out in Annexes IX to Xl and in
particular the following requirements:

— to appropriately plan the conduct of each
individual project,

— to ensure that the composition of the assessment
teams is such that there is sufficient experience in
relation to the technology concerned, and that
there is continuous objectivity and independence,
and to provide for rotation of the members of the
assessment team at appropriate intervals,

— to specify the rationale for fixing time limits for
completion of conformity assessment activities,

to assess the manufacturer's technical
documentation and the solutions adopted to meet
the requirements laid down in Annex I,

— to review the manufacturer's procedures and
documentation relating to performance evaluation,

to address the interface between the
manufacturer's risk management process and its
appraisal and analysis of the performance
evaluation and to evaluate their relevance for the
demonstration of conformity with the relevant
requirements in Annex I,

— to carry out the ‘specific procedures’ referred
to in Section 5 of Annex IX,

4.5. Uygunluk degerlendirme faaliyetleri

4.5.1. Genel

Onaylanmis kurulus ve personeli, yiiksek diizeyde
mesleki diirtistliikle ve spesifik alanlarda gerekli
teknik ve  bilimsel yetkinlikle uygunluk
degerlendirme faaliyetlerini yuriitiir.

Onaylanmis kurulus, IX ila XI. Eklerde belirtilen
ilgili  gereklilikleri ve Ozellikle asagidaki
gerekliliklerin timiinii dikkate alarak, atandigi
uygunluk degerlendirme faaliyetlerini etkili bir
sekilde yiiriitmek icin yeterli olan uzmanhga,
tesislere ve dokiimante edilmis prosediirlere sahip
olur:

— her bir projenin yiiriitiilmesini uygun sekilde
planlama,

degerlendirme ekiplerinin yapisim ilgili
teknolojiye iliskin yeterli deneyimi olacak ve
siirekli nesnel ve bagimsiz olacak sekilde saglama
ve degerlendirme ekibi iiyelerinin uygun
araliklarla rotasyonunu saglama,

uygunluk  degerlendirme
tamamlanmasina  ydnelik  siire
saptamak i¢in gerekgeler belirleme,
— 1imalat¢inin teknik dokiimantasyonunu ve I.
Ekte belirtilen gereklilikleri karsilamak icin kabul
edilen ¢ozlimleri degerlendirme,

— performans degerlendirme ile ilgili imalat¢inin
prosediirlerini ve dokiimantasyonunu gbézden
gecirme,

— 1imalat¢inin risk yonetimi siireci ve siirecin
degerlendirilmesi ile performans degerlendirme
analizi arasindaki iliskiyi ele alma ve bunlarin I.
Ekteki ilgili gerekliliklere uygunlugun
gosterilmesine yonelik iliskisini degerlendirme,

faaliyetlerinin
sinirlarini)

IX. Ekin 5. Kesiminde atifta bulunulan
‘spesifik prosediirleri’ yiiriitme,
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— in the case of class B or C devices, to assess the
technical documentation of devices selected on a
representative basis,

— to plan and periodically carry out appropriate
surveillance audits and assessments, to carry out
or request certain tests to verify the proper
functioning of the quality management system and
to perform unannounced on site audits,

— relating to the sampling of devices verify that
the manufactured device is in conformity with the
technical documentation; such requirements shall
define the relevant sampling criteria and testing
procedure prior to sampling,

— to evaluate and verify a manufacturer's
compliance with relevant Annexes.

The notified body shall,where relevant, take into
consideration available CS, guidance and best
practice documents and harmonised standards,
even if the manufacturer does not claim to be in
compliance.

— smif B veya smif C cihazlar s6z konusu
oldugunda, temsili bir temelde segilen cihazlarin
teknik dokiimantasyonunu degerlendirme,

uygun gozetim denetimlerini ve
degerlendirmeleri planlama ve periyodik olarak
yuriitme, kalite yonetim sisteminin dlizgiin
isleyisini dogrulamak icin belirli testleri yiiriitme
veya talep etme ve habersiz yerinde denetimler
gerceklestirme,

— cihazlarin 6rneklenmesiyle ilgili olarak, imal
edilmis cihazin teknik dokiimantasyona uygun
oldugunu dogrulama; bu tiir gereklilikler,
orneklemeden once ilgili 6rnekleme kriterlerini ve
test prosediiriinii belirtir,

— bir imalat¢inin ilgili Eklere uygunlugunu
degerlendirme ve dogrulama.

Onaylanmis kurulus, imalat¢i uygunluk iddia
etmese bile, ilgili oldugu hallerde, mevcut ortak

spesifikasyonlar, kilavuzlar ile iyi uygulama
dokiimanlart1 ve uyumlastirilmis standartlar
dikkate alir.

4.5.2. Quality management system auditing

(a) As part of the assessment of the quality
management system a, a notified body shall prior
to an audit and in accordance with its documented

procedures:
— assess the documentation submitted in
accordance with the relevant conformity

assessment Annex, and draw up an audit
programme which clearly identifies the number
and sequence of activities required to demonstrate
complete coverage of a manufacturer's quality
management system and to determine whether it
meets the requirements of this Regulation,

— identify links between and allocation of
responsibilities among, the various manufacturing
sites, and identify relevant suppliers and/or
subcontractors of the manufacturer, and consider
the need to specifically audit any of those suppliers
or subcontractors or both,

— clearly define, for each audit identified in the
audit programme, the objectives, criteria and
scope of the audit, and draw up an audit plan that
adequately addresses and takes account of the
specific requirements for the devices, technologies
and processes involved,

— draw up and keep up to date, for class B and
class C devices, a sampling plan for the
assessment of technical documentation as referred
to in Annexes Il and 111 covering the range of such
devices covered by the manufacturer's application.
That plan shall ensure that the entire range of

4.5.2. Kalite yonetim sistemi denetimi

(a) Kalite yonetim sistemi degerlendirmesinin bir
boliimii  olarak, bir onaylanmis  kurulus,
denetimden oOnce ve dokiimante edilmis
prosediirleri uyarinca, asagidakileri yapar:

— 1lgili uygunluk degerlendirme Eki uyarinca

sunulan  dokiimantasyonu  degerlendirir ve
imalatginin ~ kalite yOnetim sisteminin tiim
kapsamin1  gdstermek  ve  bu  Tizilk’in
gerekliliklerini karsilayip karsilamadigini

belirlemek i¢in gereken faaliyetlerin sayisin1 ve
sirasint agikca tanimlayan bir denetim programi
hazirlar,

— farkli imalat tesisleri arasindaki baglantilar1 ve
bunlar arasinda sorumluluklarin  dagitimim
tanimlar, ve imalatginin ilgili tedarik¢ilerini
ve/veya  yiklenicilerini tammmlar ve bu
tedarik¢ilerin veya yiiklenicilerin ya da her
ikisinin ~ 6zel olarak  denetimine  yonelik
gereksinimi degerlendirir,

— denetim programinda belirtilen her bir denetim
i¢cin, denetimin hedeflerini, kriterlerini ve
kapsamini agik¢a tanimlar, ve denetimin kapsadigi
cihazlara, teknolojilere ve siireclere yonelik
spesifik gereklilikleri yeterli bir sekilde ele alan ve
g6z Onilinde tutan bir denetim plani hazirlar,

— smif B ve smif C cihazlar i¢in, imalatginin
basvurusu kapsaminda yer alan bu tiir cihazlarin
cesitliligini kapsayan II. ve III. Eklerde atifta
bulunuldugu sekilde teknik dokiimantasyonun
degerlendirilmesine yonelik bir 6rnekleme plam
hazirlar ve bunu giincel tutar. Bu plan, sertifikanin
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devices covered by the certificate is sampled over
the period of validity of the certificate,

— select and assign appropriately qualified and
authorised personnel for conducting the individual
audits. The respective roles, responsibilities and
authorities of the team members shall be clearly
defined and documented.

(b) Based on the audit programme it has drawn up,
the notified body shall, in accordance with its
documented procedures:

— audit the manufacturer's quality management
system in order to verify that the quality
management system ensures that the devices
covered conform to the relevant provisions of this
Regulation which apply to devices at every stage,
from design through final quality control to
ongoing surveillance, and shall determine whether
the requirements of this Regulation are met,

— based on relevant technical documentation, and
in order to determine whether the manufacturer
meets the requirements referred to in the relevant
conformity assessment Annex, review and audit
the manufacturer's processes and subsystems, in
particular for:

— design and development,

— production and process controls,

— product documentation,

— purchasing controls including verification of
purchased devices,

— corrective and preventive actions including for
post-market surveillance, and

— PMPF,

and review and audit requirements and
provisions adopted by the manufacturer, including
those in relation to fulfilling the general safety and
performance requirements set out in Annex |,

— the documentation shall be sampled in such as
a manner as to reflect the risks associated with the
intended use of the device, the complexity of the
manufacturing technologies, the range and classes
of devices produced and any available post-market
surveillance information,

— if not already covered by the audit programme,
audit the control of processes on the premises of
the manufacturer's suppliers, when the conformity
of finished devices is significantly influenced by
the activity of suppliers and, in particular when the
manufacturer cannot demonstrate sufficient
control over its suppliers,

kapsadig1 tiim cihaz c¢esitlerinin, sertifikanin
gecerlilik siiresi boyunca drneklenmesini saglar,
— bireysel denetimler yiirtitmek i¢in nitelikli ve
yetkili personeli uygun bir sekilde secer ve atar.
Ekip tyelerinin sahsi rolleri, sorumluluklar1 ve
yetkileri agik¢a tanimlanir ve dokiimante edilir.

(b) Hazirladig1 denetim programina dayanarak,
onaylanmis  kurulus,  dokiimante  edilmis
prosediirleri uyarinca, asagidakileri yapar:

— kalite yonetim sisteminin; kapsadigi cihazlarin,
tasarimdan nihai kalite kontrole ve siiregelen
gozetim ve denetime kadar her asamada cihazlara
uygulanan bu Tiziik’iin ilgili hiikiimlerine
uymasini sagladigini dogrulamak igin, imalat¢inin
kalite yonetim sistemini denetler ve bu Tiiziik
gerekliliklerinin  karsilanip  karsilanmadigini
belirler,

— 1ilgili teknik doklimantasyona dayanarak ve
imalat¢inin ilgili uygunluk degerlendirme ekinde

atifta ~ bulunulan  gereklilikleri  karsilayip
karsilamadigin1  belirlemek icin, imalat¢inin
siireclerini  ve alt sistemlerini  Ozellikle

asagidakilere yonelik olarak gbézden gecirir ve
denetler:

— tasarim ve gelistirme,

— liretim ve siire¢ kontrolleri,

— {iriin dokiimantasyonu,

— satin alinmis cihazlarin dogrulanmasi dahil
olmak lizere satin alma kontrolleri,

— piyasaya arz sonrasi gozetim i¢in olanlar dahil
olmak tizere, diizeltici ve Onleyici faaliyetler, ve
— PMPF,

— ve I. Ekte belirtilen genel giivenlilik ve
performans gerekliliklerini yerine getirmekle ilgili
olanlar dahil olmak iizere, imalat¢1 tarafindan
benimsenen gereklilikleri ve hiikiimleri gdézden
gecirir ve denetler.

— Dokiimantasyon, cihazin amacglanan kullanimai,
imalat teknolojilerinin karmasikligi, iretilen
cihazlarin ¢esitliligi ve simiflart ve mevcut
piyasaya arz sonrasi gozetim bilgileri ile iligkili
riskleri yansitacak sekilde drneklenir,

— hali hazirda denetim programi kapsaminda
degilse,  bitmis  cihazlarin  uygunlugunun
tedarik¢ilerin  faaliyetlerinden o©nemli Olgiide
etkilendigi durumda ve, Ozellikle imalatg¢inin
tedarikgileri  iizerinde  yeterli  kontroliiniin
oldugunu gosteremedigi durumda, imalat¢inin
tedarikg¢ilerinin tesislerinde siireclerin kontroliinii
denetler,

— conduct assessments of the technical | — performans degerlendirme igin, kendi
documentation based on its sampling plan and | 6rnekleme planina dayanarak ve 4.5.4. kesimini
57
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taking account of Section 4.5.4. for performance
evaluation,

— the notified body shall ensure that audit
findings are appropriately and consistently
classified in accordance with the requirements of
this Regulation and with relevant standards, or
with best practice documents developed or
adopted by the MDCG.

dikkate alarak teknik
degerlendirmelerini yiiriitir,
— onaylanmis kurulus, denetim bulgularinin, bu
Tiiziik gereklilikleri ve ilgili standartlar, ya da
MDCQG tarafindan gelistirilen veya kabul edilen iyi
uygulama dokiimanlar1 uyarinca uygun ve tutarl
bir sekilde siniflandirilmasini saglar.

dokiimantasyon

4.5.3. Product verification

Assessment of the technical documentation

For assessment of the technical documentation
conducted in accordance with Chapter Il of Annex
IX, notified bodies shall have sufficient expertise,
facilities and documented procedures for:

— the allocation of appropriately qualified and
authorised personnel for the examination of
individual aspects, such as use of the device,
biocompatibility, performance evaluation, risk
management and sterilisation, and

— the assessment of conformity of the design with
this Regulation, and taking account of Sections
4.5.4. and 4.5.5. This assessment shall include the
examination of the implementation by
manufacturers of incoming, in-process and final
checks and the results thereof. If further tests or
other evidence is required for the assessment of
conformity with the requirements of this
Regulation, the notified body in question shall
carry out adequate physical or laboratory tests in
relation to the device or request the manufacturer
to carry out such tests.

Type-examinations

The notified body shall have documented
procedures, sufficient expertise and facilities for
the type-examination of devices in accordance
with Annex X including the capacity to:

examine and assess the technical
documentation, taking account of Sections 4.5.4.
and 4.5.5, and verify that the type has been
manufactured in  conformity  with  that
documentation;

— establish a test plan identifying all relevant and
critical parameters which need to be tested by the
notified body or under its responsibility;

— document its rationale for the selection of those
parameters;

— carry out the appropriate examinations and tests
in order to verify that the solutions adopted by the
manufacturer meet the general safety and
performance requirements set out in Annex I. Such
examinations and tests shall include all tests

4.5.3. Uriin dogrulama
Teknik dokiimantasyonun degerlendirilmesi
Onaylanmis kuruluglar, IX. Ekin II. Boliimi

uyarinca  yiritilen teknik  dokiimantasyon
degerlendirmesi i¢in, asagidakilere yonelik yeterli
uzmanliga, tesislere ve dokiimante edilmis

prosediirlere sahip olur:

— cihazin kullanimi, biyouyumluluk, performans
degerlendirme, risk yonetimi ve sterilizasyon gibi
0zel konularin incelenmesi i¢in uygun nitelikli ve
yetkili personelin tahsisine, ve

— tasarimm  bu Tizik’e  uygunlugunun
degerlendirilmesine ve 4.54. ve 4.5.5.
Kesimlerinin dikkate alinmasina. Bu

degerlendirme, giris, imalat¢ilarin giris, slire¢ ici
ve son kontrol uygulamalarinin ve bunlarin
sonuglarinin incelenmesini igerir. Bu Tiiziik’in
gerekliliklerine uygunlugun degerlendirilmesi i¢in
ilave testlere veya bagka kanitlara gerek duyulursa,
s0z konusu onaylanmis kurulus, cihazla ilgili
yeterli  fiziksel veya laboratuvar testleri
gerceklestirir ya da imalat¢idan bu tiir testleri
yapmasini talep eder.

Tip-incelemeleri

Onaylanmis  kurulus, asagidakileri  yapma
kapasitesi dahil olmak tizere, X. Ek uyarinca
cihazlarin tip-incelemesi i¢in dokiimante edilmis
prosediirlere, yeterli uzmanhga ve tesislere sahip
olur:

— 4.5.4. ve 4.5.5. Kesimleri dikkate alarak teknik
dokiimantasyonu inceleme ve degerlendirme, ve
tipin bu doklimantasyona uygun olarak imal
edildigini dogrulama;

— onaylanmis kurulus tarafindan veya onun
sorumlulugu altinda test edilmesi gereken biitiin
ilgili ve kritik parametreleri tanimlayan bir test
plan1 olusturma;

— bu parametrelerin se¢imine yonelik gerekgesini
dokiimante etme;

— imalat¢1 tarafindan benimsenen ¢oziimlerin, I.
Ekte belirtilen genel giivenlilik ve performans
gerekliliklerini  karsiladigini  dogrulamak igin,
uygun incelemeleri ve testleri yiriitme. Bu tiir
incelemeler ve testler, imalat¢inin kullanmay1
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necessary to verify that the manufacturer has in
fact applied the relevant standards it has opted to
use;

— agree with the applicant as to where the
necessary tests will be performed if they are not to
be carried out directly by the notified body;

— assume full responsibility for test results. Test
reports submitted by the manufacturer shall only
be taken into account if they have been issued by
conformity assessment bodies which are
competent and independent of the manufacturer.
Verification by examination and testing of every
product batch

The notified body shall:

(a) have documented procedures, sufficient
expertise and facilities for the verification by
examination and testing of every product batch in
accordance with Annexes IX and XI;

(b) establish a test plan identifying all relevant and
critical parameters which need to be tested by the
notified body or under its responsibility in order
to:

— verify, for class C devices, the conformity of
the device with the type described in the EU type-
examination certificate and with the requirements
of this Regulation which apply to those devices,
— confirm, for class B devices, the conformity
with the technical documentation referred to in
Annexes Il and Il and with the requirements of
this Regulation which apply to those devices,

(c) document its rationale for the selection of the
parameters referred to in point (b);

(d) have documented procedures to carry out the
appropriate assessments and tests in order to verify
the conformity of the device with the requirements
of this Regulation by examining and testing every
product batch as specified in Section 5 of Annex
XI;

(e) have documented procedures providing for the
reaching of an agreement with the applicant
concerning when and where necessary tests that
are not to be carried out by the notified body itself
are to be performed;

(f) assume full responsibility for test results in
accordance with documented procedures; test
reports submitted by the manufacturer shall only
be taken into account if they have been issued by

sectigi ilgili standartlar1 gercekten uyguladigini
dogrulamak i¢in gerekli biitiin testleri igerir;

— dogrudan onaylanmis kurulus tarafindan
ylriitilmeyecekse, gerekli testlerin  nerede
yapilacagi  konusunda basvuru sahibi ile
anlagmaya varma;

— test sonucglarina yoOnelik biitiin sorumlulugu
istlenme. Imalatc1 tarafindan sunulan test
raporlari, sadece, yetkin ve imalat¢idan bagimsiz
olan  uygunluk = degerlendirme  kuruluslar
tarafindan diizenlenmisse dikkate alinir.

Her triin partisinin incelenmesi ve test edilmesi
yoluyla dogrulama

Onaylanmis kurulus:

(a) IX. ve XI. Ek uyarinca her lriin partisinin
incelenmesi ve test edilmesi yoluyla dogrulama
icin, dokiimante edilmis prosediirlere, yeterli
uzmanliga ve tesislere sahip olur;

(b) Asagidakileri yapmak i¢in, onaylanmis kurulus
tarafindan veya onun sorumlulugu altinda test
edilmesi gereken biitiin ilgili ve  kritik
parametreleri tanimlayan bir test plan1 olusturur:
— simif C cihazlar i¢in, cihazin AB tip-inceleme
sertifikasinda belirtilen tipe ve bu Tiiziikk’iin bu
cihazlara uygulanan gerekliliklerine uygunlugunu
dogrulamak,

— smif B cihazlar igin, II. ve III. Eklerde atifta
bulunulan teknik dokiimantasyona ve bu Tiiziik’iin
bu cihazlara uygulanan gerekliliklerine uydugunu
teyit etmek,

(c) (b) bendinde atifta bulunulan parametrelerin
secimine yonelik gerekcesini dokiimante eder;

(d) XI. Ekin 5. Kesiminde belirtildigi sekilde her
iirlin partisini inceleyerek ve test ederek, cihazin
bu Tizik’in gerekliliklerine uygunlugunu
dogrulamak i¢in, uygun degerlendirmeleri ve
testleri ylirlitmek {izere doklimante edilmis
prosediirlere sahip olur;

(e) onaylanmis kurulusun kendisi tarafindan
yapilmayacak olan gerekli testlerin ne zaman ve
nerede gerceklestirilecegine iliskin basvuru sahibi
ile bir anlagsmaya varmayi1 saglayan dokiimante
edilmis prosediirlere sahip olur;

(f) dokiimante edilmis prosediirler uyarinca test
sonuclarina yonelik biitiin sorumlulugu iistlenir;
imalat¢1 tarafindan sunulan test raporlari, sadece,
yetkin ve imalat¢idan bagimsiz olan uygunluk

conformity assessment bodies which are | degerlendirme kuruluslari tarafindan
competent and independent of the manufacturer. | diizenlenmisse dikkate alinir.
4.5.4. Performance evaluation assessment 454, Performans degerlendirmenin
degerlendirilmesi
The assessment by notified bodies of procedures | Prosediirler ve dokiimantasyonun onaylanmis
and documentation shall address the results of | kurulus tarafindan yapilan degerlendirmesi,
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literature searches and all validation, verification
and testing performed and conclusions drawn, and
shall typically include considering the use of
alternative materials and substances and take
account of the packaging, stability including shelf
life of the finished device. Where no new testing
has been undertaken by a manufacturer or where
there have been deviations from procedures, the
notified body in question shall critically examine
the justification presented by the manufacturer.

The notified body shall have documented
procedures in place relating to the assessment of a
manufacturer's procedures and documentation
relating to performance evaluation both for initial
conformity assessment and on an ongoing basis.
The notified body shall examine, validate and
verify that the manufacturer's procedures and
documentation adequately address:

(a) the planning, conduct, assessment, reporting
and updating of the performance evaluation as
referred to in Annex XIII,

(b) post-market surveillance and post-market
performance follow up,

(c) the interface with the risk management process,
(d) the appraisal and analysis of the available data
and its relevance with regard to demonstrating
conformity with the relevant requirements in
Annex |,

(e) the conclusions drawn with regard to the
clinical evidence and drawing up of the
performance evaluation report.

The procedures referred to in the second paragraph
shall take into consideration available CS,
guidance and best practice documents.

The notified body's assessment of performance
evaluations as referred to in Annex XIII shall
cover:

— the intended use specified by the manufacturer
and claims for the device defined by it,

— the planning of the performance evaluation,

— the methodology for the literature search,

— relevant documentation from the literature
search,

— the performance studies,

post-market surveillance and post-market
performance follow up,

— validity of equivalence claimed in relation to
other devices, the demonstration of equivalence,

literatiir taramalarin sonuglarini, yapilan biitlin
validasyonlari, dogrulamalar1 ve testleri ve
onlardan ¢ikarsanan sonuglar1 ele alir, ve
genellikle alternatif materyallerin ve maddelerin
kullanimin1 g6z Oniinde bulundurmay: igerir ve
bitmis cihazin kullanim 6mrii dahil olmak {izere,
ambalajin1 ve stabilitesini dikkate alir. Higbir yeni
testin  imalat¢1  tarafindan  yiiriitilmemesi
durumunda veya prosediirlerden sapmalar olmasi
durumunda, s6z konusu onaylanmis kurulus
imalat¢1 tarafindan sunulan gerekceyi elestirel
olarak inceler.

Onaylanmis  kurulug; hem ilk  uygunluk
degerlendirmesine yonelik hem de siiregelen bir
temelde, imalat¢inin performans degerlendirmeye
iliskin prosediirlerinin ve dokiimantasyonunun
degerlendirilmesi ile ilgili olarak dokiimante
edilmis  mevcut prodesiirlere sahip olur.
Onaylanmis kurulus, imalat¢inin prosediirlerinin
ve dokiimantasyonunun asagidakileri yeterli bir
sekilde ele aldigin1 inceler, valide eder ve
dogrular:

(a) XIII. Ekte atifta bulunuldugu sekilde,
performans degerlendirmenin  planlanmasi,
yiriitilmesi, degerlendirilmesi, raporlanmasi ve
giincellenmesi,

(b) piyasaya arz sonrasi gozetim ve piyasaya arz
sonras1 performans takip,

(c) risk yonetimi stireciyle iliski,

(d) mevcut verilerin ve bunun I. Ekin ilgili
gerekliliklerine uygunlugu gostermek acgisindan
ilgililiginin degerlendirilmesi ve analizi,

(e) klinik kanita iliskin elde edilen sonuglar ve
performans degerlendirme raporunun
hazirlanmasi.

Ikinci paragrafta atifta bulunulan prosediirler,
mevcut ortak spesifikasyonlari, kilavuzlar1 ve iyi
uygulama dokiimanlarin1 gbz 6niinde bulundurur.
XIII. Ekte atifta bulunuldugu sekilde, onaylanmis
kurulusun performans degerlendirmeleri ile ilgili
degerlendirmesi, asagidakileri kapsar:

imalat¢1 tarafindan belirtilen amaglanan
kullanim ve cihaza yonelik tanimlanan beyanlar,
— performans degerlendirmenin planlanmasi,

— literatiir taramasina yonelik metodoloji,
literatiir taramasindan elde edilen
dokiimantasyon,

— performans ¢aligsmalari,

— piyasaya arz sonrast gdzetim ve piyasaya arz
sonras1 performans takip,

— bagka cihazlara iligkin iddia edilen esdegerligin
gecerliligi, esdegerlifin gosterimi, esdefer ve

ilgili
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the suitability and conclusions data from
equivalent and similar devices,

— the performance evaluation report,

— justifications in relation to non-performance of
performance studies or PMPF.

In relation to data from performance studies
included within the performance evaluation, the
notified body in question shall ensure that the
conclusions drawn by the manufacturer are valid
in the light of the approved performance study
plan.

The notified body shall ensure that the
performance evaluation adequately addresses the
relevant safety and performance requirements
provided for in Annex I, that it is appropriately
aligned with the risk management requirements
and that it is conducted in accordance with Annex
XIIl and that it is appropriately reflected in the
information provided relating to the device.

benzer cihazlardan alinan verinin uygunlugu ve
sonugclari

— performans degerlendirme raporu

— performans ¢alismalarinin veya PMPF’nin
yapilmamasina iliskin gerekgeler.

Performans degerlendirme igerisine dahil edilen
performans calismalarindan elde edilen verilerle
ilgili olarak, s6z konusu onaylanmis kurulus,
imalat¢1  tarafindan  ¢ikarsanan  sonuglarin,
onaylanmis performans c¢alismasi plani 1s181nda
gecerli olmasini saglar.

Onaylanmis kurulus, performans
degerlendirmenin, I.  Ekte belirtilen ilgili
gilivenlilik ve performans gerekliliklerini yeterince
ele almasini, risk yonetimi gereklilikleriyle ayni
eksende olmasini, XIII. Ek uyarinca yiiriitiilmesini
ve cihazla ilgili sunulan bilgilere uygun bir sekilde
yansitilmasini saglar.

4.5.5. Specific Procedures

The notified body shall have documented
procedures, sufficient expertise and facilities for
the procedures referred to in Section 5 of Annex
IX, for which they are designated.

In the case of companion diagnostics, the notified
body shall have documented procedures in place
that aim to fulfil the requirements of this
Regulation in relation to consultation of the EMA
or a medicinal products competent authority
during its assessment of such types of device.

4.5.5. Spesifik prosediirler

Onaylanmis kurulus, IX. Ekin 5. kesiminde atifta
bulunulan  prosediirlerden  hangileri  i¢in
atanmiglarsa onlara yonelik, dokiimante edilmis
prosediirlere, yeterli uzmanhiga ve tesislere sahip
olur.

Tamamlayici tani cihazlar1 s6z konusu oldugunda,
onaylanmis kurulus bu Tiiziik’iin, bu tir cihaz
tiplerinin degerlendirilmesi sirasinda EMA’ya
veya bir tibbi iriinler yetkili otoritesine
danmisilmas: ile ilgili, gerekliliklerini kargilayan
dokiimante edilmis mevcut prosediirlere sahip
olur.

4.6. Reporting

The notified body shall:

— ensure that all steps of the conformity
assessment are documented so that the conclusions
of the assessment are clear and demonstrate
compliance with the requirements of this
Regulation and can represent objective evidence of
such compliance to persons that are not themselves
involved in the assessment, for example personnel
in designating authorities,

— ensure that records that are sufficient to provide
a discernible audit trail are available for quality
management system audits,

— clearly document the conclusions of its
assessment of performance evaluation in a
performance evaluation assessment report,

— for each specific project, provide a detailed
report which shall be based on a standard format
containing a minimum set of elements determined
by the MDCG.

The report of the notified body shall:

4.6. Raporlama

Onaylanmis kurulus:

— degerlendirme sonuglarinin acik olmasi ve bu
Tiiziik’iin gerekliliklerine uygunlugu gostermesi
ve degerlendirmeye dahil olmayan kisilere,
Ornegin atama otoritelerindeki personele, bu tiir
uygunluk ile ilgili nesnel kanitlar sunabilmek igin,
uygunluk degerlendirmesinin biitiin adimlarinin
dokiimante edilmesini saglar,

— kalite yOnetim sistemi denetimleri igin
goriilebilir bir denetim izi saglamak {izere yeterli
kayitlarin mevcut olmasini saglar,

bir performans degerlendirmenin
degerlendirilmesi raporunda, performans
degerlendirme ile ilgili degerlendirmesinin
sonuclarini ac¢ik¢a dokiimante eder,

— her spesifik proje igin, MDCG tarafindan
belirlenen asgari bir takim ogeleri igeren standart
bir formata dayanan ayrintili bir rapor saglar.

Onaylanmig kurulusun raporu:
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— clearly document the outcome of its assessment
and draw clear conclusions from the verification
of the manufacturer's conformity with the
requirements of this Regulation,

— make a recommendation for a final review and
for a final decision to be taken by the notified
body; this recommendation shall be signed off by
the member of personnel responsible in the
notified body,

— be provided to the manufacturer in question.

— degerlendirmesinin ¢iktisini agik¢a dokiimante
eder ve imalatcinin bu Tiiziik gerekliliklerine
uygunlugunun dogrulanmasindan ag¢ik sonuglar
¢ikarir,

— onaylanmis kurulus tarafindan yapilacak nihai
gozden gecirme ve alinacak nihai karar i¢in bir
tavsiyede bulunur; bu tavsiye, onaylanmis
kurulusta sorumlu personelden biri tarafindan
imzalanir,

— s0z konusu imalatg¢iya sunulur.

4.7. Final review

The notified body shall prior to making a final
decision:

— ensure that the personnel assigned for the final
review and decision making on specific projects
are appropriately authorised and are different from
the personnel who have conducted the
assessments,

— verify that the report or reports and supporting
documentation needed for decision making,
including concerning resolution of non-
conformities noted during assessment, are
complete and sufficient with respect to the scope
of the application, and

— verify whether there are any unresolved non-
conformities preventing issuance of a certificate.

4.7. Nihai gozden gegirme

Onaylanmis kurulus, bir nihai karar almadan 6nce:
— spesifik projeler hakkinda nihai godzden
gecirme ve karar alma igin atanan personelin,
uygun bir sekilde yetkilendirilmesini = ve
degerlendirmeleri  yiirliten personelden farkl
olmasini saglar,

— karar alma i¢in gerekli olan, rapor veya
raporlarin ve degerlendirme siiresince not edilen
uygunsuzluklarin ¢oziimlenmesi ile ilgili olanlar
dahil olmak {iizere destek dokiimantasyonun,
basvurunun kapsami agisindan tam ve yeterli
oldugunu dogrular, ve

— bir sertifikanin diizenlenmesini engelleyen
¢Ozlimlenmemis uygunsuzluklarin olup
olmadigini dogrular.

4.8. Decisions and certifications

The notified body shall have documented
procedures for decision-making including as
regards the allocation of responsibilities for the
issuance, suspension, restriction and withdrawal of
certificates. Those procedures shall include the
notification requirements laid down in Chapter V
of this Regulation. The procedures shall allow the
notified body in question to:

— decide, based on the assessment documentation
and additional information available whether the
requirements of this Regulation are fulfilled,

— decide, based on the results of its assessment of
the performance evaluation and risk management
whether the post-market surveillance plan,
including the PMPF plan, is adequate,

— decide on specific milestones for further review
by the notified body of the up to date performance
evaluation,

decide whether specific conditions or
provisions need to be defined for the certification,

— decide, based on the novelty, risk classification,
performance evaluation and conclusions from the

4.8. Kararlar ve Belgelendirmeler

Onaylanmis kurulus, sertifikalarin diizenlenmesi,
askiya alinmasi, kisitlanmasi ve geri ¢ekilmesine
yonelik sorumluluklarin tahsisi ile ilgili olanlar
dahil olmak iizere, dokiimante edilmis karar alma
prosediirlerine sahip olur. Bu prosediirler, bu
Tizik’iin V. Boliimiinde belirtilen bildirim
gerekliliklerini igerir. Prosediirler, s6z konusu
onaylanmis kurulusun asagidakileri yapmasina
imkan verir:

— degerlendirme dokiimantasyonuna ve mevcut
ilave  bilgilere = dayanarak, bu Tizlk’iin
gerekliliklerinin yerine getirilip getirilmedigine
karar vermek,

— performans degerlendirme ve risk yonetimi ile
ilgili degerlendirmesinin sonuglarina dayanarak,
PMPF plan1 dahil olmak {izere, piyasaya arz
sonrast gozetim planinin yeterli olup olmadigina
karar vermek,

onaylanmis kurulusun giincel performans
degerlendirme ile ilgili ileri incelemeleri icin
spesifik kilit noktalara karar vermek,

— belgelendirme i¢in spesifik sartlarin veya
hiikiimlerin tanimlanmasinin gerekip
gerekmedigine karar vermek,

— cihazin yeniligine, risk siniflandirmasina,
performans degerlendirme ve risk analizinden elde
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risk analysis of the device, on a period of
certification not exceeding five years,

— clearly document decision making and approval
steps including approval by signature of the
members of personnel responsible,

clearly document responsibilities and
mechanisms for communication of decisions, in
particular, where the final signatory of a certificate
differs from the decision maker or decision makers
or does not fulfil the requirements laid down in
Section 3.2.7.,

— issue a certificate or certificates in accordance
with the minimum requirements laid down in
Annex XII for a period of validity not exceeding
five years and shall indicate whether there are
specific conditions or limitations associated with
the certification,

issue a certificate or certificates for the
applicant alone and shall not issue certificates
covering multiple entities,

— ensure that the manufacturer is notified of the
outcome of the assessment and the resultant
decision and that they are entered into the
electronic system referred to in Article 52.

edilen sonuglara dayanarak, bes yil1 gegcmeyecek
bir belgelendirme siiresine karar vermek,

— sorumlu personelin imzasiyla onay dahil olmak
iizere, karar alma ve onay adimlarini acgikga
dokiimante etmek,

— Ozellikle, bir sertifikanin son imza sahibinin,
karar alic1 veya karar alicilardan farkli olmas1 ya
da 3.2.7. Kesiminde belirtilen gereklilikleri yerine
getirmemesi durumunda, kararlarin bildirimine
yonelik sorumluluklar1 ve mekanizmalar1 agikga
dokiimante etmek,

XIl. Ekte belirtilen asgari gereklilikler
uyarinca, bes seneyi gegmeyen bir gecerlilik siiresi
icin sertifika veya sertifikalar diizenlemek ve
belgelendirmeyle iliskili spesifik sartlarin veya
sinirlamalarin olup olmadigini gostermek,

— vyalnizca bagvuru sahibi i¢in sertifika veya
sertifikalar diizenlemek ve birden ¢ok kurulusu
kapsayan sertifikalar diizenlememek ve
—degerlendirmenin  ¢iktist  ve son  karar
konusunda imalat¢inin bilgilendirilmesini ve
bunlarin 52. maddede atifta bulunulan elektronik
sisteme girilmesini saglamak.

4.9. Changes and modifications

The notified body shall have documented
procedures and contractual arrangements with
manufacturers in  place relating to the
manufacturers' information obligations and the
assessment of changes to:

— the approved quality management system or
systems or to the product-range covered,

— the approved design of a device,

— the approved type of a device,

— any substance incorporated in or utilised for the
manufacturing of a device and being subject to the
specific procedures in accordance with Section
4.5.5.

The procedures and contractual arrangements
referred to in the first paragraph shall include
measures for checking the significance of the
changes referred to in the first paragraph.

In accordance with its documented procedures, the
notified body in question shall:

— ensure that manufacturers submit for prior
approval plans for changes as referred to in the
first paragraph and relevant information relating to
such changes,

— assess the changes proposed and verify
whether, after these changes, the quality
management system, or the design of a device or
type of a device, still meets the requirements of
this Regulation,

4.9. Degisiklikler ve modifikasyonlar

Onaylanmis kurulus; imalatc¢ilarin bilgilendirme
yiukiimlilikleri  ve  asagidakilere  yonelik
degisikliklerin degerlendirilmesi ile ilgili olarak,
yuriirliikte dokiimante edilmis prosediirlere ve

imalatgilarla  yapilan  sdzlesmeye  dayanan
diizenlemelere sahip olur:
— onaylanmis kalite yOnetim sistemi veya

sistemlerine ya da kapsadigi {iriin ¢esitliligine,

— onaylanmis cihazin tasarimina,

— onaylanmuis cihaz tipine,

— bir cihazin imalatina dahil edilen veya imalati
i¢in kullanilan ve 4.5.5. Kesim uyarinca spesifik
prosediirlere tabi olan maddelere.

Birinci paragrafta atifta bulunulan prosediirler ve
sozlesmeye  dayali  diizenlemeler,  birinci
paragrafta atifta bulunulan degisiklerin Onemini
kontrol etmeye yonelik tedbirler igerir.

S6z konusu onaylanmis kurulus dokiimante
edilmis prosediirleri uyarinca:

imalat¢ilarin,  birinci  paragrafta atifta
bulunuldugu sekilde degisikliklere yonelik ©on
onay planlarin1 ve bu tiir degisikliklere iliskin ilgili
bilgileri sunmasini saglar,

— Onerilen degisiklikleri degerlendirir ve bu
degisikliklerden sonra, kalite yonetim sisteminin,
ya da cihaz tasariminin veya cihaz tipinin hala bu
Tiiziik gerekliliklerini karsilayip karsilamadigini
dogrular,
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— notify the manufacturer of its decision and
provide a report or, as applicable, a supplementary
report, which shall contain the justified
conclusions of its assessment.

imalatciya kararin bildirir ve
degerlendirmesinin gerekceli sonuglarini igeren
bir rapor veya uygulanabilir oldugunda bir ek
rapor sunar.

4.10. Surveillance activities and post-certification
monitoring

The notified body shall
procedures:

— defining how and when surveillance activities
of manufacturers are to be conducted. Those
procedures shall include arrangements for
unannounced on-site audits of manufacturers and,
where applicable, subcontractors and suppliers
carrying out product tests and the monitoring of
compliance with any conditions binding
manufacturers and associated with certification
decisions, such as updates to clinical data at
defined intervals,

— for screening relevant sources of scientific and
clinical data and post-market information relating
to the scope of their designation. Such information
shall be taken into account in the planning and
conduct of surveillance activities,

— to review vigilance data to which they have
access under to Article 87 in order to estimate its
impact, if any, on the validity of existing
certificates. The results of the evaluation and any
decisions taken shall be thoroughly documented.

have documented

The notified body in question shall, upon receipt
of information about vigilance cases from a
manufacturer or competent authorities, decide on
which of the following options to apply:

— not to take action on the basis that the vigilance
case is clearly not related to the certification
granted,

— observe the manufacturer's and competent
authorities' activities and the results of the
manufacturer's investigation so as to determine
whether the certification granted is at risk or
whether adequate corrective action has been taken,
— perform extraordinary surveillance measures,
such as document reviews, short-notice or
unannounced audits and product testing, where it
is likely that the certification granted is at risk,

— increase the frequency of surveillance audits,
— review specific products or processes on the
occasion of the next audit of the manufacturer, or

— take any other relevant measure.

In relation to surveillance audits of manufacturers,
the notified body shall have documented
procedures to:

4.10. Gozetim ve denetim faaliyetleri ve
belgelendirme sonrasi izleme
Onaylanmis  kurulugs asagidakilere  yonelik

dokiimante edilmis prosediirlere sahip olur:

— imalat¢ilarin gozetim faaliyetlerinin nasil ve ne
zaman Yyiriitiilecegini tanimlamaya ydnelik. Bu
prosediirler, imalat¢ilarin  ve uygulanabildigi
hallerde {iriin testlerini yiiriiten yliklenicilerin ve
tedarik¢ilerin  habersiz yerinde denetimlerine
yonelik diizenlemeleri ve belirli araliklarla klinik
veri glincellemeleri gibi imalatgilar1 baglayan ve
belgelendirme kararlariyla iligkili olan sartlara
uygunlugun izlenmesini igerir,

— atanma kapsamlariyla baglantili olarak, ilgili
bilimsel ve klinik veri kaynaklarini ve piyasaya arz
sonrasi bilgileri taramaya yonelik. Bu tiir bilgiler,
gozetim ve denetim faaliyetlerinin planlanmasinda
ve yuriitiilmesinde dikkate alinir,

— mevcut sertifikalarin gecerliligi iizerine varsa
etkisini  degerlendirmek icin, 87. madde
kapsaminda erisime sahip olduklar1 vijilans
verilerini gbzden gecirmeye yonelik.
Degerlendirme sonuglar1 ve alinan kararlar
ayrintilariyla dokiimante edilir.

S6z konusu onaylanmis kurulus, bir imalatgidan
veya yetkili otoriteden vijilans vakalar1 hakkinda
bilgi almasinin iizerine asagidaki se¢eneklerden
hangisini uygulayacagina karar verir:

— vijilans vakasinin verilen sertifika ile agikca
ilgisi olmadigina dayanarak aksiyon almamalk,

— verilen sertifikanin risk altinda olup olmadigini
ya da yeterli diizeltici faaliyetin yapilip
yapilmadigin1 belirlemek i¢in imalatginin  ve
yetkili otoritenin faaliyetlerini ve imalat¢inin
arastirma sonuclarini gézlemlemek,

verilen sertifikanin risk altinda olmasi
muhtemel  oldugunda, dokiiman  gdzden
gecirmeleri, kisa stireli veya habersiz denetimler
ve lirlin test etme gibi, olagandis1 gozetim
tedbirlerini yerine getirmek,

— gbzetim denetimlerinin sikligini arttirmak,

— imalat¢inin bir sonraki denetimi vesilesiyle
spesifik iiriinleri ve siiregleri gézden gegirmek,
veya

— ilgili diger tedbirleri almak.

Imalatgilarin gdézetim denetimleriyle ilgili olarak,
onaylanmis kurulus, asagidakileri yapmak igin
dokiimante edilmis prosediirlere sahip olur:
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— conduct surveillance audits of the manufacturer
on at least an annual basis which shall be planned
and conducted in line with the relevant
requirements in Section 4.5.,

ensure that it adequately assesses the
manufacturer's documentation on, and application
of, the provisions on vigilance, the post-market
surveillance and PMPF ,

sample and test devices and technical
documentation, during audits, according to pre-
defined sampling criteria and testing procedures to
ensure that the manufacturer continuously applies
the approved quality management system,

— ensure that the manufacturer complies with the
documentation and information obligations laid
down in the relevant Annexes and that its
procedures take into account best practices in the
implementation of quality management systems,
— ensure that the manufacturer does not use
quality management system or device approvals in
a misleading manner,

— gather sufficient information to determine if the
quality management system continues to comply
with the requirements of this Regulation,

— ask the manufacturer, if non-conformities are
detected, for corrections, corrective actions, and
where applicable preventive actions, and

— where necessary, impose specific restrictions
on the relevant certificate, or suspend or withdraw
it.

The notified body shall, if listed as part of the
conditions for certification:

— conduct an in-depth review of the performance
evaluation as most recently updated by the
manufacturer based on the manufacturer's post-
market surveillance, on its PMPF and on clinical
literature relevant to the condition being treated
with the device or on clinical literature relevant to
similar devices,

— clearly document the outcome of the in-depth
review and address any specific concerns to the
manufacturer or impose any specific conditions on
it,

— ensure that the performance evaluation as most
recently updated is appropriately reflected in the
instructions for use and, where applicable, the
summary of safety and performance.

4.5.  Kesimindeki ilgili  gereklilikler
dogrultusunda planlanan ve yiiriitiilen imalat¢inin
gbzetim denetimlerini asgari olarak yillik bazda
yuriitmek,

— vijilans, piyasaya arz sonras1 gdzetim ve PMPF
konusunda; imalat¢inin  dokiimantasyonunun
yeterli sekilde degerlendirilmesini ve bunlarla
ilgili hiikiimlerin uygulanmasini saglamak,
imalatginin  onaylanmis kalite yOnetim
sistemini siirekli olarak uygulamasini saglamak
icin, denetimler siiresince, Onceden tanimlanmis
ornekleme kriterlerine ve test prosediirlerine gore,
cihazlar1 ve teknik dokiimantasyonu orneklemek
ve test etmek,
imalat¢inin

ilgili  Eklerde  belirtilen
dokiimantasyon ve bilgi yiikiimliiliiklerine
uymasint ve imalat¢1 prosediirlerinin kalite
yonetim  sistemlerinin  uygulanmasinda  iyi
uygulamalari dikkate almasini saglamak,

— imalat¢inin, kalite yonetim sistemini veya cihaz
onaylarin1 yaniltici bir sekilde kullanmamasini
garanti etmek,

kalite yoOnetim sisteminin bu Tiiziik iin
gerekliliklerine uymaya devam edip etmedigini
belirlemek i¢in yeterli bilgi toplamak,
uygunsuzluk tespit edilirse, imalat¢idan,
diizeltmeler, diizeltici faaliyetler ve
uygulanabildigi hallerde onleyici faaliyetler talep
etmek ve

— gerekli oldugu hallerde, ilgili sertifikaya
spesifik kisitlamalar getirmek ya da onu askiya
almak veya geri cekmek.

Belgelendirmeye yonelik sartlarin bir parcasi
olarak listelenmisse, onaylanmis kurulus:

— 1malat¢inin piyasaya arz sonrasi gozetime,
PMPF’sine ve cihazla tedavi edilen tibbi durum ile
ilgili klinik literatiire ya da benzer cihazlar ile ilgili
klinik literatlire dayanarak, imalat¢1 tarafindan en
son giincellenen performans degerlendirmenin
derinlemesine incelemesini yliriitiir,

— derinlemesine incelemenin g¢iktisin1 agikga
dokiimante eder ve belirli endiseleri imalatgiya
iletir veya ona spesifik sartlar getirir,

— en son giincellenen performans
degerlendirmenin, kullanim kilavuzuna ve
uygulanabildigi hallerde giivenlilik ve performans
Ozetine uygun bir sekilde yansitilmasini saglar.

4.11. Re-certification

The notified body shall have documented
procedures in place relating to the re-certification
reviews and the renewal of certificates. Re-
certification of approved quality management

4.11. Yeniden belgelendirme

Onaylanmis kurulus, yeniden belgelendirme
incelemeleri ve sertifikalarin yenilenmesi ile ilgili
dokiimante edilmis mevcut prosediirlere sahip
olur. Onaylanmig kalite yOnetim sistemlerinin
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systems or EU technical documentation
assessment certificates or EU type-examination
certificates shall occur at least every five years.
The notified body shall have documented
procedures relating to renewals of EU technical
documentation assessment certificates and EU
type-examination certificates and  those
procedures shall require the manufacturer in
question to submit a summary of changes and
scientific findings for the device, including:

(a) all changes to the originally approved device,
including changes not yet notified,

(b) experience
surveillance,
(c) experience from risk-management,

(d) experience from updating the proof of
compliance with the general safety and
performance requirements set out in Annex |,

(e) experience from reviews of the performance
evaluation, including the results of any
performance studies and PMPF,

gained from post-market

(f) changes to the requirements, to components of
the device or to the scientific or regulatory
environment,

(g) changes to applied or new harmonised
standards, CS or equivalent documents, and

(h) changes in medical, scientific and technical
knowledge, such as:

— new treatments,

— changes in test methods,

— new scientific findings on materials and
components, including findings on their
biocompatibility,

— experience from studies on comparable devices,

— data from registers and registries,

— experience from performance studies with
comparable devices.

The notified body shall have documented
procedures to assess the information referred to in
the second paragraph and shall pay particular
attention to clinical data from post-market
surveillance and PMPF activities undertaken since
the previous certification or re-certification,
including appropriate updates to manufacturers'
performance evaluation reports.

For the decision on the re-certification, the notified
body in question shall use the same methods and
principles as for the initial certification decision.

veya AB teknik dokiimantasyon degerlendirme
sertifikalarinin  ya da  AB  tip-inceleme
sertifikalarinin yeniden belgelendirilmesi, asgari
her bes yilda bir gergeklestirilir.

Onaylanmis kurulus, AB teknik dokiimantasyon
degerlendirme sertifikalarinin ve AB tip-inceleme
sertifikalarinin yenilenmesi ile ilgili dokiimante
edilmis prosediirlere sahip olur ve bu prosediirler,
s0z konusu imalat¢inin, asagidakiler dahil olmak
iizere, cihaza yonelik degisikliklerin ve bilimsel
bulgularin bir 6zetini sunmasini gerektirir:

(a) heniiz bildirilmemis olan degisikler dahil
olmak iizere, onaylanmis olan orijinal cihazdaki
biitlin degisiklikler,

(b) piyasaya arz sonrasi gozetimden kazanilan
deneyim,

(c) risk yonetiminden kazanilan deneyim,

(d) L Ekte belirtilen genel giivenlilik ve
performans gerekliliklerine uygunluk kanitini
giincellemekten kazanilan deneyim,

(e) performans caligmalarinin ve PMPF’nin
sonuglart  dahil olmak iizere, performans
degerlendirme gozden gegirmelerinden kazanilan
deneyim,

(f) gerekliliklerdeki, cihaz bilesenlerindeki ya da
bilimsel veya diizenleyici ortamdaki degisiklikler,

(2) uygulanan veya yeni uyumlastirilan
standartlardaki, ortak spesifikasyonlardaki ya da
esdeger dokiimanlardaki degisiklikler ve

(h) tibbi, bilimsel ve teknik bilgilerde meydana
gelen degisiklikler, 6rnegin:

— yeni tedaviler,

— test yontemlerindeki degisiklikler,

— biyouyumluluklar1 hakkindaki bulgular dahil
olmak iizere, materyaller ve bilesenler ile ilgili
yeni bilimsel bulgular,
karsilastirilabilir  cihazlar
caligmalardan kazanilan deneyim,
— Kayaitlar ve kayitlardan elde edilen veriler,

— karsilastirilabilir cihazlarla yapilan performans
calismalarindan kazanilan deneyim.

Onaylanmis kurulus, ikinci paragrafta atifta
bulunulan  bilgileri  degerlendirmek  icin
dokiimante edilmis prosediirlere sahip olur ve
imalatcilarin performans degerlendirme
raporlarindaki uygun giincellemeler dahil olmak
tizere, Onceki belgelendirmeden veya yeniden
belgelendirmeden itibaren yapilan piyasaya arz
sonras1 gozetim ve PMPF faaliyetlerinden elde
edilen klinik verilere 6zel 6nem gdosterir.

Yeniden belgelendirme karari igin, s6z konusu
onaylanmis kurulus, ilk belgelendirme kararina
yonelik olanlarla ayni yontem ve ilkeleri kullanir.

hakkindaki
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If necessary, separate forms shall be established
for re-certification taking into account the steps to
be taken for certification, such as application and
application review.

Gerektiginde, basvuru ve bagvuru incelemesi gibi,
belgelendirme igin gergeklestirilecek asamalari
dikkate alarak, yeniden belgelendirme i¢in ayr1
formlar olusturulur.
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ANNEX VIII
CLASSIFICATION RULES
1. IMPLEMENTING RULES
1.1. Application of the classification rules shall be
governed by the intended purpose of the devices.

EK VIII
SINIFLANDIRMA KURALLARI
1.UYGULAMA KURALLARI
1.1.  Smiflandirma kurallarinin uygulanmasi,
cihazlarin kullanim amacini esas alir.

1.2. If the device in question is intended to be used
in combination with another device, the
classification rules shall apply separately to each
of the devices.

1.2. S6z konusu cihazin bagka bir cihazla birlikte
kullanilmasi amaglaniyorsa, siniflandirma
kurallar1 cihazlarin her birine ayr1 ayr1 uygulanir.

1.3. Accessories for an in vitro diagnostic medical
device shall be classified in their own right
separately from the device with which they are
used.

1.3. In vitro tan1 tibbi cihazi aksesuarlari, birlikte
kullanildiklar1  cihazdan ayr1 olarak kendi
baslarina siniflandirilir.

1.4. Software, which drives a device or influences
the use of a device, shall fall within the same class
as the device.

If the software is independent of any other device,
it shall be classified in its own right.

1.4. Bir cihaz1 c¢alistiran veya bir cihazin
kullanimini etkileyen yazilim, cihazla ayni sinifta
yer alir.
Yazilim, bagka herhangi bir cihazdan bagimsizsa,
kendi basina siniflandirilir.

1.5. Calibrators intended to be used with a device
shall be classified in the same class as the device.

1.5. Bir cihazla birlikte kullanilmasi1 amaglanan
kalibratorler cihazla ayni sinifta siniflandirilir.

1.6. Control materials with quantitative or
qualitative assigned values intended for one
specific analyte or multiple analytes shall be
classified in the same class as the device.

1.6. Spesifik bir analite veya c¢oklu analitlere
yonelik olarak kantitatif veya kalitatif tahsis
edilmis degerlere sahip kontrol materyalleri,
cihazla ayn1 sinifta siniflandirilir.

1.7. The manufacturer shall take into consideration
all classification and implementation rules in order
to establish the proper classification for the device.

1.7. Imalatg1, cihaz igin dogru simiflandirmay:
belirlemek i¢in tiim smiflandirma ve uygulama
kurallarini g6z 6ntinde bulundurur.

1.8. Where a manufacturer states multiple intended
purposes for a device, and as a result the device
falls into more than one class, it shall be classified
in the higher class.

1.8. Bir imalat¢inin bir cihaz ig¢in birden ¢ok
kullanim amaci belirtmesi ve sonug olarak cihazin
birden fazla siifa girmesi durumunda, bu cihaz
daha iist sinifta siniflandirilir.

1.9. If several classification rules apply to the same
device, the rule resulting in the higher
classification shall apply.

1.9. Aymi cihaz i¢in birka¢ siniflandirma kural
gecerli ise, en yliksek siniflandirmayr saglayan
kural uygulanir.

1.10. Each of the classification rules shall apply to
first line assays, confirmatory assays and
supplemental assays.

1.10. Smiflandirma kurallarinin her biri, baslangic
analizleri, dogrulama analizleri ve destek
analizleri i¢in uygulanir.

2. CLASSIFICATION RULES

2.1.Rule 1

Devices intended to be used for the following
purposes are classified as class D:

— detection of the presence of, or exposure to, a
transmissible agent in blood, blood components,
cells, tissues or organs, or in any of their
derivatives, in order to assess their suitability for
transfusion, transplantation or cell administration;

— detection of the presence of, or exposure to, a
transmissible agent that causes a life-threatening
disease with a high or suspected high risk of
propagation;

2. SINIFLANDIRMA KURALLARI

2.1. Kural 1

Asagidaki amaglar dogrultusunda kullanilmasi
amaclanan cihazlar sinif D olarak siniflandirilir:

- transfiizyon (kan nakli), transplantasyon (organ
nakli) veya hiicre tatbiki i¢in uygunluklarini
degerlendirmek amaciyla, kan, kan bilesenleri,
hiicreler, dokular veya organlardaki, ya da onlarin
tirevlerinden herhangi birindeki, bulagict bir
ajanin varliginin veya bu ajana maruziyetin tespit
edilmesi;

- yiiksek ya da yiiksek oldugundan siiphelenilen
yayllma riskine sahip hayat1 tehdit eden bir
hastaliga neden olan bulasici bir ajanin varliginin
veya bu ajana maruziyetin tespit edilmesi;
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— determining the infectious load of a life-
threatening disease where monitoring is critical in
the process of patient management.

- izlemenin hasta yonetimi siirecinde kritik oldugu
durumlarda, hayati tehdit eden bir hastaligin
kullanilan standardi belirlenmesi.

2.2. Rule 2

Devices intended to be used for blood grouping, or
tissue typing to ensure the immunological
compatibility of blood, blood components, cells,
tissue or organs that are intended for transfusion or
transplantation or cell administration, are
classified as class C, except when intended to
determine any of the following markers:

— ABO system [A (ABO1l), B (ABO2), AB
(ABO3)];

— Rhesus system [RH1 (D), RHW1, RH2 (C),
RH3 (E), RH4 (c), RH5 (e)];

— Kell system [Kell (K)];

— Kidd system [JK1 (Jka), JK2 (Jkb)];

— Duffy system [FY1 (Fya), FY2 (Fyb)];

in which case they are classified as class D.

2.2. Kural 2

Transfiizyon (kan nakli) veya transplantasyon
(organ nakli) ya da hiicre tatbiki i¢in amaglanan;
kan, kan bilesenleri, hiicreler, doku veya
organlarin immiinolojik uyumlulugunu saglamak
tizere kan gruplama veya doku tiplendirme icin
kullanilmast  amaglanan cihazlar; asagidaki
belirteglerden herhangi birini belirlemek icin

amaclananlar  haricinde, Smif C  olarak
siniflandirilirlar:

— ABO sistemi [A (ABO1), B (ABO2), AB
(ABO3)];

— Rhesus sistemi [RH1 (D), RHW1, RH2 (C),
RH3 (E), RH4 (c), RH5 (e)];

— Kell sistemi [Kell (K)];

— Kidd sistemi [JK1 (Jka), JK2 (Jkb)];

— Duffy sistemi [FY1 (Fya), FY2 (Fyb)];

Bu durumda Sinif D olarak siniflandirilirlar.

2.3. Rule 3

Devices are classified as class C if they are
intended:

(a) for detecting the presence of, or exposure to, a
sexually transmitted agent;

(b) for detecting the presence in cerebrospinal
fluid or blood of an infectious agent without a high
or suspected high risk of propagation;

(c) for detecting the presence of an infectious
agent, if there is a significant risk that an erroneous
result would cause death or severe disability to the
individual, foetus or embryo being tested, or to the
individual's offspring;

(d) for pre-natal screening of women in order to
determine  their immune status  towards
transmissible agents;

(e) for determining infective disease status or
immune status, where there is a risk that an
erroneous result would lead to a patient
management decision resulting in a life-
threatening situation for the patient or for the
patient's offspring;

(f) to be used as companion diagnostics;

() to be used for disease staging, where there is a
risk that an erroneous result would lead to a patient
management decision resulting in a life-
threatening situation for the patient or for the
patient's offspring;

2.3. Kural 3

Eger cihazlar, asagidakiler i¢cin amaglandiysa sinif
C olarak smiflandirilir:

(a) cinsel yolla bulasan bir ajanin varliginin veya
bu ajana maruziyetin tespit edilmesi i¢in;

(b) yiiksek ya da yiiksek oldugundan siiphelenilen
yayilma riskine sahip olmayan bulasici bir ajanin
serebrospinal sivida (beyin-omurilik sivisi) veya
kandaki varliginin tespit edilmesi i¢in;

(c) bir hatali sonucun; teste tabi olan bireyin,
fetlislin, embriyonun veya séz konusu bireyin
cocuklarinin 6liimiine ya da ciddi sakatliga neden
olabilecegine dair ciddi bir risk bulunuyorsa,
bulasict ajanin tespit edilmesi i¢in;

(d) bulasici ajanlara karst bagisiklik durumlarini
belirlemek amaciyla kadinlarin dogum Oncesi
(prenatal) taramalar1 igin;

(e) bir hatali sonucun hasta ya da hastanin
cocuklart i¢in hayati tehdit eden bir durumla
sonuclanan bir hasta yonetim kararina yol
acabilecegine dair bir riskin  bulunmasi
durumunda, bulasict hastalik durumunu veya
bagisiklik durumunu belirlemek i¢in;

(f) tamamlayic1 tani olarak kullanilmasi igin;

(g) bir hatali sonucun hasta i¢in veya hastanin
¢ocuklart i¢in hayati1 tehdit eden bir durumla
sonuglanan bir hasta yonetim kararina yol
acabilecegine dair bir riskin  bulunmasi
durumunda, hastalik evrelendirmesine yonelik
kullanilmasi i¢in;

(h) to be used in screening, diagnosis, or staging | (h) kanser taranmasinda, tanisininda veya
of cancer; evrelendirmesinde kullanilmasi igin;
(i) for human genetic testing; (1) insan genetik testleri igin;
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(j) for monitoring of levels of medicinal products,
substances or biological components, when there
Is a risk that an erroneous result will lead to a
patient management decision resulting in a life-
threatening situation for the patient or for the
patient's offspring;

(k) for management of patients suffering from a
life-threatening disease or condition;

(I) for screening for congenital disorders in the
embryo or foetus;

(m) for screening for congenital disorders in new-
born babies where failure to detect and treat such
disorders could lead to life-threatening situations
or severe disabilities.

(j) hatali bir sonucun hasta i¢in veya hastanin
cocuklar1 icin hayati tehdit eden bir durumla
sonuglanan bir hasta yonetim kararina yol
acabilecegine dair bir riskin  bulunmasi
durumunda, tibbi {iriinlerin, maddelerin veya
biyolojik bilesenlerin seviyelerinin izlenmesi igin;
(k) hayati tehdit eden bir hastaliktan veya
durumdan muzdarip olan hastalarin yonetimi igin;
(1) embriyoda veya fetiiste konjenital bozukluklara
yonelik tarama i¢in;

(m) konjenital bozukluklarin tespit
edilememesinin ve tedavi edilememesinin hayati
tehdit eden durumlara veya agir derecede
sakatliklara yol acabilecegi durumlarda, yeni
dogan bebeklerde bu tiir bozukluklarin taranmasi
igin.

2.4.Rule 4

(a) Devices intended for self-testing are classified
as class C, except for devices for the detection of
pregnancy, for fertility testing and for determining
cholesterol level, and devices for the detection of
glucose, erythrocytes, leucocytes and bacteria in
urine, which are classified as class B.

(b) Devices intended for near-patient testing are
classified in their own right.

2.4. Kural 4

(@) Smif B olarak simiflandirilan gebeligin
tespitine yonelik, dogurganlik (fertilite) testine
yonelik, kolesterol seviyesinin belirlenmesine
yonelik ve idrarda glukoz, eritrosit, 16kosit ve
bakteri tespitine yOnelik cihazlar hari¢ olmak
lizere; kisisel test amacli cihazlar sinif C olarak
siniflandirilir.

(b) Hasta-basi test amagli cihazlar kendi baslarina
siniflandirilir.

2.5.Rule 5
The following devices are classified as class A:

(a) products for general laboratory use, accessories
which possess no critical characteristics, buffer
solutions, washing solutions, and general culture
media and histological stains, intended by the
manufacturer to make them suitable for in vitro
diagnostic procedures relating to a specific
examination;

(b) instruments intended by the manufacturer
specifically to be used for in vitro diagnostic
procedures;

(c) specimen receptacles.

2.5. Kural 5
Asagidaki cihazlar, sinif A olarak
siniflandirilirlar:

(a) genel laboratuvar kullanimina yonelik iiriinler,
kritik Ozelliklere sahip olmayan aksesuarlar,
tampon c¢ozeltileri, yilkama solusyonlar: ile so6z
konusu triinleri spesifik bir inceleme ile ilgili in
vitro tibbi tan1 prosediirlerine uygun hale getirmek
iizere imalatc1 tarafindan tasarlanan genel kiiltiir
ortamlar1 ve histolojik boyalar;

(b) imalatg1 tarafindan 6zellikle in vitro tibbi tani
prosediirleri i¢in kullanilmasi amaglanan aletler;
(c) ornek kaplari.

2.6. Rule 6
Devices not covered by the above-mentioned
classification rules are classified as class B.

2.6. Kural 6
Yukarida belirtilen siiflandirma  kurallarinin
kapsamadigi cihazlar, sinif B olarak siniflandirilir.

2.7.Rule 7

Devices which are controls without a quantitative
or qualitative assigned value are classified as class
B.

2.7. Kural 7

Atanmis bir kantitatif veya kalitatif degeri
olmayan kontroller olan cihazlar, sinif B olarak
siniflandirilir.

ANNEX IX
CONFORMITY ASSESSMENT BASED ON A
QUALITY MANAGEMENT SYSTEM AND
ON ASSESSMENT OF TECHNICAL
DOCUMENTATION

EK I1X
KALITE YONETIM SiSTEMINE VE
TEKNiK DOKUMANTASYONUN
DEGERLENDIRILMESINE DAYALI
UYGUNLUK DEGERLENDIRMESI
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CHAPTER I
QUALITY MANAGEMENT SYSTEM

BOLUM I
KALITE YONETIM SISTEMi

1. The manufacturer shall establish, document and
implement a quality management system, as
described in Article 10(8), and maintain its
effectiveness throughout the life cycle of the
devices concerned. The manufacturer shall ensure
the application of the quality management system
as specified in Section 2, and shall be subject to
audit as laid down in Sections 2.3 and 2.4 and to
surveillance as specified in Section 3.

1. Imalatci, 10(8) Maddesinde tanimlandigi
sekilde bir kalite yoOnetim sistemi olusturur,
dokiimante eder ve uygular ve ilgili cihazlarin
yasam donglisii boyunca bu sistemin etkinligini
siirdiiriir. imalatc1; 2. Kesimde belirtildigi sekilde
kalite yonetim sisteminin uygulanmasini saglar ve
2.3. ile 2.4. Kesimlerde belirlendigi sekilde
denetime ve 3. Kesimde belirtildigi sekilde
gbzetim ve denetime tabi olur.

2. Quality management system assessment

2.1. The manufacturer shall lodge an application
for assessment of its quality management system
with a notified body. The application shall include:
— the name of the manufacturer and address of its
registered place of business and any additional
manufacturing site covered by the quality
management system, and, if the manufacturer's
application is lodged by its authorised
representative the name of the authorised
representative and the address of the authorised
representative's registered place of business,

— all relevant information on the device or group
of devices covered by the quality management
system,

— a written declaration that no application has
been lodged with any other notified body for the
same device- related quality management system,
or information about any previous application for
the same device- related quality management
system,

— a draft of an EU declaration of conformity in
accordance with Article 17 and Annex IV for the
device model covered by the conformity
assessment procedure,

— the documentation on the manufacturer's
quality management system,

— a documented description of the procedures in
place to fulfil the obligations arising from the
quality management system and required under
this Regulation and of the undertaking by the
manufacturer in question to apply those
procedures,

— a description of the procedures in place to
ensure that the quality management system

remains adequate and effective, and the
undertaking by the manufacturer to apply those
procedures,

— the documentation on the manufacturer's post-
market surveillance system, and, where applicable,
on the PMPF plan, and the procedures put in place
to ensure compliance with the obligations

2. Kalite yonetim sistemi degerlendirmesi

2.1. Imalatgi, kalite ydnetim sisteminin
degerlendirilmesi i¢in bir onaylanmis kurulusa
basvuru yapar. Bu bagvuru asagidakileri igerir:

- imalat¢cinin adi ve kayitlt isyerinin adresi ve
kalite yonetim sistemi kapsamindaki ilave her
imalat yerini, ve imalat¢inin bagvurusu, yetkili
temsilcisi ~ tarafindan  yapiliyorsa,  yetkili
temsilcinin adi ve yetkili temsilcinin kayith
igyerinin adresi,

- kalite yonetim sistemin kapsamindaki cihaz veya
cihaz grubuna iliskin ilgili tim bilgileri,

- ayn1 cihazla ilgili kalite yonetim sistemi i¢in
baska bir onaylanmis kurulusa basvurunun
yapilmadigina dair yazili bir beyani, ya da ayni
cihazla ilgili kalite yonetim sistemine yonelik
onceki basvurular hakkinda bilgileri,

- uygunluk degerlendirme prosediirii
kapsamindaki cihaz modeli i¢in 17. madde ve IV.
Ek uyarinca bir AB uygunluk beyani taslagini,

- imalatginin kalite yOnetim sistemine iligkin
dokiimantasyonu,

- kalite yonetim sisteminden kaynaklanan ve bu
Tiizilk kapsaminda gerekli olan yiikiimliiliikleri

yerine getirmek i¢in mevcut prosediirlerin
dokiimante  edilmis  a¢iklamasim1 ve bu
prosediirleri  uygulamak icin s6z konusu

imalatginin taahhiidiinii,
- kalite yoOnetim sisteminin yeterli ve etkili
kalmasint saglamak i¢in mevcut prosediirlerin
aciklamasini ve bu prosediirleri uygulamak icin
imalat¢inin taahhiidiinii,

- imalatginin piyasaya arz sonrasi gdzetim
sistemine iliskin ve uygulanabildigi hallerde
PMPF planina iliskin dokiimantasyonu, ve 82 ila
87. maddelerde belirtilen vijilansa iliskin
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resulting from the provisions on vigilance set out
in Articles 82 to 87,

— a description of the procedures in place to keep
up to date the post-market surveillance system and,
where applicable, the PMPF plan, and the
procedures ensuring compliance with the
obligations resulting from the provisions on
vigilance set out in Articles 82 to 87, as well as the
undertaking by the manufacturer to apply those
procedures,

— documentation on the performance evaluation
plan, and

— a description of the procedures in place to keep
up to date the performance evaluation plan, taking
Into account the state of the art.

hiikiimlerden =~ kaynaklanan yiktimliiliklere
uygunlugu saglamak i¢in olusturulan prosediirleri,
- piyasaya arz sonrast goOzetim sistemini ve
uygulanabildigi hallerde PMPF planin1 giincel
tutmak i¢in mevcut prosediirlerin aciklamasini, ve
82 ila 87. maddelerde belirtilen vijilansa iligskin
hiikiimlerden =~ kaynaklanan  yiikiimliliklere
uygunlugu saglayan prosediirleri ve bununla
birlikte bu  prosediirleri uygulamak i¢in
imalat¢inin taahhiidiini,

- performans degerlendirme
dokiimantasyonu ve

- en son teknolojik gelismeleri dikkate alarak,
performans degerlendirme planini giincel tutmak
icin mevcut prosediirlerin a¢iklamasini.

planina iliskin

2.2. Implementation of the quality management
system shall ensure compliance with this
Regulation. All the elements, requirements and
provisions adopted by the manufacturer for its
quality management system shall be documented
in a systematic and orderly manner in the form of
a quality manual and written policies and
procedures, such as quality programmes, quality
plans and quality records.

Moreover, the documentation to be submitted for
the assessment of the quality management system
shall include an adequate description of, in
particular:

(a) the manufacturer's quality objectives;

(b) the organisation of the business and in
particular:

the organisational structures with the
assignment of staff responsibilities in relation to
critical procedures, the responsibilities of the
managerial staff and their organisational authority,
— the methods of monitoring whether the
operation of the quality management system is
efficient and in particular the ability of that system
to achieve the desired design and device quality,
including control of devices which fail to conform,
— where the design, manufacture, and/or final
verification and testing of the devices, or parts of
any of those processes, is carried out by another
party, the methods of monitoring the efficient
operation of the quality management system and
in particular the type and extent of control applied
to the other party,

— where the manufacturer does not have a
registered place of business in a Member State, the
draft mandate for the designation of an authorised
representative and a letter of intention from the
authorised representative to accept the mandate;
(c) the procedures and techniques for monitoring,
verifying, validating and controlling the design of

2.2. Kalite yonetim sisteminin uygulanmasi, bu
Tiiziik’e uygunlugu saglar. Imalatg1 tarafindan
kalite yonetim sistemine yonelik benimsenen tiim
unsurlar, gereklilikler ve hiikiimler; kalite el kitab1
ile kalite programlari, kalite planlar1 ve kalite
kayitlar1 gibi yazili politikalar ve prosediirler
biciminde, sistematik ve diizenli bir sekilde
dokiimante edilir.

Bununla birlikte, kalite yOnetim sisteminin
degerlendirmesi ig¢in sunulacak dokiimantasyon,
ozellikle, asagidakilerin yeterli bir tanimini igerir:

(a) imalat¢inin kalite hedefleri;
(b) isletmenin organizasyonu ve 0zellikle:

- kritik  prosediirlere  iligkin  personel
sorumluluklarinin atanmasi ile ilgili kurumsal
yapilar, idari personelin sorumluluklari ve onlarin
kurumsal yetkileri,

- kalite yonetim sisteminin isleyisinin etkili olup
olmadigini ve 6zellikle, uygun olmayan cihazlarin
kontrolii dahil olmak iizere, bu sistemin istenilen
tasarim ve cihaz kalitesini  gerceklestirme
kabiliyetini izleme yontemleri,

- cihazlarin tasariminin, imalatinin ve/veya nihai
dogrulama ve testinin ya da bu siire¢lerin herhangi
bir boliimiiniin baska bir tarafca yiiriitiilmesi
durumunda; 6zellikle bunlara uygulanan kontrol
tipi ve kapsamini ve kalite yOnetim sisteminin
etkili isleyisini izleme yontemlerini,

- imalatginin bir liye devlette kayitli isyerinin
bulunmamasi durumunda, bir yetkili temsilcinin
atanmasina yonelik taslak yetki belgesi ve yetki
belgesini kabul etmek igin yetkili temsilciden
alinan niyet mektubu;

(c) cihazlarin tasarimini izlemeye, dogrulamaya,
valide etmeye ve kontrol etmeye yoOnelik
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the devices, and the corresponding documentation
as well as the data and records arising from those
procedures and techniques. Those procedures and
techniques shall specifically cover:

the strategy for regulatory compliance,
including processes for identification of relevant
legal requirements, qualification, classification,

handling of equivalence, choice of, and
compliance  with, conformity  assessment
procedures,

— identification of applicable general safety and
performance requirements and solutions to fulfil
those requirements, taking applicable CS into
account and, where opted for, harmonised
standards,

— risk management as referred to in Section 3 of
Annex |,

— the performance evaluation, pursuant to Article
56 and Annex XIlII, including PMPF,

— solutions for fulfilling the applicable specific
requirements regarding design and construction,
including appropriate pre-clinical evaluation, in
particular the requirements of Chapter Il of Annex
I,

— solutions for fulfilling the applicable specific
requirements regarding the information to be
supplied with the device, in particular the
requirements of Chapter 111 of Annex I,

— the device identification procedures drawn up
and kept up to date from drawings, specifications
or other relevant documents at every stage of
manufacture, and

— management of design or quality management
system changes;

(d) the wverification and quality assurance
techniques at the manufacturing stage and in
particular the processes and procedures which are
to be used, particularly as regards sterilisation, and
the relevant documents, and

(e) the appropriate tests and trials which are to be
carried out before, during and after manufacture,
the frequency with which they are to take place,
and the test equipment to be used; it shall be
possible to trace back adequately the calibration of
that test equipment.

In addition, the manufacturer shall grant the
notified body access to the technical
documentation referred to in Annexes Il and IlI.

prosediirler ve teknikler ile bu prosediirlerden ve
tekniklerden elde edilen veriler ve kayitlarla
birlikte ilgili dokiimantasyon. Bu prosediirler ve
teknikler, 6zellikle asagidakileri kapsar:

ilgili yasal gerekliliklerin, yeterliligin,
siniflandirmanin, esdegerligin ele alinmasinin,
uygunluk degerlendirme prosediirlerinin
seciminin ve bu prosediirlere uygunlugun
tanimlanmasina iliskin siire¢ler dahil olmak iizere,
mevzuata uygunluga yonelik stratejiyi,

- uygulanabilir ortak spesifikasyonlar1 ve tercih
edilmesi durumunda, uyumlastirilmis standartlar
dikkate alarak, uygulanabilir genel giivenlilik ve
performans gerekliliklerinin ve bu gereklilikleri
yerine getirmeye yonelik ¢cOzlimlerin
tanimlanmasini,

- 1. Ekin 3. Kesiminde atifta bulunuldugu sekilde
risk yonetimini,

- PMPF dahil olmak iizere, 56. madde ve XIII. Ek
uyarinca, performans degerlendirmeyi,

- uygun klinik-6ncesi degerlendirme dahil olmak
lizere, tasarim ve yapim ile ilgili uygulanabilir
spesifik  gereklilikleri, ozellikle 1. Ekin L
Boliimiintin = gerekliliklerini, yerine getirmeye
yonelik ¢oztimleri,

- cihazla birlikte temin edilecek bilgiler ile ilgili
uygulanabilir spesifik gereklilikleri, 6zellikle I.

Ekin III. Bolimiin  gerekliliklerini, yerine
getirmeye yonelik ¢oziimleri,

- imalatin  her asamasinda ¢izimlerden,
spesifikasyonlardan veya diger ilgili

dokiimanlardan hazirlanan ve giincel tutulan cihaz
tanimlama prosediirlerini, ve
- tasarim veya kalite
degisiklerinin yonetimini;
(d) imalat asamasindaki dogrulama ve Kkalite
giivence teknikleri ve kalite giivence tekniklerini,
kullanilacak siiregleri ve prosediirleri (6zellikle
sterilizasyona iligkin) ve ilgili dokiimanlar1 ve

yonetim  sistemi

(e) imalat Oncesinde, sirasinda ve sonrasinda
yiriitiillecek uygun testler ve denemeler, bunlari
gerceklestirme sikligi  ve kullanilacak test
ekipmani; bu test ekipmaninmin kalibrasyonunu
yeterli bir sekilde geriye dogru izlemek miimkiin
olur.

Buna ilave olarak, imalat¢i, onaylanmis
kurulusun, II. ve III. Eklerde atifta bulunulan
teknik dokiimantasyona erigimine izin verir.

2.3. Audit

The notified body shall audit the quality
management system to determine whether it meets
the requirements referred to in Section 2.2. Where
the manufacturer uses a harmonised standard or

2.3. Denetim

Onaylanmis  kurulus, 2.2. Kesimde atifta
bulunulan gereklilikleri karsilayip karsilamadigini
belirlemek icin kalite yonetim sistemini denetler.
Imalatginin kalite yonetim sistemi ile ilgili olarak
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CS related to a quality management system, the
notified body shall assess conformity with those
standards or CS. The notified body shall assume
that a quality management system which satisfies
the relevant harmonised standards or CS conforms
to the requirements covered by those standards or
CS, unless it duly substantiates not doing so.

The audit team of the notified body shall include
at least one member with past experience of
assessments of the technology concerned in
accordance with Sections 4.3. to 4.5. of Annex
VII. In circumstances where such experience is not
immediately obvious or applicable, the notified
body shall provide a documented rationale for the
composition of that team. The assessment
procedure shall include an audit on the
manufacturer's premises and, if appropriate, on the
premises of the manufacturer's suppliers and/or
subcontractors to verify the manufacturing and
other relevant processes.

Moreover, in the case of class B and C devices, the
quality management system assessment shall be
accompanied by the assessment of the technical
documentation for devices selected on a
representative basis as specified in Section 4. In
choosing representative samples the notified body
shall take into account the published guidance
developed by the MDCG pursuant to Article 99
and in particular, the novelty of the technology, the
potential impact on the patient and standard
medical practice, similarities in  design,
technology, manufacturing and, where applicable,
sterilisation methods, the intended purpose and the
results of any previous relevant assessments that
have been carried out in accordance with this
Regulation. The notified body in question shall
document its rationale for the samples taken.

If the quality management system conforms to the
relevant provisions of this Regulation, the notified
body shall issue an EU quality management
system certificate. The notified body shall notify
the manufacturer of its decision to issue the
certificate. The decision shall contain the
conclusions of the audit and a reasoned report.

bir uyumlastirilmig  standart veya  ortak
spesifikasyon kullanmasi durumunda, onaylanmis
kurulus bu standartlara veya ortak
spesifikasyonlara uygunlugu degerlendirir.
Karsilanmamas: usuliince gerekgelendirilmedigi
siirece, onaylanmis kurulus ilgili uyumlastirilmis

standartlar1  veya  ortak  spesifikasyonlar1
karsilayan bir kalite yOnetim sisteminin bu
standartlarin = veya ortak spesifikasyonlarin

kapsadigi gerekliliklere uydugunu kabul eder.

Onaylanmis kurulusun denetim ekibi, VII. Ekin
4.3 ila 4.5. Kesimleri uyarinca, ilgili teknolojinin
degerlendirilmesinde ge¢mis deneyime sahip
asgari bir iiye igerir. Bu tiir deneyimin kolayca
anlasilabilir ve uygulanabilir olmadig1
durumlarda, onaylanmis kurulus, bu ekibin
olusumuna yonelik dokiimante edilmis bir gerekge
saglar. Degerlendirme prosediirii; imalat ve diger

ilgili ~ stiregleri dogrulamak ig¢in, imalat¢inin
tesislerinde ve uygun goriildiigic takdirde,
tedarik¢ilerinin ve/veya yiiklenicilerinin

tesislerinde denetimi igerir.

Ayrica, smf B ve C cihazlar s6z konusu
oldugunda, kalite yonetim sistemi
degerlendirmesine, 4. Kesimde belirtildigi sekilde
temsili bir temelde secilen cihazlara ait teknik
dokiimantasyonun degerlendirmesi eslik eder.
Temsili oOrneklerin  seciminde, onaylanmis
kurulus; 99. madde uyarinca MDCG tarafindan
gelistirilen yayimlanmis  kilavuzu ve 6zellikle
teknolojinin yeniligini, hasta ve standart tibbi
uygulama  {zerindeki potansiyel etkiyi,
tasarimdaki benzerlikleri, teknolojiyi, imalat ve
uygulanabildigi hallerde sterilizasyon
yontemlerini, kullanom amacini ve bu Tiiziik
uyarinca  yiriitilmiis  olan  onceki  ilgili
degerlendirmelerin sonuglarin1 dikkate alir. S6z
konusu onaylanmis kurulus, alinan Orneklere
yonelik gerekgesini dokiimante eder.

Kalite yonetim sistemi bu Tizik’in ilgili
hiikiimlerine uyuyorsa, onaylanmis kurulug bir AB
kalite yOnetim sistemi sertifikas1 diizenler.
Onaylanmis kurulus, sertifika diizenleme kararini
imalat¢iya bildirir. Bu karar, denetim sonuclarini
ve gerekgeli bir raporu igerir.

2.4. The manufacturer in question shall inform the
notified body which approved the quality
management system of any plan for substantial
changes to the quality management system, or the

2.4. S0z konusu imalatg; kalite yoOnetim
sisteminde ya da kapsadigi cihaz cesitliliginde
onemli degisikliklere yonelik her planini, kalite
yonetim sistemini onaylamis olan onaylanmisg

device-range covered. The notified body shall | kurulusa bildirir. Onaylanmis kurulus, teklif
assess the changes proposed, determine the need | edilen  degisiklikleri ~ degerlendirir,  ilave
for additional audits and verify whether, after | denetimlere yonelik ihtiyac1 belirler ve bu
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those changes, the quality management system
still meets the requirements referred to in Section
2.2. It shall notify the manufacturer of its decision
which shall contain the conclusions of the
assessment, and where applicable, conclusions of
additional audits. The approval of any substantial
change to the quality management system or the
device-range covered shall take the form of a
supplement to the EU quality management system
certificate.

degisikliklerden sonra kalite yonetim sisteminin
2.2. Kesimde atifta bulunulan gereklilikleri hala
karsilaylp karsilamadigini dogrular. Onaylanmis
kurulus, degerlendirmenin  sonuglarinit  ve
uygulanabildigi hallerde, ilave denetimlerin
sonuglarint igeren kararini imalatgiya bildirir.
Kalite yonetim sistemindeki veya kapsadigi cihaz
cesitliligindeki 6nemli her degisiklige iliskin onay,
AB kalite yonetim sistemi sertifikasina bir ek
seklinde olur.

3. Surveillance assessment applicable to class C
and class D devices

3.1. The aim of surveillance is to ensure that the
manufacturer duly fulfils the obligations arising
from the approved quality management system.

3. Smif C ve smif D cihazlara uygulanabilir
gozetim degerlendirmesi
3.1. GoOzetimin amaci, imalat¢inin, onaylanmis

kalite  yOnetim  sisteminden  kaynaklanan
yukiimlilikleri usuliince yerine getirmesini
saglamaktir.

3.2. The manufacturer shall give authorisation to
the notified body to carry out all the necessary
audits, including on-site audits, and supply it with
all relevant information, in particular:

— the documentation on its quality management
system,

— the documentation on any findings and
conclusions resulting from the application of the
post-market surveillance plan, including the PMPF
plan, for a representative sample of devices, and of
the provisions on vigilance set out in Articles 82
to 87,

— the data stipulated in the part of the quality
management system relating to design, such as the
results of analyses, calculations, tests and the
solutions adopted regarding the risk-management
as referred to in Section 4 of Annex I,

— the data stipulated in the part of the quality
management system relating to manufacture, such
as quality control reports and test data, calibration
data, and records on the qualifications of the
personnel concerned.

3.2. Imalatci, yerinde denetimler dahil olmak
iizere, gerekli tiim denetimleri yiiriitmesi icin
onaylanmig kurulusa yetki verir ve oOzellikle
asagidakiler olmak tizere, ilgili tiim bilgileri bu
kurulusa temin eder:
kalite yonetim
dokiimantasyonu,

— cihazlarin temsili bir 6rnegi i¢cin, PMPF plani
dahil olmak ftizere, piyasaya arz sonrasi gozetim
planinin, ve 82 ila 87. maddelerde belirtilen
vijilansa iligkin hiikiimlerin uygulanmasindan elde
edilen  bulgulara  ve sonuglara  iligkin
dokiimantasyonu,

— Analizlerin, hesaplamalarin, testlerin sonuclari
ve I. Ekin 4. Kesiminde atifta bulunuldugu sekilde
risk yonetimiyle ilgili benimsenen ¢dziimler gibi,
kalite yOnetim sisteminin tasarimla ilgili
boliimiinde sart kosulan verileri,

— kalite kontrol raporlart ve test verileri,
kalibrasyon  verileri, ve ilgili  personelin
yetkinliklerine iliskin kayitlar gibi, kalite yonetim
sisteminin imalat ile ilgili boliimiinde sart kosulan
verileri,

sistemine

iliskin

3.3. Notified bodies shall periodically, at least
once every 12 months, carry out appropriate audits
and assessments to make sure that the
manufacturer in question applies the approved
quality management system and the post- market
surveillance plan. Those audits and assessments
shall include audits on the premises of the
manufacturer and, if appropriate, of the
manufacturer's suppliers and/or subcontractors. At
the time of such on-site audits, the notified body
shall, where necessary, carry out or ask for tests in
order to check that the quality management system
is working properly. It shall provide the
manufacturer with a surveillance audit report and,
if a test has been carried out, with a test report.

3.3. Onaylanmis kuruluslar, periyodik olarak
asgari her 12 ayda bir, s6z konusu imalat¢inin
onaylanmis kalite yOnetim sistemini ve piyasaya
arz sonrasi gozetim planini uyguladigindan emin
olmak i¢in, uygun denetimler ve degerlendirmeler

ylriitir. Bu denetimler ve degerlendirmeler,
imalatginin  ve uygun gorildigi takdirde,
tedarikg¢ilerinin ve/veya yliklenicilerinin

tesislerindeki denetimleri igerir. Bu tilir yerinde
denetimler sirasinda, onaylanmis kurulus, gerekli
oldugu durumlarda, kalite yOnetim sisteminin
diizgiin bir sekilde isledigini kontrol etmek i¢in
testler yapar veya talep eder. Onaylanmis kurulus,
imalat¢iya gozetim denetimi raporunu ve eger test
yapilmisg ise test raporunu sunar.
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3.4. The notified body shall randomly perform at
least once every five years unannounced audits on
the site of the manufacturer and, where
appropriate, the site of the manufacturer's
suppliers and/or subcontractors, which may be
combined with the periodic surveillance
assessment referred to in Section 3.3 or be
performed in addition to that surveillance
assessment. The notified body shall establish a
plan for such unannounced on-site audits but shall
not disclose it to the manufacturer.

Within the context of such unannounced on-site
audits, the notified body shall test an adequate
sample of the devices produced or an adequate
sample from the manufacturing process to verify
that the manufactured device is in conformity with
the  technical documentation. Prior to
unannounced on-site audits, the notified body
shall specify the relevant sampling criteria and
testing procedure.

Instead of, or in addition to, sampling referred to
in the second paragraph, notified bodies shall take
samples of devices from the market to verify that
the manufactured device is in conformity with the
technical documentation. Prior to the sampling,
the notified body in question shall specify the
relevant sampling criteria and testing procedure.
The notified body shall provide the manufacturer
in question with an on-site audit report which shall
include, if applicable, the result of the sample test.

3.4. Onaylanmis kurulus; asgari her 5 yilda bir,
3.3. Kesimde atifta bulunulan periyodik gozetim
degerlendirmesiyle birlestirilebilen ya da bu
gozetim degerlendirmesine ilave olarak
gerceklestirilebilen, imalat¢cinin  tesisinde ve
uygun oldugu hallerde, tedarikg¢ilerinin ve/veya
yiiklenicilerinin tesislerinde rastgele bir sekilde
habersiz denetimler gergeklestirir. Onaylanmis
kurulus, bu tiir habersiz yerinde denetimler i¢in bir
plan olusturur fakat bunu imalatgiya bildirmez.
Bu tiir habersiz yerinde denetimler kapsaminda,
onaylanmis kurulus, imal edilen cihazin teknik
dokiimantasyona uygun oldugunu dogrulamak
igin, {dretilen cihazlardan yeterli miktarda
numuneyi ya da imalat siire¢lerinden alinan yeterli
miktarda numuneyi test eder. Habersiz yerinde
denetimlerden Once, onaylanmis kurulus, ilgili
numune alma kriterlerini ve test etme prosediiriini
belirler.

Imal edilen cihazin teknik dokiimantasyona uygun
oldugunu dogrulamak i¢in onaylanmis kuruluslar;
ikinci paragrafta atifta bulunulan numune alma
yerine ya da buna ilave olarak piyasadaki
cihazlardan numune alir. Numune almadan once
s0z konusu onaylanmis kurulus, ilgili numune
alma kriterlerini ve test etme prosediiriinii belirler.

Onaylanmig kurulus, s6z konusu
mevcutsa, numune testinin sonucunu
yerinde denetim raporunu sunar.

imalatciya,
igeren

3.5. In the case of class B and C devices, the
surveillance assessment shall also include an
assessment of the technical documentation as
specified in Section 4 of for the device or devices
concerned on the basis of further representative
samples chosen in accordance with the rationale
documented by the notified body in accordance
with the third paragraph of Section 2.3.

3.5. Smif B ve C cihazlar s6z konusu oldugunda
gozetim degerlendirmesi; 2.3. Kesimin {i¢iincii
paragrafi uyarinca onaylanmig kurulus tarafindan
dokiimante edilen gerekceye gore segilen ilave
temsili Orneklere dayanarak ilgili cihaz veya
cihazlar icin 4. Kesimde belirtildigi sekilde teknik
dokiimantasyonun degerlendirmesini de igerir.

3.6. Notified bodies shall ensure that the
composition of the assessment team is such that
there is sufficient experience with the evaluation
of the devices, systems and processes concerned,
continuous objectivity and neutrality; this shall
include a rotation of the members of the
assessment team at appropriate intervals. As a
general rule, a lead auditor shall neither lead nor
attend audits for more than three consecutive years
in respect of the same manufacturer.

3.6. Onaylanmis kuruluslar, degerlendirme ekibi
yapisinin, ilgili cihazlarin, sistemlerin = ve
siireclerin degerlendirilmesi 1ile 1ilgili yeterli
deneyime, siirekli objektiflige ve tarafsizliga sahip
olacak sekilde olmasini saglar ve degerlendirme
ekibi lyelerinin uygun araliklarda rotasyonunu
icerir. Genel bir kural olarak, bir bas denetgi art
arda lic yildan daha fazla ayni imalatciyla ilgili
denetimleri yonetemez veya bu denetimlere
katilamaz.

3.7. If the notified body finds a divergence
between the sample taken from the devices
produced or from the market and the specifications
laid down in the technical documentation or the
approved design, it shall suspend or withdraw the
relevant certificate or impose restrictions on it.

3.7. Onaylanmis kurulus, liretilen cihazlardan veya
piyasadan allman  numune ile teknik
dokiimantasyonda belirtilen spesifikasyonlar veya
onaylanmis tasarim arasinda bir farklilik bulursa,
ilgili sertifikay1 askiya alir veya geri ¢eker ya da
ilgili sertifikaya kisitlamalar getirir.
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CHAPTER Il
ASSESSMENT OF THE TECHNICAL
DOCUMENTATION

BOLUM II
TEKNIiK DOKUMANTASYONUN
DEGERLENDIRILMESI

4. Assessment of the technical documentation of
class B, C and D devices and batch verification
applicable to class D devices

4.1. In addition to the obligation laid down in
Section 2, the manufacturer of devices shall lodge
with the notified body an application for the
assessment of the technical documentation relating
to the device which it plans to place on the market
or put into service and which is covered by the
quality management system referred to in Section
2

4., Smif B, C ve D cihazlarin teknik
dokiimantasyonunun degerlendirilmesi ve smif D
cihazlara uygulanabilir parti dogrulamasi

4.1. 2. Kesimde atifta bulunulan ytlikiimliiliige ek
olarak, cihazlarin imalatgisi, piyasaya arz etmeyi
ya da hizmete sunmay1 planladigi ve 2. Kesimde
atifta bulunulan kalite yOnetim sisteminin
kapsadig1 cihazla ilgili teknik dokiimantasyonun
degerlendirilmesi i¢in onaylanmis kurulusa bir
bagvuru yapar.

4.2. The application shall describe the design,
manufacture and performance of the device in
question. It shall include the technical
documentation as referred to in Annexes Il and IlI.
In the case of devices for self-testing or near-
patient testing, the application shall also include
the aspects referred to in point (b) of Section 5.1.

4.2. Basvuru, séz konusu cihazin tasarimini,
imalatin1 ve performansini tanimlar. Bu basvuru,
II. ve II1. Eklerde atifta bulunuldugu sekilde teknik
dokiimantasyonu igerir.

Kisisel test veya hastabasi test cihazlart soz
konusu oldugunda, bu bagvuru, 5.1. Kesimin (b)
bendinde atifta bulunulan hususlari da igerir.

4.3. The notified body shall assess the technical
documentation using staff with proven knowledge
and experience in the evaluation of the technology,
and the devices concerned and the evaluation of
clinical evidence. The notified body may require
the application to be completed by having further
tests carried out or requesting further evidence to
be provided to allow assessment of conformity
with the relevant requirements of this Regulation.
The notified body shall carry out adequate
physical or laboratory tests in relation to the device
or request the manufacturer to carry out such tests.

4.3. Onaylanmis kurulus, ilgili teknolojinin ve
cihazlarin  degerlendirilmesinde  ve  klinik
kanitlarin degerlendirilmesinde kanitlanmis bilgi
ve deneyime sahip personeli aracilifiyla
basvuruyu degerlendirir. Onaylanmis kurulus, bu
Tizik’in ilgili  gerekliliklerine uygunlugun
degerlendirilmesine imkan saglamak iizere, ilave
testler yaptirarak ya da daha fazla kanit isteyerek,
bagvurunun tamamlanmasini talep edebilir.
Onaylanmis kurulus, cihazla ilgili yeterli fiziksel
veya laboratuvar testlerini yapar ya da imalatgidan
bu tiir testleri yapmasini talep eder.

4.4. The notified body shall review the clinical
evidence presented by the manufacturer in the
performance evaluation report and the related
performance evaluation that was conducted. The
notified body shall use employed device reviewers
with sufficient clinical expertise and including
external clinical experts with direct and current
experience relating to the clinical application of
the device in question for the purposes of that
review.

4.4. Onaylanmis kurulus, performans
degerlendirme raporunda ve yiiriitiilmis olan ilgili
performans degerlendirmede, imalat¢1 tarafindan
sunulan klinik kanit1 inceler. Onaylanmis kurulus;
yeterli klinik uzmanliga sahip istihdam edilmis
cihaz inceleyicileri ve bu inceleme amaclari
dogrultusunda s6z konusu cihazin  klinik
uygulamasiyla ilgili dogrudan ve giincel deneyime
sahip dis klinik uzmanlar kullanir.

4.5. The notified body shall, in circumstances in
which the clinical evidence is based partly or
totally on data from devices which are claimed to
be equivalent to the device under assessment,
assess the suitability of using such data, taking into
account factors such as new indications and
innovation. The notified body shall clearly
document its conclusions on the claimed
equivalence, and on the relevance and adequacy of
the data for demonstrating conformity.

4.5. Onaylanmig kurulus; klinik kanitlarin
degerlendirme kapsamindaki cihaza esdeger
oldugu iddia edilen cihazlardan elde edilen
verilere kismen veya tamamen dayandirildig:
durumlarda, yeni endikasyonlar ve inovasyon gibi
faktorleri  dikkate alarak bu tiir verileri
kullanmanin uygunlugunu degerlendirir.
Onaylanmis kurulus, iddia edilen esdegerlik
hakkindaki ve uygunlugu goéstermeye yonelik
verilerin  ilgisi  ve  yeterliligi  hakkindaki
degerlendirmelerini agik¢a dokiimante eder.
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4.6. The notified body shall verify that the clinical
evidence and the performance evaluation are
adequate and shall verify the conclusions drawn by
the manufacturer on the conformity with the
relevant general safety and performance
requirements. That verification shall include
consideration of the adequacy of the benefit-risk
determination, the risk management, the
instructions for use, the user training and the
manufacturer's post-market surveillance plan, and
include a review of the need for, and the adequacy
of, the PMPF plan proposed, where applicable.

4.6. Onaylanmis kurulus, klinik kanitlarin ve
performans degerlendirmenin yeterli oldugunu ve

ilgili  genel  giivenlilik ve  performans
gerekliliklerine uygunluk hakkinda imalatg1
tarafindan ulasilan sonuglar1 dogrular. Bu

dogrulama; fayda-risk tespitinin, risk yonetiminin,
kullanim kilavuzunun, kullanic1 egitiminin ve
imalat¢inin piyasaya arz sonrasi gézetim planinin
yeterliliginin ~ degerlendirilmesini  icerir  ve
uygulanabildigi hallerde, 6nerilen PMPF planina
yonelik ihtiyaca ve bunun yeterliligine iligskin bir
incelemeyi kapsar.

4.7. Based on its assessment of the clinical
evidence, the notified body shall consider the
performance evaluation and the benefit-risk
determination, and whether specific milestones
need to be defined to allow the notified body to
review updates to the clinical evidence that result
from post-market surveillance and PMPF data.

4.7. Klinik kanit degerlendirmesine dayanarak
onaylanmis kurulus; performans degerlendirmeyi
ve fayda-risk tespitini ve onaylanmis kurulusa
piyasaya arz sonrasi gozetimden ve PMPF
verilerinden elde edilen klinik kanita yonelik
gilincellemeleri inceleme imkani vermek iizere,
spesifik ana noktalarin tanimlanmasinin gerekip
gerekmedigini degerlendirir.

4.8. The notified body shall clearly document the
outcome of its assessment in the performance
evaluation assessment report.

4.8. Onaylanmis kurulus, performans
degerlendirmenin degerlendirilmesi raporunda,
degerlendirmesinin sonucunu agik¢a dokiimante
eder.

4.9. Before issuing an EU technical documentation
assessment certificate, the notified body shall
request an EU reference laboratory, where
designated in accordance with Article 100, to
verify the performance claimed by the
manufacturer and the compliance of the device
with the CS, where available, or with other
solutions chosen by the manufacturer to ensure a
level of safety and performance that is at least
equivalent. The verification shall include
laboratory tests by the EU reference laboratory as
referred to in Article 48(5).

In addition, the notified body shall, in the cases
referred to in Article 48(6) of this Regulation,
consult the relevant experts referred to in Article
106 of Regulation (EU) 2017/745 in accordance
with the procedure laid down in Article 48(6) of
this Regulation on the performance evaluation
report of the manufacturer.

The EU reference laboratory shall provide a
scientific opinion within 60 days.

The scientific opinion of the EU reference
laboratory and, where applicable, the views of the
experts consulted, pursuant to the procedure laid
down in Article 48(6), and any possible updates
shall be included in the documentation of the
notified body concerning the device. The notified
body shall, when making its decision, give due
consideration to the views expressed in the
scientific opinion of the EU reference laboratory,

4.9. Onaylanmis kurulus, bir AB teknik
dokiimantasyon degerlendirme sertifikasi
diizenlemeden 6nce, 100. madde uyarinca atanmis
olan bir AB referans laboratuvarindan, imalatgi
tarafindan iddia edilen performansi ve cihazin
ortak spesifikasyonlara ya da en azindan esdeger
olan bir giivenlilik ve performans diizeyi saglamak
lizere imalat¢i tarafindan segilen diger ¢ozlimlere
uygunlugu dogrulamasini talep eder. Bu
dogrulama, 48(5) maddesinde atifta bulunuldugu
sekilde AB referans laboratuvarinca
gerceklestirilen laboratuvar testlerini igerir.
Ayrica, onaylanmis kurulus, bu Tizik’iin 48(6)
maddesinde  atifta  bulunulan  durumlarda,
imalat¢inin performans degerlendirme raporuna
iliskin bu Tiiziik’iin 48(6) maddesinde belirtilen
prosediir uyarinca (AB) 2017/745 sayili Tiziik’iin
106. Maddesinde atifta bulunulan ilgili uzmanlara
danisir.

AB referans laboratuvart 60 giin igerisinde bir
bilimsel goriis sunar.

AB referans laboratuvarinin bilimsel goriisii, ve
uygulanabildigi  hallerde 48(6) maddesinde
belirtilen prosediir uyarinca danigilan uzmanlarin
goriisleri, ve olas1 gilincellemeler, onaylanmis
kurulusun cihazla ilgili dokiimantasyonuna dahil
edilir. Onaylanmis kurulus, kararin1 verirken, AB
referans laboratuvarinin bilimsel goriisiinde ifade
edilen goriisleri ve uygulanabildigi hallerde 48(6)
maddesi uyarinca danisilan uzmanlar tarafindan
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and, where applicable, to the views expressed by
the experts consulted pursuant to Article 48(6).
The notified body shall not deliver the certificate
if the scientific opinion of the EU reference
laboratory is unfavourable.

ifade edilen goriisleri géz 6niinde bulundurur. AB
referans laboratuvarinin bilimsel goriisii olumsuz
ise onaylanmis kurulus sertifika vermez.

4.10. The notified body shall provide the
manufacturer with a report on the technical
documentation assessment, including a
performance evaluation assessment report. If the
device conforms to the relevant provisions of this
Regulation, the notified body shall issue an EU
technical documentation assessment certificate.
The certificate shall contain the conclusions of the
technical  documentation  assessment, the
conditions of the certificate's validity, the data
needed for identification of the approved device,
and, where appropriate, a description of the
intended purpose of the device.

4.10. Onaylanmis kurulus, performans
degerlendirmenin degerlendirilmesi raporu da
dahil olmak tizere, teknik dokiimantasyon
degerlendirmesine iliskin bir raporu imalatgiya
sunar. Cihaz, bu Tiiziik’iin ilgili hiikiimlerine
uyuyorsa, onaylanmis kurulus bir AB teknik
dokiimantasyon degerlendirme sertifikasi
diizenler. Bu sertifika, teknik dokiimantasyon
degerlendirmesinin ~ sonuglarini,  sertifikanin
gecerlilik  sartlarini, onaylanmis cihazin
tanimlanmas1 i¢in gereken verileri ve uygun
oldugu hallerde, cihazin kullanim amacinin
aciklamasini igerir.

4.11. Changes to the approved device shall require
approval from the notified body which issued the
EU  technical documentation  assessment
certificate, where such changes could affect the
safety and performance of the device or the
conditions prescribed for use of the device. Where
the manufacturer plans to introduce any of the
above- mentioned changes it shall inform the
notified body which issued the EU technical
documentation assessment certificate thereof. The
notified body shall assess the planned changes and
decide whether the planned changes require a new
conformity assessment in accordance with Article
48 or whether they could be addressed by means
of a supplement to the EU technical documentation
assessment certificate. In the latter case, the
notified body shall assess the changes, notify the
manufacturer of its decision and, where the
changes are approved, provide it with a
supplement to the EU technical documentation
assessment certificate.

Where the changes could affect compliance with
the CS or with other solutions chosen by the
manufacturer which were approved through the
EU  technical  documentation  assessment
certificate, the notified body shall consult the EU
reference laboratory that was involved in the initial
consultation, in order to confirm that compliance
with the CS or with other solutions chosen by the
manufacturer, to ensure a level of safety and
performance that is at least equivalent, is
maintained. The EU reference laboratory shall
provide a scientific opinion within 60 days.

4.11. Onaylanmis cihazdaki degisikler; cihazin
giivenlilik ve performansint ya da cihazin
kullanim1 i¢in Ongoriilen sartlart etkileyebilecek
ise AB teknik dokiimantasyon degerlendirme
sertifikasin1  diizenlemis  olan  onaylanmig
kurulustan onay gerektirir. imalatcinin yukarida
bahsedilen degisikliklerden herhangi birini
uygulamay1 planlamasi durumunda, AB teknik
dokiimantasyon  degerlendirme  sertifikasini
diizenlemis olan onaylanmis kurulusu bunlarla
ilgili bilgilendirir. Onaylanmis kurulus, planlanan
degisiklikleri degerlendirir ve bu planlanan
degisikliklerin, 48. madde uyarinca yeni bir
uygunluk degerlendirmesini gerektirip
gerektirmedigine ya da AB teknik dokiimantasyon
degerlendirme sertifikasina bir ek vasitasiyla
belirtilip belirtilmeyecegine karar verir. Bir ek
vasitastyla belirtilebilecegi durumda, onaylanmis
kurulus degisiklikleri degerlendirir, kararim
imalatgiya bildirir ve degisikliklerin onaylanmasi
durumunda, AB teknik  dokiimantasyon
degerlendirme sertifikasina bir ek diizenler.

Degisikliklerin ortak spesifikasyonlara veya
imalatginin sectigi AB teknik dokiimantasyon
degerlendirme sertifikasiyla onaylanmis olan
diger c¢oziimlere uygunlugu etkileyebilecegi
durumlarda, onaylanmis kurulus; ortak
spesifikasyonlara veya imalat¢i tarafindan segilen
diger ¢oziimlere uygunlugun, en azindan esdeger
olan bir gilivenlilik ve performans seviyesi
saglamak iizere siirdiiriildiigiinii teyit etmek igin,
ilk konsiiltasyona dahil olan AB referans
laboratuvarina danisir. AB referans laboratuvari
60 giin icerisinde bir bilimsel goriis sunar.

4.12. To verify conformity of manufactured class
D devices, the manufacturer shall carry out tests

4.12. Imalat¢1, imal edilen smif D cihazlarin
uygunlugunu dogrulamak i¢in imal edilen her
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on each manufactured batch of devices. After the
conclusion of the controls and tests, it shall
forward to the notified body, without delay, the
relevant reports on those tests. Furthermore, the
manufacturer shall make the samples of
manufactured batches of devices available to the
notified body in accordance with pre-agreed
conditions and detailed arrangements which shall
include that the notified body or the manufacturer
shall send samples of the manufactured batches of
devices to the EU reference laboratory, where such
a laboratory has been designated in accordance
with Article 100, to carry out appropriate tests.
The EU reference laboratory shall inform the
notified body about its findings.

cihaz partisinde testler gerceklestirir. Imalatc,
kontrollerin ve testlerin sonu¢clanmasindan sonra,
bu testlere iliskin ilgili raporlar1 gecikmeksizin
onaylanmis kurulusa iletir. Imalat¢i; ayrica,
onaylanmis kuruluslarin veya imalatgilarin imal
edilmis cihaz partilerinden Oornekleri, uygun
testleri yapmasi i¢in, 100. madde uyarinca atanmis
olan AB referans laboratuvarina goéndermesini
iceren Onceden kabul edilmis sartlar ve detayl
diizenlemeler uyarinca, imal edilmis cihaz
partilerinden ornekleri onaylanmis kurulus i¢in

hazir bulundurur. AB referans laboratuvari
bulgular1  hakkinda  onaylanmis  kurulusu
bilgilendirir.

4.13. The manufacturer may place the devices on
the market, unless the notified body communicates
to the manufacturer within the agreed timeframe,
but not later than 30 days after reception of the
samples, any other decision, including in
particular any condition of validity of delivered
certificates.

4.13. Imalatg1; onaylanmis kurulus, kabul edilmis
fakat Orneklerin alimmasindan sonra 30 giini
asmayan bir zaman dilimi igerisinde, 6zellikle de
verilen sertifikalarin gegerlilik sartlar1 dahil olmak
iizere, herhangi bir baska karar1 imalatciya
bildirmedikge, cihazlar1 piyasaya arz edebilir.

5. Assessment of the technical documentation of
specific types of devices

5.1. Assessment of the technical documentation of
class B, C and D devices for self-testing and near-
patient testing

(a) The manufacturer of class B, C and D devices
for self-testing and near-patient testing shall lodge
with the notified body an application for the
assessment of the technical documentation.

(b) The application shall enable the design of the
device characteristics and performance(s) to be
understood and shall enable conformity with the
design-related requirements of this Regulation to
be assessed. It shall include:

(i) test reports, including results of studies carried
out with intended users;

(i1) where practicable, an example of the device; if

required, the device shall be returned on
completion of the technical documentation
assessment;

(iii) data showing the suitability of the device in
view of its intended purpose for self-testing or near
patient- testing;

(iv) the information to be provided with the device
on its label and its instructions for use.

The notified body may require the application to
be completed by carrying out further tests or by
providing further proof to allow assessment of
conformity with the requirements of this
Regulation.

5. Spesifik cihaz tiirlerinin teknik dokiimantasyon

degerlendirilmesi
5.1. Smif B, C ve D kisisel test ve hasta-bas1 test
cihazlariin teknik dokiimantasyonunun
degerlendirilmesi

(a) Sinif B, C ve D kisisel test ve hastabasi test
cihazlarinin  imalatgisi, onaylanmis kurulusa
teknik dokiimantasyonun degerlendirilmesi icin
bir bagvuru yapar.

(b) Basvuru; cihaz karakteristiklerinin tasariminin
ve cihaz performas(lar)inin anlasilmasini saglar ve
bu Tizik’in tasarimla iligkili gerekliliklerine
uygunlugun degerlendirilmesine olanak saglar.
Basvuru, asagidakileri igerir:

(1) hedeflenen kullanicilarla yiirtitiilen
calismalarin sonuglar1 dahil olmak tizere, test
raporlari,

(i1) uygulanabilir oldugu yerde, cihazin bir 6rnegi;
gerekirse, bu cihaz teknik dokiimantasyon
degerlendirmesinin tamamlanmasi sonrasi iade
edilir;

(i11) kigisel test veya hastabasi test kullanim
amacina yonelik cihazin uygunlugunu gosteren
veriler,

(iv) etiketinde ve kullanim kilavuzunda cihazla
birlikte temin edilen bilgiler.

Onaylanmis kurulus; bu Tiiziik iin gerekliliklerine
uygunlugu degerlendirmek icin ilave testler
yaparak veya daha fazla kanitlar temin ederek
basvurunun tamamlanmasini talep edebilir.
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(c) The notified body shall verify the compliance
of the device with the relevant requirements set out
in Annex | of this Regulation.

(d) The notified body shall assess the application,
by using staff, employed by it, with proven
knowledge and experience regarding the
technology concerned and the intended purpose of
the device and provide the manufacturer with a
technical documentation assessment report.

(e) If the device conforms to the relevant
provisions of this Regulation, the notified body
shall issue an EU technical documentation
assessment certificate. The certificate shall contain
the conclusions of the assessment, the conditions
of its wvalidity, the data needed for the
identification of the approved devices and, where
appropriate, a description of the intended purpose
of the device.

(f) Changes to the approved device shall require
approval from the notified body which issued the
EU  technical documentation  assessment
certificate, where such changes could affect the
safety and performance of the device or the
conditions prescribed for use of the device. Where
the manufacturer plans to introduce any of the
above-mentioned changes, it shall inform the
notified body which issued the EU technical
documentation assessment certificate thereof. The
notified body shall assess the planned changes and
decide whether the planned changes require a new
conformity assessment in accordance with Article
48 or whether they could be addressed by means
of a supplement to the EU technical documentation
assessment certificate. In the latter case, the
notified body shall assess the changes, notify the
manufacturer of its decision and, where the
changes are approved, provide it with a
supplement to the EU technical documentation
assessment certificate.

(c) Onaylanmis kurulus, cihazin bu Tizik’in L.
Ekinde belirtilen ilgili gerekliliklere uygunlugunu
dogrular.

(d) Onaylanmis kurulus; ilgili teknoloji ve cihazin
kullanim amacma iligkin kanitlanmis bilgi ve

deneyime sahip, kendisi tarafindan istthdam
edilen, personeli kullanarak ~ basvuruyu
degerlendirir ve  imalat¢iya  bir  teknik

dokiimantasyon degerlendirme raporu sunar.
(e) Cihaz bu Tizik’tin ilgili hiikiimlerine
uyuyorsa, onaylanmis kurulus bir AB teknik

dokiimantasyon degerlendirme sertifikasi
diizenler. Bu  sertifika;  degerlendirmenin
sonuglarini, sertifikanin  gegerlilik  sartlarini,

onaylanmis cihazlarin tanimlanmasi igin gereken
verileri ve uygun oldugu hallerde cihazin kullanim
amacinin agiklamasini igerir.

(f) Onaylanmis cihazdaki degisikler; cihazin
giivenlilik ve performansim1 ya da cihazin
kullanim1 i¢in Ongdriilen sartlari etkileyebilecek
olmalar1 durumunda, AB teknik dokiimantasyon
degerlendirme sertifikasint  diizenlemis olan
onaylanmis kurulustan onay gerektirir. Imalat¢inin
yukarida bahsedilen degisikliklerden herhangi
birini uygulamay:r planlamasi durumunda, AB
teknik dokiimantasyon degerlendirme sertifikasini
diizenlemis olan onaylanmis kurulusu bunlarla
ilgili bilgilendirir. Onaylanmis kurulus, planlanan
degisiklikleri degerlendirir ve bu planlanan
degisikliklerin, 48. madde uyarinca yeni bir
uygunluk degerlendirmesini gerektirip
gerektirmedigine ya da AB teknik dokiimantasyon
degerlendirme sertifikasina bir ek vasitasiyla
belirtilip belirtilmeyecegine karar verir. Bir ek
vasitastyla belirtilebilecegi durumda, onaylanmis
kurulus degisiklikleri degerlendirir, kararini
imalatgiya bildirir ve degisikliklerin onaylanmasi
durumunda, AB teknik  doklimantasyon
degerlendirme sertifikasina bir ek diizenler.

5.2. Assessment of the technical documentation of
companion diagnostics

(a) The manufacturer of a companion diagnostic
shall lodge with the notified body an application
for the assessment of the technical documentation.
The notified body shall assess that application in
accordance with the procedure laid down in
Sections 4.1 to 4.8 of this Annex.

(b) The application shall enable the characteristics
and performance of the device to be understood,
and shall enable conformity with the design-

5.2. Tamamlayict tan1 cihazlarinin  teknik
dokiimantasyonunun degerlendirilmesi

(a) Bir tamamlayicit tani cihazinin imalatgisi
onaylanmis kurulusa teknik dokiimantasyonun
degerlendirilmesi i¢in bir basvuru yapar.
Onaylanmis kurulus bu basvuruyu bu Ekin 4.1 ila
4.8 kisimlarinda belirtilen prosediir uyarinca
degerlendirir.

(b) Basvuru, cihaz karakteristikleri  ve
performansinin anlagilmasini saglar ve oOzellikle

cihazin ilgili tibbi iiriine iliskin uygunluguyla ilgili

related requirements of this Regulation to be | olarak  bu  Tiizik’iin  tasarimla  iliskili

assessed, in particular, with regard to the | gerekliliklerine uygunlugunun
degerlendirilmesine olanak saglar.
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suitability of the device in relation to the medicinal
product concerned.

(c) The notified body shall, before issuing an EU
technical documentation assessment certificate for
the companion diagnostic and on the basis of the
draft summary of safety and performance and the
draft instructions for use, seek a scientific opinion
from one of the competent authorities designated
by the Member States in accordance with Directive
2001/83/EC or from the EMA, either of which to
be referred to in this Section as ‘the medicinal
products authority consulted’ depending on which
has been consulted under this point, regarding the
suitability of the device in relation to the medicinal
product concerned. Where the medicinal product
falls exclusively within the scope of the Annex to
Regulation (EC) No 726/2004 of the European
Parliament and of the Council, the notified body
shall seek the opinion of the EMA. If the medicinal
product concerned is already authorised, or if an
application for its authorisation has been
submitted, the notified body shall consult the
medicinal products authority, or the EMA, that is
responsible for the authorisation.

(d) The medicinal products authority consulted
shall provide its opinion, within 60 days of receipt
of all the necessary documentation. This 60-day
period may be extended once for a further 60 days
on justified grounds. The opinion and any possible
update shall be included in the documentation of
the notified body concerning the device.

(e) The notified body shall give due consideration
to the scientific opinion referred to in point (d)
when making its decision. The notified body shall
convey its final decision to the medicinal products
authority ~ consulted. The EU technical
documentation assessment certificate shall be
delivered in accordance with point (e) of Section
5.1.

(f) Before changes affecting the performance
and/or the intended use and/or the suitability of the
device in relation to the medicinal product
concerned are made, the manufacturer shall inform
the notified body of the changes. The notified body
shall assess the planned changes and decide
whether the planned changes require a new
conformity assessment in accordance with Article
48 or whether they could be addressed by means
of a supplement to the EU technical documentation
assessment certificate. In the latter case, the
notified body shall assess the changes and seek the
opinion of the medicinal products authority
consulted. The medicinal products authority
consulted shall give its opinion within 30 days of

(c) Onaylanmis kurulus; tamamlayici tani cihazi
i¢in bir AB teknik dokiimantasyon degerlendirme
sertifikas1 diizenlemeden Once ve taslak giivenlilik
ve performans 0zeti ile taslak kullanim kilavuzuna
dayanarak, 2001/83/AT sayili Direktif uyarinca
iiye devletler tarafindan atanan yetkili otoritelerin
birinden ya da EMA’dan, ki bundan sonra bu
Kesimde bu bent kapsaminda hangisine
danisildigina bagli olarak ‘tibbi iiriinler danigma
otoritesi’ olarak atifta bulunulacaktir, cihazin ilgili
tibbi triine iliskin uygunlugu hakkinda bilimsel
goriis ister. Tibbi {irliniin 6zellikle (AT) 726/2004

saytli  Avrupa Parlamentosu ve Konsey
Tizlik’tinlin ~ Eki  kapsaminda yer almasi
durumunda, onaylanmis kurulus EMA’nin

goriigiinii ister. Ilgili tibbi iiriin halihazirda
ruhsatlandirilmigsa ya da ruhsatlandirilmasi igin
bir basvuru yapilmigsa, onaylanmis kurulus,
ruhsatlandirmadan sorumlu olan tibbi driinler
otoritesine veya EMA'ya danisir.

(d) Tibbi iiriinler danisma otoritesi, gerekli tim
dokiimantasyonu almasindan itibaren 60 giin
icerisinde goriistinii sunar. Bu 60 giinliik stire,
hakli gerekgelerle bir kez daha 60 giin boyunca
uzatilabilir. Goriis ve olast giincellemeler
onaylanmis kurulusun cihazla ilgili
dokiimantasyonuna dahil edilir.

(e) Onaylanmis kurulus, kararim1 verirken (d)
bendinde atifta bulunulan bilimsel goriisii goz
oniinde bulundurur. Onaylanmis kurulus nihai
kararin1 tibbi {irlinler danisma otoritesine iletir.
AB  teknik  dokiimantasyon  degerlendirme
sertifikas1 5.1. Kesimin (e) bendi uyarinca verilir.

(f) llgili tibbi iiriinle iliskin olarak cihazin
performansini ve/veya kullanim amacimi ve/veya
uygunlugunu etkileyen degisiklikler yapilmadan
once, imalat¢1 degisiklikleri onaylanmis kurulusa
bildirir. Onaylanmis  kurulus,  planlanan
degisiklikleri degerlendirir ve bu planlanan
degisikliklerin, 48. madde uyarinca yeni bir
uygunluk degerlendirmesini gerektirip
gerektirmedigine ya da AB teknik dokiimantasyon
degerlendirme sertifikasina bir ek vasitasiyla
belirtilip belirtilmeyecegine karar verir. Bir ek
vasitastyla belirtilebilecegi durumda, onaylanmis
kurulus degisiklikleri degerlendirir ve tibbi
tirtinler danigma otoritesinden goriis ister. Tibbi
iriinler danisma otoritesi, degisikliklere iliskin
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receipt of the all the necessary documentation
regarding the changes. A supplement to the EU
technical documentation assessment certificate
shall be issued in accordance with point (f) of
Section 5.1.

gerekli tiim dokiimantasyonu almasindan itibaren
30 giin igerisinde goriislinii verir. 5.1. Kesimin (f)
bendi wuyarinca, AB teknik dokiimantasyon
degerlendirme sertifikasina bir ek diizenlenir.

CHAPTER I
ADMINISTRATIVE PROVISIONS

BOLUM III
IDARI HUKUMLER

6. The manufacturer or, where the manufacturer
does not have a registered place of business in a
Member State, it's authorised representative shall,
for a period ending no sooner than 10 years after
the last device has been placed on the market, keep
at the disposal of the competent authorities:

— the EU declaration of conformity,

— the documentation referred to in the fifth indent
of Section 2.1. and, in particular, the data and
records arising from the procedures referred to in
point (c) of the second paragraph of Section 2.2.,
— information on the changes referred to in
Section 2.4.,

— the documentation referred to in Sections 4.2.
and point (b) of Section 5.1., and

— the decisions and reports from the notified body
as referred to in this Annex.

6. Imalatc1 veya imalatginin bir iiye devlette kayith
isyerinin bulunmamas: durumunda onun yetkili
temsilcisi; en son cihaz piyasaya arz edildikten
sonra 10 yildan az olmayacak bir siire i¢in yetkili
otoriteye sunmak iizere asagidakileri muhafaza
eder:

— AB uygunluk beyanini,

— 2.1. Kesimin besinci bendinde atifta bulunulan
dokiimantasyonu ve ozellikle 2.2. Kesimin ikinci
paragrafinin  (¢) bendinde atifta bulunulan
prosediirlerden elde edilen verileri ve kayitlari,

— 2.4. Kesimde atifta bulunulan degisikliklere
iliskin bilgileri,

— 4.2. Kesimde ve 5.1. Kesimin (b) bendinde
atifta bulunulan dokiimantasyonu ve

— bu Ekte atifta bulunuldugu sekilde onaylanmis
kurulusun kararlarini ve raporlarini.

7. Each Member State shall require that the
documentation referred to in Section 6 is kept at
the disposal of competent authorities for the period
indicated in that Section in case a manufacturer, or
its authorised representative, established within its
territory goes bankrupt or ceases its business

7. Her tiiye devlet; kendi sinirlari igerisinde
yerlesik olan bir imalatginin veya onun yetkili
temsilcisinin, bu siirenin sona ermesinden Once
iflas etmesi ya da is faaliyetini sonlandirmasi
durumunda, bu Kesimde belirtilen siire boyunca,
6. Kesimde atifta bulunulan dokiimantasyonun

activity prior to the end of that period. yetkili otoritelere sunulmak tiizere muhafaza
edilmesini talep eder.
ANNEX X EK X
CONFORMITY ASSESSMENT BASED ON | TIiP-INCELEMESINE DAYALI UYGUNLUK
TYPE-EXAMINATION DEGERLENDIRMESI

1. EU type-examination is the procedure whereby
a notified body ascertains and certifies that a
device, including its technical documentation and
relevant life cycle processes and a corresponding
representative sample of the device production
envisaged, fulfils the relevant provisions of this
Regulation.

1. AB tip-incelemesi; bir onaylanmis kurulusun,
cihazin teknik dokiimantasyonu ve ilgili yasam
dongiisii siirecleri ile planlanan cihaz iiretiminin
ilgili temsili 6rnegi dahil olmak tizere, bir cihazin
bu Tiiziik lin ilgili hiikkiimlerini yerine getirdigini
tespit ettigi ve belgelendirdigi prosediirdiir.

2. Application

The manufacturer shall lodge an application for
assessment with a notified body. The application
shall include:

— the name of the manufacturer and the address
of its registered place of business and, if the
application is lodged by the authorised
representative, the name of the authorised
representative and the address of its registered
place of business,

— the technical documentation referred to in
Annexes Il and Ill. The applicant shall make a

2. Basvuru

Imalatc1; degerlendirilmek iizere, bir onaylanmis
kurulusa basvuru yapar. Bagvuru, asagidakileri
igerir:

— imalat¢inin adi1 ve imalat¢inin kayitl isyerinin
adresini ve basvuru yetkili temsilci tarafindan
yapiliyorsa, yetkili temsilcinin adi ve kayith
isyerinin adresini,

— II. ve III. Eklerde atifta bulunulan teknik
dokiimantasyonu. Basvuru sahibi, onaylanmig
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representative sample of the device production
envisaged (‘type’) available to the notified body.
The notified body may request other samples as
necessary,

— in the case of devices for self-testing or near-
patient testing, test reports, including results of
studies carried out with intended users, and data
showing the handling suitability of the device in
relation to its intended purpose for self-testing or
near patient-testing,

— where practicable, an example of the device. If

required, the device shall be returned on
completion of the technical documentation
assessment;

— data showing the suitability of the device in
relation to its intended purpose for self-testing or
near-patient testing,

— the information to be provided with the device
on its label and its instructions for use, and

— a written declaration that no application has
been lodged with any other notified body for the
same type, or information about any previous
application for the same type that was refused by
another notified body or was withdrawn by the
manufacturer or its authorised representative
before that other notified body made its final
assessment.

kurulusa planlanan cihaz {iretiminin temsili bir
Ornegini (‘tip’) saglar. Onaylanmis kurulus,
gerektiginde, baska ornekler talep edebilir,

— kisisel test veya hasta-bagi test cihazlari soz
konusu oldugunda, hedeflenen kullanicilarla
yiriitiillen ¢calismalarin sonuglar1 dahil olmak {izere
test raporlar1 ve cihazin kisisel test veya hasta-basi
test kullanim  amacina iliskin  kullanim
uygunlugunu gosteren veriler,

— uygulanabilir oldugu yerde, cihazin bir 6rnegi.
Gerekirse, bu cihaz teknik dokiimantasyon
degerlendirmesinin tamamlanmasi1 sonrasi iade
edilir;

— cihazin kisisel test veya hasta-basi test kullanim
amacina iliskin uygunlugunu goésteren veriler,

cihazin etiketine ve kullanim talimatina
koyulacak bilgiler ve

— aym tip i¢in baska bir onaylanmis kurulusa
basvuru yapilmadigina dair yazili bir beyan1 ya da
baska bir onaylanmis kurulus tarafindan
reddedilmis olan veya bagka bir onaylanmis
kurulus nihai degerlendirmesini yapmadan Once
imalat¢1 veya yetkili temsilcisi tarafindan geri
cekilmis olan, ayni tipe yonelik dnceki bagvurular
hakkinda bilgileri.

3. Assessment

The notified body shall:

(a) examine the application, by using staff with
proven knowledge and experience in the
evaluation of the technology, and the devices
concerned and the evaluation of clinical evidence.
The notified body may require the application to
be completed by having further tests carried out or
requesting further evidence to be provided to allow
assessment of conformity with the relevant
requirements of this Regulation. The notified body
shall carry out adequate physical or laboratory
tests in relation to the device or request the
manufacturer to carry out such tests;

(b) examine and assess the technical
documentation  for conformity with the
requirements of this Regulation that are applicable
to the device and verify that the type has been
manufactured in  conformity  with  that
documentation; it shall also record the items
designed in conformity with the applicable
standards referred to in Article 8 or with applicable
CS, and record items not designed on the basis of
the relevant standards referred to in Article 8 or of
the relevant CS;

(c) review the clinical evidence presented by the
manufacturer in the performance evaluation report

3. Degerlendirme

Onaylanmis kurulus:

(a) 1lgili teknolojiye, cihazlara ve klinik kanitin
degerlendirilmesine iliskin kanitlanmis bilgi ve
deneyime sahip personel araciligiyla basvuruyu
inceler. Onaylanmis kurulus, bu Tiiziik’tn ilgili
gerekliliklerine uygunlugun degerlendirilmesine
imkan saglamak iizere, ilave testler yaptirarak ya
da daha fazla kamit isteyerek basvurunun
tamamlanmasint  talep edebilir. Onaylanmis
kurulus, cihazla ilgili yeterli fiziksel veya
laboratuvar testlerini yapar ya da bu tiir testleri
yapmasini imalat¢idan talep eder;

(b) Teknik dokiimantasyonu, bu Tiiziik’lin cihaz
i¢in uygulanabilir olan gerekliliklerine
uygunluguna yonelik inceler ve degerlendirir ve
tipin bu doklimantasyona uygun olarak imal
edildigini dogrular; onaylanmis kurulus, ayrica, 8.

maddede  atifta  bulunulan uygulanabilir
standartlara veya uygulanabilir ortak
spesifikasyonlara uygun olarak tasarlanmis

parcalar1 ve 8. maddede atifta bulunulan ilgili
standartlara veya ilgili ortak spesifikasyonlara
dayanarak tasarlanmamis olan pargalar1 kaydeder;
(c) XIII. Ekin 1.3.2. Kesimi uyarinca performans
degerlendirme raporunda imalat¢1 tarafindan
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in accordance with Section 1.3.2 of Annex XIII.
The notified body shall employ device reviewers
with sufficient clinical expertise and, if necessary,
use external clinical experts with direct and current
experience relating to the clinical application of
the device in question for the purposes of that
review;

(d) in circumstances in which the clinical evidence
is partly or totally based on data from devices
which are claimed to be similar or equivalent to
the device under assessment, assess the suitability
of using such data, taking into account factors such
as new indications and innovation. The notified
body shall clearly document its conclusions on the
claimed equivalence, and on the relevance and
adequacy of the data for demonstrating
conformity;

(e) clearly document the outcome of its assessment
in the performance evaluation assessment report
referred to in Section 4.8 of Annex IX;

(f) carry out or arrange for the appropriate
assessments and the physical or laboratory tests
necessary to verify whether the solutions adopted
by the manufacturer meet the general safety and
performance requirements laid down in this
Regulation in the event that the standards referred
to in Article 8 or the CS have not been applied.
Where the device has to be connected to another
device or devices in order to operate as intended,
proof shall be provided that it conforms to the
general safety and performance requirements
when connected to any such device or devices
having the characteristics specified by the
manufacturer;

(g) carry out or arrange for the appropriate
assessments and the physical or laboratory tests
necessary to verify whether, in the event that the
manufacturer has chosen to apply the relevant
harmonised standards, those standards have
actually been applied;

(h) agree with the applicant on the place where the
necessary assessments and tests are to be carried
out;

(i) draw up an EU type-examination report on the
results of the assessments and tests carried out
under points (a) to (g);

(j) in the case of class D devices, request the EU
reference laboratory, where designated in
accordance with Article 100, to verify the
performance claimed by the manufacturer and the
compliance of the device with the CS, where
available, or with other solutions chosen by the

sunulan klinik kanitlar1 inceler. Onaylanmis
kurulus, yeterli klinik uzmanliga sahip cihaz
inceleyicileri istihdam eder ve gerektigi takdirde
bu incelemenin amaglar1 dogrultusunda, soz
konusu cihazin klinik uygulamas: ile ilgili
dogrudan ve giincel deneyime sahip dis klinik
uzmanlar kullanir;

(d) klinik kanitlarin, degerlendirme kapsamindaki
cihaza benzer veya esdeger oldugu iddia edilen
cihazlardan alinan verilere kismen veya tamamen
dayandigr durumlarda, yeni endikasyonlar ve
inovasyon gibi faktorleri dikkate alarak, bu tiir
verileri kullanmanin uygunlugunu degerlendirir.
Onaylanmis kurulus, iddia edilen esdegerlik
hakkindaki ve uygunlugu gostermeye yonelik
verilerin  ilgiligi ve yeterliligi hakkindaki
degerlendirmelerini agik¢a dokiimante eder;

(e) IX. Ekin 4.8. Kesiminde atifta bulunulan
performans degerlendirmenin degerlendirilmesi
raporunda degerlendirmesinin ¢iktisin1 agikga
dokiimante eder;

(f) 8. maddede atifta bulunulan standartlarin veya
ortak spesifikasyonlarin uygulanmamasi
durumunda, imalat¢1 tarafindan benimsenen
cOztimlerin bu Tiiziik’te belirtilen genel giivenlilik
ve  performans  gerekliliklerini  karsilayip
kargilamadigini dogrulamak i¢in uygun
degerlendirmeleri ve gerekli fiziksel ya da
laboratuvar testlerini yapar veya yaptirir. Cihazin
amacglandigr sekilde calismasi i¢in baska cihaz
veya cihazlara baglanmasinin gerekli oldugu
durumlarda, imalatg1  tarafindan  belirtilen
karakteristiklere sahip olan bu tir cithaz veya
cihazlara baglandiginda, ilgili cihazin genel
glivenlilik  ve  performans  gerekliliklerine
uyduguna dair kanit saglanir.

(g) imalat¢inin 1lgili uyumlastirilmis standartlari
uygulamay1 se¢gmesi durumunda, bu standartlarin
gercekten uygulanmis olup olmadigini
dogrulamak i¢in uygun degerlendirmeleri ve
gerekli fiziksel ya da laboratuvar testlerini yapar
veya yaptirir;

(h) gerekli degerlendirmelerin ve testlerin
yapilacagi yer konusunda basvuru sahibi ile
anlagsmaya varir;

(1) (a) ila (g) bentleri kapsaminda yapilan
degerlendirmelerin ve testlerin sonuglar1 hakkinda
bir AB tip-incelemesi raporu hazirlar.

(J) smif D cihazlar s6z konusu oldugunda, 100.
madde uyarinca atanmis olan bir AB referans
laboratuvarindan, imalat¢1 tarafindan iddia edilen
performansi ve cihazin ortak spesifikasyonlara ya
da en azindan esdeger olan bir giivenlilik ve
performans seviyesi saglamak {izere imalat¢i
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manufacturer to ensure a level of safety and
performance that is at least equivalent. The
verification shall include laboratory tests by the
EU reference laboratory in accordance with
Article 48(5).

In addition, the notified body shall, in the cases
referred to in Article 48(6) of this Regulation,
consult the relevant experts referred to in Article
106 of Regulation (EU) 2017/745 following the
procedure laid down in Article 48(6) of this
Regulation on the performance evaluation report
of the manufacturer.

The EU reference laboratory shall provide a
scientific opinion within 60 days.

The scientific opinion of the EU reference
laboratory and, where the procedure laid down in
Article 48(6) is applicable, the views of the experts
consulted, and any possible updates shall be
included in the documentation of the notified body
concerning the device. The notified body shall
give due consideration to the views expressed in
the scientific opinion of the EU reference
laboratory, and, where applicable, to the views
expressed by the experts consulted in accordance
with Article 48(6), when making its decision. The
notified body shall not deliver the certificate if the
scientific opinion of the EU reference laboratory is
unfavourable;

(k) for companion diagnostics, seek the opinion,
on the basis of the draft summary of safety and
performance and the draft instructions for use, of
one of the competent authorities designated by the
Member States in accordance with Directive
2001/83/EC or the EMA (either of which to be
hereinafter referred to as ‘the medicinal products
authority consulted’” depending on which has been
consulted under this point) on the suitability of the
device in relation to the medicinal product
concerned. Where the medicinal product falls
exclusively within the scope of the Annex of
Regulation (EC) No 726/2004, the notified body
shall consult the EMA. If the medicinal product
concerned is already authorised, or if an
application for its authorisation has been
submitted, the notified body shall consult the
medicinal products competent authority, or the
EMA, that is responsible for the authorisation. The
medicinal products authority consulted shall
deliver its opinion within 60 days of receipt of all
the necessary documentation. This 60-day period
may be extended once for a further 60 days on
justified grounds. The opinion of the medicinal
products authority consulted and any possible
update shall be included in the documentation of

tarafindan secilen diger ¢oziimlere uygunlugu
dogrulamasini1 talep eder. Bu dogrulama, 48(5)
maddesi uyarinca AB referans laboratuvarinca
gerceklestirilen laboratuvar testlerini igerir.

Ayrica, onaylanmis kurulus, bu Tiiziikk’iin 48(6)
maddesinde  atifta  bulunulan  durumlarda,
imalat¢inin performans degerlendirme raporuna
iliskin bu Tiiziik’iin 48(6) maddesinde belirtilen
prosediir uyarinca (AB) 2017/745 sayili Tiiziik’{in
106. Maddesinde atifta bulunulan ilgili uzmanlara
danisir.

AB referans laboratuvart 60 giin igerisinde bir
bilimsel gorilis sunar.

AB referans laboratuvarinin bilimsel goriisi ve
48(6) maddesinde  belirtilen  prosediiriin
uygulanabildigi durumlarda danisilan uzmanlarin
goriisleri ve olast gilincellemeler, onaylanmis
kurulusun cihazla ilgili dokiimantasyonuna dahil
edilir. Onaylanmis kurulus, kararin1 verirken, AB
referans laboratuvarinin bilimsel goriisiinde ifade
edilen goriisleri ve uygulanabildigi hallerde 48(6)
maddesi uyarinca danisilan uzmanlar tarafindan
ifade edilen goriisleri g6z oniinde bulundurur. AB
referans  laboratuvarinin  bilimsel  goriisiinii
olumsuz ise, onaylanmis kurulus sertifikay:
vermez.

(k) tamamlayict tanit cihazlart i¢in, taslak
giivenlilik ve performans 6zeti ile taslak kullanim
kilavuzuna dayanarak, 2001/83/AT sayil1 Direktif
uyarinca iliye devletler tarafindan atanan yetkili
otoritelerin birinden ya da EMA’dan, ki bundan
sonra bunlarin herbiri bu bent kapsaminda
hangisine danisildigina bagli olarak ‘tibbi iirlinler
danigma otoritesi’ olarak atifta bulunulacaktir,
cihazin ilgili tibbi {irine ilisgkin uygunlugu
hakkinda bilimsel goriis ister. Tibbi {iriiniin
ozellikle (AT) 726/2004 sayili Tizik’in EKi
kapsaminda yer almasi durumunda, onaylanmis
kurulus EMA’ya damisir. Ilgili tibbi iiriin hali
hazirda ruhsatlandirilmigsa ya da
ruhsatlandirilmasi i¢in bir basvuru yapilmissa,
onaylanmis kurulus, ruhsatlandirmadan sorumlu
olan tibbi driinler yetkili otoritesine veya EMA'ya
danigir. Tibbi iriinler danisma otoritesi, gerekli
tiim dokiimantasyonu almasindan itibaren 60 giin
icerisinde goriisiinii sunar. Bu 60 giinliik siire,
hakli gerekgelerle bir kez daha 60 giin boyunca
uzatilabilir. Tibbi {riinler danigma otoritesinin
goriisii  ve olas1 gilincellemeler onaylanmis
kurulusun cihazla ilgili dokiimantasyonuna dahil
edilir. Onaylanmis kurulus, kararini verirken, tibbi
iiriinler danisma otoritesi tarafindan ifade edilen
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the notified body concerning the device. The
notified body shall give due consideration to the
opinion expressed by the medicinal products
authority consulted when making its decision. It
shall convey its final decision to the medicinal
products authority consulted; and

(I) draw up an EU type-examination report on the
results of the assessments and tests carried out, and
scientific opinions provided under, points (a) to
(k), including a performance evaluation
assessment report for class C or class D devices or
covered by the third indent of Section 2.

goriisii g6z oOniinde bulundurur. Onaylanmis
kurulus, nihai kararimi tibbi {iriinler danisma
otoritesine iletir ve

(1) stnif C veya sinif D cihazlara ya da 2. Kesimin
tigiincii bendinin kapsadig1 cihazlara yonelik bir
performans degerlendirmenin degerlendirilmesi
raporu dahil olmak fizere, (a) ila (k) bentleri
kapsaminda yapilan degerlendirmeler ile testlerin
ve saglanan bilimsel goriislerin sonuclarina iliskin
bir AB tip-incelemesi raporu hazirlar.

4. Certificate

If the type conforms to this Regulation, the
notified body shall issue an EU type-examination
certificate. The certificate shall contain the name
and address of the manufacturer, the conclusions
of the type examination assessment, the conditions
of certificate's validity and the data needed for
identification of the type approved. The certificate
shall be drawn up in accordance with Annex XII.
The relevant parts of the documentation shall be
annexed to the certificate and a copy kept by the
notified body.

4. Sertifika

Tip bu Tiiziik’e uyuyor ise, onaylanmis kurulus bir
AB tip-inceleme sertifikasi diizenler. Sertifika,
imalatginin - adi  ve adresini, tip incelemesi
degerlendirmesinin ~ sonuclarini,  sertifikanin
gecerlilik  sartlarim1 ve  onaylanan  tipin
tanimlanmasi i¢in gereken verileri igerir. Sertifika,
XII. Ek uyarinca hazirlanir. Dokiimantasyonun
ilgili bolimleri, sertifikaya eklenir ve bir sureti
onaylanmis kurulus tarafindan muhafaza edilir.

5. Changes to the type

5.1. The applicant shall inform the notified body
which issued the EU type-examination certificate
of any planned change to the approved type or of
its intended purpose and conditions of use.

5. Tipteki degisiklikler

5.1. Basvuru sahibi, onaylanmis tipe veya onun
kullanim amacina ve kullanim sartlarina yonelik
planlanan degisiklikler hakkinda AB tip-inceleme
sertifikasin1  diizenleyen onaylanmis kurulusu
bilgilendirir.

5.2. Changes to the approved device including
limitations of its intended purpose and conditions
of use shall require further approval from the
notified body which issued the EU type-
examination certificate where such changes may
affect conformity with the general safety and
performance requirements or with the conditions
prescribed for use of the product. The notified
body shall examine the planned changes, notify the
manufacturer of its decision and provide him with
a supplement to the EU type-examination report.
The approval of any change to the approved type
shall take the form of a supplement to the EU type-
examination certificate.

5.2. Kullanim amacinin ve kullanim sartlarinin
sinirlandirilmas1 dahil olmak {izere, onaylanmis
cihazdaki degisiklikler; bu tiir degisikliklerin
genel giivenlilik ve performans gerekliliklerine
veya lrlnin kullanimina ydnelik O6ngoriilen
sartlara uygunlugu etkileyebilecegi durumlarda,
AB tip-inceleme sertifikasi diizenleyen
onaylanmig kurulustan onay gerektirir.
Onaylanmis kurulus, planlanan degisiklikleri
inceler, imalat¢iya kararini bildirir ve ona AB tip-
incelemesi raporuna yapilan bir ek sunar.
Onaylanmis tipteki her degisikligin onay1, AB tip-
inceleme sertifikasina bir ek seklinde olur.

5.3. Changes to the intended purpose and
conditions of use of the approved device, with the
exception of limitations of the intended purpose
and conditions of use, shall necessitate a new
application for a conformity assessment.

5.3. Kullanim amacinin ve kullanim sartlarinin
sinirlandirilmas1 hari¢ olmak iizere, onaylanmis
cihazin  kullanim amacindaki ve kullanim
sartlarindaki degisiklikler, yeni bir uygunluk
degerlendirme bagvurusunu gerekli kilar.

5.4. Where the changes could affect the
performance claimed by the manufacturer or
compliance with the CS or with other solutions
chosen by the manufacturer which were approved

5.4. Degisikliklerin imalat¢inin  iddia  ettigi
performans1 ya da ortak spesifikasyonlara veya
imalat¢inin sectigi AB tip-inceleme sertifikasi
yoluyla onaylanmis olan diger c¢oOziimlere
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through the EU type-examination certificate, the
notified body shall consult the EU reference
laboratory that was involved in the initial
consultation, in order to confirm that compliance
with the CS, when available, or with other
solutions chosen by the manufacturer to ensure a
level of safety and performance that is at least
equivalent are maintained.

The EU reference laboratory shall provide a
scientific opinion within 60 days.

uygunlugu etkileyebilecegi durumlarda,
onaylanmis kurulus; mevcutsa ortak
spesifikasyonlara veya imalat¢i tarafindan secilen
diger ¢oziimlere uygunlugun, en azindan esdeger
olan bir giivenlilik ve performans seviyesi
saglamak iizere strdiiriildiigiinii teyit etmek igin,
ilk konsiiltasyona dahil olan AB referans
laboratuvarina danisir.

AB referans laboratuvart 60 giin igerisinde bir
bilimsel goriis sunar.

5.5. Where the changes affect the performance or
the intended use of a companion diagnostic
approved through the EU type-examination
certificate or its suitability in relation to a
medicinal product, the notified body shall consult
the medicinal products competent authority that
was involved in the initial consultation or the
EMA. The medicinal products authority consulted
shall give its opinion, if any, within 30 days after
receipt of the valid documentation regarding the
changes. The approval of any change to the
approved type shall take the form of a supplement
to the initial EU type-examination certificate.

5.5. Degisikliklerin AB tip-inceleme sertifikasi
yoluyla onaylanan bir tamamlayici tani cihazinin
performansini veya kullanim amacini ya da bu
cihazin bir tibbi iirtine iliskin uygunlugunu
etkilemesi durumunda, onaylanmis kurulus, ilk
konsiiltasyona dahil olmus olan tibbi iiriinler
yetkili otoritesine ya da EMA’ya bagvurur. T1ibbi
irlinler danigsma otoritesi, mevcutsa goriisiinii,
degisiklerle ilgili  gegerli dokiimantasyonu
almasindan itibaren 30 giin igerisinde verir.
Onaylanmais tipteki her degisikligin onayi, ilk AB
tip-inceleme sertifikasina bir ek seklinde olur.

6. Administrative provisions

The manufacturer or, where the manufacturer does
not have a registered place of business in a
Member State, its authorised representative shall,
for a period ending no sooner than 10 years, after
the last device has been placed on the market, keep
at the disposal of the competent authorities:

— the documentation referred to in the second
indent of Section 2,

— information on the changes referred to in
Section 5,

— copies of EU type-examination certificates,
scientific opinions and reports and their
additions/supplements.

Section 7 of Annex IX shall apply.

6. Idari hiikiimler

Imalat¢1 veya imalatgiin bir iiye devlette kayith
isyerinin  bulunmamasi1  durumunda  yetkili
temsilcisi;  yetkili otoriteye sunmak iizere
asagidakileri, en son cihaz piyasaya arz edildikten
sonra 10 yildan az olmayacak bir silire igin
muhafaza eder:

— 2. Kesimin ikinci bendinde atifta bulunulan
dokiimantasyonu,

— 5. Kesimde atifta bulunulan degisikliklere
iliskin bilgileri ve

— AB tip-inceleme sertifikalarinin, bilimsel goriis
ve raporlarin ve onlarin ilavelerinin/eklerinin
suretlerini.

IX. Ekin 7. Kesimi uygulanir.

ANNEX XI
CONFORMITY ASSESSMENT BASED ON
PRODUCTION QUALITY ASSURANCE

EK XI
URETIM KALITE GUVENCESINE DAYALI
UYGUNLUK DEGERLENDIRMESI

1. The manufacturer shall ensure that the quality
management system approved for the manufacture
of the devices concerned is implemented, shall
carry out final verification, as specified in Section
3, and shall be subject to the surveillance referred
to in Section 4.

1. Imalatgr; ilgili cihazlarin imalati igin onaylanan
kalite yonetim sisteminin uygulanmasini saglar, 3.
Kesimde belirtildigi sekilde, bir nihai dogrulama
yapar ve 4. Kesimde atifta bulunulan gézetime tabi
olur.

2. When the manufacturer fulfils the obligations
laid down in Section 1, it shall draw up and keep
an EU declaration of conformity in accordance
with Article 17 and Annex IV for the device
covered by the conformity assessment procedure.

2. Imalatg1, 1. Kesimde belirtilen yiikiimliiliikleri
yerine getirdiginde, uygunluk degerlendirme
prosediiriiniin kapsadig1 cihaz i¢in, 17. madde ve
IV. Ek uyarinca, bir AB uygunluk beyan1 hazirlar
ve onu muhafaza eder. AB uygunluk beyam

By issuing an EU declaration of conformity, the | diizenleyerek, imalat¢inin; ilgili cihazin bu
manufacturer shall be deemed to ensure, and to | Tiiziik’iin cihaza uygulanan gerekliliklerini
88
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declare, that the device concerned meets the
requirements of this Regulation which apply to the
device, and in the case of class C and class D
devices that undergo a type examination, conforms
to the type described in the EU type- examination
certificate.

karsiladigin1 ve bir tip incelemesine tabi tutulan
sinif C ve smif D cihazlar s6z konusu oldugunda
ilgili cihazin AB tip-inceleme sertifikasinda

tanimlanan tipe uydugunu garanti ve beyan ettigi
kabul edilir.

3. Quality management system

3.1. The manufacturer shall lodge an application
for assessment of its quality management system
with a notified body.

The application shall include:

— all elements listed in Section 2.1 of Annex IX,
— the technical documentation referred to in
Annexes Il and Il for the types approved,

— a copy of the EU type-examination certificates
referred to in Section 4 of Annex X; if the EU type-
examination certificates have been issued by the
same notified body with which the application is
lodged, a reference to the technical documentation
and its updates and the certificates issued shall also
be included in the application.

3. Kalite yonetim sistemi

3.1. Imalat¢; kalite ydnetim  sisteminin
degerlendirilmesi i¢in, bir onaylanmis kurulusa
basvuru yapar.

Bu bagvuru asagidakileri igerir:

— IX. EKin 2.1. Kesiminde listelenen tiim 6geleri,
— onaylanmis tipler i¢in II. ve III. Eklerde atifta
bulunulan teknik dokiimantasyonu,

— X. Ekin 4. Kesiminde atifta bulunulan AB tip-
inceleme sertifikalarinin bir suretini; AB tip-
inceleme sertifikalari, bagvurunun yapildig:
onaylanmis kurulus tarafindan diizenlenmisse,
teknik dokiimantasyon ve onun giincellemelerine
ve diizenlenen sertifikalara yonelik atif bagvuruya
ayrica dahil edilir.

3.2. Implementation of the quality management
system shall be such as to ensure that there is
compliance with the type described in the EU type-
examination certificate and with the provisions of
this Regulation which apply to the devices at each
stage. AIll the elements, requirements and
provisions adopted by the manufacturer for its
quality management system shall be documented
in a systematic and orderly manner in the form of
a quality manual and written policies and
procedures, such as quality programmes, quality
plans and quality records.

That documentation shall, in particular, include an
adequate description of all elements listed in
points (a), (b), (d) and (e) of Section 2.2. of Annex
IX.

3.2. Kalite yonetim sisteminin uygulanmasi; AB
tip-inceleme sertifikasinda tanimlanan tiple ve bu
Tizliklin cihazlara her asamada uygulanan
hiikiimleriyle uyumlulugu saglayacak sekilde olur.
Imalatg1 tarafindan kalite yonetim sistemine
yonelik benimsenen tiim ogeler, gereklilikler ve
hiikiimler; kalite el kitab1 ile kalite programlari,
kalite planlar1 ve kalite kayitlar1 gibi yazili
politikalar ve prosediirler bi¢iminde, sistematik ve
diizenli bir sekilde dokiimante edilir.

Bu dokiimantasyon, 0Ozellikle, IX. Ekin 2.2.
Kesiminin (a), (b), (d) ve (e) bentlerinde listelenen
tiim dgelerin yeterli bir tanimini igerir.

3.3. The first and second paragraphs of Section 2.3
of Annex IX shall apply.

If the quality management system is such that it
ensures that the devices conform to the type
described in the EU type-examination certificate
and conform to the relevant provisions of this
Regulation, the notified body shall issue an EU
production quality assurance certificate. The
notified body shall notify the manufacturer of its
decision to issue the certificate. That decision shall
contain the conclusions of the notified body's audit
and a reasoned assessment.

3.3. IX. Ekin 2.3. Kesiminin birinci ve ikinci
paragrafi uygulanir.

Kalite yonetim sistemi, cihazlarin AB tip-inceleme
sertifikasinda ~ tanimlanan  tipe = uymasini
saglamakta ve bu Tiiziik’iin ilgili hiikiimlerine
uymakta ise, onaylanmis kurulus bir AB kalite
giivence sertifikas1 diizenler. Onaylanmis kurulus,
sertifika dlizenleme kararini imalatgiya bildirir. Bu
karar, onaylanmis kurulusun denetim sonuglarini
ve gerekceli bir degerlendirmeyi igerir.

3.4. Section 2.4 of Annex IX shall apply.

3.4. IX. Ekin 2.4. Kesimi uygulanir.

4. Surveillance
Section 3.1, the first, second and fourth indents of
Section 3.2, Sections 3.3, 3.4, 3.6 and 3.7 of Annex
IX shall apply.

4. Gozetim

IX. Ekin; 3.1. Kesimi, 3.2. Kesiminin birinci,
ikinci ve dordiincii bentleri, 3.3, 3.4, 3.6 ve 3.7.
Kesimleri uygulanir.
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5. Verification of manufactured class D devices
5.1. In the case of class D devices, the
manufacturer shall carry out tests on each
manufactured batch of devices. After the
conclusion of the controls and tests, it shall
forward to the notified body without delay the
relevant reports on those tests. Furthermore, the
manufacturer shall make samples of manufactured
devices or batches of devices available to the
notified body in accordance with pre-agreed
conditions and detailed arrangements which shall
include that the notified body or the manufacturer,
shall send samples of the manufactured devices or
batches of devices to an EU reference laboratory,
where such a laboratory has been designated in
accordance with Article 100, to carry out
appropriate laboratory tests. The EU reference
laboratory shall inform the notified body about its
findings.

5. Imal edilmis sinif D cihazlarin dogrulamasi
5.1. Smif D cihazlar s6z konusu oldugunda,
imalat¢1 imal edilmis her cihaz partisine yonelik
testler yapar. Imalatc1, kontrollerin ve testlerin
tamamlanmasi sonrasinda, bu testlere iliskin ilgili
raporlar1 (ilgili test raporlarin1) gecikmeksizin
onaylanmis kurulusa iletir. Imalat¢i; ayrica,
onaylanmis kuruluslarin veya imalatgilarin imal
edilmis cihazlardan ya da cihaz partilerinden
Ornekleri uygun testleri yapmasi (yliriitmesi) igin
100. madde uyarinca atanmis olan AB referans
laboratuvarina gondermesini igeren 6nceden kabul
edilmis sartlar ve detayl diizenlemeler uyarinca,
imal edilmis cihazlardan ya da cihaz partilerinden
ornekleri  onaylanmis  kurulus i¢in  hazir
bulundurur. AB referans laboratuvar1 bulgulari
hakkinda onaylanmig kurulusu bilgilendirir.

5.2. The manufacturer may place the devices on
the market, unless the notified body communicates
to the manufacturer within the agreed timeframe,
but not later than 30 days after reception of the
samples, any other decision, including in
particular any condition of validity of delivered
certificates.

5.2. Imalatc1; onaylanmis kurulus, kabul edilmis
fakat Orneklerin alinmasindan sonra 30 giini
asmayan bir zaman dilimi igerisinde, 6zellikle de
verilen sertifikalarin gegerlilik sartlar1 dahil olmak
iizere, herhangi bir baska karar1 imalatciya
bildirmedikge, cihazlar1 piyasaya arz edebilir.

6. Administrative provisions

The manufacturer or, where the manufacturer does
not have a registered place of business in a
Member State, its authorised representative shall,
for a period ending no sooner than 10 years after
the last device has been placed on the market, keep
at the disposal of the competent authorities:

— the EU declaration of conformity,

— the documentation referred to in the fifth indent
of Section 2.1 of Annex IX,

— the documentation referred to in the eighth
indent of Section 2.1 of Annex IX, including the
EU type- examination certificate referred to in
Annex X,

— information on the changes referred to in
Section 2.4 of Annex IX, and

— the decisions and reports from the notified body
as referred to in Sections 2.3., 3.3. and 3.4. of
Annex IX.

Section 7 of Annex IX shall apply

6. Idari hiikiimler

Imalatg1 veya imalat¢inin bir iiye devlette kayith
isyerinin bulunmamasi1 durumunda onun yetkili
temsilcisi; yetkili otoriteye sunmak iizere
asagidakileri, en son cihaz piyasaya arz edildikten
sonra, 10 yildan az olmayacak bir siireyle
muhafaza eder:

— AB uygunluk beyanini,

— IX. Ekin 2.1. Kesiminin besinci bendinde atifta
bulunulan dokiimantasyonu,

— X. Ekte atifta bulunulan AB tip-inceleme
sertifikast dahil olmak iizere, IX. Ekin 2.1.
Kesiminin sekizinci bendinde atifta bulunulan
dokiimantasyonu,

— IX. Ekin 2.4. Kesiminde atifta bulunulan
degisikliklere iligkin bilgileri ve

— IX. Ekin 2.3, 3.3 ve 3.4. Kesimlerinde atifta
bulunuldugu sekilde onaylanmis kurulusun
kararlarini ve raporlarini.

IX. Ekin 7. Kesimi uygulanir.

ANNEX XII EK XII
CERTIFICATES ISSUED BY A NOTIFIED ONAYLANMIS KURULUS TARAFINDAN
BODY DUZENLENEN SERTIFIKALAR
CHAPTER | BOLUM I

GENERAL REQUIREMENTS

GENEL GEREKLILIKLER

1. Certificates shall be drawn up in one of the
official languages of the Union.

1. Sertifikalar, Birlik’in resmi dillerinden birinde
diizenlenir.
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2. Each certificate shall refer to only one
conformity assessment procedure.

2. Her sertifika, yalnizca bir uygunluk
degerlendirme prosediiriine atifta bulunur.

3. Certificates shall only be issued to one
manufacturer. The name and address of the
manufacturer included in the certificate shall be
the same as that registered in the electronic system
referred to in Article 27.

3. Sertifikalar, yalnizca bir imalatgr ig¢in
diizenlenir. Sertifikada yer alan imalat¢inin ad1 ve
adresi, 27. Maddede atifta bulunulan elektronik
sisteme kaydedilen ile ayni1 olur.

4. The scope of the certificates shall
unambiguously describe the device or devices
covered:

(a) EU technical documentation assessment
certificates and EU type-examination certificates
shall include a clear identification, including the
name, model and type, of the device or devices, the
intended purpose as indicated by the manufacturer
in the instructions for use and in relation to which
the device has been assessed in the conformity
assessment procedure, risk classification and the
Basic UDI-DI as referred to in Article 24(6).

(b) EU quality management system certificates
and EU production quality assurance certificates
shall include the identification of the devices or
groups of devices, the risk classification and the
intended purpose.

4. Sertifikalarin kapsami, kapsadigi cihazi veya
cihazlar1 agik bir sekilde tanimlar:

(a) AB teknik dokiimantasyon degerlendirme
sertifikalar1 ve AB tip-inceleme sertifikalari; ad,
model ve tip dahil olmak {iizere cihaz veya
cihazlarin a¢ik bir tanimlamasini, imalatgi
tarafindan kullanim talimatinda belirtildigi sekilde
ve cihazin tabi tutuldugu uygunluk degerlendirme
prosediiriiyle ilgili kullanim amacini, risk sinifini
ve 24(6) maddesinde atifta bulunuldugu sekilde
Temel UDI-DI’sin1 igerir.

(b) AB kalite yonetim sistemi sertifikalar1 ve AB
iiretim kalite glivencesi sertifikalari, cihazlarin
veya cihaz gruplarinin tanimini, risk sinifini ve
kullanim amacini igerir.

5. The notified body shall be able to demonstrate
on request, which (individual) devices are covered
by the certificate. The notified body shall set up a
system that enables the determination of the
devices, including their classification, covered by
the certificate.

5. Onaylanmig Kurulus, talep iizerine, hangi
(miinferit)  cihazlarin  sertifika kapsaminda
oldugunu gosterebilecektir. Onaylanmis kurulus,
siniflandirmalar1  dahil olmak tizere, sertifika
kapsamindaki cihazlarin belirlenmesini saglayan
bir sistem Kkurar.

6. Certificates shall contain, if applicable, a note
that, for the placing on the market of the device or
devices it covers, another certificate issued in
accordance with this Regulation is required.

6. Sertifikalar, kapsadigi cihazin veya cihazlarin
piyasaya arz1 i¢in, bu Tiizilik uyarinca diizenlenmis
baska bir sertifikanin gerekmesi durumunda buna
iligskin bir not igerir.

7. EU quality management system certificates and
EU production quality assurance certificates for
class A sterile devices shall include a statement
that the audit by the notified body was limited to
the aspects of manufacture concerned with
securing and maintaining sterile conditions.

7. AB kalite yonetim sertifikalar1 ve sinif A steril
cihazlar icin AB {retim kalite giivencesi
sertifikalari, onaylanmis kurulus tarafindan
yapilan denetimin steril kosullarin saglanmasi ve
korunmas1 ile ilgili imalat hususlariyla
sintrlandirildigina dair sinirlandirildigina dair bir
beyan igerir.

8. Where a certificate is supplemented, modified
or re-issued, the new certificate shall contain a
reference to the preceding certificate and its date
of issue with identification of the changes.

8. Bir sertifikanin ilave yapilmis, tadil edilmis
veya yeniden diizenlenmis olmasi durumunda,
yeni sertifika, degisikliklerin tanimi ile birlikte,
onceki sertifikaya ve onun diizenlenme tarihine bir
atif igerir.

CHAPTER Il
MINIMUM CONTENT OF THE
CERTIFICATES

BOLUM II
SERTIFIKALARIN ASGARI ICERIGI

1. name, address and identification number of the
notified body;

2. name and address of the manufacturer and, if
applicable, of the authorised representative;

1. onaylanmis kurulusun adi, adresi ve kimlik
numarast,

2. imalat¢inin ve mevcut ise, yetkili temsilcinin
ad1 ve adresi,
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3. unique number identifying the certificate;

4. if already issued, the SRN of the manufacturer
referred to in Article 28(2);

5. date of issue;

6. date of expiry;

7. data needed for the unambiguous identification
of the device or devices where applicable as
specified in Section 4 of this Annex;

8. if applicable, reference to any previous
certificate as specified in Section 8 of Chapter I;
9. reference to this Regulation and the relevant
Annex in accordance with which the conformity
assessment has been carried out;

10. examinations and tests performed, e.g.
reference to relevant CS, harmonised standards,
test reports and audit report(s);

11. if applicable, reference to the relevant parts of
the technical documentation or other certificates
required for the placing on the market of the device
or devices covered;

12. if applicable, information
surveillance by the notified body;
13. conclusions of the notified body's conformity
assessment with regard to the relevant Annex;

14. conditions for or limitations to the validity of
the certificate;

15. legally binding signature of the notified body
in accordance with the applicable national law.

about the

3. sertifikay1 tanimlayan 6zgiin numara;

4. halihazirda diizenlenmis ise, imalat¢inin 28(2)
maddesinde atifta bulunulan SRN’si;

5. diizenlenme tarihi;

6. gegerlilik (bitis) tarihi;

7. uygulanabildigi hallerde, bu Ekin 4. Kesiminde
belirtildigi sekilde cihazin veya cihazlarin agikca
tanimlanmasi i¢in gerekli veriler;

8. mevcutsa, I. Boliimiin 8. Kesiminde belirtildigi
sekilde onceki sertifikaya atif;

9. bu Tizik’e ve uygunluk degerlendirmesinin
yuriitildiigi ilgili eke atif;

10. gerceklestirilen incelemeler ve testler, 6rnegin
ilgili ortak spesifikasyonlara, uyumlastirilmis
standartlara, test raporlarina ve denetim
raporuna/raporlarina atif;

11. mevcutsa, teknik dokiimantasyonun ilgili
bolimlerine veya kapsadigi cihaz veya cihazlarin
piyasaya arzi i¢in gerekli olan diger sertifikalara
atif;

12. mevcutsa, onaylanmis kurulus tarafindan
yapilan gozetim hakkinda bilgiler;

13. onaylanmis kurulusun ilgili Ek’e iliskin
uygunluk degerlendirmesinin sonuglari;

14. sertifikanin gegerliligine yonelik kosullar veya
sinirlamalar;

15. uygulanabilir ulusal mevzuat uyarinca
onaylanmis kurulusun yasal olarak baglayic
1mzast.

ANNEX XIlI
PERFORMANCE EVALUATION,
PERFORMANCE STUDIES AND POST-
MARKET PERFORMANCE FOLLOW-UP

EK XIII
PERFORMANS DEGERLENDIRMESI,
PERFORMANS CALISMALARI VE
PIYASAYA ARZ SONRASI PERFORMANS
TAKIP

PART A
PERFORMANCE EVALUATION AND
PERFORMANCE STUDIES

KISIM A
PERFORMANS DEGERLENDIRMESI VE
PERFORMANS CALISMALARI

1.PERFORMANCE EVALUATION

Performance evaluation of a device is a continuous
process by which data are assessed and analysed to
demonstrate the scientific validity, analytical
performance and clinical performance of that
device for its intended purpose as stated by the
manufacturer. To plan, continuously conduct and
document a performance evaluation, the
manufacturer shall establish and update a
performance evaluation plan. The performance
evaluation plan shall specify the characteristics
and the performance of the device and the process
and criteria applied to generate the necessary
clinical evidence.

1. PERFORMANS DEGERLENDIRMESI

Bir cihazin performans degerlendirme, imalatgi
tarafindan belirtildigi sekilde kullanim amacina
gore, bilimsel gecerliligi ve bu cihazin analitik
performansi ile klinik performansin1 gdstermek
icin verilerin degerlendirildigi ve analiz edildigi
siirekli bir siiregtir. Imalat¢1, bir performans
degerlendirmeyi  planlamak, siirekli olarak
yuriitmek ve dokiimante etmek icin, bir
performans degerlendirme plani olusturur ve
glinceller. Performans degerlendirme plani;
cihazin karakteristiklerini ve performansini ve
gerekli klinik kaniti olusturmak ig¢in uygulanan
siirecler ile kriterleri belirtir.
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The performance evaluation shall be thorough and
objective, considering both favourable and
unfavourable data.

Its depth and extent shall be proportionate and
appropriate to the characteristics of the device
including the risks, risk class, performance and its
intended purpose.

Performans degerlendirme, hem olumlu hem de
olumsuz verileri dikkate alarak, eksiksiz ve
objektif olur.

Degerlendirmenin derinligi ve kapsami, icerdigi
riskler, risk sinifi, performansi ve kullanim amac1
dahil olmak f{izere, cihazin karakteristikleriyle
orantili ve onlara uygun olur.

1.1. Performance evaluation plan

As a general rule, the performance evaluation plan
shall include at least:

— a specification of the intended purpose of the
device;

— a specification of the characteristics of the
device as described in Section 9 of Chapter Il of
Annex | and in point (c) of Section 20.4.1. of
Chapter 11l of Annex I;

— a specification of the analyte or marker to be
determined by the device;

— aspecification of the intended use of the device;
— identification of certified reference materials or
reference measurement procedures to allow for
metrological traceability;

— a clear identification of specified target patient
groups with clear indications, limitations and
contra- indications;

— an identification of the general safety and
performance requirements as laid down in
Sections 1 to 9 of Annex | that require support
from relevant scientific validity and analytical and
clinical performance data;

— a specification of methods, including the
appropriate statistical tools, used for the
examination of the analytical and clinical
performance of the device and of the limitations
of the device and information provided by it;

— a description of the state of the art, including
an identification of existing relevant standards,
CS, guidance or best practices documents;

— an indication and specification of parameters
to be used to determine, based on the state of the
art in medicine, the acceptability of the benefit-
risk ratio for the intended purpose or purposes and
for the analytical and clinical performance of the
device;

— for software qualified as a device, an
identification and specification of reference
databases and other sources of data used as the
basis for its decision making;

— an outline of the different development phases

1.1. Performans degerlendirme plani

Genel bir kural olarak, performans degerlendirme
asgari olarak asagidakileri igerir:

— cihazin kullanim amacinin belirtilmesi;

— L. Ekin II. Boliimiintin 9. Kesimde ve 1. Ekin
I11. B6liimiiniin 20.4.1. Kesiminin (c) bendinde
tanimlandigi sekilde cithazin
karakteristiklerinin belirtilmesi;

cihaz tarafindan belirlenecek olan analitin veya
belirtecin (markir) belirtilmesi;

cihazin amaglanan kullaniminin belirtilmesi;
metrolojik izlenebilirlige imkan saglamak i¢in
sertifikali  referans materyallerinin  veya
referans Ol¢iim prosediirlerinin tanimlanmasi;
belirgin endikasyonlar, sinirlamalar ve kontro-
endikasyonlarla birlikte belirlenmis hedef hasta
gruplarinin agik¢a tanimlanmasi;

I. Ekin 1 ilda 9. Kesimlerinde belirtildigi
sekilde, ilgili bilimsel gecerlilik ile analitik ve
klinik performans verileriyle desteklenmesi
gereken genel giivenlilik ve performans
gerekliliklerinin tanimlanmasi;

uygun istatistiksel araglar dahil olmak {izere,
cihazin analitik ve klinik performansinin
incelenmesi i¢in kullanilan yontemlerin, cihaz
sinirlamalarinin ve cihazdan saglanan bilgilerin
belirtilmesi;

mevcut olan ilgili standartlarin, ortak
spesifikasyonlarin, rehber veya iyi uygulama
dokiimanlarinin tanimlanmasi dahil olmak

izere, en son teknolojik gelismelerin
agiklanmasi;

— tiptaki  en son teknolojik  gelismelere
dayanarak, cihazin kullanom amac1 veya

amaglarina yonelik ve analitik ve klinik
performansina yonelik fayda-risk oraninin
kabul  edilebilirligini  belirlemek  icin
kullanilacak parametrelerin gosterilmesi ve
belirtilmesi;

cihaz olarak nitelendirilen yazilimlar igin,
referans veri tabanlarinin ve yazilimin karar
vermesi i¢in temel olarak kullanilan diger veri
kaynaklarin tanimlanmasi ve belirtilmesi ;

ana noktalarin gosterilmesi ve potansiyel kabul
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analytical and clinical performance, including an
indication of milestones and a description of
potential acceptance criteria;

— the PMPF planning as referred to in Part B of
this Annex.

Where any of the above mentioned elements are
not deemed appropriate in the Performance
Evaluation Plan due to the specific device
characteristics a justification shall be provided in
the plan.

performansin belirlenme araglart ve siralama
dahil farkli gelistirme asamalarinin
Ozetlenmesi;
— bu Ekin B Kisminda atifta bulunuldugu sekilde
PMPF’nin planlanmasi.
Yukarida bahsedilen 6gelerden herhangi birinin
spesifik  cihaz  karakteristikleri  nedeniyle
Performans Degerlendirme Planinda uygun
goriilmedigi durumlarda, planda bir gerekge
sunulur.

1.2. Demonstration of the scientific validity and
the analytical and clinical performance:

As a general methodological principle the
manufacturer shall:

identify through a systematic scientific
literature review the available data relevant to the
device and its intended purpose and identify any
remaining unaddressed issues or gaps in the data;
— appraise all relevant data by evaluating their
suitability for establishing the safety and
performance of the device;

— generate any new or additional data necessary
to address outstanding issues.

1.2. Bilimsel gecerliligin ve analitik ve klinik
performansin gosterilmesi:
Genel bir metodolojik prensip olarak, imalatg1:

— cihazla ve cihazin kullanim amaciyla ilgili
mevcut verileri sistematik bir bilimsel literatiir
incelemesi araciligiyla tanimlar ve verideki
geride kalan ele alinmamis konular1 ve aciklar
tanimlar;

cihazin giivenlilik ve performansini belirlemek
icin uygunluklarini degerlendirerek ilgili biitiin
verileri degerlendirmek;

¢Ozlilmemis konular1 ele almak igin gerekli
olan yeni veya ilave verileri olusturmak.

1.2.1. Demonstration of the scientific validity
The manufacturer shall demonstrate the scientific
validity based on one or a combination of the
following sources:

— relevant information on the scientific validity
of devices measuring the same analyte or marker;
— scientific (peer-reviewed) literature;

— consensus expert opinions/positions from
relevant professional associations;

— results from proof of concept studies;

— results from clinical performance studies.
The scientific validity of the analyte or marker

shall be demonstrated and documented in the
scientific validity report.

1.2.1. Bilimsel gegerliligin gosterilmesi

Imalatg1, asagidaki kaynaklardan birine veya bir

kombinasyonuna dayanarak bilimsel gegerliligi

gosterir:

— ayni analiti veya belirteci Olgen cihazlarin
bilimsel gegerliligi hakkinda ilgili bilgiler;

— bilimsel (hakemli / hakem-denetimli) literatiir;

— ilgili  mesleki  derneklerden uzmanlarin
karsiliklt mutabakata dayali goriisleri/fikirleri;

— konsept (kavram) g¢alismalarinin kanitlarindan
elde edilen sonuglar;

— klinik performans c¢alismalarindan elde edilen

sonuglar.
Analitin veya belirtecin bilimsel gegerliligi,
bilimsel gegerlilik raporunda gosterilir ve

dokiimante edilir.

1.2.2. Demonstration of the
performance

The manufacturer shall demonstrate the analytical
performance of the device in relation to all the
parameters described in point (a) of Section 9.1 of
Annex I, unless any omission can be justified as
not applicable.

As a general rule, the analytical performance shall
always be demonstrated on the basis of analytical
performance studies.

For novel markers or other markers without
available certified reference materials or reference
measurement procedures, it may not be possible to

demonstrate trueness. If there are no comparative

analytical

1.2.2. Analitik performansin gosterilmesi

Imalatgi, I. Ekin 9.1. Kesiminin (a) bendinde
tanimlanan biitlin parametrelere iliskin olarak
cihazin analitik performansim1 gosterir. Ancak,
uygulanamaz olarak gerekgelendirilebilen
parametreler ihmal edilebilir.

Genel bir kural olarak, analitik performans her
zaman  analitik  performans  ¢alismalarina
dayanilarak gosterilir.

Yeni belirtecler ya da mevcut onayli (sertifikali)
referans materyalleri veya referans Ol¢iim
prosediirleri olmayan diger belirtegler igin,
gercekligi gostermek miimkiin olmayabilir. Hi¢bir
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methods, different approaches may be used if
demonstrated to be appropriate, such as
comparison to some other well-documented
methods or the composite reference standard. In
the absence of such approaches, a clinical
performance study comparing performance of the
novel device to the current clinical standard
practice is required.

Analytical performance shall be demonstrated and
documented in the analytical performance report.

karsilagtirmali  yontem bulunmuyorsa, uygun
olacaginin gosterilmesi durumunda, diger bazi iyi-
dokiimante edilmis yontemlerle veya kompozit
referans standardiyla karsilagtirilmasi gibi, farkl
yaklagimlar kullanilabilir. Bu tiir yaklasimlarin
yoklugunda, yeni cihazin performansini giincel
standart uygulama ile karsilastiran bir klinik
performans caligsmasi gereklidir.

Analitik  performans, analitik  performans
raporunda gosterilir ve dokiimante edilir.

1.2.3. Demonstration of the clinical performance
The manufacturer shall demonstrate the clinical
performance of the device in relation to all the
parameters described in point (b) of Section 9.1. of
Annex I, unless any omission can be justified as
not applicable.

Demonstration of the clinical performance of a
device shall be based on one or a combination of
the following sources:

— clinical performance studies;

— scientific peer-reviewed literature;
published experience gained by
diagnostic testing.

Clinical performance studies shall be performed
unless due justification is provided for relying on
other sources of clinical performance data.
Clinical performance shall be demonstrated and
documented in the clinical performance report.

routine

1.2.3. Klinik performansin gosterilmesi

Imalatg1, I. Ekin 9.1. Kesiminin (b) bendinde

tanimlanan biitlin parametrelere iligkin olarak

cihazin klinik performansini gosterir. Ancak,

uygulanamaz olarak gerekeelendirilebilen

parametreler ihmal edilebilir.

Bir cihazin klinik performansinin gosterilmesi,

asagidaki  kaynaklardan  birine veya  bir

kombinasyonuna dayandirilir:

— klinik performans ¢alismalari;

— hakemli bilimsel literatiir;

— rutin tani testlerinden kazanilan yayimlanmis
deneyimler.

Diger klinik performans veri kaynaklarina

dayanarak yeterli gerek¢eler saglanmadikca klinik

performans calismalar1 gerceklestirilir.

Klinik performans, klinik performans raporunda

gosterilir ve dokiimante edilir.

1.3. Clinical evidence and performance evaluation
report

1.3.1. The manufacturer shall assess all relevant
scientific  validity, analytical and clinical
performance data to verify the conformity of its
device with the general safety and performance
requirements as referred to in Annex I. The amount
and quality of that data shall allow the
manufacturer to make a qualified assessment
whether the device will achieve the intended
clinical benefit or benefits and safety, when used
as intended by the manufacturer. The data and
conclusions drawn from this assessment shall
constitute the clinical evidence for the device. The
clinical evidence shall scientifically demonstrate
that the intended clinical benefit or benefits and
safety will be achieved according to the state of the
art in medicine.

1.3. Klinik kanit ve performans degerlendirme
raporu
1.3.1. Imalat¢i, cihazimin 1. Ekte atifta
bulunuldugu sekilde genel giivenlilik ve
performans gerekliliklerine uygunlugunu
dogrulamak icin, ilgili biitiin bilimsel gecerlilik,
analitik ~ ve  klinik  performans  verilerini
degerlendirir. Bu verilerin miktar1 ve kalitesi;
imalatci tarafindan amagclandigi sekilde
kullanildiginda cihazin amaglanan klinik faydaya
veya faydalara ve giivenlilige ulasip ulagsmayacagi
konusunda, imalat¢iya yeterli bir degerlendirme
yapma imkani saglar. Bu degerlendirmeden alinan
veriler ve sonucglar cihazin klinik kanitini
olusturur. Klinik kanit, amaglanan klinik faydanin
veya faydalarin ve giivenliligin tiptaki en son
teknolojik gelismelere gore ulasilacagini bilimsel

olarak gosterir.

1.3.2. Performance evaluation report

The clinical evidence shall be documented in a
performance evaluation report. This report shall
include the scientific validity report, the analytical
performance report, the clinical performance
report and an assessment of those reports allowing
demonstration of the clinical evidence.

1.3.2. Performans degerlendirme raporu

Klinik kanit, bir performans degerlendirme
raporunda dokiimante edilir. Bu rapor, bilimsel
gecerlilik raporunu, analitik performans raporunu,
klinik performans raporunu ve bu raporlarin klinik
kanitin  gosterilmesine imkan saglayan bir
degerlendirmesini igerir.
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The performance evaluation
particular include:

— the justification for the approach taken to
gather the clinical evidence;

— the literature search methodology and the
literature search protocol and literature search
report of a literature review;

— the technology on which the device is based,
the intended purpose of the device and any claims
made about the device's performance or safety;
— the nature and extent of the scientific validity
and the analytical and clinical performance data
that has been evaluated,

the clinical evidence as the acceptable
performances against the state of the art in
medicine;

— any new conclusions derived from PMPF
reports in accordance with Part B of this Annex.

report shall in

Performans degerlendirme raporu Ozellikle
asagidakileri igerir:
— klinik  kanit1  toplamak i¢in  kullanilan

yaklasima yonelik gerekce;

literatiir tarama metodolojisi ve literatiir tarama
protokolii ve literatiir incelemesinin literatiir
tarama raporu;

cihazin  dayandirildigi  teknoloji, cihazin
kullanim amaci ve cihazin performansi veya
giivenliligi hakkinda yapilan iddialar;
degerlendirilmis olan bilimsel gecerlilik ile
analitik ve klinik performans verilerinin
niteligi ve kapsami;

tiptaki en son teknolojik gelismelere karsi
kabul edilebilir performanslara gore klinik
kanat;

Bu Ekin B Kismi1 uyarinca PMPF raporlarindan
elde edilen yeni sonuglar.

1.3.3. The clinical evidence and its assessment in
the performance evaluation report shall be updated
throughout the life cycle of the device concerned
with data obtained from the implementation of the
manufacturer's PMPF plan in accordance with Part
B of this Annex, as part of the performance
evaluation and the post-market surveillance
system referred to in Article 10(9). The
performance evaluation report shall be part of the
technical documentation. Both favourable and
unfavourable data considered in the performance
evaluation shall be included in the technical
documentation.

1.3.3. Performans degerlendirme raporundaki
klinik kanit ve onun degerlendirmesi; performans
degerlendirmenin ve 10(9) maddesinde atifta
bulunulan piyasaya arz sonrasi gézetim sisteminin
bir parcasi olarak, bu Ekin B Kismi uyarinca
imalat¢inin PMPF planinin uygulanmasindan elde
edilen verilerle, ilgili cihazin yasam dongiisi
boyunca giincellenir. Performans degerlendirme
raporu teknik dokiimantasyonun bir pargasi olur.
Performans degerlendirmede degerlendirilen hem
olumlu hem de olumsuz veriler teknik
dokiimantasyona dahil edilir.

2. CLINICAL PERFORMANCE STUDIES

2.1. Purpose of clinical performance studies

The purpose of clinical performance studies is to
establish or confirm aspects of device performance
which cannot be determined by analytical
performance studies, literature and/or previous
experience gained by routine diagnostic testing.
This information is wused to demonstrate
compliance with the relevant general safety and
performance requirements with respect to clinical
performance. When clinical performance studies
are conducted, the data obtained shall be used in
the performance evaluation process and be part of
the clinical evidence for the device.

2. KLINIK PERFORMANS CALISMALARI

2.1. Klinik performans ¢aligmalarinin amaci
Klinik performans c¢aligmalarinin amaci; cihaz
performansinin, analitik performans c¢alismalari,
literatiir ve/veya rutin tani testleriyle kazanilan
onceki deneyimler yoluyla belirlenemeyen
yonlerini belirlemek veya teyit etmektir. Bu
bilgiler, klinik performans bakimindan ilgili genel
giivenlilik  ve  performans  gerekliliklerine
uygunlugu gostermek i¢in kullanilir. Klinik
performans c¢aligmalar1 yiiritiildiigiinde, elde
edilen  veriler; performans  degerlendirme
sirecinde kullanilir ve cihaza yonelik klinik
kanitin bir parcasi olur.

2.2. Ethical considerations for clinical
performance studies

Each step in the clinical performance study, from
the initial consideration of the need for and
justification of the study to the publication of the
results, shall be carried out in accordance with

recognised ethical principles.

2.2. Klinik performans ¢aligsmalarina yonelik etik
hususlar

Calismaya  yonelik  ihtiyacin  ve c¢alisma
gerekcesinin ilk degerlendirmesinden sonuglarin
yayimlanmasina  kadar, klinik  performans
calismasindaki her adim, kabul goriimiis etik
ilkeler uyarinca yliriitiiliir.

2.3. Methods for clinical performance studies

2.3. Klinik performans calismalarina yonelik
yontemler
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2.3.1. Clinical performance study design type

Clinical performance studies shall be designed in
such a way as to maximize the relevance of the
data while minimising potential bias.

2.3.1. Klinik perfomans calismasinin tasarim
tiiri

Klinik performans ¢aligsmalari, potansiyel biaslari
minimize  ederken  verilerin  uygunlugunu
maksimize edecek sekilde tasarlanir.

2.3.2. Clinical performance study plan

Clinical performance studies shall be performed
on the basis of a clinical performance study plan
(CPSP).

The CPSP shall define the rationale, objectives,
design and proposed analysis, methodology,
monitoring, conduct and record-keeping of the
clinical performance study. It shall contain in
particular the following information:

(a) the single identification number of the clinical
performance study, as referred to in Article 66(1);

(b) identification of the sponsor, including the
name, address of the registered place of business
and contact details of the sponsor and, if
applicable, the name, address of the registered
place of business and contact details of its contact
person or legal representative pursuant to Article
58(4) established in the Union;

(c) information on the investigator or
investigators, namely principal, coordinating or
other investigator; qualifications; contact details,
and investigation site or sites, such as number,
qualification, contact details and, in the case of
devices for self-testing, the location and number of
lay persons involved;

(d) the starting date and scheduled duration for the
clinical performance study;

(e) identification and description of the device, its
intended purpose, the analyte or analytes or marker
or markers, the metrological traceability, and the
manufacturer;

(f) information about the type of specimens under
investigation;

(g) overall synopsis of the clinical performance
study, its design type, such as observational,
interventional, together with the objectives and
hypotheses of the study, reference to the current
state of the art in diagnosis and/or medicine;

(h) adescription of the expected risks and benefits
of the device and of the clinical performance study
in the context of the state of the art in clinical
practice, and with the exception of studies using
left-over samples, the medical procedures
involved and patient management;

(i) the instructions for use of the device or test
protocol, the necessary training and experience of

2.3.2. Klinik performans ¢alismasi plani
Klinik performans c¢alismalari, bir
performans caligsmasi planina
dayandirilarak gergeklestirilir.

CPSP; klinik performans ¢alismasinin gerekgesini,
hedeflerini, tasarimini ve Onerilen analizi,
motodolojisini, izlenmesini, yiiriitiilmesini ve
kaydinin tutulmasini tanimlar. CPSP, ozellikle
asagidaki bilgileri igerir:

(a) 66(1) maddesinde atifta bulunuldugu sekilde,
klinik performans c¢alismasinin tek bir kimlik
numarast,

(b) sponsorun adi, kayith is yeri adresi ve iletisim
adresi ve mevcutsa, 58(4) uyarinca Birlikte
yerlesik olan irtibat kisisinin veya yasal
temsilcisinin adi, kayitli is yeri adresi ve iletisim
bilgileri dahil  olmak {izere, sponsorun
tanimlanmasi;

klinik
(CPSP)

(c) sorumlu, koordinatér veya diger arastirmaci
olarak  adlandirilan  arastirmaciya ya da
arastirmacilara, onun veya onlarin niteliklerine ve
iletisim bilgilerine iligkin bilgiler; ve sayisi,
niteligi ve iletisim bilgileri gibi, arastirma
merkezine veya merkezlerine iliskin bilgiler; ve,
kisisel test cihazlar1 s6z konusu oldugunda, ilgili
meslekten olmayan kisilerin konumuna ve sayisina
iligkin bilgiler;

(d) klinik performans ¢aligmasinin baslangig¢ tarihi
ve planlanan (programlanmis) siiresi;

(e) cihazin, kullanim amacinin, analitin veya
analitlerin ya da belirtecin veya belirteclerin,
metrolojik  izlenebilirligin ~ ve  imalat¢inin
tanimlanmas1 ve acgiklanmasi;

(f) arastirma altindaki orneklerin tiirii hakkinda
bilgiler;

(g) tanidaki ve/veya tiptaki giincel teknolojik
gelismelere iliskin, klinik performans ¢aligmasinin
hedefleri ve hipotezi ile birlikte, calismanin genel
Ozeti ve tasariminin tiirli (Ornegin, godzlemsel,
girisimsel),

(h) en son gelismis klinik uygulama baglaminda
cihazin ve klinik performans c¢alismasinin
beklenen risklerinin ve faydalarinin acHdanmast,
ve artik (left-over) ornekler kullanan calismalar
hari¢ olmak iizere, ilgili tibbi prosediirlerin ve
hasta yonetiminin ag¢iklanmasi;

(1) cihazin kullanim talimati veya test protokolii,
kullanicinin gerekli egitimi ve deneyimi, uygun
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the user, the appropriate calibration procedures
and means of control, the indication of any other
devices, medical devices, medicinal product or
other articles to be included or excluded and the
specifications on any comparator or comparative
method used as reference;

(j) description of and justification for the design of
the clinical performance study, its scientific
robustness and validity, including the statistical
design, and details of measures to be taken to
minimise bias, such as randomisation, and
management of potential confounding factors;

(k) the analytical performance in accordance with
point (a) of Section 9.1 of Chapter | of Annex |
with justification for any omission;

(I) parameters of clinical performance in
accordance with point (b) of Section 9.1 of Annex
| to be determined, with justification for any
omission; and with the exception of studies using
left-over samples the specified clinical
outcomes/endpoints  (primary/secondary) used
with a justification and the potential implications
for individual health and/or public health
management decisions;

(m) information on the performance study
population: specifications of the subjects,
selection criteria, size of performance study
population, representativity of target population
and, if applicable, information on vulnerable
subjects involved, such as children, pregnant
women, immuno-compromised or elderly
subjects;

(n) information on use of data out of left over
specimens banks, genetic or tissue banks, patient
or disease registries etc. with description of
reliability and representativity and statistical
analysis approach; assurance of relevant method
for determining the true clinical status of patient
specimens;

(o) monitoring plan;

(p) data management;

(q) decision algorithms;

(r) policy regarding any amendments, including
those in accordance with Article 71, to or
deviations from the CPSP, with a clear prohibition
of use of waivers from the CPSP;

(s) accountability regarding the device, in
particular control of access to the device, follow-
up in relation to the device used in the clinical
performance study and the return of unused,
expired or malfunctioning devices;

kalibrasyon prosediirleri ve kontrol araglari, dahil
edilecek veya hari¢ tutulacak diger cihazlarin,
tibbi cihazlarin, tibbi {iriinlerin veya diger
parcalarin  belirtilmesi ve referans olarak
kullanilan komparatorlere ya da karsilastirmali
yontemlere iliskin spesifikasyonlar;

(j) istatistiksel tasarim ve randomizasyon gibi
biaslar1 azaltmak i¢in alinacak tedbirlerin
ayrintilar1 dahil olmak iizere, klinik performans

¢alismasinin, bilimsel tutarliliginin ve
gecerliliginin  aciklanmasi  ve gerekcesi ve
potansiyel karisikliga neden olan faktorlerin
yonetimi;

(k) herhangi bir hari¢ tutmanin gerekgesiyle
birlikte, I. Ekin I. Boliimiiniin 9.1. Kesiminin (a)
bendi uyarinca analitik performans;

(1) herhangi bir hari¢ tutmanin gerckgesiyle
birlikte, I. Ekin 9.1. Kesiminin (b) bendi uyarinca
belirlenecek klinik performans parametreleri ve
artik (left-over) ornekler kullanan ¢alismalar harig
olmak iizere, bir gerek¢eyle kullanilan belirlenmis
klinik ¢iktilar  (sonuglar)/sonlanim noktalar1
(primer/sekonder) ve bireysel saglik veya halk
saglig1 yonetim kararlarinin potansiyel sonuglari;

(m) performans galismasi popiilasyonuna iliskin
bilgiler: goniilliilerin spesifikasyonlari, se¢me
kriterleri, performans g¢alismasi1 popiilasyonunun
bliyiikligi, hedef  popiilasyonun temsil
edilebilirligi ve mevcutsa, ¢cocuklar, gebe kadinlar,
bagisiklik yetersizligi olan veya yasli goniiller
gibi, calismaya dahil olan hassas goniilliilere
iligkin bilgiler;

(n) gilivenilirligin  ve temsil edilebilirligin
aciklanmasi ve istatistiksel analiz yaklasimi ile
birlikte, artik (left-over) 6rnek bankalari, genetik
veya doku bankalari, hasta veya hastalik kayitlari
vb. disinda verilerin kullanimina iligkin bilgiler;
hasta Orneklerinin ger¢ek klinik durumunu
belirlemek i¢in ilgili yontemin gilivencesi,

(0) izleme plani;

(p) veri yonetimi;

(q) karar algoritmalari;

(r) 71. madde uyarinca olanlar dahil olmak iizere,
CPSP’ye yonelik tadillere ya da, CPSP’den
muafiyetlerin acik¢a yasaklanmasi ile birlikte,
CPSP’den sapmalara iligkin politikasi;

(s) cihaza iliskin hesap verme sorumlulugu,
Ozellikle de cihaza erisim kontrolii, klinik
performans calismasinda kullanilan cihazla ilgili
takip ve kullanilmayan, siiresi ge¢gmis veya arizali
cihazlarin iadesi;

(t) statement of compliance with the recognised | (t) uygulanabilir diizenleyici gerekliliklerle
ethical principles for medical research involving | birlikte insanlarin dahil oldugu tibbi arastirmalara
98
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humans and the principles of good clinical practice
in the field of clinical performance studies as well
as with the applicable regulatory requirements;
(u) description of the informed consent process,
including a copy of the patient information sheet
and consent forms;

(v) procedures for safety recording and reporting,
including definitions of recordable and reportable
events, and procedures and timelines for reporting;

(w) criteria and procedures for suspension or early
termination of the clinical performance study;

(x) criteria and procedures for follow up of
subjects following completion of a performance
study, procedures for follow up of subjects in the
case of suspension or early termination,
procedures for follow up of subjects who have
withdrawn their consent and procedures for
subjects lost to follow up;

(y) procedures for communication of test results
outside the study, including communication of test
results to the performance study subjects;

(z) policy as regards the establishment of the
clinical performance study report and publication
of results in accordance with the legal
requirements and the ethical principles referred to
in Section 2.2;

(aa) list of the technical and functional features of
the device indicating those that are covered by the
performance study;

(ab) bibliography.

If part of the information referred to in the second
paragraph is submitted in a separate document, it
shall be referenced in the CPSP. For studies using
left-over samples, points (u), (x), (y) and (z) shall
not apply.

Where any of the elements referred to in the
second paragraph are not deemed appropriate for
inclusion in the CPSP due to the specific study
design chosen, such as use of left-over samples
versus interventional clinical performance studies,
a justification shall be provided.

yonelik kabul gormiis etik ilkelere ve klinik
performans calismalar1 alaninda iyi klinik
uygulama ilkelerine uygunluk ile ilgili beyan;

(u) hasta bilgi foylinin ve olur formlarinin
suretleri dahil olmak ftizere, bilgilendirilmis olur
slirecinin tanimi;

(v) kaydedilebilir ve raporlanabilir olaylarin
tanimlar1 dahil olmak {izere giivenli kaydetmeye
ve raporlamaya yonelik prosediirler, ve
raporlamaya yonelik prosediirler ve zaman
cizelgeleri;

(w) klinik performans ¢alismasinin askiya
alinmasina veya erken sonlandirilmasina yonelik
kriterler ve prosediirler;

(x) bir performans caligmasinin tamamlanmasi
sonrasinda goniilliilerin takibine yonelik kriterler
ve prosediirler, askiya alma veya erken
sonlandirma durumunda goniilliilerin takibine
yonelik prosediirler, olurlarin1 geri ¢ekmis olan
goniillilerin takibine yonelik prosediirler ve takip
edilemeyen goniilliilere yonelik prosediirler;

(y) test sonuglarinin performans ¢aligsmasi
gontlliilerine iletilmesi dahil olmak {izere, test

sonuclarinin  ¢alisma  disarisina  iletilmesine
yonelik prosediirler;
(z) klinik  performans ¢aligma raporunun

olusturulmasi ve sonuclarin yasal gereklilikler ve
2.2. Kesimde atifta bulunulan etik ilkeler uyarinca
yayimlanmasi ile ilgili olarak politikasi;

(aa) cihazin, performans calismasinin
kapsadiklarint belirten teknik ve fonksiyonel
ozelliklerinin listesi;

(ab) bibliyografya (kaynakga).

Ikinci paragrafta atifta bulunulan bilgilerin bir
bolimi farkli bir dokiimanda sunuluyorsa,
CPSP’de bu dokiimana atif yapilir. Artik (left-
over) Ornekler kullanan calismalar i¢in, (u), (x),
(y) ve (z) bentleri uygulanmaz.

Ikinci paragrafta atifta bulunulan &gelerden
herhangi birinin, miidahaleli klinik performans
calismalarina kars1 artik (left-over) oOrneklerin
kullanim1 gibi, tercih edilen spesifik calisma
tasarimi nedeniyle CPSP’ye dahil edilmesinin
uygun goriilmedigi durumlarda, bir gerekce
sunulur.

2.3.3. Clinical performance study report

A clinical performance study report, signed by a
medical practitioner or any other authorised
person responsible, shall contain documented
information on the clinical performance study
protocol plan, results and conclusions of the

2.3.3. Klinik performans c¢alisma raporu

Bir tip doktoru veya herhangi bir diger sorumlu
yetkili kisi tarafindan imzalanan bir Klinik
performans c¢alisma raporu, klinik performans
calisma protokol planina ve negatif bulgular dahil
olmak iizere, klinik performans c¢alismasinin

clinical performance study, including negative | sonuglarina ve  degerlendirmelerine  iliskin
findings. The results and conclusions shall be | dokiimante edilmis bilgiler igerir. Sonuglar ve
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transparent, free of bias and clinically relevant.
The report shall contain sufficient information to
enable it to be understood by an independent party
without reference to other documents. The report
shall also include as appropriate any protocol
amendments or deviations, and data exclusions
with the appropriate rationale.

degerlendirmeler, seffaf, tarafsiz ve klinik olarak
iligkili olur. Rapor, baska dokiimanlara atif
yapmadan bagimsiz taraflar tarafindan
anlasilmasini miimkiin kilmak i¢in yeterli bilgiler
icerir. Rapor, uygun oldugu takdirde protokol
tadillerini veya sapmalarini ve uygun gerekgeli
veri istisnalarini da igerir.

3. OTHER PERFORMANCE STUDIES

By analogy, the performance study plan referred to
in Section 2.3.2, and the performance study report,
referred to in Section 2.3.3, shall be documented
for other performance studies than clinical
performance studies.

3. DIGER PERFORMANS CALISMALARI
Benzetme (analoji) yoluyla, Klinik performans
calismalar1 disindaki diger performans ¢aligmalari
icin, 2.3.2. Kesimde atifta bulunulan performans
calisma plan1 ve 2.3.3. Kesimde atifta bulunulan
performans ¢aligmasi raporu dokiimante edilir.

PART B
POST-MARKET PERFORMANCE
FOLLOW-UP

KISIM B
PiYASAYA ARZ SONRASI PERFORMANS
TAKIP

4. PMPF shall be understood to be a continuous
process that updates the performance evaluation
referred to in Article 56 and Part A of this Annex
and shall be specifically addressed in the
manufacturer's post-market surveillance plan.
When conducting PMPF, the manufacturer shall
proactively collect and evaluate performance and
relevant scientific data from the use of a device
which bears the CE marking and is placed on the
market or put into service within its intended
purpose as referred to in the relevant conformity
assessment procedure, with the aim of confirming
the safety, performance and scientific validity
throughout the expected lifetime of the device, of
ensuring the continued acceptability of the benefit-
risk ratio and of detecting emerging risks on the
basis of factual evidence.

4. PMPF, 56. Maddede ve bu Ekin A Kisminda
atifta bulunulan performans degerlendirmeyi
giincelleyen siirekli bir siire¢ olarak anlasilir ve
imalat¢inin piyasaya arz sonrasi gdzetim planinda
ozellikle ele alinir. PMPF’yi ylriitiirken, imalatgi,
cihazin beklenen kullanom Omrii siiresince
giivenligini, performansini ve bilimsel
gecerliligini  dogrulamak, fayda risk oraninin
siirekli kabul edilebilirligini saglamak ve gergek
kanitlara dayanarak yeni ortaya ¢ikan riskleri
tespit etmek amaciyla, CE isareti tagiyan ve ilgili
uygunluk degerlendirme prosediiriinde atifta
bulunuldugu sekilde kullanim amaci1 dahilinde
piyasaya arz edilen veya hizmete sunulan bir
cihazin kullanimindan elde edilen performans ve
ilgili bilimsel verileri pro-aktif olarak toplar ve
degerlendirir.

5. PMPF shall be performed pursuant to a
documented method laid down in a PMPF plan.
5.1. The PMPF plan shall specify the methods and
procedures for proactively collecting and
evaluating safety, performance and scientific data
with the aim of:

(a) confirming the safety and performance of the
device throughout its expected lifetime,

(b) identifying previously unknown risks or limits
to performance and contra-indications,

(c) identifying and analysing emergent risks on the
basis of factual evidence,

(d) ensuring the continued acceptability of the
clinical evidence and of the benefit-risk ratio
referred to in Sections 1 and 8 of Chapter | of
Annex I, and

(e) identifying possible systematic misuse.

5. PMPF, bir PMPF planinda belirtilen dokiimante
edilmis bir yonteme gore gerceklestirilir.

5.1. PMPF plani, asagidakiler amaciyla, giivenlik,
performans ve bilimsel verileri pro-aktif olarak
toplamak ve degerlendirmek igin ydntemler ve
prosediirler belirtir:

(a) beklenen kullanim Omrii boyunca cihazin
glivenlik ve performansini teyit etmek,

(b) onceden bilinmeyen performansa yonelik
riskleri veya simnirlar1 ve kontrendikasyonlari
tanimlamak,

(c) gercek kanitlara dayanarak, yeni ortaya ¢ikan
riskleri tanimlamak ve analiz etmek,

(d) klinik kanitin ve I. Ekin 1. ve 8. Kesimlerinde
atifta bulunulan fayda risk oraninin stirekli kabul
edilebilirligini saglamak ve

(e) cihazin olas1 sistematik yanlis kullanimini
tanimlamak.

5.2. The PMPF plan shall include at least:

5.2. PMPF plani, asgari olarak asagidakileri igerir:
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(a) the general methods and procedures of the
PMPF to be applied, such as gathering of clinical
experience gained, feedback from users, screening
of scientific literature and of other sources of
performance or scientific data;

(b) the specific methods and procedures of PMPF
to be applied, such as ring trials and other quality
assurance activities, epidemiological studies,
evaluation of suitable patient or disease registers,
genetic databanks or post-market clinical
performance studies;

(c) a rationale for the appropriateness of the
methods and procedures referred to in points (a)
and (b);

(d) a reference to the relevant parts of the
performance evaluation report referred to in
Section 1.3 of this Annex and to the risk
management referred to in Section 3 of Annex I;
(e) the specific objectives to be addressed by the
PMPF,;

(f) an evaluation of the performance data relating
to equivalent or similar devices, and the current
state of the art;

(g) reference to any relevant CS, harmonised
standards when used by the manufacturer, and
relevant guidance on PMPF, and;

(h) a detailed and adequately justified time
schedule for PMPF activities, such as analysis of
PMPF data and reporting, to be undertaken by the
manufacturer.

(a) kazanilan klinik deneyimin toplanmasi,
kullanicilardan alinan geri bildirim, bilimsel
literatiiriin ve diger ilgili performans veya bilimsel
veri kaynaklarinin taranmasi gibi, uygulanacak
PMPF’nin genel yontemleri ve prosediirleri;

(b) halka arastirmalari (ring trials) ve diger kalite
giivence faaliyetleri, epidemiyolojik calismalar,
uygun hasta  ve hastalik  kayitlarinin
degerlendirilmesi, genetik veri bankalar1 veya
piyasaya arz sonrasi klinik performans ¢alismalari
gibi, uygulanacak PMPF’nin spesifik yontemleri
ve prosediirleri;

(c) (a) ve (b) bentlerinde atifta bulunulan
yontemlerin ve prosediirlerin uygunluguna yonelik
gerekee;

(d) Bu Ekin 1.3. Kesimde atifta bulunulan
performans degerlendirme raporunun ilgili
boliimlerine ve I. Ekin 3. Kesiminde atifta
bulunulan risk yonetimine atif;

(e) PMPF tarafindan ele alinacak spesifik hedefler;

(f) esdeger veya benzer cihazlarla ve en giincel
teknolojik  gelismelerle ~ ilgili  performans
verilerinin degerlendirmesi;

(g) ilgili ortak spesifikasyonlara ve imalatct
tarafindan kullanildiginda uyumlastirilmis
standartlara ve PMPF’ye iligkin ilgili rehbere atif
Ve

(h) PMPF verilerinin analizi ve raporlama gibi,
imalatg1 tarafindan istlenilecek PMPF
faaliyetlerine yonelik detayli ve yeterince
gerekceli zaman cizelgesi.

6. The manufacturer shall analyse the findings of
the PMPF and document the results in a PMPF
evaluation report that shall update the performance
evaluation report and be part of the technical
documentation.

6. Imalatgi, PMPF nin bulgularini analiz eder ve
sonuglari, performans degerlendirme raporunu
glincelleyen ve teknik dokiimantasyonun bir
bolimii olan PMPF degerlendirme raporunda
dokiimante eder.

7. The conclusions of the PMPF evaluation report
shall be taken into account for the performance
evaluation referred to in Article 56 and Part A of
this Annex and in the risk management referred to
in Section 3 of Annex I. If, through the PMPF, the
need for preventive and/or corrective measures has
been identified, the manufacturer shall implement
them.

7. PMPF degerlendirme raporunun sonuglari, 56.
madde ve bu Ekin A Kisminda atifta bulunulan
performans degerlendirmede ve |I. Ekin 3.
Kesiminde atifta bulunulan risk yonetiminde
dikkate alinir. PMPF vasitasiyla, dnleyici ve/veya
diizeltici tedbirlere yonelik ihtiyag tanimlandiysa,
imalat¢1 bunlar1 uygular.

8. If PMPF is not deemed appropriate for a specific
device then a justification shall be provided and
documented within the performance evaluation
report.

8. Spesifik bir cihaz i¢in PMPF uygun
goriilmediyse, bunun gerek¢esi performans
degerlendirme raporunda sunulur ve dokiimante
edilir.

ANNEX XIV
INTERVENTIONAL CLINICAL
PERFORMANCE STUDIES AND CERTAIN
OTHER PERFORMANCE STUDIES

EK XIV
GIRISIMSEL KLINIK PERFORMANS
CALISMALARI VE DiGER BELIRLI (BAZI)
PERFORMANS CALISMALARI

CHAPTER |

BOLUM I
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DOCUMENTATION REGARDING THE
APPLICATION FOR INTERVENTIONAL
CLINICAL PERFORMANCE STUDIES AND
OTHER PERFORMANCE STUDIES
INVOLVING RISKS FOR THE SUBJECTS
OF THE STUDIES

GIRISIMSEL KLINiK PERFORMANS
CALISMALARINA VE GONULLULERI
iCIN RISKLER iCEREN DiGER
PERFORMANS CALISMALARINA
YONELIK BASVURUYLA ILGILi
DOKUMANTASYON

For devices intended to be used in the context of
interventional clinical performance studies or
other performance studies involving risks for the
subjects of the studies, the sponsor shall draw up
and submit the application in accordance with
Article 58 accompanied by the following
documents:

Miidahaleli klinik performans c¢aligmalart veya
goniilliileri i¢in riskler igceren diger performans
calismalar1 baglaminda kullanilmasi amaclanan
cihazlar i¢in, sponsor, asagidaki dokiimanlarla
birlikte 58. Madde uyarinca bir bagvuru hazirlar ve
sunar:

1. Application form

The application form shall be duly filled in,
containing the following information:

1.1. name, address and contact details of the
sponsor and, if applicable, name, address and
contact details of its contact person or legal
representative in accordance with Article 58(4)
established in the Union;

1. Bagvuru formu

Basvuru formu, asagidaki bilgileri
sekilde, usuliine gére doldurulur:

1.1. sponsorun adi, adresi ve iletisim bilgileri ve
mevcutsa, Birlikte yerlesik olan irtibat kisisinin
veya 58(4) maddesi uyarinca yasal temsilcisinin
adi, adresi ve iletisim bilgileri;

igerecek

1.2. if different from those in Section 1.1, name,
address and contact details of the manufacturer of
the device intended for performance evaluation
and, if applicable, of its authorised representative;

1.2. 1.1. Kesimdekilerden farkli ise, performans
degerlendirme amagli cihazin imalatg¢isinin ve
mevcutsa yetkili temsilcisinin, adi, adresi ve
iletisim bilgileri;

1.3. title of the performance study;

1.3. performans ¢alismasinin basligi;

1.4. single identification number in accordance
with Article 66(1);

1.4. 66(1) maddesi uyarinca tek bir (miinferit)
kimlik numarasi;

1.5. status of the performance study, such as. the
first  submission, resubmission,  significant
amendment;

1.5. performans ¢aligmasinin durumu; 6rnegin, ilk
basvuru, yeniden basvuru, 6nemli degisiklik, gibi;

1.6. details and/or reference to the performance
study plan, such as including details of the design
phase of the performance study;

1.6. Ornegin, performans ¢aligmasinin tasarim
asamasinin  detaylar1  dahil olmak {izere,
performans calismasi planina ydnelik ayrintilar
ve/veya ilgili plana atif;

1.7.if the application is a resubmission with regard
to a device for which an application has been
already submitted, the date or dates and reference
number or numbers of the earlier application or in
the case of significant amendment, reference to the
original application. The sponsor shall identify all
of the changes from the previous application
together with a rationale for those changes, in
particular, whether any changes have been made to
address conclusions of previous competent
authority or ethics committee reviews;

1.7. Basvuru, halihazirda bagvurusu yapilmis bir
cihaza iliskin yeniden bagvuru ise, Onceki
basvurunun tarihi veya tarihleri ve referans
numarasi veya numaralar1 ya da dnemli degisiklik
durumunda, ilk basvuruya atif. Sponsor, 6nceki
basvurudan itibaren ortaya c¢ikan degisikliklerin
tamamini, bu degisikliklere yonelik bir gerekge ile
birlikte, 6zellikle de, degisikliklerin yetkili otorite
veya etik  kurul incelemelerinin  Onceki
degerlendirmelerini ele almak i¢in yapilip
yapilmadigini, tanimlar.

1.8. if the application is submitted in parallel with
an application for a clinical trial in accordance
with Regulation (EU) No 536/2014, reference to
the official registration number of the clinical trial;

1.8. basvuru, (AB) 536/2014 sayil1 Tiiziik uyarinca
bir klinik aragtirmaya yonelik basvuruya paralel
olarak sunuluyorsa, bu klinik arastirmanin resmi
kayit numarasina atif;

1.9. identification of the Member States and third
countries in which the clinical performance study

1.9. klinik performans ¢alismasinin, ¢ok merkezli
veya ¢ok uluslu bir c¢aligmanin pargasi olarak

13.11.2019 / TITCK.ABM

102



is to be conducted as part of a multicentre or
multinational study at the time of application;

yiiriitiilecegi iiye devletlerin ve {ig¢lincii iilkelerin
basvuru aninda tanimlanmasi;

1.10. brief description of the device for
performance study, its classification and other
information necessary for the identification of the
device and device type;

1.10. performans c¢alismasina yonelik cihazin kisa
agiklamasi, siniflandirmasi1 ve cihaz ile cihaz
tipinin tanimlanmasi i¢in gerekli diger bilgiler;

1.11. summary of the performance study plan;

1.11. performans ¢alismasi planinin 6zeti;

1.12. if applicable, information regarding a
comparator device, its classification and other
information necessary for the identification of the
comparator device,

1.12. mevcutsa, karsilagtirma cihaziyla ile bilgiler,
onun siniflandirmasi ve karsilagtirma cihazinin
tanimlanmasi i¢in gerekli diger bilgiler;

1.13. evidence from the sponsor that the clinical
investigator and the investigational site are
capable of conducting the clinical performance
study in accordance with the performance study
plan;

1.13.  klinik  arastirmacinin  ve  arastirma
merkezinin, performans g¢alismasi plani uyarinca
klinik performans caligsmasini ylriitme
kabiliyetine iliskin sponsorun kanitlari;

1.14. details of the anticipated start date and
duration of the performance study;

1.14. performans ¢alismasinin dngdriilen baslama
tarihi ve stiresi ile ilgili ayrintilar;

1.15. details to identify the notified body, if
already involved at the stage of application for the
performance study;

1.15. performans ¢alismasina basvuru asamasinda
hali hazirda dahil edilmis ise, onaylanmis kurulusu
tanimlamaya yoOnelik ayrintilar;

1.16. confirmation that the sponsor is aware that
the competent authority may contact the ethics
committee that is assessing or has assessed the
application;

1.16. sponsorun; yetkili otoritenin, basvuruyu
degerlendirmekte ya da degerlendirmis olan etik
kurul ile temasa gecebileceginin farkinda
olduguna dair teyit ve

1.17. the statement referred to in Section 4.1.

1.17. 4.1. Kesimde atifta bulunulan beyanname.

2. Investigator's brochure

The investigator's brochure (IB) shall contain the
information on the device for performance study
that is relevant for the study and available at the
time of application. Any updates to the IB or other
relevant information that is newly available shall
be brought to the attention of the investigators in a
timely manner. The IB shall be clearly identified
and contain in  particular the following
information:

2. Arastirmaci Brosiirii

Aragtirmaci brosiirii (IB), performans ¢alismasina
yonelik cihaza iliskin ¢aligmayla alakali olan ve
basvuru aninda mevcut olan bilgileri igerir. IB’ye
yonelik giincellemeler veya yeni ortaya ¢ikan ilgili
diger bilgiler, arastirmacinin dikkatine zamaninda
sunulur. IB, agik¢a tanimlanir ve oOzellikle
asagidaki bilgileri igerir:

2.1. ldentification and description of the device,
including information on the intended purpose, the
risk classification and applicable classification
rule pursuant to Annex VIII, design and
manufacturing of the device and reference to
previous and similar generations of the device.

2.1. kullanim amacina, risk siniflandirmasina ve
VIII. Ek uyarinca uygulanabilir smiflandirma
kuralina, cihazin tasarimina ve imalatina iliskin
bilgiler dahil olmak lizere cihazin tanimlamasi ve
agiklamasi ile cihazin onceki ve benzer nesillerine
atif.

2.2. Manufacturer's instructions for installation,
maintenance, maintaining hygiene standards and
for use, including storage and handling
requirements, as well as, to the extent that such
information is available, information to be placed
the label, and instructions for use to be provided
with the device when placed on the market. In
addition, information relating to any relevant
training required.

2.2. Kuruluma, bakima, hijyen standartlarini
korumaya yonelik ve depolama ve kullanim
gereklilikleri dahil olmak tizere kullanima yonelik
imalat¢inin talimatlar1 ile birlikte mevcut oldugu
Olclide etikete yerlestirilecek bilgiler ve piyasaya
arz edildiginde cihazla birlikte temin edilecek
kullanim talimati. Buna ilave olarak, gerek
duyulan ilgili herhangi bir egitime iliskin bilgiler.

2.3. Analytical performance.

2.3. Analitik performans.

2.4. Existing clinical data, in particular:

2.4. Mevcut klinik veriler, 6zellikle:
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from relevant peer-reviewed scientific
literature and available consensus expert opinions
or positions from relevant professional
associations relating to the safety, performance,
clinical benefits to patients, design characteristics,
scientific validity, clinical performance and
intended purpose of the device and/or of
equivalent or similar devices;

— other relevant clinical data available relating to
the  safety, scientific  validity, clinical
performance, clinical benefits to patients, design
characteristics and intended purpose of similar
devices, including details of their similarities and
differences with the device in question.

— cihazin ve/veya esdeger ya da benzer cihazlarin
glivenliligine, performansina, hastalara yonelik
klinik faydalarina, tasarim karakteristiklerine,
bilimsel gecerliligine, klinik performansina ve
kullanim amacina iliskin ilgili hakemli bilimsel
literatirden ve ilgili mesleki derneklerden
uzmanlarin karsilikli mutabakata dayali mevcut
goriislerinden veya fikirlerinden elde edilenler;
— s0z konusu cihazla aralarindaki benzerlik ve
farklilik detaylar1 dahil olmak iizere, benzer
cihazlarin giivenliligine, bilimsel gegerliligine,
klinik performansina, hastalara yonelik klinik
faydalarina, tasarim  karakteristiklerine  ve
kullanim amacina iliskin mevcut ilgili diger klinik
veriler,

2.5. Summary of the benefit-risk analysis and the
risk management, including information regarding
known or foreseeable risks and warnings.

2.5. Bilinen veya Ongoriilebilen risklere ve
uyarilara iligkin bilgiler dahil olmak iizere, fayda-
risk analizinin ve risk yonetiminin 6zeti.

2.6. In the case of devices that include tissues, cells
and substances of human, animal or microbial
origins detailed information on the tissues, cells
and substances, and on the compliance with the
relevant general safety and performance
requirements and the specific risk management in
relation to those tissues, cells and substances.

2.6. Insan, hayvan veya mikrobiyal kaynakl
dokular, hiicreler ve maddeler igeren cihazlar s6z
konusu oldugunda, bu dokular, hiicreler ve
maddeler hakkinda ve ilgili genel giivenlilik ve
performans gerekliliklerine uygunluk hakkinda
ayrintili bilgi ve bu dokulara, hiicrelere ve
maddelere iligkin spesifik risk yonetimi.

2.7. A list detailing the fulfilment of the relevant
general safety and performance requirements set
out in Annex I, including the standards and CS
applied, in full or in part, as well as a description
of the solutions for fulfilling the relevant general
safety and performance requirements, in so far as
those standards and CS have not or have only been
partly fulfilled or are lacking.

2.7. Tamamen veya kismen uygulanan standartlar
ve ortak spesifikasyonlar dahil olmak tizere, I.
Ekte belirtilen ilgili genel gilivenlilik ve
performans gerekliliklerinin yerine getirilmesini
detaylandiran bir liste ile birlikte bu standartlarin
ve ortak spesifikasyonlarin yerine getirilmemesi
veya yalnizca kismen yerine getirilmis olmasi ya
da bu standartlarin ve ortak spesifikasyonlarin
eksik olmas1 durumunda ilgili genel giivenlilik ve
performans gerekliliklerinin yerine getirilmesine
yonelik ¢ozlimler ile ilgili bir agiklama.

2.8. A detailed description of the clinical
procedures and diagnostic tests used in the course
of the performance study and in particular
information on any deviation from normal clinical
practice.

2.8. Performans c¢alismasi esnasinda kullanilan
klinik prosediirlerin ve tani testlerinin ayrintili bir
aciklamasi  ve  Ozellikle normal  klinik
uygulamadan sapmalara iligkin bilgiler.

3. Performance study plan as referred to in
Sections 2 and 3 of Annex XIII.

3. XIII. Ekin 2. ve 3. Kesimlerinde atifta
bulunuldugu sekilde performans ¢alismasi plani.

4. Other information

4.1. A signed statement by the natural or legal
person responsible for the manufacture of the
device for performance study that the device in
question conforms to the general safety and
performance requirements laid down in Annex |
apart from the aspects covered by the clinical
performance study and that, with regard to those
aspects, every precaution has been taken to protect
the health and safety of the subject.

4. Diger Bilgiler
4.1. Performans calismasina yonelik cihazin,

klinik  performans calismasi  kapsamindaki
hususlar haricinde 1. Ekte belirtilen genel
giivenlilik  ve  performans  gerekliliklerine

uyduguna dair ve bu hususlarla ilgili olarak biitiin
tedbirlerin goniilliniin saghik ve giivenligini
korumak tizere alinmig olduguna dair, s6z konusu
cihazin imalatindan sorumlu gergek veya tiizel kisi
tarafindan imzal1 bir beyanname.
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4.2. Where applicable according to national law, a
copy of the opinion or opinions of the ethics
committee or committees concerned. Where under
national law the opinion or opinions of the ethics
committee or committees is not required at the
time of the submission of the application, a copy
of the opinion or opinions shall be submitted as
soon as available.

4.2. Ulusal mevzuat uyarinca uygulanabildigi
hallerde, ilgili etik kurulun veya kurullarin
gorlisliniin - veya gorilislerinin  sureti. Ulusal
mevzuat uyarinca, etik kurul veya kurullarin
goriisiiniin veya goriislerinin bagvuru esnasinda
talep edilmemesi durumunda, goriis veya
goriiglerin bir sureti miimkiin olan en kisa siirede
sunulur.

4.3. Proof of insurance cover or indemnification of
subjects in case of injury, pursuant to Article 65
and the corresponding national law.

4.3. 65. Madde ve ilgili ulusal mevzuat uyarinca,
yaralanma durumunda goniilliilerin  sigorta
kapsaminin veya teminatinin kaniti.

4.4. Documents to be used to obtain informed
consent, including the patient information sheet
and the informed consent document.

4.4. Hasta bilgilendirme foyii ve bilgilendirilmis
goniillii oluru dokiimani dahil olmak iizere,
bilgilendirilmis  goniilli  oluru almak i¢in
kullanilacak dokiimanlar.

4.5 Description of the arrangements to comply
with the applicable rules on the protection and
confidentiality of personal data, in particular:

— organisational and technical arrangements that
will be implemented to avoid unauthorised access,
disclosure, dissemination, alteration or loss of
information and personal data processed;

— a description of measures that will be
implemented to ensure confidentiality of records
and personal data of subjects;

— a description of measures that will be
implemented in case of a data security breach in
order to mitigate the possible adverse effects.

4.5. Kisisel verilerin korunmasina ve gizliligine
iliskin uygulanabilir kurallara uymak i¢in yapilan
diizenlemeler ile ilgili aciklama, 6zellikle:

— islenen bilgi ve kisisel verilerin yetkisiz
erisimini, ifsasini, yayilmasini, degistirilmesini
veya Kkaybini o6nlemek igin uygulanacak
organizasyonel ve teknik diizenlemeler;

— kayitlarin ve goniilliilerin kisisel verilerinin
gizliligini saglamak i¢cin uygulanacak tedbirlerin
agiklamasi;

— bir veri giivenligi ihlali durumunda, olasi
advers etkileri azaltmak amaciyla uygulanacak
tedbirlerin agiklamasi.

4.6. Full details of the available technical
documentation, for example detailed risk
analysis/management documentation or specific
test reports shall be submitted to the competent
authority reviewing an application upon request.

4.6. Mevcut teknik dokiimantasyonla ilgili tiim
ayrintilar, 6rnegin ayrintili risk analizi/yonetimi
dokiimantasyonu veya spesifik test raporlari,
talebi lizerine bagvuruyu goézden gegiren yetkili
otoriteye sunulur.

CHAPTER Il
OTHER OBLIGATIONS OF THE SPONSOR

13(")LI"JM 11
SPONSORUN DIiGER YUKUMLULUKLERI

1. The sponsor shall undertake to keep available
for the competent national authorities any
documentation necessary to provide evidence for
the documentation referred to in Chapter | of this
Annex. If the sponsor is not the natural or legal
person responsible for the manufacture of the
device intended for performance study, that
obligation may be fulfilled by that person on
behalf of the sponsor.

1. Sponsor, bu Ekin I. Béliimiinde atifta bulunulan
dokiimantasyona yonelik kanitlar saglamak {izere
gerekli her dokiimantasyonu yetkili ulusal
otoriteler i¢in hazir bulundurmay: taahhiit eder.
Sponsor, performans c¢alismasina yonelik cihazin
imalatindan sorumlu ger¢ek veya tiizel kisi
degilse, bu yiikiimliiliik, sponsor adina s6z konusu
gergek veya tlizel kisi tarafindan yerine
getirilebilir.

2. The sponsor shall have an agreement in place to
ensure that any serious adverse events or any other
event as referred to in Article 76(2) are reported by
the investigator or investigators to the sponsor in a
timely manner.

2. Sponsor, 76(2) Maddesinde atifta bulunuldugu
iizere ciddi advers olaylarin veya diger olaylarin
aragtirmaci/lar tarafindan sponsora zamaninda
raporlanmasimi saglamak igin yiiriirlilkte olan bir
anlagmaya sahip olur.

3. The documentation mentioned in this Annex
shall be kept for a period of time of at least 10
years after the clinical performance study with the
device in question has ended, or, in the event that

3. Bu Ekte bahsedilen dokiimantasyon, s6z konusu
cihazin klinik performans c¢alismasinin sona
ermesinden itibaren en az 10 yillik, ya da, cihazin
sonradan piyasaya arz edilmesi durumunda, en son
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the device is subsequently placed on the market,
for at least 10 years after the last device has been
placed on the market.

Each Member State shall require that the
documentation referred to in this Annex is kept at
the disposal of the competent authorities for the
period indicated in the first subparagraph in case
the sponsor, or his contact person, established
within its territory, goes bankrupt or ceases its
activity prior to the end of this period.

cihaz piyasaya arz edildikten sonra en az 10 yillik
bir siire i¢in muhafaza edilir.

Her iiye devlet, kendi sinirlar1 igerisinde yerlesik
olan sponsorun veya onun irtibat kisisinin, bu
siirenin sona ermesinden once iflas etmesi ya da
faaliyetini sonlandirmasi durumunda, birinci alt
paragrafta belirtilen slire boyunca bu Ekte atifta
bulunulan dokiimantasyonun yetkili otoritelere
sunulmak iizere muhafaza edilmesini talep eder.

4. The sponsor shall appoint a monitor that is
independent of the investigation site to ensure that
the clinical performance study is conducted in
accordance with the Clinical Performance Study
Plan, the principles of good clinical practice and
this Regulation.

4. Sponsor, klinik performans ¢alismasinin Klinik
Performans  Calismast  Plami, 1yi  klinik
uygulamalar1 ilkeleri ve bu Tiizilk uyarinca
yuriitiilmesini saglamak i¢in arastirma
merkezinden bagimsiz olan bir monitdr/izleyici
atar.

5. The sponsor shall complete the follow-up of
investigation subjects.

5. Sponsor, arastirmaya katilan goniilliilerin
takibini tamamlar.
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