REGULATION (EU) 2017/745

TIBBIi CIHAZ YONETMELIGI TASLAGI

TASLAK METNI HAZIRLAYAN

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.

kosullarinda kullanim amaglarina uygun olacaklar
sekilde tasarlanir ve imal edilir. Cihazlar; genel olarak
kabul goérmiis en son teknolojik gelismeler dikkate
almarak giivenli ve etkili olur ve ayrica cihazlarin
kullanimiyla iligkili olabilecek risklerin hastaya
saglanan yararlar ile kiyaslandiginda kabul edilebilir
olmasint ve saglk ile giivenligin yiiksek seviyede
korunmasina uygun olmasini saglayarak, hastalarin
klinik durumunu veya giivenligini ya da kullanicilarin
veya gerektiginde diger kisilerin saglik ve glivenligini
tehlikeye atmaz.

ANNEXES EKLER KURUMUN YORUMLARI
ANNEX I EK1
GENERAL SAFETY AND PERFORMANCE GENEL GUVENLILIK VE PERFORMANS
REQUIREMENTS GEREKLILIKLERI
CHAPTER I I. BOLUM
GENERAL REQUIREMENTS GENEL GEREKLILIKLER
1. Devices shall achieve the performance intended by | 1.  Cihazlar; imalat¢ilar1 tarafindan  amaglanan
their manufacturer and shall be designed and | performansi gerceklestirir ve normal kullanim

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 azaltmaya yoOnelik
olarak bu Ek’te belirtilen gereklilik; fayda-risk oranim
olumsuz bir sekilde etkilemeksizin risklerin miimkiin
oldugu kadar 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;

3. Imalatcilar, bir risk ydnetim sistemi kurar, uygular,
dokiimante eder ve siirdiiriir. Risk yonetimi, bir cihazin
tim yasam dongiisii boyunca siirekli tekrarlanan ve
diizenli sistematik gilincelleme gerektiren bir siireg
olarak kabul edilir. Imalatcilar, risk yonetimini
yiiriitiirken:

a) Her cihaz i¢in bir risk yonetim plani olusturur ve
dokiimante eder,
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(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, 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.

b) Her cihazla iligkili bilinen ve 6ngoriilebilir tehlikeleri
tanimlar ve analiz eder,

¢) Amaglanan kullanim esnasinda ve makul bir sekilde
ongoriilebilir hatali kullanim sirasinda ortaya ¢ikan ve
amaglanan kullanimla iligkili olan riskleri tahmin eder
ve degerlendirir,

¢) Bu Ekin 4’iinde belirtilen gereklilikler uyarinca (c)
bendinde atifta bulunulan riskleri ortadan kaldirir veya
kontrol eder,

d) Uretim asamasindan ve dzellikle piyasaya arz sonrasi
gozetim sisteminden elde edilen bilgilerin; tehlikeler ve
bunlarin meydana gelme siklig1 tizerindeki etkisini,
tehlikelerle iliskili risklerin tahmini {izerindeki etkisini
ve toplam risk, fayda-risk oram1 ve riskin kabul
edilebilirligi iizerindeki etkisini degerlendirir ve

e) (d) bendinde atifta bulunulan bilgilerin etkisiyle ilgili
degerlendirmeye dayanarak, gerektiginde bu Ekin
4’tinde belirtilen gereklilikler dogrultusunda kontrol
tedbirlerini tadil eder.

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, 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

4. Cihazlarin tasarinmina ve imalatina yoOnelik
imalat¢ilar tarafindan kabul edilen risk kontrol
tedbirleri, genel olarak kabul gérmiis en son teknolojik
gelismeler dikkate alinarak giivenlilik ilkelerine uygun
olur. Riskleri azaltmak amaciyla imalatcilar; toplam
artik riskin yani sira her bir tehlikeyle iligkili artik riskin
kabul edilebilir olarak degerlendirilmesi i¢in riskleri
yonetir. Imalatcilar; en uygun coziimleri secerken,
asagidaki oncelik sirasina uymak suretiyle:

a) Giivenli tasarim ve imalat yoluyla riskleri miimkiin
oldugu kadar ortadan kaldirir veya azaltir,

b) Uygun oldugu hallerde, ortadan kaldirilamayan
risklere iligkin olarak gerektiginde alarmlar dahil olmak
iizere yeterli koruma tedbirleri alir ve
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() provide information for safety
(warnings/precautions/contra-indications) and, where
appropriate, training to users.

Manufacturers shall inform users of any residual risks.

c) Giivenlilige yonelik bilgileri
(uyarilar/onlemler/kontrendikasyonlar) ve  uygun
oldugu hallerde kullanic1 egitimi saglar.

Imalatcilar, kullanicilar1  arttk riskler hakkinda
bilgilendirir.

5. In eliminating or reducing risks related to use 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 wusers (design for lay,
professional, disabled or other users).

5. Imalatcilar; kullanim hatasiyla ilgili riskleri ortadan
kaldirirken veya azaltirken;

a) Cihazin ergonomik 0&zellikleriyle ve cihazin
kullanilmasinin amaglandig1 ortamla ilgili riskleri
mimkiin oldugu kadar azaltir (hasta giivenligine
yonelik tasarim) ve

b) Hedeflenen kullanicilarin;  teknik  bilgisini,
deneyimini, 6grenimini, egitimini, kullanim ortamini ve
uygulanabildigi hallerde tibbi ve fiziksel durumlarmi
géz Onlinde 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. Imalatg1 tarafindan belirtildigi sekilde bir cihazin
karakteristikleri ve performansi; cihaz normal kullanim
kosullar1 altinda meydana gelebilen zorlamalara tabi
tutuldugunda ve cihazin imalat¢inin talimatlarina gore
diizenli olarak bakimi yapildiginda, s6z konusu cihazin
kullanim émrii siiresince hastanin veya kullanicinin ve
diger kisilerin saglik veya giivenligini 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, imalat¢1 tarafindan saglanan talimatlar ve
bilgiler  dikkate  alinarak  nakledilmeleri  ve
depolanmalar1 sirasinda (6rnegin, sicaklik ve nem
dalgalanmalar1 nedeniyle) Ongoriilen kullanimlar
stiresince karakteristikleri ve performans: olumsuz
olarak etkilenmeyecek sekilde tasarlanir, imal edilir ve
ambalajlanir.
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8. All known and foreseeable risks, and any
undesirable side-effects, shall be minimised and be
acceptable when weighed against the evaluated
benefits to the patient and/or user arising from the
achieved performance of the device during normal
conditions of use.

8. Bilinen ve ongoriilebilir tiim riskler ve istenmeyen
yan etkiler; en aza indirgenir ve normal kullanim
kosullar1 altinda cihazin gerceklesen performansindan
kaynaklanan, hasta ve/veya kullanici i¢in Olgiilen
faydalar ile kiyaslandiginda kabul edilebilir olur.

9. For the devices referred to in Annex XVI, the
general safety requirements set out in Sections 1 and 8
shall be understood to mean that the device, when used
under the conditions and for the purposes intended,
does not present a risk at all or presents a risk that is
no more than the maximum acceptable risk related to
the product's use which is consistent with a high level
of protection for the safety and health of persons.

9. Ek XVI’da atifta bulunulan cihazlar i¢in bu Ekin 1 ve
8’inde belirtilen genel giivenlilik gereklilikleri; cihazin
belirlenen sartlar altinda ve Ongoriilen amaglar icin
kullanildiginda iirtin kullanimiyla iliskili, hig¢bir risk
teskil etmemesi ya da kisilerin giivenliginin ve
sagliginin yiiksek seviyede korunmasina uygun olarak
azami kabul edilebilir riskten fazla olmayan bir risk
teskil etmesi anlamina gelir.

CHAPTER II
REQUIREMENTS REGARDING DESIGN AND
MANUFACTURE

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 I are
fulfilled. Particular attention shall be paid to:

(a) the choice of materials and substances used,
particularly as regards toxicity and, where relevant,
flammability;

(b) the compatibility between the materials and
substances used and biological tissues, cells and body
fluids, taking account of the intended purpose of the
device and, where relevant, absorption, distribution,
metabolism and excretion,;

II. BOLUM
TASARIM VE iIMALAT iLE iLGILIi
GEREKLILIKLER

10. Kimyasal, fiziksel ve biyolojik ozellikler

10.1. Cihazlar; bu Ekin I. Boliimiinde atifta bulunulan
karakteristiklerin ve performans gerekliliklerinin yerine
getirilmesini saglayacak sekilde tasarlanir ve imal
edilir. Asagidakilere 6zellikle dikkat edilir:

a) Ozellikle toksisiteyle ve ilgili oldugu hallerde
alevlenirlikle ilgili olarak kullanilan materyallerin ve
maddelerin se¢imi,

b) Cihazin kullanim amaci ve ilgili oldugu hallerde
absorbsiyon, dagilim, metabolizma ve atilim dikkate
alinarak kullanilan materyaller ve maddeler ile
biyolojik dokular, hiicreler ve viicut sivilar1 arasindaki
uyumluluk,
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(c) the compatibility between the different parts of a
device which consists of more than one implantable
part;

(d) the impact of processes on material properties;

(e) where appropriate, the results of biophysical or
modelling research the validity of which has been
demonstrated beforehand;

(f) the mechanical properties of the materials used,
reflecting, where appropriate, matters such as strength,
ductility, fracture resistance, wear resistance and
fatigue resistance;

(g) surface properties; and

(h) the confirmation that the device meets any defined
chemical and/or physical specifications.

c) Birden fazla implante edilebilir par¢adan olusan bir
cihazin farkl pargalar1 arasindaki uyumluluk,

¢) Siireglerin materyal 6zellikleri tizerindeki etkisi,

d) Uygun oldugu hallerde, gecerliligi Onceden
kanitlanmis biyofiziksel veya modelleme arastirma
sonuglari,

e) Uygun oldugu hallerde, mukavemet, diiktilite,
kirilma direnci, aginma direnci ve yorulma direnci gibi
hususlar dikkate almarak kullanilan materyallerin
mekanik ozellikleri,

f) Yiizey ozellikleri ve

g) Cihazin, tanmimlanmis kimyasal ve/veya fiziksel
spesifikasyonlar1 karsiladiginin teyidi.

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 ve cihazlarin nakliyesinde, depolanmasinda ve
kullanilmasinda yer alan kisiler i¢in kontaminantlardan
ve kalintilardan kaynaklanan riskleri en aza indirecek
sekilde tasarlanir, imal edilir ve ambalajlanir. Bu
kontaminantlara ve kalintilara maruz kalan dokular ile
maruz kalma siiresine ve sikligina Ozellikle dikkat
edilir.

10.3. Devices shall be designed and manufactured in
such a way that they can be used safely with the
materials and substances, including gases, with which
they enter into contact during their intended use; if the
devices are intended to administer medicinal products
they shall be designed and manufactured in such a way
as to be compatible with the medicinal products
concerned in accordance with the provisions and
restrictions governing those medicinal products and
that the performance of both the medicinal products

10.3. Cihazlar; gazlar dahil olmak {izere, ongoriilen
kullanimlar1 siiresince temas ettikleri malzemeler ve
maddelerle giivenli olarak kullanilabilecekleri bir
sekilde tasarlanir ve imal edilir. Tibbi tiriinleri tatbik
etme amacgl cihazlar; bu tibbi {riinlere iliskin
hiikiimlere ve kisitlamalara uygun olarak ilgili tibbi
iirinlerle uyumlu olacak sekilde ve hem tibbi {irlinlerin
hem de cihazlarin performansinin, bunlarin ilgili
endikasyonlarina ve kullanim amaclarina uygun olarak
siirdiirtilecegi bir sekilde tasarlanir ve imal edilir.
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and of the devices is maintained in accordance with
their respective indications and intended use.

10.4. Substances

10.4.1. Design and manufacture of devices

Devices shall be designed and manufactured in such a
way as to reduce as far as possible the risks posed by
substances or particles, including wear debris,
degradation products and processing residues, that
may be released from the device.

Devices, or those parts thereof or those materials used
therein that:

— are invasive and come into direct contact with the
human body,

— (re)administer medicines, body liquids or other
substances, including gases, to/from the body, or

— transport or store such medicines, body fluids or
substances, including gases, to be (re)administered to
the body,

shall only contain the following substances in a
concentration that is above 0,1 % weight by weight
(w/w) where justified pursuant to Section 10.4.2:

(a) substances which are carcinogenic, mutagenic or
toxic to reproduction (‘CMR”), of category 1A or 1B,
in accordance with Part 3 of Annex VI to Regulation
(EC) No 1272/2008 of the European Parliament and of
the Council, or

(b) substances having endocrine-disrupting properties
for which there is scientific evidence of probable

10.4. Maddeler

10.4.1. Cihazlarin tasarimi ve imalati

Cihazlar; asinma kalintisi, bozunma firiinleri ve islem
kalintilar1 dahil olmak iizere cihazdan salinabilecek
maddelerden veya partikiillerden kaynaklanan riskleri
mimkiin oldugu kadar azaltacak bir sekilde tasarlanir
ve imal edilir.

- Invaziv olan ve insan viicuduna dogrudan temas eden,

- T1bbi iirtinleri, viicut sivilarini veya gazlar dahil olmak
tizere diger maddeleri tek seferde ya da tekrarlayarak
viicuda tatbik eden veya viicuttan uzaklagtiran ya da

- Tek seferde ya da tekrarlayarak viicuda tatbik edilecek
bu tiir tibbi iiriinleri, viicut stvilari veya gazlar dahil
olmak {izere maddeleri tagiyan veya depolayan
cihazlar veya cihaz parcalart ya da cihazlarda
kullanilan materyaller; yalmizca 10.4.2 uyarinca
gerekcelendirildigi  takdirde, asagidaki maddeleri
agirlikca yiizdeleri (w/w) % 0,1’in lizerinde bir
konsantrasyonda igerir:

a) 11/12/2013 tarihli ve 28848 sayili Resmi Gazete’de
yayimlanan Maddelerin ve Karigimlarin
Siniflandirilmasi, Etiketlenmesi ve Ambalajlanmasi
Hakkinda Yonetmelik’in VI. Ekinin 3. Bolimii
uyarinca, 1A veya 1B kategorisinin kanserojen, mutajen
veya lireme sistemine toksik etki gosteren maddeleri
(CMR) veya

b) Insan saglig1 iizerine muhtemel ciddi etkilerine dair
bilimsel kanit bulunan ve 23/06/2017 tarihli ve 30105
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serious effects to human health and which are
identified either in accordance with the procedure set
out in Article 59 of Regulation (EC) No 1907/2006 of
the European Parliament and of the Council or, once a
delegated act has been adopted by the Commission
pursuant to the first subparagraph of Article 5(3) of
Regulation (EU) No 528/2012 of the European
Parliament and the Council, in accordance with the
criteria that are relevant to human health amongst the
criteria established therein.

sayili Resmi Gazete’de yayimlanan Kimyasallarm
Kaydi, Degerlendirilmesi, Izni ve Kisitlanmasi
Hakkinda Y6netmelik’in 49 uncu maddesinde belirtilen
prosediire uygun olarak ya da Komisyon tarafindan bir
tasarruf kabul edildiginde s6z konusu tasarrufta
belirlenen kriterler arasinda insan sagligiyla ilgili olan
kriterlere uygun olarak tanimlanan endokrin bozucu
ozelliklere sahip maddeleri.

10.4.2. Justification regarding the presence of CMR
and/or endocrine-disrupting substances

The justification for the presence of such substances
shall be based upon:

(a) an analysis and estimation of potential patient or
user exposure to the substance;

(b) an analysis of possible alternative substances,
materials or designs, including, where available,
information about independent research, peer-
reviewed studies, scientific opinions from relevant
scientific committees and an analysis of the
availability of such alternatives;

(c) argumentation as to why possible substance and/ or
material substitutes, if available, or design changes, if
feasible, are inappropriate in relation to maintaining
the functionality, performance and the benefit-risk
ratios of the product; including taking into account if
the intended use of such devices includes treatment of
children or treatment of pregnant or breastfeeding
women or treatment of other patient groups considered
particularly vulnerable to such substances and/or
materials; and

10.4.2. CMR ve/veya endokrin bozucu maddelerin
mevcut olmasiyla ilgili gerekcelendirme

Bu tir maddelerin  mevcudiyetine
gerekcelendirme, asagidaki hususlara dayanir:
a) Maddeye olas1 hasta veya kullanici maruziyetinin
analizi ve tahmini,

b) Mevcut oldugu durumda; bagimsiz arastirmalar,
hakem denetimli ¢galigmalar, ilgili bilimsel komitelerden
alinan bilimsel gortisler hakkinda bilgiler dahil olmak
iizere, olasi alternatif maddelerin, materyallerin veya
tasarimlarin analizi ve bu tiir alternatiflerin mevcut
olmasiyla ilgili analiz,

¢) Bu tiir cihazlarin amaglanan kullaniminin, cocuklarin
tedavisini ya da gebe veya emziren kadinlarin tedavisini
ya da bu tlir maddeler ve/veya materyaller agisindan
ozellikle etkilenebilir oldugu diisliniilen diger hasta
gruplarinin tedavisini igerip icermediginin dikkate
alinmasi1 dahil olmak iizere, mevcutsa olasi madde
ve/veya materyal ikamelerinin veya yapilabilir ise
tasarim  degisikliklerinin;  iirliniin  islevselliginin,
performansinin ve fayda-risk oranlarinin siirdiiriilmesi
bakimindan neden uygun olmadigina yonelik tartisma
ve

yonelik
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(d) where applicable and available, the latest relevant
scientific committee guidelines in accordance with
Sections 10.4.3. and 10.4.4.

¢) Uygulanabildigi hallerde ve mevcut oldugu durumda,
bu Ekin 10.4.3 ve 10.4.4’{i uyarinca en giincel ilgili
bilimsel komite kilavuzlari.

10.4.3. Guidelines on phthalates

For the purposes of Section 10.4., the Commission
shall, as soon as possible and by 26 May 2018, provide
the relevant scientific committee with a mandate to
prepare guidelines that shall be ready before 26 May
2020. The mandate for the committee shall encompass
at least a benefit-risk assessment of the presence of
phthalates which belong to either of the groups of
substances referred to in points (a) and (b) of Section
10.4.1. The benefit-risk assessment shall take into
account the intended purpose and context of the use of
the device, as well as any available alternative
substances and alternative materials, designs or
medical treatments. When deemed appropriate on the
basis of the latest scientific evidence, but at least every
five years, the guidelines shall be updated.

10.4.3. Ftalatlara iliskin kilavuzlar

Bu Ekin 10.4.1’inin (a) ve (b) bentlerinde atifta
bulunulan madde gruplarindan herhangi birinde
ftalatlarin mevcut olmasiyla ilgili bir fayda-risk
degerlendirmesini kapsayan kilavuzlar, en son bilimsel
kanitlara dayanarak, uygun goriildiiglinde ve asgari
olarak her 5 yilda bir giincellenir.

10.4.4. Guidelines on other CMR and endocrine-
disrupting substances

Subsequently, the Commission shall mandate the
relevant scientific committee to prepare guidelines as
referred to in Section 10.4.3. also for other substances
referred to in points (a) and (b) of Section 10.4.1.,
where appropriate.

10.4.4. Diger CMR ve endokrin bozucu maddelere
iliskin kilavuzlar

Uygun oldugu hallerde, bu Ekin 10.4.1’inin (a) ve (b)
bentlerinde atifta bulunulan diger maddeler icin de
10.4.3’te atifta bulunuldugu sekilde Komisyonca
hazirlanan kilavuzlar, Kurum tarafindan yayimlanir.

10.4.5. Labelling

Where devices, parts thereof or materials used therein
as referred to in Section 10.4.1. contain substances
referred to in points (a) or (b) of Section 10.4.1. in a
concentration above 0,1 % weight by weight (w/w),
the presence of those substances shall be labelled on
the device itself and/or on the packaging for each unit

10.4.5. Etiketleme

Bu Ekin 10.4.1°de atifta bulunuldugu sekilde,
cihazlarin, cihaz pargalarinin veya cihazlarda kullanilan
materyallerin, 10.4.1’in (a) ve (b) bentlerinde atifta
bulunulan maddeleri agirlik¢a yiizdeleri (w/w) %0,1’in
iizerinde bir konsantrasyonda igermesi durumunda, bu
tir maddelerin mevcut oldugunu gosteren ve soz
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or, where appropriate, on the sales packaging, with the
list of such substances. If the intended use of such
devices includes treatment of children or treatment of
pregnant or breastfeeding women or treatment of other
patient groups considered particularly vulnerable to
such substances and/or materials, information on
residual risks for those patient groups and, if
applicable, on appropriate precautionary measures
shall be given in the instructions for use.

konusu maddelerin listesini iceren etiketler, cihazin
kendisine ve/veya her bir birim ambalajina ya da
uygulanabildigi hallerde satig ambalajina ilistirilir. Bu
tiir cihazlarin amaclanan kullanimi, ¢ocuklarin
tedavisini ya da gebe veya emziren kadinlarin tedavisini
ya da bu tiir maddeler ve/veya materyaller agisindan
ozellikle etkilenebilir oldugu diisiiniilen diger hasta
gruplarinin tedavisini igeriyorsa, bu hasta gruplarina
yonelik artik risklere ve mevcut ise uygun ihtiyati
tedbirlere iligkin bilgiler, kullanim kilavuzunda verilir.

10.5. 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.

10.5. Cihazlar, cihaz ve kullanilmasinin amaglandigi
ortamin niteligi dikkate alinarak cihaz igerisine
istenmeyen bir sekilde maddelerin girmesinden
kaynaklanan riskleri miimkiin oldugu kadar azaltacak
sekilde tasarlanir ve imal edilir.

10.6. Devices shall be designed and manufactured in
such a way as to reduce as far as possible the risks
linked to the size and the properties of particles which
are or can be released into the patient's or user's body,
unless they come into contact with intact skin only.
Special attention shall be given to nanomaterials.

10.6. Yalnizca saglam deriye temas eden cihazlar harig
olmak iizere cihazlar, hastanin veya kullanicinin
viicuduna salinan ya da saliabilecek olan partikiillerin
boyutu ve ozellikleriyle baglantili riskleri miimkiin
oldugu kadar azaltacak sekilde tasarlanir ve imal edilir.
Nanomateryallere 6zellikle dikkat edilir.

11. Infection and microbial contamination

11.1. Devices and their manufacturing processes shall
be designed in such a way as to eliminate or to reduce
as far as possible the risk of infection to patients, users
and, where applicable, other persons. The design shall:
(a) reduce as far as possible and appropriate the risks
from unintended cuts and pricks, such as needle stick
injuries,

(b) allow easy and safe handling,

11. Enfeksiyon ve mikrobiyal kontaminasyon

11.1. Cihazlar ve bunlarin imalat siirecleri; hastalara,
kullanicilara ve gerektiginde diger kisilere yonelik
enfeksiyon riskini ortadan kaldiracak veya miimkiin
oldugu kadar azaltacak sekilde tasarlanir. Tasarim:

a) Istenmeyen kesiklerden ve batmalardan kaynaklanan,
Oornegin igne batmas1 yaralanmalari gibi, riskleri
miimkiin oldugu kadar ve uygun bir sekilde azaltir,

b) Kolay ve gilivenli kullanimi miimkiin kilar,
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(c) reduce as far as possible any microbial leakage
from the device and/or microbial exposure during use,
and

(d) prevent microbial contamination of the device or
its content such as specimens or fluids.

c) Cihazdan kaynaklanan mikrobiyal sizintilar1 ve/veya
kullanim siiresince mikrobiyal maruz kalmay1 miimkiin
oldugu kadar azaltir ve

¢) Cihazin ya da oOrnekler veya sivilar gibi cihaz
iceriginin mikrobiyal kontaminasyonunu onler.

11.2. Where necessary devices shall be designed to
facilitate their safe cleaning, disinfection, and/or re-
sterilisation.

11.2. Gerektigi takdirde cihazlar; giivenli bir sekilde
temizliklerini, dezenfeksiyonlarini ve/veya yeniden
sterilizasyonlarimi kolaylagtiracak bigimde tasarlanir.

11.3. Devices labelled as having a specific microbial
state shall be designed, manufactured and packaged to
ensure that they remain in that state when placed on
the market and remain so under the transport and
storage conditions specified by the manufacturer.

11.3. Spesifik bir mikrobiyal duruma sahip olarak
etiketlenen cihazlar; bu durumlarini, piyasaya arz
edildiklerinde ve imalat¢1 tarafindan belirlenen nakliye
ve depolama sartlar1 altinda koruyacak sekilde
tasarlanir, imal edilir ve ambalajlanir.

11.4. Devices delivered in a sterile state shall be
designed, manufactured and packaged in accordance
with appropriate procedures, to ensure that they are
sterile when placed on the market and that, unless the
packaging which is intended to maintain their sterile
condition is damaged, they remain sterile, under the
transport and storage conditions specified by the
manufacturer, until that packaging is opened at the
point of use. It shall be ensured that the integrity of
that packaging is clearly evident to the final user.

11.4. Steril durumda tedarik edilen cihazlar; piyasaya
arz edildiklerinde steril olmalarin1 saglamak amaciyla,
steril durumlarin1 korumaya yonelik ambalaj zarar
gormedigi slirece, imalatci tarafindan belirlenen nakliye
ve depolama sartlar1 altinda, ambalaj kullanim
noktasinda acilincaya kadar steril kalmalarini saglamak
iizere uygun prosediirler uyarinca tasarlanir, imal edilir
ve ambalajlanir. Bu ambalajin biitiinliigiiniin son
kullanici i¢in agikca goriilebilir olmasi saglanir.

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

11.5. Steril olarak etiketlenen cihazlar, gecerli kilinmis
uygun yontemler vasitasiyla islenir, imal edilir,
ambalajlanir ve sterilize edilir.

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

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

11.7. 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

11.7. Steril olmayan cihazlara yonelik ambalajlama
sistemleri; tirlinlin biitlinliiglinii ve temizligini korur ve
cihazlarin kullanimdan once steril edilecek olmasi
halinde mikrobiyal kontaminasyon riskini en aza
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packaging system shall be suitable taking account of
the method of sterilisation indicated by the
manufacturer.

indirir. Bu ambalajlama sistemi, imalatg1 tarafindan
belirtilen sterilizasyon metodu i¢in uygun olur.

11.8. 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.

11.8. Cihazin etiketlemesi; cihazlarin steril oldugunu
gostermek icin kullanilan sembole ilave olarak hem
steril hem de steril olmayan durumda piyasaya arz
edilen ayn1 veya benzer cihazlar1 birbirinden ayirir.

12. Devices incorporating a substance considered to
be a medicinal product and devices that are composed
of substances or of combinations of substances that are
absorbed by or locally dispersed in the human body.

12.1. In the case of devices referred to in the first
subparagraph of Article 1(8), the quality, safety and
usefulness of the substance which, if used separately,
would be considered to be a medicinal product within
the meaning of point (2) of Article 1 of Directive
2001/83/EC, shall be verified by analogy with the
methods specified in Annex I to Directive
2001/83/EC, as required by the applicable conformity
assessment procedure under this Regulation.

12. Tibbi iiriin oldugu kabul edilen bir madde ihtiva
eden cihazlar ve insan viicudu tarafindan absorbe
edilen ya da insan viicudunda lokal olarak dagilan
maddelerden veya madde kombinasyonlarindan
olusan cihazlar

12.1. 1 inci maddenin sekizinci fikrasinin ikinci
climlesinde atifta bulunulan cihazlar s6z konusu
oldugunda, ayr1 olarak kullanildiginda Beseri Tibbi
Uriinler Ruhsatlandirma  Yénetmeligi’nin 4 iincii
maddesinin (¢) bendi ¢ercevesinde bir tibbi {iriin oldugu
kabul edilen maddenin kalitesi, giivenliligi ve
yararliligi; bu Yonetmelik kapsaminda uygulanabilir
uygunluk degerlendirme prosediiriiniin  gerektirdigi
sekilde, aym1 Yonetmelik’in Ek 1’inde belirtilen
metotlarla analoji yapilarak dogrulanir.

12.2. Devices that are composed of substances or of
combinations of substances that are intended to be
introduced into the human body, and that are absorbed
by or locally dispersed in the human body shall
comply, where applicable and in a manner limited to
the aspects not covered by this Regulation, with the
relevant requirements laid down in Annex I to
Directive 2001/83/EC for the evaluation of absorption,
distribution, metabolism, excretion, local tolerance,
toxicity, interaction with other devices, medicinal

12.2. Insan viicuduna girmesi amaglanan ve insan
viicudu tarafindan absorbe edilen ya da insan
viicudunda lokal olarak dagilan maddelerden veya
madde kombinasyonlarindan olugan cihazlar; bu
Yonetmelik kapsaminda uygulanabilir  uygunluk
degerlendirme  isleminin  gerektirdigi  sekilde,
absorbsiyonun, dagilimin, metabolizmanin, atilimin,
lokal toleransin, toksisitenin; diger cihazlarla, tibbi
iirlinlerle veya diger maddelerle etkilesimin ve advers
reaksiyonlar potansiyelinin degerlendirilmesi i¢in bu
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products or other substances and potential for adverse
reactions, as required by the applicable conformity
assessment procedure under this Regulation.

Yonetmelik’in kapsamadigi konularla sinirli olmak
iizere uygulanabildigi hallerde Beseri Tibbi Uriinler
Ruhsatlandirma Yonetmeligi’nin Ek 1’inde belirtilen
ilgili gerekliliklere uyar.

13. Devices incorporating materials of biological
origin

13.1. For devices manufactured utilising derivatives of
tissues or cells of human origin which are non-viable
or are rendered non-viable covered by this Regulation
in accordance with point (g) of Article 1(6), the
following shall apply:

(a) donation, procurement and testing of the tissues
and cells shall be done in accordance with Directive
2004/23/EC;

(b) processing, preservation and any other handling of
those tissues and cells or their derivatives shall be
carried out so as to provide safety for patients, users
and, where applicable, other persons. In particular,
safety with regard to viruses and other transmissible
agents shall be addressed by appropriate methods of
sourcing and by implementation of validated methods
of elimination or inactivation in the course of the
manufacturing process;

(c) the traceability system for those devices shall be
complementary and compatible with the traceability
and data protection requirements laid down in
Directive 2004/23/EC and in Directive 2002/98/EC.

13. Biyolojik kaynaklh materyaller ihtiva eden
cihazlar

13.1. 1 inci maddenin altinci fikrasinin (f) bendi
uyarinca bu YoOnetmelik’in kapsadigi, cansiz veya
cansiz hale getirilmis insan kaynakli dokularin veya
hiicrelerin tlirevleri kullanilarak imal edilen cihazlar
icin asagidakiler uygulanir:

a) Dokularin ve hiicrelerin; bagislanmasi, temin
edilmesi ve test edilmesi Insan Doku ve Hiicreleri ile
Bunlarla 1lgili Merkezlerin Kalite ve Giivenligi
Hakkinda Yo6netmelik uyarinca yapilir,

b) Bu dokularin ve hiicrelerin veya bunlarin tiirevlerinin
islenmesi, muhafaza edilmesi ve ilgili diger islemler;
hastalarin, kullanicilarin ve gerektiginde diger kisilerin
giivenligini saglayacak sekilde yiiriitiiliir. Ozellikle
virtisler ve diger bulasici ajanlar agisindan giivenlilik;
uygun kaynak bulma yontemleriyle ve imalat siireci
boyunca gegerli  kilinmig  eliminasyon  veya
inaktivasyon yontemlerinin uygulanmasiyla ele alinir,

¢) Bu cihazlara yonelik izlenebilirlik sistemi; Insan
Doku ve Hiicreleri ile Bunlarla ilgili Merkezlerin Kalite
ve Giivenligi Hakkinda Yonetmelik ve 2002/98/AT
sayil1 Direktif’te belirtilen izlenebilirlik ve veri koruma
gereklilikleri ile uyumlu olur ve bu gereklilikleri
tamamlayicidir.

13.2. For devices manufactured utilising tissues or
cells of animal origin, or their derivatives, which are

13.2. Cansiz veya cansiz hale getirilmis hayvan
kaynakli dokular veya hiicreler ya da bunlarin tiirevleri
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non-viable or rendered non-viable the following shall
apply:

(a) where feasible taking into account the animal
species, tissues and cells of animal origin, or their
derivatives, shall originate from animals that have
been subjected to veterinary controls that are adapted
to the intended use of the tissues. Information on the
geographical origin of the animals shall be retained by
manufacturers;

(b) sourcing, processing, preservation, testing and
handling of tissues, cells and substances of animal
origin, or their derivatives, shall be carried out so as to
provide safety for patients, users and, where
applicable, other persons. In particular safety with
regard to viruses and other transmissible agents shall
be addressed by implementation of validated methods
of elimination or viral inactivation in the course of the
manufacturing process, except when the use of such
methods would lead to unacceptable degradation
compromising the clinical benefit of the device;

(c) in the case of devices manufactured utilising
tissues or cells of animal origin, or their derivatives, as
referred to in Regulation (EU) No 722/2012 the
particular requirements laid down in that Regulation
shall apply.

kullanilarak imal edilen cihazlar i¢in asagidakiler
uygulanir:

a) Uygulanabilir oldugunda hayvan tiirleri dikkate
almarak, hayvan kaynakli dokular ve hiicreler ya da
bunlarin tiirevleri, dokularin amaclanan kullanimina
uygun olan veteriner kontrollerine tabi tutulmus
hayvanlardan elde edilir. Hayvanlarin  cografi
kaynagina iligkin bilgiler imalat¢1 tarafindan muhafaza
edilir,

b) Hayvan kaynakli dokularin, hiicrelerin ve maddelerin
veya bunlarin tiirevlerinin tedarik edilmesi, islenmesi,
muhafaza edilmesi, test edilmesi ve kullanimi;
hastalarin, kullanicilarin ve gerektiginde diger kisilerin
giivenligini saglayacak sekilde vyiiriitiiliir. Ozellikle
viriisler ve diger bulasici ajanlar agisindan giivenlilik,
imalat siireci boyunca gegerli kilinmis eliminasyon
veya viral inaktivasyon yontemlerinin uygulanmasiyla
ele almir; ancak bu husus, s6z konusu yontemlerin
kullaniminin cihazm klinik yararina golge diisiiren
kabul edilemez bozulmaya yol agabilecegi durumlarda
gecerli degildir.

c) (AB) 722/2012 sayili Tiiziik’te atifta bulunuldugu
sekilde, hayvan kaynakli dokular ve hiicreler ya da
bunlarin tiirevleri kullanilarak imal edilen cihazlar s6z
konusu oldugunda, ayn1 Yonetmelik’te belirtilen 6zel
gereklilikler uygulanir.

(AB) 722/2012  sayih  Tiiziik
Kurumumuzca uyumlastirilarak
“Hayvan Kaynakl Dokular
Kullamlarak Imal Edilen Tibbi
Cihazlara Dair Yonetmelik Taslagt”
dis goriise agilmistir.

13.3. For devices manufactured utilising non-viable
biological substances other than those referred to in
Sections 13.1 and 13.2, the processing, preservation,
testing and handling of those substances shall be
carried out so as to provide safety for patients, users
and, where applicable, other persons, including in the
waste disposal chain. In particular, safety with regard

13.3. Bu Ekin 13.1 ve 13.2’inde atifta bulunulanlar
haricindeki cansiz biyolojik maddeler kullanilarak imal
edilen cihazlar i¢in, atiklarin bertarafi dahil olmak {izere
bu maddelerin islenmesi, muhafaza edilmesi, test
edilmesi ve kullanimi; hastalarin, kullanicilarin ve
gerektiginde diger kisilerin gilivenligini saglayacak
sekilde vyiiriitiiliir. Ozellikle viriisler ve diger bulasici
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to viruses and other transmissible agents shall be
addressed by appropriate methods of sourcing and by
implementation of validated methods of elimination or
inactivation in the course of the manufacturing
process.

ajanlar acisindan gilivenlilik; uygun kaynak bulma
yontemleriyle ve imalat siireci boyunca gecerli kilinmig
eliminasyon  veya  inaktivasyon  yOntemlerinin
uygulanmasiyla ele alinir.

14. Construction of devices and interaction with their
environment

14.1. 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 performance of
the devices. Any restrictions on use applying to such
combinations shall be indicated on the label and/or in
the instructions for use. Connections which the user
has to handle, such as fluid, gas transfer, electrical or
mechanical coupling, shall be designed and
constructed in such a way as to minimise all possible
risks, such as misconnection.

14. Cihazlarin yapisi ve cevre ile etkilesimi

14.1. Cihazin, bagka bir cihazla veya ekipmanla birlikte
kullanim1 amaglanmigsa baglanti sistemi dahil olmak
lizere tim kombinasyon giivenli olur ve cihazlarin
belirtilen  performansin1i  etkilemez. Bu  tiir
kombinasyonlara uygulanan kullanim kisitlamalari,
etiket ve/veya kullanim kilavuzunda belirtilir. S1vi veya
gaz transferi, elektriksel veya mekanik baglant1 gibi
kullanicinin  yapmas1 gereken baglantilar, hatal
baglant1 gibi olas1 tiim riskleri en aza indirecek sekilde
tasarlanir ve yapilir.

14.2. 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;

14.2. Cihazlar, asagidaki riskleri ortadan kaldiracak
veya miimkiin oldugu kadar azaltacak sekilde tasarlanir
ve imal edilir:

a) Hacim/basing orani, boyutsal ve uygun oldugu
hallerde ergonomik Ozellikler dahil olmak {izere
cihazlarin fiziksel 6zellikleriyle baglantili yaralanma
riski,

b) Manyetik alanlar, harici elektriksel ve
elektromanyetik etkiler, elektrostatik bosalma, tanilama
veya terapotik prosediirler ile iligkili radyasyon, basing,
nem, sicaklik, basin¢ degisiklikleri ve ivme ya da radyo
sinyali girisimleri (enterferans) gibi makul bir sekilde
ongoriilebilir dis etkiler veya g¢evresel kosullarla
baglantili riskler,
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(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;

(f) the risks of reciprocal interference with other
devices normally used in the investigations or for the
treatment given; and

(g) risks arising where maintenance or calibration are
not possible (as with implants), from ageing of
materials used or loss of accuracy of any measuring or
control mechanism.

c) Gazlar dahil olmak {izere materyallerle, sivilarla ve
maddelerle temas ettiginde, cihazin kullanimiyla iligkili
ve normal kullanim kosullar1 altinda maruz kalinan
riskler,

¢) Yazilim ile i¢inde ¢alistig1 ve etkilesimde bulundugu
bilgi teknolojileri (BT) ortami arasindaki olas1 olumsuz
etkilesimle iliskili riskler,

d) Cihaz igerisine kazara maddelerin girmesi ile ilgili
riskler,

e) Tan1 veya uygulanan tedavide genel olarak kullanilan
diger cihazlarla karsilikl etkilesim riskleri,

f) Bakim veya kalibrasyonun miimkiin olmadigi
durumda (implantlarda oldugu gibi), kullanilan
materyallerin yaslanmasindan ya da herhangi bir 6l¢ctim
veya kontrol mekanizmasinin dogrulugunu
yitirmesinden kaynaklanan riskler.

14.3. 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 or explosive substances or
substances which could cause combustion.

14.3. Cihazlar; normal kullanim sirasinda ve tek hata
durumunda, yanma veya patlama riskini en aza
indirecek sekilde tasarlanir ve imal edilir. Cihazlarin
amaclanan  kullanimi; alevlenir veya patlayict
maddelere ya da yanmaya neden olabilecek maddelere
maruz kalmayr veya séz konusu maddelerle birlikte
kullanim1 igeriyorsa, bu cihazlara 6zellikle dikkat edilir.

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

14.4. Cihazlar; ayarlamanin, kalibrasyonun ve bakimin
giivenli ve etkili bicimde yapilabilecegi bir sekilde
tasarlanir ve imal edilir.

14.5. 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.

14.5. Baska cihazlarla veya tiriinlerle birlikte caligmast
amaglanan cihazlar; birlikte calisabilirlikleri  ve
uyumluluklar1 glivenilir ve gilivenli olacak sekilde
tasarlanir ve imal edilir.

14.6 Any measurement, monitoring or display scale
shall be designed and manufactured in line with

14.6. Herhangi bir 6l¢me, izleme veya gosterge skalast;
kullanom  amaci,  kullanicilar ve  cihazlarin
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ergonomic principles, taking account of the intended
purpose, users and the environmental conditions in
which the devices are intended to be used.

kullanilmasinin amaclandig1 ¢evre kosullar1 dikkate
almarak ergonomik prensipler dogrultusunda tasarlanir
ve imal edilir.

14.7. 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 the user,
patient 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.

14.7. Cihazlar; kullanici, hasta veya diger kisiler
tarafindan cihazlarin ve ilgili atik maddelerin giivenli
olarak bertarafim1 kolaylastiracak sekilde tasarlanir ve
imal edilir. Imalatgilar bu amagla, cihazlarinin kullanim
sonrasinda gilivenli bir sekilde bertarafina yonelik
prosediirleri ve tedbirleri tanimlar ve test eder. Bu tiir
prosediirler kullanim kilavuzunda agiklanir.

15. Devices with a diagnostic or measuring function
15.1. Diagnostic devices and devices with a measuring
function, shall be designed and manufactured in such
a way as to provide sufficient accuracy, precision and
stability for their intended purpose, based on
appropriate scientific and technical methods. The
limits of accuracy shall be indicated by the
manufacturer.

15. Tanilama veya olciim fonksiyonu olan cihazlar
15.1. Tanilama cihazlar1 ve 6l¢tim fonksiyonu olan
cihazlar; uygun bilimsel ve teknik yoOntemlere
dayanarak kullanim amaglart bakimindan; yeterli
dogruluk, kesinlik ve stabilite saglanacak sekilde
tasarlanir ve imal edilir. Dogruluk limitleri imalatci
tarafindan belirtilir.

15.2. 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.

15.2. Olgiim fonksiyonu olan cihazlarla yapilan
Olgtimler, 21/06/2002 tarihli ve 24792 sayili Resmi
Gazete’de yayimlanan Uluslararasit Birimler Sistemine
Dair Yonetmelik’e uygun olan birimlerle ifade edilir.

16. Protection against radiation

16.1. General

(a) Devices shall be designed, manufactured and
packaged in such a way that exposure of patients, users
and other persons to radiation is reduced as far as
possible, and in a manner that is compatible with the
intended purpose, whilst not restricting the application
of appropriate specified levels for therapeutic and
diagnostic purposes.

16. Radyasyona karsi koruma

16.1. Genel

a) Cihazlar; tanilama ve terapotik amaclar igin
tanimlanmis uygun dozlarin uygulanmasini
kisitlamaksizin, kullanim amaciyla uyumlu olarak
hastalarin, kullanicilarin ve diger kisilerin radyasyona
maruz kalmasini miimkiin oldugunca azaltacak sekilde
tasarlanir, imal edilir ve ambalajlanir.

4.10.2018

16




(b) 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 patient
and 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.

b) Tehlikeli veya potansiyel olarak tehlikeli radyasyon
yayan cihazlara yonelik kullanim talimatlari; yayilan
radyasyonun niteligi, hastayr ve kullaniciyr koruma
yollari, hatali kullanimi 6nleme yollar1 ve kurulumdan
kaynaklanan riskleri miimkiin ve uygun oldugu
kadartyla azaltma yollar1 hakkinda ayrintili bilgiler
icerir. Kabul ve performans testleri, kabul kriterleri ve
bakim prosediirii hakkindaki bilgiler de belirtilir.

16.2. Intended radiation

(a) Where devices are designed to emit hazardous, or
potentially hazardous, levels of ionizing and/or non-
ionizing radiation necessary for a specific medical
purpose the benefit of which is considered to outweigh
the risks inherent to the emission, it shall be possible
for the user to control the emissions. Such devices
shall be designed and manufactured to ensure
reproducibility of relevant variable parameters within
an acceptable tolerance.

(b) Where devices are intended to emit hazardous, or
potentially hazardous, ionizing and/or non-ionizing
radiation, they shall be fitted, where possible, with
visual displays and/or audible warnings of such
emissions.

16.2. Amaglanan radyasyon

a) Faydasinin emisyondan kaynaklanan risklerden daha
fazla oldugu kabul edilen ve spesifik bir tibbi amag i¢in
tehlikeli ya da potansiyel olarak tehlikeli dozlarda
iyonlastirict ve/veya iyonlastirict olmayan radyasyon
yaymak tizere tasarlanan cihazlar s6z konusu
oldugunda, kullanicinin emisyonlar1 kontrol etmesi
mumkiin olur. Bu tiir cihazlar, kabul edilebilir bir
tolerans dahilinde ilgili degisken parametrelerin
yeniden tretilebilirligini saglayacak sekilde tasarlanir
ve imal edilir.

b) Tehlikeli veya potansiyel olarak tehlikeli iyonlastirici
ve/veya iyonlastirict olmayan radyasyon yaymasi
amaclanan cihazlar s6z konusu oldugunda, bu cihazlar
miimkiin oldugu durumlarda bu tiir emisyonlarla ilgili
gorsel ve/veya sesli uyari sistemleriyle donatilir.

16.3. Devices shall be designed and manufactured in
such a way that exposure of patients, users and other
persons to the emission of unintended, stray or
scattered radiation is reduced as far as possible. Where
possible and appropriate, methods shall be selected
which reduce the exposure to radiation of patients,
users and other persons who may be affected.

16.3. Cihazlar; hastalarin, kullanicilarin ve diger
kisilerin istenmeyen, kagak veya sacgilmis radyasyona
maruz kalmasini miimkiin oldugu kadar azaltacak
sekilde tasarlanir ve imal edilir. Miimkiin ve uygun
oldugu hallerde; hastalarin, kullanicilarin  ve
etkilenebilecek diger kisilerin radyasyona maruz
kalmasini azaltan yontemler secilir.
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16.4. Ionising radiation

(a) Devices intended to emit ionizing radiation shall
be designed and manufactured taking into account the
requirements of the Directive 2013/59/Euratom laying
down basic safety standards for protection against the
dangers arising from exposure to ionising radiation.
(b) Devices intended to emit ionising radiation shall
be designed and manufactured in such a way as to
ensure that, where possible, taking into account the
intended use, the quantity, geometry and quality of the
radiation emitted can be varied and controlled, and, if
possible, monitored during treatment.

(c) Devices emitting ionising radiation intended for
diagnostic radiology shall be designed and
manufactured in such a way as to achieve an image
and/or output quality that are appropriate to the
intended medical purpose whilst minimising radiation
exposure of the patient and user.

(d) Devices that emit ionising radiation and are
intended for therapeutic radiology shall be designed
and manufactured in such a way as to enable reliable
monitoring and control of the delivered dose, the beam
type, energy and, where appropriate, the quality of
radiation.

16.4. Iyonlastirici radyasyon

a) Iyonlastirici radyasyon yaymasi amaglanan cihazlar;
iyonlastirict radyasyona maruz kalmadan kaynakli
tehlikelere karst korunmaya yonelik temel giivenlik
standartlar dikkate alinarak tasarlanir ve imal edilir.

b) Iyonlastiric1 radyasyon yaymas1 amagclanan cihazlar;
mimkiin oldugu hallerde, kullanim amac1 dikkate
alinmak suretiyle yayilan radyasyonun niceliginin,
geometrisinin ve niteliginin degistirilebilmesini ve
kontrol edilebilmesini ve miimkiinse tedavi boyunca
izlenebilmesini saglayacak sekilde tasarlanir ve imal
edilir.

c) Tamsal radyoloji amacli iyonlastiric1 radyasyon
yayan cihazlar; hastanin ve kullanicinin radyasyona
maruz kalmasini en aza indirirken, hedeflenen tibbi
amaca uygun bir goriinti ve/veya c¢ikt1i kalitesi
saglayacak sekilde tasarlanir ve imal edilir.

¢) Iyonlastiric1 radyasyon yayan ve terapétik radyoloji
amagli cihazlar; verilen dozun, 1$1n tipinin, enerjinin ve
uygun oldugu hallerde radyasyon kalitesinin giivenilir
bir bi¢imde izlenmesini ve kontrol edilmesini
saglayacak sekilde tasarlanir ve imal edilir.

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

17.1.  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

17. Elektronik programlanabilir sistemler -
elektronik programlanabilir sistemler iceren
cihazlar ve kendi basina cihaz olan yazihmlar

17.1. Yazilimlar dahil olmak iizere elektronik
programlanabilir sistemler igeren cihazlar ya da kendi
basma cihaz olan yazilimlar; amaclanan kullanimlari
dogrultusunda tekrarlanabilirlik, gilivenilirlik  ve
performans saglamak {izere tasarlanir. Tek hata durumu
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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.

halinde, ortaya ¢ikan riskleri veya performans
bozuklugunu gidermek ya da miimkiin oldugu kadar
azaltmak i¢in uygun 6nlemler alinir.

17.2. 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.

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

17.3. 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).

17.3. Bu Ekin 17’sinde atifta bulunulan ve mobil bilgi
isleme  platformlariyla ~ kombinasyon  halinde
kullanilmas1 amaglanan yazilimlar; mobil platformun
spesifik 6zellikleri (6rnegin ekranin boyutu ve kontrast
orani) ve kullanimlariyla iligkili dis faktorler (1s1k veya
giiriiltii seviyesine gore degisen ortam) dikkate alinarak
tasarlanir ve imal edilir.

17.4. 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.

17.4. Imalatcilar; yazilimin amaglandign  sekilde
calismast i¢cin gerekli olan donanim, BT ag
karakteristikleri ve yetkisiz erisime kars1 koruma dahil
BT giivenlik 6nlemleri ile ilgili asgari gereklilikleri
belirler.

18. Active devices and devices connected to them
18.1. For non-implantable active devices, in the event
of a single fault condition, appropriate means shall be
adopted to eliminate or reduce as far as possible
consequent risks.

18. Aktif cihazlar ve onlara baglanan cihazlar

18.1. Implante edilebilir olmayan aktif cihazlar i¢in tek
hata durumu halinde ortaya ¢ikan riskleri gidermek
veya miimkiin oldugu kadar azaltmak i¢in uygun
onlemler alinir.

18.2. 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

18.2. Hasta giivenliginin dahili bir gii¢ kaynagina baglh
oldugu durumlarda cihazlar, gli¢ kaynaginin durumunu
belirten araclarla ve giic kaynagi kapasitesinin kritik
diizeyde oldugu zamana yonelik uygun bir uyariyla
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capacity of the power supply becomes critical. If
necessary, such warning or indication shall be given
prior to the power supply becoming critical.

veya gostergeyle donatilir. Gerektiginde bu tiir uyari
veya gosterge, giic kaynagi kapasitesi kritik diizeye
gelmeden Once aktif olur.

18.3. Devices where the safety of the patient depends
on an external power supply shall include an alarm
system to signal any power failure.

18.3. Hasta giivenliginin harici bir giic kaynagina bagl
oldugu durumlarda cihazlar, herhangi bir gii¢ kesintisini
bildirmek i¢in bir alarm sistemi igerir.

18.4. Devices intended to monitor one or more clinical
parameters of a patient shall be equipped with
appropriate alarm systems to alert the user of
situations which could lead to death or severe
deterioration of the patient's state of health.

18.4. Hastanin bir veya daha fazla klinik parametresini
izleme amagl cihazlar; 6liime ya da hastanin saglik
durumunda ciddi bozulmaya yol agabilecek durumlarda
kullaniciyr uyarmak iizere uygun alarm sistemleriyle
donatilir.

18.5. 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.

18.5. Cihazlar; s6z konusu cihazin veya amaclanan
kullanim ortamindaki diger cihazlarin ya da ekipmanin
caligmasini bozabilecek elektromanyetik enterferans
olusturma risklerini miimkiin oldugu kadar azaltacak
sekilde tasarlanir ve imal edilir.

18.6. 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.

18.6. Cihazlar; amaclandiklar1 sekilde calismalarini
mimkiin kilmak i¢in yeterli olan, elektromanyetik
enterferansa karsi1 yapisal bir dayaniklilik diizeyi
saglayacak sekilde tasarlanir ve imal edilir.

18.7. 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 patient, user or any
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.

18.7. Cihazlar; kurulumunun ve bakiminin imalatci
tarafindan belirtilen sekilde yapilmasi sartiyla hem
cthazin normal kullanimi sirasinda hem de cihazdaki
tek hata durumu halinde hasta, kullanic1 veya diger
kisiler i¢cin kazara meydana gelebilecek elektrik soku
riskini miimkiin oldugu kadar Onleyecek sekilde
tasarlanir ve imal edilir.

18.8. Devices shall be designed and manufactured in
such a way as to protect, as far as possible, against
unauthorised access that could hamper the device from
functioning as intended.

18.8. Cihazlar; amaglandigt sekilde ¢alismasini
engelleyebilecek yetkisiz erisime karsi, miimkiin
oldugu kadar koruyacak sekilde tasarlanir ve imal edilir.

19. Particular requirements for active implantable
devices

19. Implante edilebilir aktif cihazlar icin 6zel
gereklilikler
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19.1. Active implantable devices shall be designed and
manufactured in such a way as to remove or minimize
as far as possible:

(a) risks connected with the use of energy sources with
particular reference, where electricity is used, to
insulation, leakage currents and overheating of the
devices,

(b) risks connected with medical treatment, in
particular those resulting from the use of defibrillators
or high- frequency surgical equipment, and

(c) risks which may arise where maintenance and
calibration are impossible, including:

— excessive increase of leakage currents,

— ageing of the materials used,

— excess heat generated by the device,

— decreased accuracy of any measuring or
control mechanism.

19.1. Implante edilebilir aktif cihazlar, asagidaki
riskleri ortadan kaldiracak veya miimkiin oldugu
kadariyla en aza indirecek sekilde tasarlanir ve imal
edilir:

a) Elektrik kullanilmasi durumunda 6zellikle cihazlarin
yalitimina, kagak akimlarina ve asir1 1sinmasina dikkat
edilmek suretiyle enerji kaynaklarmin kullanimiyla
baglantili riskler,

b) Defibrilatorlerin veya yliksek frekansli cerrahi
ekipmanin kullanimindan kaynaklanan riskler dahil
olmak {izere tibbi tedaviyle baglantili riskler ve

c¢) Asagida belirtilen riskler dahil olmak iizere bakim ve
kalibrasyonun miimkiin olmadig1 durumlarda ortaya
cikabilecek riskler:

- Kagak akimlarin asir1 artist,

- Kullanilan materyallerin yaslanmasi,

- Cihazin asir1 1s1 olugturmast,

- Ol¢iim veya kontrol mekanizmalarmin dogrulugunun
azalmasi.

19.2. Active implantable devices shall be designed and
manufactured in such a way as to ensure

— if applicable, the compatibility of the devices with
the substances they are intended to administer, and
— the reliability of the source of energy.

19.2. implante edilebilir aktif cihazlar:

- Uygulanabildigi hallerde, cihazlar ile bunlarin tatbik
etmesinin amaclandig maddelerin uyumlulugunu ve

- Enerji kaynaginin giivenilirligini

saglayacak sekilde tasarlanir ve imal edilir.

19.3. Active implantable devices and, if appropriate,
their component parts shall be identifiable to allow
any necessary measure to be taken following the
discovery of a potential risk in connection with the
devices or their component parts.

19.3. Implante edilebilir aktif cihazlar ve uygun oldugu
hallerde  bunlarin  bilesenleri; cihazlarla veya
bilesenleriyle baglantili potansiyel bir riskin ortaya
cikarilmasini takiben alinacak gerekli Onlemleri
miimkiin kilmak amaciyla tanimlanabilir olur.

19.4. Active implantable devices shall bear a code by
which they and their manufacturer can be
unequivocally identified (particularly with regard to
the type of device and its year of manufacture); it shall

19.4. Implante edilebilir aktif cihazlar, kendilerinin ve
imalat¢ilarinin =~ kesin ~ surette  tanimlanabilecegi
(6zellikle cihazin tipiyle ve imalat yiliyla ilgili olarak)
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be possible to read this code, if necessary, without the
need for a surgical operation.

bir kod tasir. Gerektigi takdirde, cerrahi bir operasyona
ihtiya¢ duyulmadan bu kodu okumak miimkiin olur.

20. Protection against mechanical and thermal risks

20.1. Devices shall be designed and manufactured in
such a way as to protect patients and users against
mechanical risks connected with, for example,
resistance to movement, instability and moving parts.

20. Mekanik ve termal risklere kars1 koruma

20.1. Cihazlar; harekete karsi direng, dengesizlik ve
hareketli parcalar gibi mekanik risklere kars1 hastalari
ve kullanicilart koruyacak sekilde tasarlanir ve imal
edilir.

20.2. 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 and of the means
available for limiting vibrations, particularly at source,
unless the vibrations are part of the specified
performance.

20.2. Cihazlar; belirlenmis performansin bir pargasi
olmadig1 siirece kaynaktaki titresimler basta olmak
iizere titresimleri sinirlamaya yonelik uygun araglar ve
teknik ilerlemeler dikkate alinarak, cihazin olusturdugu
titresimden kaynaklanan riskleri miimkiin olan en diisiik
seviyeye indirecek sekilde tasarlanir ve imal edilir.

20.3. 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.

20.3. Cihazlar; yayillan  giiriilti  belirlenmis
performansin bir pargasi olmadigi siirece, kaynaktaki
giiriiltli basta olmak tizere giiriiltiiyii azaltmaya yonelik
uygun aracglar ve teknik ilerlemeler dikkate alinarak,
yayilan giiriiltiiden kaynaklanan riskleri miimkiin olan
en disiik seviyeye indirecek sekilde tasarlanir ve imal
edilir.

20.4. 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.

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

20.5. 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.

20.5. Belirli pargalarin montaji1 veya yeniden montaji
sirasinda yapilmast muhtemel olan ve bir risk kaynagi
olabilecek hatalar; bu tiir pargalarin tasarimi ve yapimi
yoluyla veya bunun yapilamadigi durumda bu
pargalarin ve/veya bunlarin yuvalarmin iizerinde
verilen bilgiler yoluyla olanaksiz hale getirilir.
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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.

Ayni bilgiler; bir riski dnlemek i¢in hareket yoniiniin
bilinmesi gereken durumlarda, hareketli pargalarin
ve/veya bunlarin yuvalarinin lizerinde belirtilir.

20.6. 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.

20.6. (Is1 vermesi veya belirlenen sicakliklara ulagmasi
amaglanan pargalar ya da alanlar hari¢ olmak iizere)
cihazlarin ulagilabilir pargalart ve bunlarin g¢evresi,
normal kullanim kosullar1 altinda potansiyel olarak
tehlikeli sicakliklara erismez.

21. Protection against the risks posed to the patient or
user by devices supplying energy or substances

21.1. Devices for supplying the patient with energy or
substances shall be designed and constructed in such a
way that the amount to be delivered can be set and
maintained accurately enough to ensure the safety of
the patient and of the user.

21. Enerji veya madde veren cihazlarin hasta ya da
kullanici i¢in olusturdugu risklere kars1 koruma
21.1. Hastaya enerji veya madde veren cihazlar;
hastanin veya kullanicinin giivenligini saglamak
amaciyla, verilecek miktar1 yeterince dogru olarak
ayarlayabilecek ve stirdiirebilecek sekilde tasarlanir ve
yapilir.

21.2. Devices shall be fitted with the means of
preventing and/or indicating any inadequacies in the
amount of energy delivered or substances delivered
which could pose a danger. Devices shall incorporate
suitable means to prevent, as far as possible, the
accidental release of dangerous levels of energy or
substances from an energy and/or substance source.

21.2. Cihazlar; verilen enerji veya madde miktarinda bir
tehlike olusturabilecek olan her tiirlii eksikligi onleme
ve/veya goOsterme araglariyla donatilir. Cihazlar; bir
enerji ve/veya madde kaynagindan tehlikeli seviyelerde
enerji ya da maddenin kazara salinmasini miimkiin
oldugunca 6nlemek i¢in uygun araglar igerir.

21.3. The function of the controls and indicators shall
be clearly specified on the devices. Where a device
bears instructions required for its operation or
indicates operating or adjustment parameters by
means of a visual system, such information shall be
understandable to the user and, as appropriate, the
patient.

21.3. Kontrollerin ve gostergelerin islevi, cihazlarin
iizerinde agik¢a belirtilir. Bir cihazin ¢alismasi icin
gerekli olan talimatlar tagimasi ya da gorsel bir sistem
aracihgiyla c¢alisma veya ayar parametrelerini
gostermesi durumunda, bu tiir bilgiler kullanici ve
uygun oldugunda hasta i¢in anlasilabilir olur.

22. Protection against the risks posed by medical
devices intended by the manufacturer for use by lay
persons

22. Meslekten olmayan Kisilerin kullanimina yonelik
tibbi cihazlarin olusturdugu risklere kars1 koruma
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22.1. Devices for use by lay persons 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 lay
persons and the influence resulting from variation that
can be reasonably anticipated in the lay person's
technique and environment. The information and
instructions provided by the manufacturer shall be
easy for the lay person to understand and apply.

22.1. Meslekten olmayan kisilerin kullanimina yonelik
cihazlar; bu kisilerin becerileri ve mevcut imkanlari ile
birlikte s6z konusu kisilerin tekniklerinde ve
cevrelerinde  makul  olarak  6n  goriilebilen
farkliliklardan kaynaklanan etki dikkate alinarak,
kullannom amaglarina uygun olarak calisacak sekilde
tasarlanir ve imal edilir. imalat¢i tarafindan saglanan
bilgilerin ve talimatlarin, meslekten olmayan kisilerce
anlasilmas1 ve uygulanmasi kolay olur.

22.2. Devices for use by lay persons shall be designed
and manufactured in such a way as to:

— 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,

— reduce, as far as possible and appropriate, the risk
from unintended cuts and pricks such as needle stick
injuries, and

— reduce as far as possible the risk of error by the
intended user in the handling of the device and, if
applicable, in the interpretation of the results.

22.2. Meslekten olmayan kisilerin kullanimina yonelik
cihazlar:

- Gerektigi takdirde uygun egitim ve/veya bilgilendirme
sonrasinda, cihazin hedeflenen kullanici tarafindan
prosediiriin her asamasinda giivenli ve dogru bir sekilde
kullanilabilmesini saglayacak,

- istenmeyen kesiklerden ve batmalardan kaynaklanan,
ornegin igne batmas1 yaralanmalari gibi, riskleri
miimkiin ve uygun oldugu kadariyla azaltacak ve

- Cihazin kullaniminda ve uygulanabilir oldugu hallerde
sonuglarin yorumlanmasinda hedeflenen kullanicinin
hata yapma riskini miimkiin oldugu kadar azaltacak
sekilde tasarlanir ve imal edilir.

22.3. Devices for use by lay persons shall, where
appropriate, include a procedure by which the lay
person:

— can verify that, at the time of use, the device will
perform as intended by the manufacturer, and

— if applicable, is warned if the device has failed to
provide a valid result.

22.3. Meslekten olmayan kisilerin kullanimina yonelik
cihazlar; uygun oldugu hallerde meslekten olmayan
kisinin:

- Cihazin imalatgis1 tarafindan amacglandigir sekilde
calisacagini kullanim sirasinda dogrulayabilmesini ve

- Miimkiinse, cihaz gecerli bir sonu¢ vermedigi
durumda uyarilmasini,

saglayacak bir prosediir igerir.

CHAPTER III

III. BOLUM
CIiHAZLA BIiRLIKTE TEMIN EDILEN
BILGILERE ILISKIN GEREKLILIKLER

4.10.2018

24




REQUIREMENTS REGARDING THE
INFORMATION SUPPLIED WITH THE
DEVICE

23. Label and instructions for use

23.1. General requirements regarding the 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, and/or on the
packaging of multiple devices.

(c) Labels shall be provided in a human-readable
format and may be supplemented by machine-
readable information, such as radio-frequency
identification (‘RFID”) or bar codes.

23. Etiket ve kullamim kilavuzu

23.1. Imalatg1 tarafindan temin edilen bilgilere
iliskin genel gereklilikler

Her cihazin beraberinde, cihazin ve imalat¢isinin
tanimlanmas1 i¢in gerekli bilgiler ile kullanict ya da
uygun oldugu takdirde diger bir kisi i¢in yararh
olabilecek her tiirlii glivenlilik ve performans bilgileri
bulunur. Bu tiir bilgiler; asagidakiler dikkate alinarak
cihazin kendisinin {izerinde, ambalajinin lizerinde ya da
kullanim kilavuzunda bulunabilir ve imalat¢inin bir
web sitesi varsa bu web sitesinde sunulur ve giincel
tutulur:

a) Etiket ve kullanom kilavuzunun ortami, format,
icerigi, okunabilirligi ve konumus; ilgili cihaza, kullanim
amacma ve hedeflenen kullanicinin/kullanicilarin
teknik  bilgisine, deneyimine, Ogrenimine veya
egitimine uygun olur. Ozellikle, kullamm kilavuzu
hedeflenen kullanici tarafindan kolayca anlasilacak ve
uygun oldugunda ¢izimlerle ve diyagramlarla
desteklenecek sekilde yazilir.

b) Etikette gerekli bilgiler, cihazin kendisinin iizerinde
verilir. Eger bu uygulanabilir veya uygun degilse,
bilgilerin bazilar1 ya da tamami, her bir birim
ambalajinin iizerinde ve/veya c¢oklu cihaz ambalajinin
izerinde bulunabilir.

c) Etiketler; insan tarafindan okunabilir bir formatta
sunulur ve radyo frekans tanimlama (RFID) veya
barkodlar gibi makine tarafindan okunabilir bilgiler ile
desteklenebilir.
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(d) Instructions for use shall be provided together with
devices. By way of exception, instructions for use
shall not be required for class I and class Ila devices if
such devices can be used safely without any such
instructions and unless otherwise provided for
elsewhere in this Section.

(e) Where multiple devices 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) Instructions for use may be provided to the user in
non-paper format (e.g. electronic) to the extent, and
only under the conditions, set out in Regulation (EU)
No 207/2012 or in any subsequent implementing rules
adopted pursuant to this Regulation.

(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. 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.

¢) Kullanim kilavuzu, cihazlarla birlikte sunulur. Istisna
olarak, sinif I ve sinif Ila cihazlarin kullanim talimatlari
olmadan giivenli bir sekilde kullanilabilmesi miimkiin
ise ve bu Boliimde aksi belirtilmedigi siirece, bu tir
cihazlar i¢in kullanim kilavuzu gerekmez.

d) Coklu cihazlarin tek bir kullaniciya ve/veya yere
temin edilmesi durumunda, kabul etmesi halinde aliciya
kullanim kilavuzunun tek bir sureti verilebilir; ancak
alic1, bedelsiz saglanacak daha fazla sureti her kosulda
talep edebilir.

e) Kullanim kilavuzu; sadece 02/04/2015 tarihli ve
29314 sayili Resmi Gazete’de yayimlanan Tibbi
Cihazlarin Elektronik Kullanim Talimatlar1 Hakkinda
Teblig’de veya bu Teblig kapsaminda diizenlenen
uygulama kurallarinda belirtilen sartlar altinda
kullaniciya, kagit disindaki bagka bir formatta 6rnegin
elektronik ortamda sunulabilir.

f) Kullaniciya ve/veya diger kisiye bildirilmesi gereken
artik riskler; sinirlamalar, kontrendikasyonlar, 6nlemler
veya uyarilar seklinde imalat¢i tarafindan temin edilen
bilgilere dahil edilir.

g) Uygun oldugu hallerde imalatg1 tarafindan temin
edilen bilgiler, uluslararasi kabul gormiis semboller
bi¢iminde olur. Kullanilan her sembol veya tanimlama
rengi, uyumlastiritlmis standartlara ya da ortak
spesifikasyonlara  uygun  olur.  Uyumlastirilmis
standartlarin veya ortak spesifikasyonlarin bulunmadigi
alanlarda, bu semboller ve renkler, cihazla birlikte
temin edilen dokiimantasyonda agiklanir.

23.2. Information on the label
The label shall bear all of the following particulars:

23.2. Etiket iizerindeki bilgiler
Etiket asagidaki ayrintilarin tlimiinii tagir:

4.10.2018

26




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

(b) the details strictly necessary for a user to identify
the device, the contents of the packaging 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 the authorised
representative and address of the registered place of
business of the authorised representative;

(e) where applicable, an indication that the device
contains or incorporates:

— a medicinal substance, including a human blood or
plasma derivative, or

— tissues or cells, or their derivatives, of human
origin, or

— tissues or cells of animal origin, or their derivatives,
as referred to in Regulation (EU) No 722/2012;

(f) where applicable, information labelled in
accordance with Section 10.4.5.;

(g) 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;

(h) the UDI carrier referred to in Article 27(4) and Part
C of Annex VII;

(1) an unambiguous indication of t the time limit for
using or implanting the device safely, expressed at
least in terms of year and month, where this is
relevant;

a) Cihazin ad1 veya ticari adi,

b) Bir kullanicinin cihaz1 tanimasi i¢in kesinlikle
gerekli olan detaylar, ambalajin icerigi ve kullanici i¢in
net olmamasi halinde cihazin kullanim amaci,

¢) Imalat¢inin adi, kayitl ticari unvani veya kayith ticari
markasi ve kayitl igyeri adresi,

¢) Imalatginin kayith isyeri yurt disindaysa, yetkili
temsilcinin ad1 ve kayith isyeri adresi,

d) Uygulanabildigi hallerde, cihazin asagidakileri
icerdigine veya ihtiva ettigine dair bir gosterge:

- Insan kami veya plazmasi tiirevi dahil olmak iizere bir
tibbi madde veya

- Insan kaynakli dokular veya hiicreler ya da bunlarin
tiirevleri veya

- (AB) 722/2012 sayih Tiiziik’te belirtildigi sekilde,
hayvan kaynakli dokular veya hiicreler ya da bunlarin
tiirevleri,

e) Uygulanabildigi hallerde, bu Ekin 10.4.5’1 uyarinca
etiketlenen bilgiler,

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 nci maddenin dordiincii fikrasinda ve Ek VII'nin
C Kisiminda atifta bulunulan UDI tasiyicisi,

g) llgili oldugu yerde, cihaz1 giivenli bir sekilde
kullanmaya veya implante etmeye yonelik siire siniriyla
ilgili, en azindan y1l ve ay seklinde ifade edilen agik bir
gosterge,
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(j) 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;

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

(1) if the device is supplied sterile, an indication of its
sterile state and the sterilisation method;

(m) warnings or precautions to be taken that need to
be brought to the immediate attention of the user of the
device, and 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;

(n) 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;

(o) if the device is a single-use device that has been
reprocessed, an indication of that fact, the number of
reprocessing cycles already performed, and any
limitation as regards the number of reprocessing
cycles;

(p) if the device is custom-made, the words ‘custom-
made device’;

(q) an indication that the device is a medical device. If
the device is intended for clinical investigation only,
the words ‘exclusively for clinical investigation’;

(r) in the case of devices that are composed of
substances or of combinations of substances that are
intended to be introduced into the human body via a

h) Cihazin giivenli bir sekilde hangi tarihe kadar
kullanilabilecegine dair higbir gostergenin
bulunmamasi1 durumunda, imalat tarihi. Bu imalat
tarihi, tarihin agikca belirlenebilir olmasi sartiyla, lot
numarasinin veya seri numarasinin bir parcasi olarak
dahil edilebilir.

1) Uygulanabilir oldugu hallerde, 6zel depolama
ve/veya kullanim kosullarina dair bir gosterge,

1) Cihaz steril olarak tedarik ediliyorsa, cihazin steril
durumuna ve sterilizasyon yontemine dair bir gosterge,
j) Cihaz kullanicisimin ve diger kisilerin dikkatini
hemen c¢ekmesi gereken uyarilar veya alinacak
onlemler. Bu bilgiler; kullanim kilavuzunda daha
detayl1 bilgiler bulundugu takdirde, hedeflenen
kullanicilar dikkate alinarak asgari diizeyde tutulabilir,

k) Cihazin tek kullanimlik olmasi amaglanmis ise bu
durumla ilgili bir gdsterge. Imalat¢inin tek kullanimlik
gostergesi, Tiirkiye ve AB {iyesi iilkeler genelinde
tutarli olur,

1) Cihaz yeniden islenmis tek kullanimlik bir cihaz ise
bu duruma dair bir gosterge, halihazirda yapilmis olan
yeniden isleme dongiilerinin sayist ve yeniden isleme
dongiilerinin sayisina iligkin sinirlamalar,

m) Cihaz 1smarlama imal edilen bir cihaz ise
“Ismarlama Imal Edilen Cihazdir” ibaresi,

n) Cihazin bir tibbi cihaz olduguna dair gosterge. Cihaz,
sadece klinik arastirma amagli olarak imal edilmigse
“Sadece Klinik Arastirmaya Mahsustur” ibaresi,

o) Bir viicut aciklig1 yoluyla insan viicuduna girmesi
veya deriye uygulanmasi amaglanan ve insan viicudu
tarafindan absorbe edilen ya da insan viicudunda lokal
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body orifice or applied to the skin and that are
absorbed by or locally dispersed in the human body,
the overall qualitative composition of the device and
quantitative information on the main constituent or
constituents responsible for achieving the principal
intended action;

(s) for active implantable devices, the serial number,
and for other implantable devices, the serial number or
the lot number.

olarak  dagilan  maddelerden @ veya  madde
kombinasyonlarindan olusan cihazlar s6z konusu
oldugunda, cihazin genel niteliksel bilesimi ve
hedeflenen asli etkiyi gerceklestirmekten sorumlu ana
bilesen veya bilesenleri hakkinda niceliksel bilgiler,

o) Implante edilebilir aktif cihazlar i¢in seri numarasi ve
diger implante edilebilir cihazlar i¢in seri numarasi
veya lot numarasi.

23.3. 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,

(e) a description of the device,

(f) if the device is intended for clinical investigations,
the words ‘exclusively for clinical investigations’,

(g) if the device is custom-made, the words ‘custom-
made device’,

(h) the month and year of manufacture,

(1) an unambiguous indication of the time limit for
using or implanting the device safely expressed at
least in terms of year and month, and

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

23.3. Bir cihazin steril durumunu muhafaza eden
ambalaj (steril ambalaj) iizerindeki bilgiler
Steril ambalaj lizerinde asagidaki ayrintilar bulunur:

a) Steril ambalajin taninmasina imkan veren bir
gosterge,
b) Cihazin steril durumda olduguna dair beyan,

¢) Sterilizasyon yontemi,

¢) Imalat¢inin adi ve adresi,

d) Cihazin tanimi,

e) Cihaz, sadece klinik arastirma amagli olarak imal
edilmigse “Sadece Klinik Arastirmaya Mahsustur”
ibaresi,

f) Cihaz, 1smarlama imal edilen bir cihaz ise “Ismarlama
Imal Edilen Cihazdir” ibaresi,

g) Imalat tarihi (ay ve yil),

h) Cihazi giivenli bir sekilde kullanmaya veya implante
etmeye yonelik siire siniriyla ilgili, en azindan yil ve ay
seklinde ifade edilen agik bir gosterge,

1) Steril ambalajin kullanim 6ncesinde hasar gérmesi
veya istenmeyen bir sekilde a¢ilmasi halinde yapilmasi
gerekenler ile ilgili olarak kullanim talimatinin kontrol
edilmesine yonelik bir talimat.
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23.4. Information in the instructions for use

The instructions for use shall contain all of the
following particulars:

(a) the particulars referred to in points (a), (c), (e), (),
(k), (), (n) and (r) of Section 23.2;

(b) the device's intended purpose with a clear
specification of indications, contra-indications, the
patient target group or groups, and of the intended
users, as appropriate;

(c) where applicable, a specification of the clinical
benefits to be expected.

(d) where applicable, links to the summary of safety
and clinical performance referred to in Article 32;

(e) the performance characteristics of the device;

(f) where applicable, information allowing the
healthcare professional to verify if the device is
suitable and select the corresponding software and
accessories;

(g) any residual risks, contra-indications and any
undesirable side-effects, including information to be
conveyed to the patient in this regard;

(h) specifications the user requires to use the device
appropriately, e.g. if the device has a measuring
function, the degree of accuracy claimed for it;

(1) details of any preparatory treatment or handling of
the device before it is ready for use or during its use,
such as sterilisation, final assembly, calibration, etc.,
including the levels of disinfection required to ensure
patient safety and all available methods for achieving
those levels of disinfection;

23.4. Kullanim talimatindaki bilgiler
Kullanim talimati, asagidakilerin tiimiinii icerir:

a) Bu Ekin 23.2’sinin (a), (c), (d), (e), (1), (1), (k) ve (0)
bentlerinde atifta bulunulan ayrintilar,

b) Uygun oldugu hallerde, endikasyonlar,
kontrendikasyonlar, hedef hasta grubu veya gruplari ve
hedeflenen kullanicilar hakkinda acik bir tanimlama ile
birlikte cihazin kullanim amaci,

¢) Uygulanabildigi hallerde, beklenen klinik faydalarla
ilgili bir aciklama,

¢) Uygulanabildigi hallerde, 32 nci maddede atifta
bulunulan giivenlilik ve klinik performans 6zeti i¢in
baglantilar,

d) Cihazimn performans karakteristikleri,

e) Uygulanabildigi hallerde, saglik profesyonellerinin
cithazin uygun olup olmadigimi dogrulamasina ve ilgili
yazilim ve aksesuarlar1 segmesine imkan veren bilgiler,

f) Artik riskler, kontrendikasyonlar ve istenmeyen yan
etkiler ile birlikte bu konuda hastaya iletilmesi gereken
bilgiler,

g) Kullanicinin cihaz1 uygun sekilde kullanmasi i¢in
gerekli olan aciklamalar; 6rne8in cihazin bir Slgiim
fonksiyonu varsa buna yonelik iddia edilen dogruluk
derecesi,

g) Hasta giivenligini saglamak icin gerekli olan
dezenfeksiyon seviyeleri ve bu dezenfeksiyon
seviyelerini ger¢eklestirmeye yonelik mevcut tim
yontemler dahil olmak iizere, cihaz kullanima hazir
olmadan 6nce veya kullanim siiresince cihazin hazirlik
islemleri veya kullanimui ile ilgili ayrintilar (6rnegin,
sterilizasyon, nihai montaj, kalibrasyon ve benzeri),
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(j) any requirements for special facilities, or special
training, or particular qualifications of the device user
and/or other persons;

(k) 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:

— details of the nature, and frequency, of preventive
and regular maintenance, and of any preparatory
cleaning or disinfection,

— 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, and

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

(1) if the device is supplied sterile, instructions in the
event of the sterile packaging being damaged or
unintentionally opened before use;

(m) if the device is supplied non-sterile with the
intention that it is sterilised before use, the appropriate
instructions for sterilisation;

(n) if the device is reusable, information on the
appropriate processes for allowing reuse, including
cleaning, disinfection, packaging and, where
appropriate, the validated method of re-sterilisation
appropriate to the Member State or Member States in
which the device has been placed on the market.
Information shall be provided to identify when the

h) Ozel tesislere ya da cihaz kullanicisinin ve/veya diger
kisilerin 6zel egitimine ya da belirli yeterliliklerine
yonelik gereklilikler,

1) Ilgili oldugu yerde, asagidakilerle birlikte, cihazin
dogru bir sekilde kurulup kurulmadigini ve giivenli bir
sekilde ve imalat¢1 tarafindan amaglandigr gibi
calismaya hazir olup olmadigmi dogrulamak icin
gereken bilgiler:

- Onleyici ve diizenli bakimin ve 6n temizligin veya
dezenfeksiyonun niteligi ve sikligina dair ayrintilar,

- Sarf malzeme bilesenlerinin ve bunlarin nasil
degistirileceginin tanimlanmast,

- Amaglanan kullanim 6émrii boyunca cihazin dogru ve
giivenli bir sekilde calismasini saglamak i¢in gerekli
kalibrasyon bilgileri ve

- Cihazlarin kurulumunda, kalibrasyonunda veya servis
hizmetlerinde yer alan kisilerin karsilastigi riskleri
ortadan kaldirmaya yonelik yontemler,

1) Cihaz steril durumda tedarik ediliyor ise kullanim
oncesinde steril ambalajinin hasar gormesi veya
istenmeyen bir sekilde agilmasi durumuna yonelik
talimatlar,

J) Cihaz, kullanim 6ncesinde steril edilmesi amaciyla
steril olmayan durumda tedarik ediliyor ise
sterilizasyona yonelik uygun talimatlar,

k) Cihaz tekrar kullanilabilir ise temizlik,
dezenfeksiyon, ambalajlama dahil olmak iizere yeniden
kullanim1 miimkiin kilmaya yonelik uygun siirecler ve
uygun oldugu hallerde ulusal mevzuat kapsaminda
uygun goriillen yeniden sterilizasyona iliskin gecerli
kilimmis yontem hakkinda bilgiler. Ayrica, malzeme
bozulmasmin belirtileri veya izin verilebilir azami
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device should no longer be reused, e.g. signs of
material degradation or the maximum number of
allowable reuses;

(o) an indication, if appropriate, that a device can be
reused only if it is reconditioned under the
responsibility of the manufacturer to comply with the
general safety and performance requirements;

(p) if the device bears an indication that it is for single
use, information on known characteristics and
technical factors known to the manufacturer that could
pose a risk if the device were to be re-used. This
information shall be based on a specific section of the
manufacturer's risk management documentation,
where such characteristics and technical factors shall
be addressed in detail. If in accordance with point (d)
of Section 23.1. no instructions for use are required,
this information shall be made available to the user
upon request;

(q) for devices intended for use together with other
devices and/or general purpose equipment:

— information to identify such devices or equipment,
in order to obtain a safe combination, and/or

— information on any known restrictions to
combinations of devices and equipment;
(r) if the device emits radiation for medical purposes:

— detailed information as to the nature, type and
where appropriate, the intensity and distribution of the
emitted radiation,

yeniden kullanim sayis1 gibi cihazin bundan sonra
yeniden kullanilmamasi gereken zamani belirlemeye
yonelik bilgiler saglanir,

1) Uygun oldugu hallerde, genel giivenlilik ve
performans gerekliliklerine uymak igin yalnizca
imalatginin  sorumlulugu altinda, rekondiiksiyonu
sartiyla cihazin tekrar kullanilabilecegine dair bir
gosterge,

m) Cihaz tek kullanimlik olduguna dair bir gosterge
tagiyor ise imalatci tarafindan bilinen, cihazin yeniden
kullanilmas1  halinde bir risk  olusturabilecek
karakteristikler ve teknik faktorler hakkinda bilgiler.
S6z konusu bilgiler, bu tiir karakteristiklerin ve teknik
faktorlerin ayrintili olarak ele alindigi, imalat¢inin risk
yonetimi dokiimantasyonunun spesifik bir boliimiine
dayanir. Bu Ekin 23.1’inin (¢) bendi uyarinca kullanim
talimat1 gerekli degilse, bu bilgiler talebi halinde
kullaniciya sunulur,

n) Diger cihazlarla ve/veya genel amach ekipmanla
birlikte kullanilmast amaglanan cihazlar i¢in:

- Giivenli bir kombinasyon elde etmek iizere, bu tiir
cihazlar1 veya ekipmani tanimlamaya yonelik bilgiler
ve/veya

- Cihaz ve ekipman kombinasyonlarina dair bilinen
kisitlamalara iligkin bilgiler,

o) Cihazin tibbi amaglar i¢in radyasyon yaymasi
halinde:

- Yayilan radyasyonun niteligine, tiirline ve uygun
oldugu hallerde yogunluguna ve dagilimina iliskin
ayrintili bilgiler,
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— the means of protecting the patient, user, or other
person from unintended radiation during use of the
device;

(s) information that allows the user and/or patient to
be informed of any warnings, precautions, contra-
indications, measures to be taken and limitations of
use regarding the device. That information shall,
where relevant, allow the user to brief the patient about
any warnings, precautions, contra-indications,
measures to be taken and limitations of use regarding
the device. The information shall cover, where
appropriate:

— warnings, precautions and/or measures to be taken
in the event of malfunction of the device or changes in
its performance that may affect safety,

— 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 electrical and
electromagnetic effects, electrostatic discharge,
radiation associated with diagnostic or therapeutic
procedures, pressure, humidity, or temperature,

— 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, or
therapeutic treatment or other procedures such as
electromagnetic interference emitted by the device
affecting other equipment,

— if the device is intended to administer medicinal
products, tissues or cells of human or animal origin, or
their derivatives, or biological substances, any

- Cihazin kullanimi siiresince hastayi, kullaniciy1 veya
diger kisiyi istenmeyen radyasyondan koruma araglari,

0) Kullanicinin ve/veya hastanin, uyarilar, dnlemler,
kontrendikasyonlar, alinacak tedbirler ve cihaza iliskin
kullanom sinirlamalar1  hakkinda bilgilendirilmesine
imkan veren bilgiler. Bu bilgiler; ilgili oldugu yerde,
uyarilar, Onlemler, kontrendikasyonlar, alinacak
tedbirler ve cihaza iligkin kullanim smirlamalart
hakkinda kullanicinin hastay bilgilendirmesine olanak
saglar. Bu bilgiler, uygun oldugu hallerde asagidakileri
kapsar:

- Cihaz arizasi ya da cihazin performansinda giivenligi
etkileyebilecek  degisiklikler ~meydana  gelmesi
durumunda uyarilar, Onlemler ve/veya alinacak
tedbirler,

- Manyetik  alanlar, harici  elektriksel ve
elektromanyetik etkiler, elektrostatik bosalma, tanilama
veya terapotik prosediirler ile iligkili radyasyon, basing,
nem veya sicaklik gibi makul olarak dngdriilebilir dis
etkilere veya cevresel sartlara maruz kalmayla ilgili
uyarilar, onlemler ve/veya alinacak tedbirler,

- Tanilama amach spesifik arastirmalar,
degerlendirmeler veya terapdtik amagli islemler ya da
diger prosediirler sirasinda, makul ve 6ngoriilebilir bir
sekilde cihazin mevcudiyetinden kaynaklanan girisim
riskleri (6rnegin, cihazdan yayilan ve diger ekipmani
etkileyen elektromanyetik enterferans) ile ilgili uyarilar,
onlemler ve/veya alinacak tedbirler,

- Cihaz; tibbi firiinleri, insan veya hayvan kaynakli
dokular1 ya da hiicreleri veya bunlarin tiirevlerini ya da
biyolojik maddeleri tatbik etme amagli ise verilecek
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limitations or incompatibility in the choice of
substances to be delivered,

— warnings, precautions and/or limitations related to
the medicinal substance or biological material that is
incorporated into the device as an integral part of the
device; and

— 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;

(t) in the case of devices that are composed of
substances or of combinations of substances that are
intended to be introduced into the human body and
that are absorbed by or locally dispersed in the human
body, warnings and precautions, where appropriate,
related to the general profile of interaction of the
device and its products of metabolism with other
devices, medicinal products and other substances as
well as contra- indications, undesirable side-effects
and risks relating to overdose;

(u) in the case of implantable devices, the overall
qualitative and quantitative information on the
materials and substances to which patients can be
exposed;

(v) 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:

— infection or microbial hazards such as explants,
needles or surgical equipment contaminated with
potentially infectious substances of human origin, and

maddelerin secimindeki sinirlamalar veya
uyumsuzluklar,

- Cihazin biitiinlesik bir pargasi olarak ihtiva ettigi tibbi
madde veya biyolojik materyalle ilgili uyarilar,
onlemler ve/veya simirlamalar ve

- Cihazin ihtiva ettigi, CMR maddeler veya endokrin-
bozucu maddeler igeren veya bunlardan olusan ya da
hastada veya kullanicida hassasiyete veya alerjik bir
reaksiyona yol agabilecek olan materyallerle ilgili
Onlemler,

p) Insan viicuduna girmesi amaglanan ve insan viicudu
tarafindan absorbe edilen ya da insan viicudunda lokal
olarak ~ dagilan = maddelerden @ veya  madde
kombinasyonlarindan olusan cihazlar s6z konusu
oldugunda; uygun oldugu hallerde, kontrendikasyonlar,
istenmeyen yan etkiler ve doz asimu ile ilgili risklerin
yani sira cihazin ve onun metabolizma iiriinlerinin diger
cihazlarla, tibbi {riinlerle ve diger maddelerle
etkilesiminin genel profiliyle ilgili uyarilar ve 6nlemler,

r) Implante edilebilir cihazlar s6z konusu oldugunda;
hastalarin maruz kalabilecegi materyaller ve maddeler
hakkinda tiim niteliksel ve niceliksel bilgiler,

s) Cihazin, varsa aksesuarlarinin ve cihazla birlikte
kullanilan sarf malzemelerin gilivenli bir sekilde
bertarafin1 kolaylastirmak icin uyarilar veya alinacak
onlemler. Bu bilgiler, uygun oldugu hallerde
asagidakileri kapsar:

- Enfeksiyon veya mikrobiyal tehlikeler (6rnegin, insan
kaynakli potansiyel olarak enfeksiyoz maddelerle
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— physical hazards such as from sharps.

If in accordance with the point (d) of Section 23.1 no
instructions for use are required, this information shall
be made available to the user upon request;

(w) for devices intended for use by lay persons, the
circumstances in which the user should consult a
healthcare professional;

(x) for the devices covered by this Regulation pursuant
to Article 1(2), information regarding the absence of a
clinical benefit and the risks related to use of the
device;

(y) 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;

(z) a notice to the user and/or patient that any serious
incident that has occurred in relation to the device
should be reported to the manufacturer and the
competent authority of the Member State in which the
user and/or patient is established;

(aa) information to be supplied to the patient with an
implanted device in accordance with Article 18;

(ab) 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.

kontamine olan eksplantlar, igneler veya cerrahi
ekipman) ve

- Keskin aletlerden kaynaklananlar gibi fiziksel
tehlikeler.

Bu Ekin 23.1’inde (¢) bendi uyarinca kullanim talimati
gerekli degilse, bu bilgiler talebi halinde kullaniciya
sunulur,

s) Meslekten olmayan kisiler tarafindan kullanilmasi
amaclanan cihazlar i¢in kullanicinin  bir saghk
profesyoneline danigmasi gereken durumlar,

t) 1 inci maddenin ikinci fikras1 uyarinca bu
Yonetmelik’in kapsadigi cihazlar i¢in klinik bir
faydanin olmadigina iligkin bilgiler ve cihazin
kullanimuyla ilgili riskler,

u) Kullanim talimatinin basim tarihi veya revize edilmis
ise en son revizyonunun tanimlayicisi ve basim tarihi,

i) Cihazla ilgili meydana gelen herhangi bir ciddi
olumsuz olayin imalat¢iya ve ilgili yetkili otoriteye
raporlanmas1 gerektigine iligkin kullanictya ve/veya
hastaya yonelik bir bildirim,

v) Implante edilmis bir cihazi olan hastaya 18 inci
madde uyarinca saglanacak bilgiler,

y)  Yazillm dahil olmak {zere elektronik
programlanabilir sistemler i¢eren cihazlar ya da kendi
basina cihaz olan yazilimlar i¢in; yazilimin amaglandigi
sekilde calismasi i¢in gerekli olan, donanim, BT ag
karakteristikleri ve yetkisiz erisime kars1 koruma dahil
BT giivenlik dnlemleri ile ilgili asgari gereklilikler.

ANNEX II
TECHNICAL DOCUMENTATION

EK II
TEKNIK DOKUMANTASYON
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The technical documentation and, if applicable, 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.

Imalatgi tarafindan hazirlanacak teknik dokiimantasyon
ve uygulanabildigi hallerde bunun 6zeti; acik, diizenli,
kolaylikla incelenebilir ve belirsizlige mahal vermeyen
bir sekilde sunulur ve o6zellikle 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 product code, catalogue
number or other unambiguous reference allowing
traceability;

(c) the intended patient population and medical
conditions to be diagnosed, treated and/or monitored
and other considerations such as patient selection
criteria, indications, contra-indications, warnings;

(d) principles of operation of the device and its mode
of action, scientifically demonstrated if necessary;

(e) the rationale for the qualification of the product as
a device;

(f) the risk class of the device and the justification for
the classification rule(s) applied in accordance with
Annex VIII;

(g) an explanation of any novel features;

1. VARYANTLARI VE AKSESUARLARI DAHIL
OLMAK UZERE CiHAZ TANIMI VE
SPESIFIKASYONLARI

1.1.  Cihaz tamim ve spesifikasyonlari

a) Uriiniin ad1 veya ticari adi ve kullanim amaci ile
hedeflenen kullanicilar dahil olmak iizere cihazin genel
bir tanimi,

b) Cihazin tanimlanmasi UDI sistemine dayali hale
gelir gelmez s6z konusu cihaz i¢in imalat¢i tarafindan
tahsis edilen, Ek VI’'nin C Kisiminda atifta bulunuldugu
tizere Temel UDI-DI ya da aksi takdirde iiriin kodu,
katalog numarasi veya izlenebilirligi miimkiin kilan
baska bir 6zgiin atif yoluyla ag¢ik bir tanimlama,

c) Hedeflenen hasta popiilasyonu ve tanilanacak, tedavi
edilecek ve/veya izlenecek tibbi durumlar ve hasta
secim kriterleri, endikasyonlar, kontrendikasyonlar,
uyarilar gibi diger hususlar,

¢) Gerekli oldugu durumda bilimsel olarak kanitlanan,
cithazin ¢alisma ilkeleri ve etki mekanizmasi,

d) Uriiniin bir cihaz olarak nitelendirilmesine iliskin
gerekee,

e) Cihazin risk sinifi ve Ek VIII uyarinca uygulanan
siniflandirma kural(lar)ina iligskin gerekce,

f) Her tiirlii yeni 6zellik ile ilgili a¢iklama,

4.10.2018

36




(h) a description of the accessories for a device, other
devices and other products that are not devices, which
are intended to be used in combination with it;

(1) a description or complete list of the various
configurations/variants of the device that are intended
to be made available on the market;

(j) a general description of the key functional
elements, e.g. its parts/components (including
software if appropriate), its formulation, its
composition, its functionality and, where relevant, its
qualitative and quantitative composition. Where
appropriate, this shall include labelled pictorial
representations (e.g. diagrams, photographs, and
drawings), clearly indicating key parts/components,
including sufficient explanation to understand the
drawings and diagrams;

(k) a description of the raw materials incorporated into
key functional elements and those making either direct
contact with the human body or indirect contact with
the body, e.g., during extracorporeal circulation of
body fluids;

(I) technical specifications, such as features,
dimensions and performance attributes, of the device
and any variants/configurations and accessories that
would typically appear in the product specification
made available to the user, for example in brochures,
catalogues and similar publications.

g) Cihazla birlikte kullanilmast amaglanan cihaz
aksesuarlarinin, diger cihazlarin ve cihaz olmayan diger
irlinlerin tanima,

g) Piyasada bulundurulmasi amaglanan cihazin ¢esitli
konfigiirasyonlarinin/ varyantlarinin tanimi veya tam
listesi,

h) Parcalar/bilesenler (uygun oldugu hallerde yazilim
dahil), formiilasyon, bilesim, islevsellik ve ilgili oldugu
yerde niteliksel ve niceliksel bilesim gibi temel islevsel
ogelerin genel bir tanimi. Uygun oldugu hallerde bu
tanim; temel parcalari/bilesenleri agikca gosteren
etiketlenmis resimli anlatimlar (6rnegin, diyagramlar,
fotograflar ve ¢izimler) ile bu ¢izimleri ve diyagramlari
anlamak i¢in yeterli agiklama igerir,

1) Temel islevsel 6gelere dahil edilen hammaddelerin ve
insan viicuduna dogrudan veya dolayl olarak temas
eden hammaddelerin (0rnegin, viicut sivilarinin
ekstrakorporeal dolagimi siiresince olanlarin) tanima,

1) Kullaniciya 6rnegin brostirlerde, kataloglarda ve
benzer yayinlarda sunulan {iriin 6zelliklerinde tipik
olarak yer alan, cihazin ve tim
varyantlarmin/konfiglirasyonlarinin ve aksesuarlarinin
ozellikler, boyutlar ve performans nitelikleri gibi teknik
spesifikasyonlari.

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;

1.2. Cihazin onceki ve benzer nesillerine atif

a) Imalatc1 tarafindan iiretilen cihazin, varsa Onceki
nesli veya nesilleri hakkinda genel bir agiklama,
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(b) an overview of identified similar devices available
on the Union or international markets, where such
devices exist.

b) Varsa, yurt i¢i piyasada veya uluslararasi piyasalarda
bulunan, benzer olarak tanimlanmis cihazlar hakkinda
genel bir aciklama.

2. INFORMATION TO BE SUPPLIED BY THE
MANUFACTURER

A complete set of:

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

— the instructions for use in the languages accepted in
the Member States where the device is envisaged to be
sold.

2. IMALATCI TARAFINDAN SAGLANAN
BILGILER

Asagidakilerden olusan tam bir bilgi seti:

- Cihazin ve ambalajinin (6rnegin, tekli birim ambalaji,
satis ambalaji, spesifik sevk ve idare sartlarinda nakliye
ambalaj1) iizerindeki Tiirkce etiket veya etiketler ve

- Tiirkge kullanim talimatlari.

3. DESIGN AND MANUFACTURING
INFORMATION

(a) information to allow the design stages applied to
the device to be understood;

(b) complete information and specifications, including
the manufacturing processes and their validation, their
adjuvants, the continuous monitoring and the final
product testing. Data shall be fully included in the
technical documentation;

(c) identification of all sites, including suppliers and
sub-contractors, where design and manufacturing
activities are performed.

3. TASARIM VE IMALAT BIiLGILERI

a) Cihaza uygulanan tasarim  asamalarinin
anlasilmasina olanak saglayacak bilgiler,

b) Imalat siirecleri ve bunlarin validasyonu,
destekleyicileri, siirekli izleme ve nihai iirlin testi dahil
olmak iizere tiim bilgi ve spesifikasyonlar. Veriler,
teknik dokiimantasyona tiimiiyle dahil edilir,

c) Tedarik¢iler ve yiikleniciler dahil olmak {izere
tasarim ve imalat faaliyetlerinin ylriitildigi tim
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 I that
are applicable to the device taking into account its

4. GENEL GUVENLILIK VE PERFORMANS
GEREKLILIKLERI

Dokiimantasyon; kullanim amaci1 dikkate alinarak
cihaza uygulanabilir olan ve Ek I’de belirtilen genel
giivenlilik ve performans gerekliliklerine uygunlugun
gosterilmesine  yOnelik  bilgileri  kapsar ve bu
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intended purpose, and shall include a justification,
validation and verification of the solutions adopted to
meet those requirements. The demonstration of
conformity shall 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; and

(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.

gereklilikleri karsilamak i¢in kabul edilen ¢oziimlerin
gerekeesini, validasyonunu ve dogrulamasini igerir.
Uygunlugun gosterilmesi asagidakileri igerir:

a) Cihaza uygulanan genel giivenlilik ve performans
gereklilikleri ve digerlerinin neden uygulanmadigina
iligkin bir agiklama,

b) Uygulanabilir her bir genel glivenlilik ve performans
gerekliligine uygunlugu gostermek icin kullanilan
metot(lar),

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

¢) Genel giivenlilik ve performans gerekliliklerine
uygunlugu gostermek amaciyla uygulanan her bir
uyumlastirilmis standarda, ortak spesifikasyona veya
diger metoda uygunlugun kaniti olarak sunulan
kontrollii belgelerin kesin tanimi. Burada belirtilen
bilgiler; bu tiir kanmitin teknik dokiimantasyonda ve
uygulanabildigi hallerde teknik dokiimantasyonun
ozetinde nerede bulunduguna dair bir atif igerir.

5. BENEFIT-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 1.

5. FAYDA-RiISK ANALIZIi VE RiSK YONETIMIi

Dokiimantasyon asagidakilere iligskin bilgiler igerir:

a) Ek I’in 1 ve 8’inde atifta bulunulan fayda-risk analizi
ve

b) Benimsenen ¢oziimler ve Ek I'in 3’linde 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

6. URUN DOGRULAMA VE VALIDASYON

Dokiimantasyon; cihazin bu Yonetmelik’in
gerekliliklerine ve Ozellikle uygulanabilir genel
giivenlik ve performans gerekliliklerine uygunlugunu
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of the device with the requirements of this Regulation
and in particular the applicable general safety and
performance requirements.

gostermek icin yiirlitilen tim dogrulamalar ve
validasyon testleri ve/veya caligmalar ile ilgili sonuglari
ve kritik analizleri igerir.

6.1. Pre-clinical and clinical data

(a) results of tests, such as engineering, laboratory,
simulated use and animal tests, and evaluation of
published literature applicable to the device, taking
into account its intended purpose, or to similar
devices, regarding the pre-clinical safety of the device
and its conformity with the specifications;

(b) detailed information regarding test design,
complete test or study protocols, methods of data
analysis, in addition to data summaries and test
conclusions regarding in particular:

— the biocompatibility of the device including the
identification of all materials in direct or indirect
contact with the patient or user;

— physical, chemical and microbiological
characterisation;

— electrical safety and electromagnetic compatibility;
— software verification and validation (describing the
software design and development process and
evidence of the validation of the software, as used in
the finished device. This information shall typically
include the summary results of all verification,
validation and testing performed both in-house and in
a simulated or 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 information
supplied by the manufacturer);

— stability, including shelf life; and

— performance and safety.

6.1. Klinik-oncesi ve klinik veriler

a) Kullanom amacimi dikkate alarak, cihazin klinik
oncesi giivenligiyle ve spesifikasyonlara uygunluguyla
ilgili olarak; miihendislik, laboratuvar, simiile edilmis
kullanim ve hayvan testleri gibi testlerin sonuglar1 ve
cihaza ya da benzer cihazlara uygulanabilir
yayimlanmisg literatiiriin degerlendirmesi,

b) ozellikle asagidakilerle ilgili veri 6zetlerine ve test
sonuglarna ilaveten, test tasarimina, tam test veya
caligma protokollerine, veri analizi yontemlerine iliskin
ayrintil bilgiler:

- Hasta veya kullaniciya dogrudan veya dolayli olarak
temas eden biitiin malzemelerin tanimlanmasi dahil
cihazin biyouyumlulugu,

- Fiziksel, kimyasal ve mikrobiyolojik karakterizasyon,

- Elektriksel giivenlik ve elektromanyetik uyumluluk,

- Yazilim dogrulama ve validasyon (yazilim tasarim ve
gelistirme siirecini ve bitmis cihazda kullanildig
sekilde, yazilim validasyonu ile ilgili kanitlar1 tanimlar.
Bu bilgiler, genellikle nihai siirim ©oncesinde, hem
kurulus blinyesinde hem de simiile edilmis veya gercek
bir kullanic1 ortaminda gergeklestirilmis  biitiin
dogrulama, validasyon ve testlerin 6zet sonuglarini
icerir. Bu bilgiler, farkli donanim konfigiirasyonlarinin
ve uygulanabildigi hallerde, imalat¢1 tarafindan temin
edilen bilgilerde tanimlanmis isletim sistemlerinin
tamamini da ele alir),

- Raf 6mrii dahil stabilite ve

- Performans ve giivenlilik.
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Where applicable, conformity with the provisions of
Directive 2004/10/EC of the European Parliament and
of the Council shall be demonstrated.

Where no new testing has been undertaken, the
documentation shall incorporate a rationale for that
decision. An example of such a rationale would be that
biocompatibility testing on identical materials was
conducted when those materials were incorporated in
a previous version of the device that has been legally
placed on the market or put into service;

(c) the clinical evaluation report and its updates and
the clinical evaluation plan referred to in Article
61(12) and Part A of Annex XIV;

(d) the PMCF plan and PMCF evaluation report
referred to in Part B of Annex XIV or a justification
why a PMCEF is not applicable.

Uygulanabildigi hallerde, 09/03/2010 tarihli ve 27516
sayill Resmi Gazete’de yayimlanan Iyi Laboratuvar
Uygulamalart ~ Prensipleri, Test  Birimlerinin
Uyumlastirilmasi, yi Laboratuvar Uygulamalarmin ve
Calismalarin = Denetlenmesi Hakkinda Yonetmelik
hiikiimlerine uygunluk gosterilir.

Yeni bir test yapilmamigsa, dokiimantasyon bu karar
icin bir gerekce icerir. Yasal olarak piyasaya arz edilmis
veya hizmete sunulmus olan cihazin 6nceki bir
versiyonu, Ozdes malzemeleri ihtiva ettiginde, bu
malzemeler ile ilgili biyouyumluluk testinin yapilmis
olmasi bu tiir bir gerek¢eye 6rnek olabilir.

¢) 61 inci maddenin on ikinci fikrasinda ve Ek XIV’ilin
A Kisiminda atifta bulunulan klinik degerlendirme
raporu ve giincellemeleri ile klinik degerlendirme plani,
¢) Ek XIV’iin B Kisiminda atifta bulunulan piyasaya arz
sonrasi klinik takip plani ve piyasaya arz sonrasi klinik
takip plani degerlendirme raporu ya da piyasaya arz
sonrasit klinik takip planinin neden uygulanabilir
olmadigina dair bir gerekge.

6.2. Additional information required in specific cases
(a) Where a device incorporates, as an integral part, a
substance which, if used separately, may be
considered to be a medicinal product within the
meaning of point 2 of Article 1 of Directive
2001/83/EC, including a medicinal product derived
from human blood or human plasma, as referred to in
the first subparagraph of Article 1(8), a statement
indicating this fact. In this case, the documentation
shall identify the source of that substance and contain
the data of the tests conducted to assess its safety,

6.2. Ozel durumlarda gereken ilave bilgiler

a) Bir cihazin, biitiinlesik bir parg¢a olarak, 1 inci
maddenin sekizinci fikrasinin ikinei ciimlesinde atifta
bulunuldugu sekilde insan kant veya insan
plazmasindan elde edilen bir tibbi iiriin dahil, ayri
olarak  kullamldiginda  Beseri  Tibbi  Uriinler
Ruhsatlandirma Y 6netmeligi’nin 4 incii maddesinin (c)
bendi gercevesinde tibbi iiriin olarak kabul edilebilen
bir madde i¢germesi durumunda, bu durumu belirten bir
beyan. Bu durumda, dokiimantasyon; bu maddenin
kaynagini tanimlar ve cihazin kullanim amacini dikkate
alarak bu maddenin giivenliligini, kalitesini ve
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quality and usefulness, taking account of the intended
purpose of the device.

(b) Where a device is manufactured utilising tissues or
cells of human or animal origin, or their derivatives,
and is covered by this Regulation in accordance with
points (f) and (g) of Article 1(6, and where a device
incorporates, as an integral part, tissues or cells of
human origin or their derivatives that have an action
ancillary to that of the device and is covered by this
Regulation in accordance with the first subparagraph
of Article 1(10), a statement indicating this fact. In
such a case, the documentation shall identify all
materials of human or animal origin used and provide
detailed information concerning the conformity with
Sections 13.1. or 13.2., respectively, of Annex L.

(c) In the case of devices that are composed of
substances or combinations of substances that are
intended to be introduced into the human body and
that are absorbed by or locally dispersed in the human
body, detailed information, including test design,
complete test or study protocols, methods of data
analysis, and data summaries and test conclusions,
regarding studies in relation to:

— absorption, distribution, metabolism and excretion;
— possible interactions of those substances, or of their
products of metabolism in the human body, with other
devices, medicinal products or other substances,
considering the target population, and its associated
medical conditions;

— local tolerance; and

— toxicity, including single-dose toxicity, repeat-dose
toxicity, genotoxicity, carcinogenicity  and

yararliligin1 degerlendirmek {izere yiiriitiilen testlerle
ilgili veriler igerir.

b) Bir cihazin, insan veya hayvan kaynakli dokular veya
hiicreler veya bunlarin tiirevleri kullanilarak imal
edilmesi ve 1 inci maddenin altinci fikrasinin (e) ve (f)
bentleri uyarinca bu Yonetmelik kapsaminda olmasi
halinde ve bir cihazin, biitliinlesik bir parca olarak,
cihazin fonksiyonuna yardimci olan insan kaynakl
dokular veya hiicreler ya da onlarmn tiirevlerini ihtiva
etmesi ve 1 inci maddenin onuncu fikrasinin birinci
climlesi uyarinca bu Yonetmelik’in kapsaminda olmasi
halinde, bu durumu belirten bir beyan. Bu durumda,
dokiimantasyon, kullanilan insan veya hayvan kaynakli
biitiin materyalleri tanimlar ve Ek I’in sirasiyla, 13.1
veya 13.2°sine uygunluguna iliskin ayrintili bilgiler
saglar.

¢) Insan viicuduna girmesi amaglanan ve insan viicudu
tarafindan absorbe edilen ya da insan viicudunda lokal
olarak  dagilan  maddelerden @ veya  madde
kombinasyonlarindan olusan cihazlar s6z konusu
oldugunda; test tasarimi, tam test veya calisma
protokolleri, veri analiz yontemleri ve veri Ozetleri ile
test sonuglar1 dahil, asagidakilerle ilgili ¢aligmalara
iliskin ayrintili bilgiler:

- Absorbsiyon, dagilim, metabolizma ve atilim,

- Hedef popiilasyonu ve hedef popiilasyonun iligkili
tibbi durumlarmi g6z Oniinde bulundurarak, bu
maddelerin  veya bunlarin insan  viicudundaki
metabolizma {riinlerinin; diger cihazlar, tibbi {iriinler
veya diger maddeler ile olas1 etkilesimleri,

- Lokal tolerans ve

- Cihaza maruziyet diizeyine ve tipine bagli olarak
uygulanabildigi sekilde, tek-doz toksisitesi, yinelenen-

4.10.2018

42




reproductive and developmental toxicity, as
applicable depending on the level and nature of
exposure to the device.

In the absence of such studies, a justification shall be
provided.

(d) In the case of devices containing CMR or
endocrine-disrupting substances referred to in Section
10.4.1 of Annex I, the justification referred to in
Section 10.4.2 of that Annex.

(e) 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 respect to packaging,
sterilisation and maintenance of sterility. The
validation report shall address bioburden testing,
pyrogen testing and, if applicable, testing for sterilant
residues.

(f) 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.

(g) If the device is to be connected to other device(s)
in order to operate as intended, a description of this
combination/configuration including proof that it
conforms to the general safety and performance
requirements when connected to any such device(s)
having regard to the characteristics specified by the
manufacturer.

doz toksisitesi, genotoksisite, karsinojenisite ile tireme
ve gelisimsel toksisite dahil, toksisite.

Bu tiir ¢aligsmalarin yoklugunda bir gerekg¢e sunulur.

¢) Ek I'in 10.4.1’inde atifta bulunulan CMR veya
endokrin-bozucu maddeler i¢eren cihazlar s6z konusu
oldugunda, bahsi gecen Ekin 10.4.2°sinde atifta
bulunulan gerekge.

d) Steril veya tanimlanmis mikrobiyolojik kosulda
piyasaya arz edilen cihazlar s6z konusu oldugunda;
ilgili imalat adimlaria yonelik ¢evresel kosullarin bir
aciklamasi. Steril olarak piyasaya arz edilen cihazlar
s0z konusu oldugunda; validasyon raporlar1 dahil olmak
lizere, ambalajlama, sterilizasyon ve sterilitenin
muhafazasi ile ilgili kullanilan yontemlerin tanimai.
Validasyon raporu, biyolojik yilik (bioburden) testini,
pirojen testini ve gerekiyorsa sterilant kalinti testini ele
alir.

e) Olgiim fonksiyonu ile piyasaya arz edilen cihazlar
s0z konusu oldugunda; spesifikasyonlarinda verildigi
sekilde dogrulugu saglamak icin kullanilan yontemlerin
tanimi.

f) Cihaz amagclandig1 sekilde calismasi i¢in bagka bir
cihaza veya cihazlara baglanacak ise, imalatgi
tarafindan belirtilen karakteristikleri goz oniine alinarak
bu tiir cihaza veya cihazlara baglandiginda genel
giivenlilik ve performans gerekliliklerine uyduguna
iliskin kanit dahil, bu kombinasyon/ konfigiirasyonun
tanimi.

ANNEX III

EK IIT
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TECHNICAL DOCUMENTATION ON POST-
MARKET SURVEILLANCE

The technical documentation on post-market
surveillance to be drawn up by the manufacturer in
accordance with Articles 83 to 86 shall be presented in
a clear, organised, readily searchable and
unambiguous manner and shall include in particular
the elements described in this Annex.

PIYASAYA ARZ SONRASI GOZETIME

ILISKIN TEKNIK DOKUMANTASYON
83 ila 86 nc1 maddeler uyarinca imalat¢1 tarafindan
hazirlanacak piyasaya arz sonrasi gozetime iliskin
teknik dokiimantasyon; agik, diizenli, kolaylikla
incelenebilir ve belirsizlige mahal vermeyecek bir
sekilde sunulur ve 6zellikle bu Ekte belirtilen unsurlari
icerir.

1.1. The post-market surveillance plan drawn up in
accordance with Article 84.

The manufacturer shall prove in a post-market
surveillance plan that it complies with the obligation
referred to in Article 83.

(a) The post-market surveillance plan shall address the
collection and utilization 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.

1.1. 84 iincli madde uyarinca hazirlanan piyasaya arz
sonrasi gézetim plani;

Imalatci; 83 iincii maddede atifta bulunulan
yilikiimliilige uydugunu piyasaya arz sonrasi gozetim
planinda kantlar.

a) Piyasaya arz sonrasi goOzetim plani, Ozellikle
asagidaki mevcut bilgilerin toplanmasini ve kullanimin
ele alir:

- Periyodik giivenlilik glincelleme raporlarindan alinan
bilgiler dahil ciddi olumsuz olaylara ve saha giivenligi
diizeltici faaliyetlere iliskin bilgiler,

- Ciddi olmayan olumsuz olaylara atifta bulunan
kayitlar ve istenmeyen yan etkilere iliskin veriler,

- Trend raporlamasindan alinan bilgiler,

- Ilgili uzmanlik ya da teknik literatiir, veri tabanlari
ve/veya kayitlar,

- Geri bildirimler ve sikayetler dahil, kullanicilar,
dagiticilar ve ithalatgilar tarafindan saglanan bilgiler ve
- Benzer tibbi cihazlar hakkinda kamuya acik bilgiler.

(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

b) Piyasaya arz sonrasi gozetim plani, asgari olarak
asagidakileri kapsar:

- (a) bendinde atifta bulunulan bilgileri toplamak i¢in
proaktif ve sistematik bir siireci. Bu siireg, cihazlarin
performansiyla ilgili dogru bir karakterizasyona olanak
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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
88, 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 83, 84 and 86;

— 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 PMCF plan as referred to in Part B of Annex XIV,
or a justification as to why a PMCF is not applicable.

saglar ve ayrica cihaz ile piyasada bulunan benzer
iirlinler arasinda yapilacak bir karsilastirmaya imkan
tanir.

- Toplanmis verileri degerlendirmek i¢in etkili ve uygun
yontemleri ve siiregleri,

- Fayda-risk analizinin ve ~Ek D'in 3’ilinde atifta
bulunuldugu sekilde risk yonetiminin siirekli yeniden
degerlendirilmesinde kullanilan uygun gostergeleri ve
esik degerleri,

- Sikayetleri aragtirmak ve sahada toplanan piyasayla
ilgili deneyimleri analiz etmek i¢in etkili ve uygun
yontemleri ve araglari,

- Gozlem periyoduyla birlikte, olumsuz olaylarin
sikligindaki veya siddetindeki istatistiksel olarak
anlamli artislar belirlemek icin kullanilacak yontemler
ve protokoller dahil, 88 inci maddede belirtildigi sekilde
trend raporuna tabi olan olaylar1 yonetmek igin
yontemleri ve protokolleri,

- Yetkili otoriteler, onaylanmis kuruluslar, iktisadi
isletmeciler ve kullanicilarla etkili iletisim i¢in
yontemleri ve protokolleri,

- 83, 84 ve 86 nc1 maddelerde belirtilen imalatci
yiikiimliiliiklerini yerine getirmeye yonelik
prosediirlere atfi,

- Diizeltici faaliyetler dahil, uygun Onlemleri
tanimlamak ve baslatmak icin sistematik prosediirleri,

- Diizeltici faaliyet gerektirebilecek cihazlart izlemek ve
tanimlamak igin etkili araclar1 ve

- Ek XIV’iin B Kisiminda atifta bulunuldugu sekilde bir
piyasaya arz sonrasi klinik takip planini ya da piyasaya
arz sonrast klinik takibin neden uygulanabilir
olmadigina dair bir gerekceyi.
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1.2. The PSUR referred to in Article 86 and the post-
market surveillance report referred to in Article 85.

1.2. 86 nc1 maddede atifta bulunulan periyodik
giivenlilik giincelleme raporu ve 85 inci maddede atifta
bulunulan piyasaya arz sonras1 gbzetim raporu.

ANNEX IV
EU DECLARATION OF CONFORMITY
The EU declaration of conformity shall contain all of
the following information:

EK1V
AB UYGUNLUK BEYANI
AB uygunluk beyanmi asagidaki bilgilerin tamaminm
icerir:

1. Name, registered trade name or registered trade
mark and, if already issued, SRN as referred to in
Article 31 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;

1. Imalatginin ve mevcutsa yetkili temsilcisinin ad,
kayitli ticari unvani veya kayitll ticari markasi ve
halihazirda diizenlenmisse, 31 inci maddede atifta
bulunuldugu sekilde miinferit kimlik numarasi ve
kendilerine ulasilabilecek kayitl is yerlerinin adresi;

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

2. imalatginin 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. Ek VI'nin C Kisiminda 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 beyan1 kapsamindaki cihazin,
tamimlanmasina ve izlenebilirligine imkan verecek
sekilde, iiriin adi1 ve ticari adi, iiriin kodu, katalog
numarasi veya uygulanabilir oldugu hallerde fotograf
gibi diger kesin referanslar ile birlikte kullanim amaci.
Uriin ad1 veya ticari ad1 hari¢ olmak iizere, tanimlamaya
ve izlenebilirlige olanak saglayan bilgiler bu Ekin
3’linde atifta bulunulan Temel UDI-DI ile saglanabilir.

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

5. Ek VIII’de belirtilen kurallar uyarinca cihazin risk
sinifi,

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

6. Mevcut beyan kapsaminda olan cihazin bu
Yonetmelik’e ve uygulanabilirse, bir AB uygunluk
beyaninin diizenlenmesini sart kosan ilgili diger AB
mevzuatina uygun olduguna dair bir ifade,
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Union legislation that provides for the issuing of an
EU declaration of conformity;

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, yiiriitiilen uygunluk degerlendirme
prosediiriiniin bir tanim1 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.

ANNEX V
CE MARKING OF CONFORMITY

1. The CE marking shall consist of the initials ‘CE’
taking the following form:
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EKV
CE UYGUNLUK ISARETI

1. CE isareti, agagidaki sekli alan ‘CE’ harflerinden
olusur:
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2. If the CE marking is reduced or enlarged, the
proportions given in the above graduated drawing
shall be respected.

2. CE isareti kiiciltiilir veya biiyiitiiliir ise yukaridaki
Olcekli ¢izimde verilen oranlara uyulur.
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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 bilesenleri esasen 5 mm’den az
olmayan ayni dikey boyuta sahip olur. Bu asgari boyut,
kiictik boyutlu cihazlar i¢in uygulanmayabilir.

ANNEX VI
INFORMATION TO BE SUBMITTED UPON
THE REGISTRATION OF DEVICES AND

ECONOMIC OPERATORS IN ACCORDANCE
WITH ARTICLES 29(4) AND 31, CORE DATA

ELEMENTS TO BE PROVIDED TO THE UDI

DATABASE TOGETHER WITH THE UDI-DI
IN ACCORDANCE WITH ARTICLES 28 AND

29, AND THE UDI SYSTEM
PART A
INFORMATION TO BE SUBMITTED UPON
THE REGISTRATION OF DEVICES AND
ECONOMIC OPERATORS IN ACCORDANCE
WITH ARTICLES 29(4) AND 31

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.

EK VI
CIHAZLARIN VE iKTiSADI iISLETMECILERIN
KAYDI iCIN SUNULACAK BIiLGILER, UDI-DI
ILE BIRLIKTE UDI VERI TABANINA
SAGLANACAK TEMEL VERI OGELERI VE
UDI SISTEMI

KISIM A
29. MADDENIN 4. FIKRASI ve 31. MADDE
UYARINCA CIHAZLARIN ve IKTiSADI
ISLETMECILERIN KAYDI iCiN SUNULACAK
BILGILER

Imalatgilar ya da uygun oldugu hallerde, yetkili
temsilciler ve ithalat¢ilar; bu Kisimin 1’inde atifta
bulunulan bilgileri sunar ve bu Kisimin 2’sinde atifta
bulunulan bilgilerin tam, dogru ve ilgili tarafca
giincellenmis olmasini saglar.

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

1. Iktisadi Isletmeciyle ilgili Bilgiler
1.1. Iktisadi isletmecinin tipi (imalatg1, yetkili temsilci
veya ithalat¢),

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

1.2. Iktisadi isletmecinin adi, adresi ve iletisim bilgileri,

1.3. where submission of information is carried out by
another person on behalf of any of the economic
operators mentioned under Section 1.1, the name,
address and contact details of that person,

1.3. Bilgilerin sunumunun bu Kisimin 1.1%inde
bahsedilen iktisadi isletmecilerden herhangi biri adina
baska bir kisi tarafindan yerine getirilmesi durumunda,
ilgili kisinin ad1, adresi ve iletisim bilgileri,
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1.4. name address and contact details of the person or
persons responsible for regulatory compliance
referred to in Article 15.

1.4. 15 inci maddede atifta bulunulan mevzuata
uyumdan sorumlu kiginin veya kisilerin adi, adresi ve
iletisim bilgileri.

2. Information relating to the device
2.1. Basic UDI-DI,

2. Cihazla ilgili Bilgiler
2.1. Temel 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,

2.2. Onaylanmis kurulus tarafindan diizenlenen
sertifikanin tipi, numarasi ve bitig tarihi, bu onaylanmis
kurulusun adi1 veya kimlik numarasi ile sertifikada yer
alan ve onaylanmig kuruluslara ve sertifikalara iligkin
elektronik sisteme onaylanmis kurulus tarafindan
girilen bilgilere yonelik baglanti,

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

2.3. Cihazin piyasaya arz edilecegi veya arz edilmis
oldugu AB iiyesi lilke ve/veya Tiirkiye,

2.4. in the case of class Ila, class IIb or class III
devices: Member States where the device is or is to be
made available,

2.4. Smif Ila, simif IIb veya smif I1I cihazlar s6z konusu
oldugunda; cihazin bulunduruldugu veya
bulundurulacagi AB iiyesi iilke ve/veya Tiirkiye,

2.5. risk class of the device,

2.5. Cihazin risk sinifi,

2.6. reprocessed single-use device (y/n),

2.6. Yeniden islenmis tek kullanimlik cihaz
(evet/hayrr),

2.7. presence of a substance which, if used separately,
may be considered to be a medicinal product and name
of that substance,

2.7. Ayr olarak kullanildig: takdirde tibbi iiriin olarak
kabul edilebilen bir maddenin mevcudiyeti ve bu
maddenin adj,

2.8. presence of a substance which, if used separately,
may be considered to be a medicinal product derived
from human blood or human plasma and name of this
substance,

2.8. Ayr olarak kullanildiginda insan kanindan veya
insan plazmasindan elde edilen bir tibbi iiriin olarak
kabul edilebilen bir maddenin mevcudiyeti ve bu
maddenin adi,

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

2.9. Insan kaynakli dokularm veya hiicrelerin ya da
onlarin tlirevlerinin mevcudiyeti (evet/hayir),

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

2.10. (AB) 722/2012 sayili Yonetmelik’te atifta
bulunuldugu sekilde, hayvan kaynakli dokularin veya
hiicrelerin ya da onlarin tiirevlerinin mevcudiyeti
(evet/hayrr),
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2.11. where applicable, the single identification
number of the clinical investigation or investigations
conducted in relation to the device or a link to the
clinical investigation registration in the electronic
system on clinical investigations,

2.11. Uygulanabildigi hallerde, cihazla ilgili olarak
yiiriitiilen klinik aragtirmanin veya arastirmalarin tek
kimlik numarasma veya klinik arastirmalara yonelik
elektronik sistemdeki klinik arastirma kaydma bir
baglanti,

2.12. in the case of devices listed in Annex XVI,
specification as to whether the intended purpose of the
device is other than a medical purpose,

2.12. Ek XVI’da listelenen cihazlar s6z konusu
oldugunda, cihazin kullanim amacinin tibbi bir amag
disinda olduguna iliskin agiklama,

2.13. in the case of devices designed and
manufactured by another legal or natural person as
referred in Article 10(15), the name, address and
contact details of that legal or natural person,

2.13. 10 uncu maddenin on besinci fikrasinda atifta
bulunuldugu sekilde, baska bir tiizel veya gergek kisi
tarafindan tasarlanan ve imal edilen cihazlar s6z konusu
oldugunda, ilgili tiizel veya gercek kisinin adi, adresi ve
iletisim bilgileri,

2.14. in the case of class III or implantable devices, the
summary of safety and clinical performance,

2.14. Smif III veya implante edilebilir cihazlar soz
konusu oldugunda, giivenlilik ve klinik performans
Ozeti,

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

2.15. Cihazin durumu (piyasada/ artik piyasaya arz
edilmiyor/ geri c¢agrilmig/saha giivenligi diizeltici
faaliyeti baglatilmis).

PART B
CORE DATA ELEMENTS TO BE PROVIDED
TO THE UDI DATABASE TOGETHER WITH
THE UDI-DI IN ACCORDANCE WITH
ARTICLES 28 AND 29

The manufacturer shall provide to the UDI database
the UDI-DI and all of the following information
relating to the manufacturer and the device:

KISIM B
28 ve 29. MADDELER UYARINCA UDI-DI iLE
BIRLIKTE UDI VERI TABANINA
SAGLANACAK TEMEL VERI OGELERIi

Imalatc1, UDI veri tabanina, UDI-DI ile birlikte imalatgi
ve cihazla ilgili asagidaki bilgilerin tamamin girer:

1. quantity per package configuration,

1. Ambalaj konfigiirasyonu basina diisen miktar,

2. the Basic UDI-DI as referred to in Article 29 and
any additional UDI-DIs,

2. 29 uncu maddede atifta bulunuldugu sekilde Temel
UDI-DI ve herhangi ilave UDI-DI’lar,
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3. the manner in which production of the device is
controlled (expiry date or manufacturing date, lot
number, serial number),

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

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’ DI shall be assigned so as to
associate the use of a device with a patient),

4. Uygulanabilirse, UDI-DI kullanim birimi (bir
UDPI’nin, cihazin iizerinde kullanim birimi seviyesinde
etiketlenmemesi durumunda, cihazin kullanimimi hasta
ile iligkilendirmek i¢in bir ‘kullanim birimi’ DI, atanir),

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

5. Imalat¢inin etiket iizerinde belirtildigi sekilde ad1 ve
adresi,

6. the SRN issued in accordance with Article 31(2),

6. 31 inci maddenin ikinci fikrasi uyarinca verilen
miinferit kayit numarasi,

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

7. Uygulanabilirse, yetkili temsilcinin etikette
belirtildigi sekilde ad1 ve adresi,

8. the medical device nomenclature code as provided
for in Article 26,

8. 26 nc1 maddede belirtildigi sekilde tibbi cihaz
terminolojisi kodu,

9. risk class of the device,

9. Cihazin risk sinift,

10. if applicable, name or trade name,

10. Uygulanabilirse, ad veya ticari ad,

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

11. Uygulanabilirse, cihaz modeli, referans veya
katalog numarasi,

12. if applicable, clinical size (including volume,
length, gauge, diameter),

12. Uygulanabilirse, hacim, uzunluk, d6l¢ek, cap dahil
klinik boyut,

13. additional product description (optional),

13. Istege bagl olarak ek iiriin agiklamasi,

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

14. Uygulanabilirse, etiket iizerinde veya kullanim
kilavuzunda belirtildigi sekilde depolama ve/veya
kullanim sartlar

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

15. Uygulanabilirse, cihazin ilave ticari adlari,

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

16. Tek kullannmlik cihaz olarak etiketlenmis
(evet/hayrr),

17. if applicable, the maximum number of reuses,

17. Uygulanabilirse, azami yeniden kullanim sayisi,

18. device labelled sterile (y/n),

18. Steril etiketli cihaz (evet/hayir),

19. need for sterilisation before use (y/n),

19. Kullanimdan 6nce  sterilizasyon ihtiyaci
(evet/hayrr),
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20. containing latex (y/n),

20. Lateks iceriyor (evet/hayir)

21. where applicable, information labelled in
accordance with Section 10.4.5 of Annex I,

21. Uygulanabildigi hallerde, Ek I’in 10.4.5’1 uyarinca
etiketlenen bilgiler,

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

22. Istege bagl olarak elektronik kullanim talimati gibi
ilave bilgiler i¢in URL,

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

23.  Uygulanabilirse,  krittkk  uyarilar  veya
kontrendikasyonlar,

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

24. Cihazin durumu (piyasada/artik piyasaya arz
edilmiyor/geri  ¢agrilmig/saha giivenligi  diizeltici
faaliyeti baslatilmis)

PART C
THE UDI SYSTEM

KISIM C
UDI SISTEMI

1. Definitions

Automatic identification and data capture (‘AIDC’)
AIDC is a technology used to automatically capture
data. AIDC technologies include bar codes, smart
cards, biometrics and RFID.

1. Tamimlar

1.1. Otomatik tanimlama ve veri toplama (AIDC)
AIDC, otomatik olarak veri toplamak icin kullanilan bir
teknolojidir. AIDC teknolojileri; barkodlari, akilli
kartlari, biyometrikleri ve RFID’yi icerir.

Basic UDI-DI

The Basic UDI-DI is the primary identifier of a device
model. It is the DI assigned at the level of 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.

1.2. Temel UDI-DI

Temel UDI-DI, bir cihaz modelinin birincil
tanimlayicisidir. Cihazin kullanim birimi seviyesinde
atanan DID’sidir. UDI veri tabanina 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.

1.3. Kullanim Birimi DI

Kullanim Birimi DI, bir UDI’nin, kullanim birimi
seviyesinde tek bir cihazin iizerinde etiketlenmedigi
ornegin, ayni cihazin birden fazla biriminin birlikte
ambalajlandig1 durumlarda, cihaz kullanimini hasta ile
iligkilendirmeye hizmet eder.

Configurable device
A configurable device is a device that consists of
several components which can be assembled by the

1.4. Konfigiire edilebilir cihaz
Konfigiire edilebilir cihaz; imalat¢1 tarafindan birden
fazla  konfigiirasyonda  birlestirilebilen  birkag
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manufacturer in multiple configurations. Those
individual components may be devices in themselves.
Configurable devices include computed tomography
(CT) systems, ultrasound systems, anaesthesia
systems, physiological Monitoring systems, radiology
information systems (RIS).

bilesenden olusan cihazdir. Bu miinferit bilesenler,
kendi baslarina cihazlar olabilir.

Konfigiire edilebilir cihazlar, bilgisayarli tomografi
sistemlerini, ultrason sistemlerini, anestezi sistemlerini,
fizyolojik izleme sistemlerini ve radyoloji bilgi
sistemlerini igerir.

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
customized to meet specific needs.

Configurations include inter alia:

— gantries, tubes, tables, consoles and other items of
equipment that can be configured/combined to deliver
an intended function in computed tomography.

— ventilators, breathing circuits, vaporizers
combined to deliver an intended function in
anaesthesia.

1.5. Konfigiirasyon

Konfigilirasyon; imalat¢1 tarafindan belirtildigi sekilde,
kullanim amacin1 gerceklestirmek igin bir cihaz olarak
birlikte ¢alisan ekipman pargalarinin kombinasyonudur.
Parcalarin kombinasyonu, belirli ihtiyaglar1 kargilamak
icin  modifiye  edilebilir, ayarlanabilir = veya
ozellestirilebilir.

Konfigilirasyonlar digerlerine ilaveten asagidakileri
igerir:

- Bilgisayarli tomografide amaclanan bir fonksiyonu
yerine getirmesi i¢in konfigiire/kombine edilebilen
gantriler, tlipler, masalar, konsollar ve diger ekipman
parcalari.

- Anestezide amaglanan bir fonksiyonu yerine getirmesi
icin kombine edilen ventilatorler, solunum devreleri,
vaporizatorler.

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.

1.6. UDI-DI

UDI-DI; bir cihaz modeline spesifik olan tekil bir
numerik veya alfanumerik koddur ve ayrica UDI veri
tabaninda kayitli bilgilere ‘erisim anahtari’ olarak
kullanilir.

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

1.7. Insan Tarafindan Okunabilir Ceviri (HRI)
HRI; UDI tasiyicisinda sifrelenmis veri karakterlerinin
okunabilir bir ¢evirisidir.

Packaging levels

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

Ambalaj seviyeleri; tanimlanmis bir miktarda cihaz
iceren, Ornegin koli veya kutu gibi, cihaz ambalajinin
cesitli seviyeleri anlamina gelir.

UDI-PI

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

The different types of UDI-PIs include serial number,
lot number, software identification and manufacturing
or expiry date or both types of date.

1.9. UDI-PI

UDI-PI, iiretim birimini tanimlayan bir numerik veya
alfa numerik koddur.

UDI-Pl’larin  farkli tiirleri; seri numarasini, lot
numarasini, yazilim kimligini ve imalat veya son
kullanma tarihini ya da her iki tarih tipini igerir.

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 an
object, for the purpose of identification.

1.10. Radyo Frekansi ile Tammmlama RFID

RFID; tanimlama amactyla, bir okuyucu ile bir nesneye
ilistirilen elektronik etiket arasinda radyo dalgalarinin
kullanimi ~ yoluyla  veri  aligverisine  ydnelik
haberlesmeyi kullanan bir teknolojidir.

Shipping containers

A shipping container is a container in relation to which
traceability is controlled by a process specific to
logistics systems.

1.11. Nakliyat konteynirlar:
Nakliyat konteyniri; lojistik sistemlere 6zel bir siirecle
izlenebilirliginin 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-PIL.

The word ‘Unique’ does not imply serialisation of
individual production units.

1.12. Tekil Cihaz Kimligi (UDI)

UDI; kiiresel kabul gérmiis bir cihaz tanimlama ve
kodlama standardi vasitasiyla olusturulan bir numerik
veya alfanumerik karakterler dizisidir. Piyasadaki
belirli bir cihazin, belirsizlige mahal vermeyecek
sekilde tanimlanmasina olanak saglar. UDI; UDI-DI ve
UDI-PI’dan olusur.

‘Tekil” kelimesi, her bir dretim biriminin
serilestirilmesi anlamina gelmez.

UDI carrier

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

UDI carriers include, inter alia, 1ID/linear bar code,
2D/Matrix bar code, RFID.

1.13. UDI tasiyicisi

UDI tasiyicisi; UDI'yi AIDC ve mevcutsa, onun
HRTI’sin1 kullanarak iletme aracidir.

UDI tastyicilari, digerlerine ilaveten, 1D (1-Boyutlu) /
lineer barkod, 2D (2-Boyutlu) / Matrix barkod ve RFID
seklindedir.
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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 I to this
Regulation.

2. Genel Gereklilikler

2.1. UDI'nin ilistirilmesi ilave bir gerekliliktir; bu
Yonetmelik’in Ek I’inde belirtilen diger isaretleme ve
etiketleme gerekliliklerinin yerine gegmez.

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

2.2. imalatcilar, cihazlar icin benzersiz 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. Cihazin veya ambalajinin {izerine sadece imalatgi
UDI yerlestirebilir.

2.4. Only coding standards provided by issuing
entities designated by the Commission pursuant to
Article 27(2) may be used.

2.4. Sadece; 27 inci maddenin ikinci fikras1 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 UDL

3. UDI

3.1. Bir UDI, cihazin kendisine veya ambalajina tahsis
edilir. Ambalajin {ist seviyelerinin kendilerine ait
UDTI’lar1 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 individual devices and the
manufacturer places those devices in a container for
shipping or to protect the individually packaged
devices, the container (logistics unit) shall not be
subject to UDI requirements.

3.2. Nakliyat konteynirlari, bu Kisimin 3.1’indeki
gereklilikten muaf tutulur. Ornek olarak, bir lojistik
biriminde UDI’ya gerek yoktur; bir saglik
profesyonelinin miinferit cihazlarin UDI’sin1 veya
model numarasimi kullanarak birden ¢ok cihaz siparis
etmesi ve imalat¢inin bu cihazlar1 nakliyat amaciyla ya
da ayr1 ayr1 ambalajlanmis cihazlar korumak icin bir
konteynira koymast durumunda, konteynir (lojistik
birim) UDI gerekliliklerine tabi degildir.

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

3.3. UDI, iki boliimden olusur: UDI-DI ve 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
Ozgiindiir.

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

3.5. Etiket lizerinde lot numarasi, seri numarasi, yazilim
kimligi veya son gegerlilik tarihi yer aliyorsa bu, UDI-
PT’1n bir pargasi olur. Etiket iizerinde ayrica bir imalat
tarihi bulunuyorsa, UDI-PI’ya dahil edilmesine gerek
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included in the UDI-PL. If there is only a
manufacturing date on the label, this shall be used as
the UDI-PI.

yoktur. Etiket {izerinde sadece 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 UDL

3.6. Bir cihaz oldugu kabul edilen ve kendi basina
piyasada satilan her bir bilesene, kendi UDI’s1 ile
isaretlenmis olan konfiglire edilebilir bir cihazin
bilesenleri olmadikga, farkli bir UDI tahsis edilir.

3.7. Systems and procedure packs as referred to in
Article 22 shall be assigned and bear their own UDI.

3.7. 22 inci maddede atifta bulunuldugu sekilde
sistemler ve islem paketlerine kendi UDI’lan tahsis
edilir ve bunlar kendi UDI’larim tagur.

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

3.8. Imalatg1, bir cihaza UDI tahsis ederken ilgili
kodlama standardini izler.

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: e.g.
containing latex or DEHP.

3.9. Cihazin yanlis tamimlanmasina ve/veya
izlenebilirliginde belirsizlige yol agabilecek bir
degisiklikte, 6zellikle de asagidaki UDI veri taban1 veri
ogelerinden herhangi birindeki durum degisikliklerinde
yeni bir UDI-DI gerekir:

(a) Ad veya ticari ad,

(b) Cihaz versiyonu veya modeli,

(c) Tek kullanimlik olarak etiketli,

(¢) Steril ambalajli,

(d) Kullanimdan once sterilizasyon ihtiyaci,

(e) Ambalaj i¢indeki cihaz miktari,

(f) Kritik uyarilar veya kontrendikasyonlar: 6rnegin,
lateks veya DEHP icermesi.

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

3.10. Kendi etiketleriyle cihazlar1 yeniden ambalajlayan
ve/veya yeniden etiketleyen imalatcilar; orijinal cihaz
imalat¢isinin UDI’s1 ile ilgili kayit tutar.

4. UDI carrier
4.1. The UDI carrier (AIDC and HRI representation of
the UDI) shall be placed on the label or on the device

4. UDI Tasiyicisi

4.1. UDI tasiyicist (UDI’nin AIDC ve HRI gosterimi),
etiket lizerine veya cihazin kendisi ilizerine ve cihaz
ambalajinin daha iist seviyelerinin tamaminin {izerine
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itself and on all higher levels of device packaging.
Higher levels do not include shipping containers.

yerlestirilir. Ust seviyeler, nakliyat konteynirlarin
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. Kullanim birimi ambalaji ilizerinde bariz bosluk
kisitlamast olmast durumunda, UDI tastyicisi, bir tist
ambalaja yerlestirilebilir.

4.3. For single-use devices of classes 1 and Ila
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 individually packaged
devices. 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
of the individual device.

4.3. Simif I ve Ila tek kullanimlik cihazlar ayr1 ayr
ambalajlanmis ve etiketlenmis ise UDI tasiyicisinin bu
ambalaj lizerinde bulunmasi gerekmez; fakat ambalajin
iist seviyesinde 0rnegin, ayr1 ayri ambalajlanmig birkag
cihaz iceren bir karton kutu iizerinde UDI tasiyicisi
bulunur. Ancak saglik profesyonelinin cihaz
ambalajinin st seviyesini géremeyecegi bir durumda
ornegin evde saglik bakimi hizmetleri gibi durumlarda,
UDI, her bir cihazin ambalaji lizerine 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. Yalnizca perakende satis noktasina yonelik cihazlar
icin satis noktasi ambalaji iizerinde AIDC’deki UDI-
PT’larin 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 tastyicisindan farkli bir AIDC tasiyicist liriin
etiketlemesinin bir parcasi oldugunda, UDI tasiyicisi
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 kullaniliyorsa UDI-DI ve UDI-PI,
iki veya daha fazla barkod birlestirilmis olabilir ya da
ayr1 ayri bulunabilir. Lineer barkodun tiim boliimleri ve
Ogeleri, 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. Etiket iizerinde AIDC ve HRI'min birlikte
kullanimini sinirlayan 6nemli kisitlamalar varsa sadece
AIDC formatinin etiket iizerinde goriinmesi gerekir.
Evde bakim cihazlar1 gibi, saglik tesisleri disinda
kullanilmas1 amaglanan cihazlar i¢cin HRI; AIDC i¢in
hicbir bosluk kalmayacak olsa bile etiket iizerinde
mutlaka bulunur.
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4.8. The HRI format shall follow the rules of the UDI
code-issuing entity.

4.8. HRI formati, UDI kodu tahsis kurulusunun
kurallarini 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. Imalatc1 RFID teknolojisi kullaniyorsa, kod tahsis
kuruluslar1 tarafindan saglanan standart dogrultusunda
bir lineer veya 2-boyutlu barkod da etiket iizerinde
bulunur.

4.10. Devices that are reusable shall bear a UDI carrier
on the device itself. The UDI carrier for reusable
devices that require cleaning, 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. The
requirement of this Section shall not apply to devices
in the following circumstances:

(a) any type of direct marking would interfere with the
safety or performance of the device;

(b) the device cannot be directly marked because it is
not technologically feasible.

4.10. Tekrar kullanilabilir cihazlar; cihazin kendisi
iizerinde bir UDI tasiyicis1 tasir. Hastadan hastaya
kullanimlar  arasinda  temizlenmesi, dezenfekte
edilmesi, steril edilmesi veya yenilestirilmesi gereken
tekrar kullanilabilir cihazlara yonelik UDI tastyicisi,
cihazin amaglanan kullanim Omrii boyunca, sonraki
kullanima hazir hale getirilmesi i¢in gergeklestirilen her
islem sonrasinda kalici ve okunabilir olur. Bu
gereklilik, asagidaki durumlarda cihazlara uygulanmaz:
(a) Dogrudan isaretleme tiplerinin cihazin giivenliligi
veya performansi ile ¢atistigi durumda,

(b) Teknolojik olarak yapilabilir olmadig1 i¢in cihazin
dogrudan isaretlenemedigi durumda.

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

4.11. UDI tasiyicisi, cihazin normal kullanimi sirasinda
ve amaglanan kullanim émrii boyunca okunabilir olur.

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

4.12. Cihazin ambalaji UDI tasiyicisinin kolaylikla
okunabilmesine ya da AIDC s6z konusu oldugunda
taranabilmesine engel olusturmuyor ise ayrica ambalaj
iizerine UDI tasiyicisinin yerlestirilmesi gerekmez.

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

4.13. 1k kullanimdan once birlestirilmesi gereken
bir¢cok parcadan olusan tek bir bitmis cihaz s6z konusu
oldugunda, cihazin sadece bir parcasina UDI tasiyicisi
yerlestirmek yeterli olur.

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 tasiyicisi, cihazin normal caligsmast veya
depolanmas1 siiresince AIDC’ye erisilebilecek bir
sekilde yerlestirilir.
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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
tastyicilari, cihazin ¢aligmasi i¢in gerekli verileri veya
diger verileri de icerebilir.

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 temel UDI veri tabami veri Ogelerinin
tamaminin 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 tabamndaki tanimlayici
bilgilerin ve diger cihaz veri 6gelerinin ilk girisinden ve
giincellenmelerinden sorumlu olur.

5.3. Appropriate methods/procedures for validation of
the data provided shall be implemented.

5.3. Elde 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. Imalatgilar, artik piyasada bulunmayan cihazlar
hari¢ olmak iizere, piyasaya arz ettikleri cihazlarla ilgili
verilerin tiimiiniin dogrulugunu periyodik olarak teyit
eder.

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 veri tabaninda cihaz UDI-DI’sinin bulunmasi,
cihazin bu Yonetmelik’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 biitiin ambalaj seviyeleri
arasinda baglant1 kurmaya imkan verir.

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-DL

5.8. Imalatcilar, yeni bir UDI-DI gerektirmeden bir
ogede yapilan degisiklikten itibaren 30 giin igerisinde
ilgili UDI veri taban1 kaydini giinceller.

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

5.9. Veri girisi ve giincellemelerine yonelik uluslararasi
kabul gormiis standartlar, miimkiin olan her durumda,
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

5.10. UDI veritaban1 kullanic1 arayiizii tim AB
dillerinde ve Tiirk¢e olur. Cevirileri azaltmak adina
serbest metin alanlarinin kullanimi en aza indirgenir.
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use of free- text fields shall, however, be minimized in
order to reduce translations.

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

5.11. Artik piyasada bulunmayan cihazlarla ilgili
veriler, UDI veri tabaninda muhafaza edilir.

6. Rules for specific device types

6.1. Implantable devices:

6.1.1. Implantable devices shall, at their lowest level
of packaging (‘unit packs’), be identified, or marked
using AIDC, with a UDI (UDI-DI + UDI-PI);

6. Spesifik Cihaz Tiplerine Yonelik Kurallar

6.1. Implante edilebilir cihazlar

6.1.1. Implante edilebilir cihazlar; ambalajlarinin en alt
seviyesinde (birim ambalajlar1), bir UDI (UDI-DI +
UDI-PI) ile tanimlanir ya da AIDC kullanilarak
isaretlenir.

6.1.2. The UDI-PI shall have at least the following
characteristics:

(a) the serial number for active implantable devices,
(b) the serial number or lot number for other
implantable devices.

6.1.2. UDI-PI, asgari olarak asagidaki karakteristiklere
sahip olur:

(a) Implante edilebilir aktif cihazlar i¢in seri numarast,
(b) Implante edilebilir diger cihazlar i¢in seri numarasi
veya lot numarasi.

6.1.3. The UDI of the implantable device shall be
identifiable prior to implantation.

6.1.3. Implante  edilebilir ~ cihazin =~ UDI’s1,
implantasyondan once tanimlanabilir olur.

6.2. Reusable devices requiring cleaning, disinfection,
sterilisation or refurbishing between uses

6.2.1. The UDI of such devices shall be placed on the
device and be readable after each procedure to make
the device ready for the next use.

6.2. Kullammmlar arasinda temizlik, dezenfeksiyon,
sterilizasyon veya yenilestirme gerektiren tekrar
kullamlabilir cihazlar

6.2.1. Bu tiir cihazlarin UDI’s1 cihaz iizerine yerlestirilir
ve cihazi sonraki kullannma hazir hale getirmeye
yonelik her islemden sonra okunabilir olur.

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

6.2.2. Lot veya seri numarasi gibi UDI-PI
karakteristikleri imalat¢1 tarafindan belirlenir.

6.3. Systems and procedure packs as referred to in
Article 22

6.3.1. The natural or legal person referred to in Article
22 shall be responsible for identifying the system or
procedure pack with a UDI including both UDI-DI
and UDI-PL

6.3. 22 inci maddede atifta bulunuldugu sekilde
sistemler ve islem paketleri

6.3.1. 22 inci maddede atifta bulunulan gercek veya
tiizel kisi; sistem veya iglem paketini, hem UDI-DI hem
de UDI-PI igeren bir UDI ile tanimlamaktan sorumlu
olur.
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6.3.2. Device contents of system or procedure packs
shall bear a UDI carrier on their packaging or on the
device itself.

Exemptions:

(a) individual single-use disposable devices, the uses
of which are generally known to the persons by whom
they are intended to be used, which are contained
within a system or procedure pack, and which are not
intended for individual use outside the context of the
system or procedure pack, shall not be required to bear
their own UDI carrier;

(b) devices that are exempted from bearing a UDI
carrier on the relevant level of packaging shall not be
required to bear a UDI carrier when included within a
system or procedure pack.

6.3.2. Sistem veya islem paketlerinin cihaz bilesenleri
ambalajlarinin {izerinde veya cihazin kendi iizerinde bir
UDI tasiyicist tasir.

Istisnalar:

(a) Kullanimlari, bu cihazlar1 kullanmasi amaglanan
kisiler tarafindan genel olarak bilinen, bir sistem veya
islem paketi icerisinde yer alan ve sistem veya islem
paketi kapsami disinda tek basmna kullanimi
amaclanmayan, her bir tek kullanimlik cihazin kendi
basina UDI tasiyicisi tagimasi gerekmez;

(b) Ilgili ambalaj seviyesinde bir UDI tastyicist
tasimaktan muaf tutulan cihazlarin, bir sistem veya
islem paketi igerisine dahil edildiklerinde, bir UDI
tasiyicisi tagimasi gerekmez.

6.3.3. Placement of the UDI carrier on systems or
procedure packs

(a) The system or procedure pack UDI carrier shall as
a general rule be affixed to the outside of the
packaging.

(b) The UDI carrier shall be readable, or, in the case
of AIDC, scannable, whether placed on the outside of
the packaging of the system or procedure pack or
inside transparent packaging.

6.3.3. UDI tasiyicisinin = sistemlerin  veya islem
paketlerinin lizerine yerlestirilmesi

(a) Sistem veya islem paketinin UDI tasiyicisi, genel bir
kural olarak, ambalajin disina ilistirilir.

(b) UDI tasiyicisi; sistem veya islem paketi ambalajinin
disina ilistirilmis olmas1 ya da seffaf ambalajin
icerisinde bulunmasi durumlarinda, okunabilir ya da
AIDC s6z konusu oldugunda taranabilir olur.

6.4. Configurable devices:
6.4.1. A UDI shall be assigned to the configurable
device in its entirety and shall be called the
configurable device UDI.

6.4. Konfigiire edilebilir cihazlar

6.4.1. Bir UDI, konfigiire edilebilir cihazin biitliniine
atanir ve konfigiire edilebilir cihaz UDI’s1 olarak
adlandirilir.

6.4.2. The configurable device UDI-DI shall be
assigned to groups of configurations, not per
configuration within the group. A group of
configurations is defined as the collection of possible

6.4.2. Konfigiire edilebilir cihaz UDI-DI’s1, grup
icindeki her konfiglirasyon basina degil, konfigiirasyon
gruplarina atanir. Bir konfigiirasyon grubu, teknik
dokiimantasyonda ac¢iklandigi sekilde belirli bir cihaza
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configurations for a given device as described in the
technical documentation.

yonelik olas1  konfiglirasyonlarin  biitiinii  olarak
tanimlanir.

6.4.3. A configurable device UDI-PI shall be assigned
to each individual configurable device.

6.4.3. Bir konfigiire edilebilir cihaz UDI-PI’s1, her bir
miinferit konfigiire edilebilir cihaza atanir.

6.4.4. The carrier of the configurable device UDI shall
be placed on the assembly that is most unlikely to be
exchanged during the lifetime of the system and shall
be identified as the configurable device UDI.

6.4.4. Konfigiire edilebilir cihaz UDI’sinin tastyicisi,
sistemin kullanim Omrii boyunca degistirilmesi en
olasilik dis1 olan bilesenin {iizerine yerlestirilir ve
konfigiire edilebilir cihaz UDI’s1 olarak tanimlanir.

6.4.5. Each component that is considered a device and
is commercially available on its own shall be assigned
a separate UDL.

6.4.5. Bir cihaz oldugu kabul edilen ve kendi basina
ticari olarak bulundurulan her bir bilesene farkli bir UDI
atanir.

6.5. Device Software

6.5.1. 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.

6.5. Cihaz yazilmm

6.5.1. UDI tahsis kriterleri

UDI, yazilimin sistem seviyesine atanir. Sadece kendi
basma ticari olarak bulundurulan yazilim ve kendi
basina bir cihaz olan yazilim bu gereklilige tabi olur.

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

6.5.2. 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.

6.5.2. Asagidakileri degistiren bir modifikasyon
oldugunda, yeni bir UDI-DI gerekir:

(a) Orijinal performansi,

(b) Yazilimin giivenligini veya kullanim amacini,

(c) Verilerin yorumlanmasini.

Bu tiir modifikasyonlar; yeni veya modifiye edilmis
algoritmalar, veri tabani yapilari, isletim platformu,
mimari veya yeni kullanici ara-yiizleri ya da birlikte
calisabilirlige yonelik yeni kanallar igerir.

6.5.3. 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

6.5.3. Minor yazilim revizyonlari, yeni bir UDI-PI
gerektirip yeni bir UDI-DI gerektirmez.

Mindr yazilim revizyonlari; genel olarak hata (bug)
diizeltmeleri, glivenlik amacli olmayan kullanilabilirlik
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safety purposes, security patches or operating
efficiency.

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

iyilestirmeleri, gilivenlik yamalar1 veya isletim
verimliligi ile iliskili olur.
Minér yazilim revizyonlari, imalatgiya 6zel tanimlama
formu yoluyla tanimlanir.

6.5.4. UDI placement criteria for software

(a) where the software is delivered on a physical
medium, e.g. 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 wuser interface such as
middleware for image conversion, shall be capable of
transmitting the UDI through an application
programming interface (API);

(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, so as to
assist the user in identifying the UDI and determining
which standard is being used to create the UDI.

6.5.4. Yazilima yonelik UDI yerlestirme kriterleri

(a) yazilimin, CD veya DVD gibi fiziksel bir ortamda
verilmesi durumunda, her ambalaj seviyesi, UDI’nin
tamaminin HRI gosterimini ve AIDC gdsterimini tasir.
Yazilimi barindiran fiziksel ortama ve ambalajina
uygulanan UDI, yazilima sistem seviyesinde atanan
UDI ile 6zdes olur,

(b) UDI; ‘hakkinda’ dosyasi gibi, kolaylikla okunabilir
bir diiz metin formatinda, kullanici icin rahatlikla
ulagilabilir bir ekran tizerinde saglanir ya da baslangi¢
ekranina dahil edilir,

(c) Goriintli doniistiirmeye yonelik ara katman (aract)
yazilimi gibi kullanici ara yiizii olmayan bir yazilim, bir
uygulama programlama ara yiizii (API) vasitasiyla
UDI’y1 iletme kabiliyetine sahip olur,

(¢) Yazilimin elektronik ekranlarinda, yalnizca UDI’nin
insan tarafindan okunabilir kismi1 gereklidir. ‘Hakkinda’
meniisii, agilir pencere vb. elektronik ekranlarda, AIDC
kullanan UDI isaretine gerek yoktur,

(d) Yazilima yonelik UDI'nin insan tarafindan
okunabilir formati;; UDI’y1r tanimlamada ve UDI
olusturmak tizere kullanilan standardi belirlemede
kullanictya yardimer olmasi i¢in kod tahsis kuruluslar
tarafindan kullanilan standarda yonelik Uygulama
Tanimlayicilarini (Al) igerir.

ANNEX VII

EK VII
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REQUIREMENTS TO BE MET BY NOTIFIED
BODIES

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.

ONAYLANMIS KURULUSLAR TARAFINDAN
KARSILANACAK GEREKLILIKLER

1. ORGANIZASYONEL VE GENEL
GEREKLILIKLER

1.1. Hukuki statii ve organizasyonel yapi

1.1.1. Her onaylanmig kurulus, ilgili mevzuat
dogrultusunda kurulur ve onaylanmis kurulusun tiizel
kisiligi ve statiisii tamamiyla dokiimante edilir. Bu tiir
dokiimantasyon, sahiplik ve onaylanmis kurulus
tizerinde kontrolii bulunan ger¢ek veya tiizel 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 biiylik bir kurulusun
parcast olan bir tiizel kisilik ise organizasyonel yapisi
ve yonetimi ile birlikte bu kurulusun faaliyetleri ve
onaylanmis kurulus ile iligkisi a¢ik¢a dokiimante edilir.
Bu gibi durumlarda, bu Ekin 1.2°si 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 onaylanmis kurulus, yurt disinda yerlesik olan
tiizel kisiliklere kismen veya tamamen sahipse ya da
baska bir tlizel kisiligin sahipligindeyse, onaylanmis
kurulusla olan hukuki ve islevsel iliskileri ile birlikte bu
tiizel kisiliklerin faaliyetleri ve sorumluluklar acikca
tanimlanir ve dokiimante edilir. Bu Yonetmelik
kapsaminda uygunluk degerlendirme faaliyetleri
yiirliten s6z konusu tilizel kisiliklerin personeli, bu
Yonetmelik’in uygulanabilir gerekliliklerine tabi olur.

1.1.4. The organisational structure, allocation of
responsibilities, reporting lines and operation of the

1.1.4. Onaylanmis kurulusun organizasyonel yapisi,
sorumluluklarm tahsisi, raporlama yollar1 ve kurulusun
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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.

isleyisi; onaylanmis kurulusun performansinin ve
ylrittiigi uygunluk degerlendirme faaliyetlerinin
sonuglarinin giivenilir olmasini saglayacak sekilde olur.

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
and upon the results of its conformity assessment
activities.

1.1.5. Onaylanmis kurulus; organizasyonel yapisi ile iist
yonetimin ve onaylanmis kurulusun performansi ve
uygunluk degerlendirme faaliyetlerinin  sonuglari
iizerinde bir etkiye sahip olabilecek diger personelin
gorevlerini, sorumluluklarini ve yetkilerini agikca
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:

— the provision of adequate resources for conformity
assessment activities;

— the development of procedures and policies for the
operation of the notified body;

— the supervision of implementation of the
procedures, policies and quality management systems
of the notified body;

— the supervision of the notified body's finances;

— the activities and decisions taken by the notified
body, including contractual agreements;

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

— the 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 i¢in
biitiin yetki ve sorumluluga sahip olan iist yonetimdeki
kisileri tanimlar:

- Uygunluk degerlendirme faaliyetlerine yonelik yeterli
kaynaklarin temini,

- Onaylanmis  kurulusun isleyisine  yonelik
prosediirlerin ve politikalarin gelistirilmesi,

- Onaylanmig kurulusun prosediirlerinin, politikalarinin
ve kalite yOnetim sistemlerinin uygulanmasinin
kontroli,

- Onaylanmis kurulusun mali durumunun kontrolii,

- Sozlesmeye dayali anlagmalar dahil olmak iizere,
onaylanmis kurulus tarafindan yapilan faaliyetler ve
alinan kararlar,

- Gerekli oldugu durumlarda, tanimlanmis faaliyetlerin
gerceklestirilmesi i¢in personele ve/veya komitelere
yetki devri,

- Kurum ile is birligi ve diger yetkili otoriteler,
Komisyon ve diger onaylanmis kuruluslar ile iletigsime
iligkin ytlikiimliiliikler.

1.2. Independence and impartiality

1.2. Bagimsizlik ve tarafsizhk
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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.

1.2.1. Onaylanmis kurulusg; yiiriittigi uygunluk
degerlendirme faaliyetlerine iliskin olarak cihazin
imalat¢isindan bagimsiz bir iiciincii taraf kurulus olur.
Onaylanmis kurulus, imalat¢inin rakiplerinin yan1 sira
cihazdan bir ¢ikar1 olan diger iktisadi isletmelerden de
bagimsiz olur. Bu durum, onaylanmis kurulusun rakip
imalat¢ilar i¢cin 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 with
the notified body. The investigation, outcome and its
resolution shall be documented.

1.2.2. Onaylanmis kurulus, faaliyetlerinin
bagimsizligini, objektifligini ve tarafsizligini koruyacak
sekilde organize edilir ve isletilir. Onaylanmis kurulus;
tarafsizligi korumaya yonelik ve organizasyon, personel
ve degerlendirme faaliyetleri genelinde tarafsizlik
ilkelerini desteklemeye ve uygulamaya yonelik bir
yapiy1 ve prosediirleri dokiimante eder ve uygular. Bu
tir prosediirler; onaylanmig kurulusla c¢alismaya
baslamadan 0©nce cihazlar alaninda danismanlik
hizmetlerinde yer almak da dahil olmak tizere, bir ¢ikar
catismasinin ortaya c¢ikabilecegi her bir durumun
tanimlanmasini, arastirilmasini ve ¢oziilmesini saglar.
Bu arastirma, ¢iktilar ve ¢oziimleri 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

1.2.3. Onaylanmis kurulus, list yonetimi ve uygunluk
degerlendirme gorevlerini  yiiriitmekten sorumlu
personel:

(a) Degerlendirdikleri cihazlarin tasarimcisi, imalatgist,
tedarikcisi, kurulumcusu, alicisi, sahibi veya bakim
yapani olamaz; bununla birlikte s6z konusu taraflarin
herhangi birinin yetkili temsilcisi de olamaz. Bu tiir
kisitlamalar, onaylanmis kurulusun c¢aligmalart ve
uygunluk degerlendirmenin yiiriitiilmesi i¢in gerekli
olan degerlendirilen cihazlarin satin alinmasini ve
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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 devices or processes
under assessment, and

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

kullanilmasini ya da bu tiir cihazlarin kisisel amaclara
yonelik kullanimini engellemez.

(b) Atandiklari cihazlarin; tasariminda, imalatinda veya
yapiminda, pazarlanmasinda, kurulumunda ve
kullanimimnda ya da bakiminda yer almaz ve bu
faaliyetlerde bulunan taraflar1 temsil etmez,

(c) Atandiklar1 uygunluk degerlendirme faaliyetlerine
iligkin diiriistliikleriyle ve kararlarinin bagimsizligiyla
catigsabilecek hicbir faaliyette bulunmaz,

(c) Bagimsizliklarina, tarafsizliklarina veya
objektifliklerine olan giiveni tehlikeye diistlirebilecek
higbir hizmeti teklif etmez veya saglamaz. Ozellikle
degerlendirme kapsamindaki cihazlarin ya da siireglerin
tasarimi, yapimi, pazarlanmasi veya bakimi hakkinda,
imalat¢ciya, imalat¢inin yetkili temsilcisine, bir
tedarik¢iye veya bir ticari rakibe danismanlik hizmetleri
teklif etmez veya saglamaz,

(d) (¢) bendinde atifta bulunuldugu sekilde danismanlik
hizmetleri saglayan hicbir kurulugla baglantili olmaz.
Bu tiir kisitlamalar, miisteriye 6zel olmayan ve
cihazlarin mevzuatiyla veya ilgili standartlarla iliskili
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 interest 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

1.2.4. Bir onaylanmis kurulusla ¢calismaya baslamadan
once cihazlar alaninda danigmanlik hizmetinde yer alma
durumu, ise baslama aninda tamamen dokiimante edilir
ve olas1 ¢ikar ¢atismalart bu Ek uyarinca izlenir ve
coziimlenir. Belirli bir miisteri tarafindan 6nceden
istthdam edilen ya da bir onaylanmis kurulusla
calisgmaya bagslamadan Once bu belirli miisteriye
cihazlar alaninda danigmanlik hizmeti saglayan
personel, 3 yillik bir siire i¢in bu belirli miisteriye veya
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assigned for conformity assessment activities for that
specific client or companies belonging to the same
group for a period of three years.

ayn1 gruba ait sirketlere yonelik uygunluk
degerlendirme faaliyetlerine atanmaz.

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, iist yonetimlerinin ve
degerlendirme personelinin tarafsizligi garanti edilir.
Bir onaylanmis kurulusun {ist yOnetiminin ve
degerlendirme personelinin yani sira degerlendirme
faaliyetlerine dahil olan yliklenicilerin {icret miktari,
degerlendirmelerin ~ sonuclarina  bagh olmaz.
Onaylanmis kuruluglar, st yonetimlerinin ¢ikar
catigmasi 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 interest shall be ensured and documented between,
on the one hand, the authority responsible for notified
bodies and/or the competent authority and, on the
other hand, the notified body.

1.2.6. Bir onaylanmis kurulus bir kamu kurumunun
veya kurulusunun sahipligindeyse, Kurum ile
onaylanmis kurulus arasinda bagimsizlik ve ¢ikar
catismasinin olmamasi saglanir ve dokiimante edilir.

1.2.7. The notified body shall ensure and document
that the activities of its subsidiaries or 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.

1.2.7. Onaylanmis kurulus; sahiplerinin faaliyetleri
dahil olmak iizere, bagh kuruluslarinin veya
yiiklenicilerinin ya da herhangi bir iliskili kurulusun
faaliyetlerinin,  kendi  uygunluk  degerlendirme
faaliyetlerinin  bagimsizligmi, tarafsizligm veya
objektifligini etkilememesini saglar ve bunu 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; iicretlere iliskin olarak
Kiicik ve Orta Biiyiikliikteki Isletmelerin Tanimu,
Nitelikleri ve Smiflandirilmasi Hakkinda
Yonetmelik’te tanimlandigi sekilde kiiciik ve orta
Olcekli isletmelerin ¢ikarlarimi dikkate alarak tutarli,
adil ve makul hiikiimler ve sartlar dizisine uygun olarak
calisir.
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1.2.9. The requirements laid down in this Section 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 Ekin 1.2’sinde belirtilen gereklilikler, bir
onaylanmis kurulus ile uygunluk degerlendirmesi igin
bagvuran bir imalatg¢1 arasinda teknik bilgi ve mevzuata
iliskin kilavuz 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
conformity assessment activities, except when
disclosure is required by law.

1.3. Gizlilik

1.3.1. Onaylanmis kurulus; personelinin, komitelerinin,
bagli kuruluslarinin, yiklenicilerinin ve harici
kuruluslarin personelinin ya da herhangi bir iligkili
kurulusun; ifsa etmenin kanunen gerekli oldugu
durumlar  haricinde,  uygunluk  degerlendirme
faaliyetlerinin yiiriitiilmesi stiresince 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 medical devices in the Member States or the
Commission. Proprietary rights shall be protected.
The notified body shall have documented procedures
in place in respect of the requirements of this Section.

1.3.2. Bir onaylanmis kurulusun personeli; Kurum, AB
iiyesi llkelerin onaylanmis kuruluslardan sorumlu
otoriteleri ve tibbi cihaz yetkili otoriteleri veya
Komisyon ile iligkili gorevleri hari¢ olmak iizere, bu
Yonetmelik ya da kendisini etkileyen diger mevzuat
hiikiimleri kapsaminda gorevlerini yerine getirirken
mesleki gizliligi gozetir. Miilkiyet haklar1 korunur.
Onaylanmis kurulus, bu Ekin 1.3 {iniin 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 the
conformity assessment.

1.4. Sorumluluk

1.4.1. Ilgili mevzuat uyarmnca sorumlulugun kamu
tarafindan istlenildigi veya uygunluk
degerlendirmesinden dogrudan kamunun sorumlu
oldugu durumlar hari¢ olmak iizere, onaylanmis kurulus
uygunluk degerlendirme faaliyetlerine yonelik uygun
sorumluluk sigortas1 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

1.4.2. Sorumluluk sigortasinin kapsami ve tam mali
degeri, onaylanmis kurulusun faaliyetlerinin diizeyine
ve cografik kapsamina karsilik gelir ve onaylanmis
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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.

kurulus tarafindan belgelendirilen cihazlarin risk
profiliyle orantili  olur. Sorumluluk sigortasi,
onaylanmis kurulusun sertifikalari geri ¢ekmek,
kisitlamak veya askiya almak zorunda kalabilecegi
durumlan 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
caligmalar yiiriitmek i¢in gerekli mali kaynaklara sahip
olur. Onaylanmis kurulus, 1lgili oldugu yerde baslangi¢
asamasindaki belirli durumlar1 dikkate alarak mali
kapasitesi ve uzun vadeli ekonomik yasayabilirligi ile
ilgili kanitlar1 dokiimante eder ve sunar.

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 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 katihm

1.6.1. Onaylanmis kurulus; ilgili standardizasyon
faaliyetlerine ve 49 uncu maddede atifta bulunulan
onaylanmis kurulus koordinasyon grubu faaliyetlerine
katilir ya da degerlendirme personelinin bu faaliyetler
hakkinda bilgilendirilmesini saglar. Ayrica
degerlendirme ve karar alict personelinin bu
Yonetmelik ¢ergcevesinde kabul edilen ilgili biitiin
mevzuat, kilavuz ve 1iyi uygulama dokiimanlar
konusunda bilgilendirilmesini saglar.

1.6.2. The notified body shall take into consideration
guidance and best practice documents.

1.6.2. Onaylanmis kurulus, kilavuz ve iyi uygulama
dokiimanlarini dikkate alir.

2. QUALITY MANAGEMENT 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

2. KALITE YONETIMI GEREKLILIKLERI

2.1. Onaylanmis kurulus, uygunluk degerlendirme
faaliyetlerinin niteligine, alanina ve Ol¢egine uygun
olan ve bu Yonetmelik’in gerekliliklerinin siirekli
olarak yerine getirilmesini destekleme ve gosterme
kabiliyeti olan bir kalite yOnetim sistemi olusturur,
dokiimante eder, uygular, siirdiiriir ve isletir.
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consistent fulfilment of the requirements of this
Regulation.

2.2. The quality management system of the notified
body shall address at least the following:

— management system structure and documentation,
including policies and objectives for its activities;

— policies for assignment of activities and
responsibilities to personnel;

— assessment and decision-making processes in
accordance with the tasks, responsibilities and role of
the notified body's personnel and top-level
management;

— the planning, conduct, evaluation and, if necessary,
adaptation of its conformity assessment procedures;

— control of documents;

— control of records;

— management reviews;

— internal audits;

— corrective and preventive actions;

— complaints and appeals; and

— continuous training.

Where documents are used in various languages, the
notified body shall ensure and control that they have
the same content.

2.2. Onaylanmis kurulusun kalite yOnetim sistemi
asgari olarak asagidakilere deginir:

- Faaliyetlerine yonelik politikalar ve hedefler dahil
olmak iizere, yonetim sistemi yapisi ve dokiimantasyon,
- Faaliyetlerin ve sorumluluklarin personele dagilimina
yonelik politikalar,

- Onaylanmis kurulusun personelinin  ve iist
yonetiminin gorevlerine, sorumluluklarina ve roliine
uygun olarak degerlendirme ve karar alma siiregleri,

- Uygunluk degerlendirme prosediirlerinin;
planlanmasi, ylriitiilmesi, degerlendirilmesi  ve
gerektiginde adaptasyonu,

- Dokiimanlarin kontroli,

- Kayitlarin kontrold,

- Yonetim gézden gecirmeleri,

- I¢ denetimler,

- Diizeltici ve 6nleyici faaliyetler,

- Sikayetler ve itirazlar,

- Siirekli egitim.

Dokiimanlarin farkli dillerde kullanilmasi durumunda
onaylanmis kurulus, bunlarin ayni igerige 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 iist yoOnetimi; bu
Yonetmelik  uyarmmca  uygunluk  degerlendirme
faaliyetlerinde yer alan bagh kuruluslar ve ytikleniciler
dahil olmak iizere onaylanmis kurulusun biitiiniinde,
kalite yOnetim sisteminin tam olarak anlasildigini,
uygulandigini ve siirdiiriildiiglinii garanti eder.
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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, tim personelinden
onaylanmis kurulus tarafindan tanimlanan prosediirlere
uymak i¢in bir imza veya esdegeri yoluyla resmi olarak
taahhiitte bulunmasim1 talep eder. Bu taahhiitname;
gizlilik, ticari ve diger ¢ikarlardan bagimsizlik ile
misterilerle mevcut ya da 6nceden var olmus herhangi
bir baglant1 ile ilgili hususlar1 kapsar. Personelin;
gizlilik, bagimsizlik ve tarafsizlik ilkelerine uydugunu
belirten yazili beyanlar1 vermesi zorunludur.

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 notified bodies
themselves or on their behalf and under their
responsibility.

In particular, notified bodies shall have the necessary
personnel and possess or have access to all equipment,
facilities and competence needed to 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

3. KAYNAK GEREKLILIKLERI

3.1. Genel

3.1.1. Onaylanmis kuruluglar; bu Yonetmelik
kapsaminda kendilerine verilen biitiin gorevleri, bu
gorevlerin onaylanmis kuruluslarin kendileri tarafindan
yiiriitiilmesine ya da onlarin adina ve onlarin
sorumlulugu altinda yliriitiilmesine bakilmaksizin, en
yiiksek diizeyde mesleki diirtistliik ve spesifik alanda
gerekli yetkinlikle yerine getirme kabiliyetine sahip
olur.

Onaylanmis kuruluslar o6zellikle; gerekli personele
sahip olur ve atanmis olduklar1 uygunluk degerlendirme
faaliyetlerinde zorunlu kilinan teknik, bilimsel ve idari
gorevleri uygun bir sekilde yerine getirmek i¢in gerek
duyulan biitlin ekipmana, tesislere ve yetkinlige sahip
olur veya erisim saglar.

Bu gibi gereklilikler; onaylanmis kurulusun, atanmig
oldugu her uygunluk degerlendirme prosediirii ve her
cihaz tipi icin ilgili cihazlara ve benzer teknolojilere
iliskin bilgi ve deneyime sahip yeterli sayida idari,
teknik ve bilimsel personeli kalici olarak her daim
bulundurmasini gerektirir. Bu tiir personel; s6z konusu
onaylanmis kurulusun, ozellikle Ek I’de belirtilenler
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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, clinical 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 I.

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 the assignment of their
duties and the 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.

olmak {iizere bu Yonetmelik’in gerekliliklerini goz
Oniine alarak cihazlarin tibbi islevselliginin, klinik
degerlendirmelerinin, performansinin ve giivenliliginin
degerlendirilmesi de dahil atanmis oldugu uygunluk
degerlendirme gorevlerini yerine getirebilmesini
saglamak i¢in yeterli sayida olur.

Bir onaylanmis kurulusun kiimiilatif yetkinlikleri,
atandig1 cihaz tiplerini degerlendirmesine imkan
saglayacak nitelikte olur. Onaylanmis kurulus, dis
uzman tarafindan yiiriitiilen degerlendirmeleri elestirel
bir yaklasimla degerlendirmek tiizere yeterli i¢
yetkinlige sahip olur. Bir onaylanmis kurulusun
yiikleniciye veremeyecegi gorevler bu Ekin 4.1’inde
diizenlenmistir.

Onaylanmis kurulusun cihazlara yonelik uygunluk
degerlendirme faaliyetlerinin isleyisinin ydnetiminde
yer alan personel; degerlendirme ve dogrulama
calismalarin1 yiiriiten ve gergeklestiren personelin,
onlara verilen gorevleri yerine getirmeleri i¢in yetkin
olmalarim1 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 igin
uygun bilgiye sahip olur.

Onaylanmis kurulus, iist yonetimdeki en az bir kisiyi,
cihazlarla ilgili tim uygunluk degerlendirme
faaliyetlerinin tamamindan sorumlu olacak sekilde
tanimlar.
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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 paylagimina
yonelik bir sistem ve siirekli bir egitim-6gretim
programi  uygulayarak uygunluk degerlendirme
faaliyetlerine dahil olan personelin yeterliliklerini ve
uzmanliklarini siirdiirmesini saglar.

3.1.3. The notified body shall clearly document the
extent and limits of duties and responsibilities and the
level of authorisation of the personnel, including any
subcontractors and external experts, involved in
conformity assessment activities and inform those
personnel accordingly.

3.1.3. Onaylanmis kurulus; yiikleniciler ve dis uzmanlar
dahil olmak {izere uygunluk degerlendirme
faaliyetlerinde yer alan personelin, gorevlerinin ve
sorumluluklarmin ~ kapsammi ve smurlarint  ve
yetkilendirme diizeyini agik¢a dokiimante eder ve sz
konusu personeli bu dogrultuda 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 various functions within the
conformity assessment process, such as auditing,
product evaluation or testing, technical documentation
review and decision-making, as well as the devices,
technologies and areas, such as biocompatibility,
sterilisation, tissues and cells of human and animal
origin and clinical evaluation, covered by the scope of
designation.

3.2. Personele iliskin yeterlilik kriterleri

3.2.1. Onaylanmis kurulus; bilgi, deneyim ve gerekli
diger yetkinlikler dahil olmak {zere uygunluk
degerlendirme faaliyetlerinde yer alan kisilerin
segimine ve Yyetkilendirilmesine yonelik yeterlilik
kriterleri ve prosediirler ile gerekli baslangic
egitimlerini  ve stirekli  egitimleri olusturur ve
dokiimante eder. Yeterlilik kriterleri: atama kapsaminda
yer alan; cihazlar, teknolojiler ve faaliyet alanina (6rn.
biyouyumluluk, sterilizasyon, insan ve hayvan kaynakli
dokular ve hiicreler, klinik degerlendirme vb.) ve
bunlarla birlikte denetleme, iiriin degerlendirme veya
test etme, teknik dokiimantasyon incelemesi ve karar
alma 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 a notified body's
designation in accordance with the scope description
used by the Member State for the notification referred
to in Article 42(3), providing a sufficient level of detail
for the required qualification within the subdivisions
of the scope description.

3.2.2. Bu Ekin 3.2.1’inde atifta bulunulan yeterlilik
kriterleri; 42 nci maddenin li¢lincii fikrasinda belirtilen
bildirim i¢in Kurum tarafindan tanimlanan kapsam
uyarinca bir onaylanmis kurulusun atama kapsamina
atifta bulunur ve kapsam taniminin alt bolimlerindeki
gerekli yeterlilige yonelik uygun seviyede ayrinti
saglar.
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Specific qualification criteria shall be defined at least
for the assessment of:

— the pre-clinical evaluation,

— clinical evaluation,

— tissues and cells of human and animal origin,

— functional safety,

— software,

— packaging,

— devices that incorporate as an integral part a
medicinal product,

— devices that are composed of substances or of
combinations of substances that are absorbed by or
locally dispersed in the human body and

— the different types of sterilisation processes.

Spesifik yeterlilik kriterleri, asgari olarak asagidakilerin
degerlendirilmesine yonelik tanimlanir:

- Klinik 6ncesi degerlendirme,

- Klinik degerlendirme,

- Insan ve hayvan kaynakl1 dokular ve hiicreler,

- Fonksiyonel giivenlilik,

- Yazilim,

- Ambalajlama,

- Bir tibbi iiriinii biitlinlesik bir par¢a olarak ihtiva eden
cihazlar,

- Insan viicudu tarafindan absorbe edilen ya da insan
viicudunda lokal olarak dagilan maddelerden veya
madde kombinasyonlarindan olusan cihazlar,

- Sterilizasyon siire¢lerinin farkl tiirleri.

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;

— 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;

3.2.3. Yeterlilik kriterlerini olusturmaktan ve spesifik
uygunluk degerlendirme faaliyetlerini gergeklestirmek
icin diger personeli yetkilendirmekten sorumlu
personel; onaylanmis kurulusun kendisi tarafindan
istthdam edilir ve dis uzman veya yiiklenici personeli
olamaz. Bu personel, asagidakilerin tamaminda
kanitlanmig bilgi ve deneyime sahip olur:

- Cihazlara iliskin mevzuat ve ilgili kilavuz
dokiimanlar,

- Bu Yonetmelik’te belirtilen uygunluk degerlendirme
prosediirleri,

- Cihazlarin tasarimi ve imalati ile birlikte cihaz
teknolojileri hakkinda kapsamli bir bilgi altyapisi,

- Onaylanmis kurulusun kalite yonetim sistemi, ilgili
prosediirler ve gerekli yeterlilik kriterleri,

- Cihazlarla 1ilgili  uygunluk  degerlendirme
faaliyetlerinde yer alan personele iliskin egitim,
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— adequate experience in conformity assessments
under this Regulation or previously applicable law
within a notified body.

- Bir onaylanmis kurulus biinyesinde bu Yonetmelik
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 clinical 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 clinical evaluation,
and any associated clinical investigations, and
appropriately guide external clinical experts in the
assessment of the clinical evaluation presented by the
manufacturer;

— be able to scientifically evaluate and, if necessary,
challenge the clinical evaluation presented, and the
results of the external clinical experts' assessment of
the manufacturer's clinical evaluation;

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 ic¢in onaylanmis kurulusun
degerlendirme ve karar alma siireclerine basindan
sonuna kadar dahil edilir:

- Imalatc1 tarafindan yiiriitiilen klinik degerlendirmenin
onaylanmis kurulusca degerlendirilmesi i¢in uzman
girdisinin ne zaman gerektigini tanimlamak ve nitelikli
uzmanlari uygun bir sekilde belirlemek,

- Bu Yonetmelik’in, ortak spesifikasyonlarin,
kilavuzlarin ve uyumlastirilmis standartlarin 1lgili
gereklilikleri hakkinda dis klinik uzmanlart uygun bir
sekilde egitmek ve dis klinikk uzmanlarn,
degerlendirmelerinin  ve  verdikleri  tavsiyelerin
igeriginin  ve yansimalarinin tamamen farkinda
olmalarmi saglamak,

- Klinik degerlendirmenin  ve iligkili  klinik
aragtirmalarin igerdigi klinik verileri inceleyebilmek ve
bilimsel olarak tartisabilmek ve imalat¢1 tarafindan
sunulan klinik degerlendirmenin degerlendirilmesinde
dis klinik uzmanlara uygun bir sekilde rehberlik
edebilmek,

- Sunulan klinik degerlendirmeyi ve imalat¢inin klinik
degerlendirmesi ile ilgili dis klinik uzmanlarin
degerlendirme sonuglarini bilimsel acidan
degerlendirebilmek ve gerektiginde tartigabilmek,
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— be able to ascertain the comparability and
consistency of the assessments of clinical evaluations
conducted by clinical experts;

— be able to make an assessment of the
manufacturer's clinical 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.

- Klinik uzmanlar tarafindan yiiriitiilen klinik
degerlendirmenin degerlendirilmesinin tutarhiligini ve
karsilagtirilabilirligini belirleyebilmek,

- Imalatcinin  klinik degerlendirmesi ile ilgili bir
degerlendirme yapabilmek ve herhangi bir dis uzman
tarafindan sunulan goriis ile ilgili bir klinik yargiya
varabilmek ve onaylanmig kurulusun karar alicisina bir
tavsiyede bulunabilmek,

- Qlgili uygunluk degerlendirme faaliyetlerinin uygun
bir sekilde yliriitiilmiis oldugunu gosteren kayitlar ve
raporlar hazirlayabilmek.

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 clinical evaluation,
biological safety, sterilisation and software validation,
shall have all of the following proven qualifications:
— successful completion of a university or a technical
college degree or equivalent qualification in relevant
studies, e.g. 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 the device 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;

3.2.5. Klinik degerlendirme, biyolojik giivenlik,
sterilizasyon ve yazilim validasyonu gibi konular dahil
olmak iizere teknik dokiimantasyon incelemeleri veya
tip incelemesi gibi irilinle ilgili incelemeleri
yiiriitmekten sorumlu personel (iiriin inceleyici),
asagidaki kanitlanmis yeterliliklerin tiimiine sahip olur:
- llgili alanlarda bir iiniversite veya bir teknik
yiikksekokul programimin ya da bunlara denk bir
yeterliligin basarili bir sekilde tamamlanmasi, 6rnegin;
tip, eczacilik, miithendislik veya diger ilgili bilimler,

- Saglik triinleri alaninda ya da iligkili faaliyetlerde
(6rn. imalat, denetim veya arastirma gibi) 4 yillik
mesleki deneyim; bunun 2 yil1 degerlendirilecek cihazin
veya teknolojinin tasariminda, imalatinda, test
edilmesinde veya kullanominda olur ya da
degerlendirilecek bilimsel konularla ilgili olur,

- Ek I’de belirtilen genel giivenlilik ve performans
gereklilikleri dahil olmak {izere cihaz mevzuati ile ilgili
bilgi,

- llgili  uyumlastirilms standartlar, ortak
spesifikasyonlar ve kilavuz dokiimanlar ile ilgili uygun
bilgi ve deneyim,
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— appropriate knowledge and experience of risk
management and related device standards and
guidance documents;

— appropriate knowledge and experience of clinical
evaluation;

— appropriate knowledge of the devices which they
are assessing;

— appropriate knowledge and experience of the
conformity assessment procedures laid down in
Annexes IX 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.

- Risk yOnetimi, ilgili cihaz standartlar1 ve kilavuz
dokiimanlar ile ilgili uygun bilgi ve deneyim,

- Klinik degerlendirme ile ilgili uygun bilgi ve deneyim,
- Degerlendirdikleri cihazlar ile ilgili uygun bilgi,

- Ogzellikle sorumlu olduklar1 prosediirler ile ilgili
hususlar olmak tizere Ek IX ild Ek XI’de belirtilen
uygunluk degerlendirme prosediirleri hakkinda uygun
bilgi ve deneyim ve bu degerlendirmeleri yiiriitmek i¢in
yeterli yetkilendirme,

- Tlgili 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 two
years shall be in the area of quality management;

— appropriate knowledge of devices legislation as
well as related harmonised standards, CS and
guidance documents;

3.2.6. Imalatgimin  kalite ydnetim  sisteminin
denetimlerini yiriitmekten sorumlu personel (saha
denetcisi), asagidaki kanitlanmis yeterliliklerin tiimiine
sahip olur:

- Ilgili alanlarda bir {iniversite veya bir teknik
yiiksekokul programinin ya da bunlara denk bir
yeterliligin basarili bir sekilde tamamlanmasi, 6rnegin;
tip, eczacilik, mithendislik veya diger ilgili bilimler,

- Saglik iriinleri alaninda ya da iliskili faaliyetlerde
(6rn. imalat, denetim veya arastirma gibi) 4 yillik
mesleki deneyim; bunun 2 yil1 kalite yonetimi alaninda
olur,

- llgili  uyumlastirilms standartlar, ortak
spesifikasyonlar ve kilavuz dokiimanlarla birlikte cihaz
mevzuatt ile ilgili uygun bilgi,

- Risk yonetimi ve ilgili cihaz standartlar ile kilavuz
dokiimanlar hakkinda uygun bilgi ve deneyim,
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— appropriate knowledge and experience of risk
management and related device standards and
guidance documents;

— appropriate knowledge of quality management
systems and related standards and guidance
documents;

— appropriate knowledge and experience of the
conformity assessment procedures laid down in
Annexes IX 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;

— the ability to draw up records and reports
demonstrating that the relevant conformity assessment
activities have been appropriately carried out.

- Kalite yonetim sistemleri ve ilgili standartlar ile
kilavuz dokiimanlar hakkinda uygun bilgi,

- Ogzellikle sorumlu olduklar1 prosediirler ile ilgili
hususlar olmak tizere, Ek IX ila Ek XI’de belirtilen
uygunluk degerlendirme prosediirleri hakkinda uygun
bilgi ve deneyim ve bu denetimleri yiirtitmek i¢in yeterli
yetkilendirme,

- Kalite yoOnetim sistemlerini degerlendirmelerini
miimkiin kilan denetim teknikleri konusunda egitim,

- Tlgili uygunluk degerlendirme faaliyetlerinin uygun
bir sekilde yiiriitiilmiis oldugunu gdsteren kayitlar1 ve
raporlar1 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 shall, as a group, have proven knowledge
and comprehensive experience of all of the following:

— devices legislation and relevant guidance
documents;

— the 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 conformity
assessment of devices being reviewed for certification,

3.2.7. Belgelendirme konusunda nihai incelemeler
yapmak ve karar almak i¢in tiim sorumluluga sahip olan
personel, onaylanmis kurulusun kendisi tarafindan
istthdam edilir ve dis uzman veya yiiklenici personeli
olamaz. Bu personel, bir biitiin olarak asagidakilerin
timi ile ilgili kamitlanmis bilgiye ve kapsamli
deneyime sahip olur:

- Cihaz mevzuati ve ilgili kilavuz dokiimanlar,

- Bu Yonetmelik ile 1ilgili cihaz uygunluk
degerlendirmeleri,

- Cihaz uygunluk degerlendirmesi ile ilgili
yeterliliklerin, deneyimin ve uzmanlhigin tiirleri,

- Belgelendirme i¢in incelenen cihazlarin uygunluk
degerlendirmesi ile ilgili yeterli deneyim dahil olmak
iizere cihaz teknolojileri, cihaz endiistrisi ve cihazlarin
tasarimi ve imalat1 hakkinda kapsamli bir bilgi altyapisi,
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the device industry and the design and manufacture of
devices;

— the notified body's quality management system,
related procedures and the required qualifications for
personnel involved,

— the ability to draw up records and reports
demonstrating that the conformity assessment
activities have been appropriately carried out.

- Onaylanmis kurulusun kalite yonetim sistemi, ilgili
prosediirler ve sisteme dahil olan personel icin gerekli
yeterlilikler,

- Uygunluk degerlendirme faaliyetlerinin uygun bir
sekilde yiriitiilmiis oldugunu gosteren kayitlart ve
raporlar1 hazirlama kabiliyeti.

3.3. Documentation of qualification, training and
authorisation of personnel

3.3.1. The notified body shall have a procedure in
place to fully document the qualification of each
member of personnel involved in conformity
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.

3.3. Personelin yeterliligi, egitimi ve
yetkilendirilmesi ile ilgili dokiimantasyon

3.3.1. Onaylanmis kurulus, uygunluk degerlendirme
faaliyetlerine dahil olan her bir personelin yeterliligini
ve bu Ekin 3.2’sinde atifta bulunulan yeterlilik
kriterlerinin yerine getirilmesini tam olarak dokiimante
etmek icin igleyen bir prosediire sahip olur. Bu Ekin
3.2°sinde Dbelirtilen yeterlilik kriterlerinin  yerine
getirilmesinin  tam olarak gosterilemedigi istisnai
durumlarda, onaylanmis kurulus, spesifik uygunluk
degerlendirme faaliyetlerini yiiriitmek {iizere ilgili
personelin yetkilendirilmesini Kuruma 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; and

— 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

3.3.2. Bu Ekin 3.2.3 ila 3.2.7°sinde atifta bulunulan
personelin tiimii i¢in, onaylanmis kurulus asagidakileri
olusturur ve giincel tutar:

- Uygunluk degerlendirme faaliyetleriyle ilgili olarak
personelin yetkilerini ve sorumluluklarini detaylandiran
bir matris,

- Yetkilendirildikleri uygunluk degerlendirme faaliyeti
icin gerekli bilgi ve deneyimi kanitlayan kayitlar. Bu
kayitlar; her bir degerlendirme personeline iliskin
sorumluluklarin kapsamint belirlemeye yonelik bir
gerekce ve her  birinin  yiirittiigii  uygunluk
degerlendirme faaliyetlerinin kayitlarini igerir.
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conformity assessment activities carried out by each
of them.

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; and

— final review and decision making functions.

3.4. Yiikleniciler ve dis uzmanlar

3.4.1. Onaylanmis kuruluslar, bu Ekin 3.2’sine halel
getirmeksizin, bir uygunluk degerlendirme faaliyetinin
acikca tanimlanmis, belirli ve tamamlayici boliimlerini
yiikleniciye verebilir.

Kalite yonetim sistemlerinin denetimi veya iirtinle ilgili
incelemeler bir biitiin halinde yiikleniciye verilemez;
ancak bu faaliyetlerin boliimleri, yikleniciler ve
onaylanmis kurulus adma calisan dis denetgiler ve
uzmanlar tarafindan yiiriitiilebilir. Spesifik gorevlerini
yerine getirmeleri i¢in yiiklenicilerin ve uzmanlarin
yetkinlikleri hakkinda uygun kanitlar tiretebilmeye, bir
yiiklenicinin degerlendirmesine dayali olarak bir karar
almaya ve onaylanmis kurulus adina yiikleniciler ve
uzmanlar tarafindan yiritilen ise yonelik tim
sorumluluk s6z konusu onaylanmis kurulusta kalmaya
devam eder.

Asagidaki faaliyetler, onaylanmis kuruluslar tarafindan
yiikleniciye verilemez:

- Dis uzmanlarin yeterliliklerinin incelenmesi ve
performanslarinin izlenmesi,

- S0z konusu yiikleniciligin denetim  veya
belgelendirme kuruluslarina verilmesi durumunda,
denetim ve belgelendirme faaliyetleri,

- Spesifik uygunluk degerlendirme faaliyetleri i¢in dig
uzmanlara isin tahsis edilmesi,

- Nihai inceleme ve karar alma fonksiyonlari.

3.4.2. Where a notified body subcontracts certain
conformity assessment activities either to an
organisation or an individual, it shall have a policy

3.4.2. Bir onaylanmig kurulusun belirli uygunluk
degerlendirme faaliyetlerini yiiklenici olarak bir
kurulusa veya bir kisiye vermesi durumunda,
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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; and
— 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.

onaylanmis kurulus, yiikleniciligin hangi sartlar altinda
olusabilecegini agiklayan bir politikaya sahip olur ve
asagidakileri saglar:

- Yiklenicinin bu Ekin ilgili gerekliliklerini
karsilamasini,

- Yiiklenicilerin ve dis uzmanlarin, isi yiiklenici olarak
baska kuruluslara veya personele devretmemesini,

- Uygunluk degerlendirmesi i¢in basvuru yapan gercek
veya tlizel kisinin, birinci ve ikinci alt bentlerde atifta
bulunulan gereklilikler hakkinda bilgilendirilmesini.
Herhangi bir yiiklenicilik ve dis personel danismanligi
uygun bir sekilde dokiimante edilir, higbir araci igermez
ve diger hususlarin yani sira gizlilik ve ¢ikar catigsmasini
da kapsayan yazil1 bir anlagsmaya tabi olur. S6z konusu
onaylanmig kurulus, yiikleniciler tarafindan
gerceklestirilen  gorevlerin  biitiin -~ sorumlulugunu
iistlenir.

3.4.3. Where subcontractors or external experts are
used in the context of a conformity assessment, in
particular regarding novel, invasive and implantable
devices or technologies, the notified body in question
shall have 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. Yiklenicilerin veya dis uzmanlarin 6zellikle yeni,
invaziv ve implante edilebilir cihazlar veya
teknolojilerle ilgili bir uygunluk degerlendirmesi
kapsaminda kullanilmasi durumunda, s6z konusu
onaylanmis kurulus, atandigi her iirtin alaninda;
uygunluk degerlendirmesinin biitiiniinii  yonetmek,
uzman goriislerinin uygunlugunu ve gecerliligini
dogrulamak ve belgelendirme konusunda karar almak
icin 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

3.5. Yetkinliklerin izlenmesi, egitim ve deneyim
paylasimi

3.5.1. Onaylanmis kurulus; uygunluk degerlendirme
faaliyetlerine dahil olan biitiin i¢ ve dis personelin ve
yiiklenicilerin yetkinliklerinin, uygunluk degerlendirme
faaliyetlerinin ve performansinin ilk degerlendirmesine
ve siirekli izlenmesine yonelik prosediirler olusturur.
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subcontractors, involved in conformity assessment
activities.

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 at a minimum,
verify that personnel:

— are aware of 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; and

— take part in the internal exchange of experience and
the continuous training and education programme
referred to in Section 3.1.2.

3.5.2. Onaylanmis kuruluglar, diizenli araliklarla,
personelinin yetkinliklerini gbézden gegcirir, egitim
ihtiyaclarin1 belirler ve her bir personelin gereken
yeterlilik ve bilgi seviyesini siirdiirmesi i¢in bir egitim
plant hazirlar. Bu gozden gecirme, asgari olarak
asagidaki hususlar1 dogrular:

- Personelin, cihazlara iliskin mevzuattan, ilgili
uyumlastirilmisg standartlardan, ortak
spesifikasyonlardan, kilavuz dokiimanlardan ve bu Ekin
1.6’sinda atifta bulunulan koordinasyon faaliyetlerinin
sonuglarindan haberdar olmasi,

- Personelin, bu Ekin 3.1.2°sinde atifta bulunulan i¢
deneyim paylasimina ve siirekli egitim-0gretim
programina katilmasi.

4. PROCESS REQUIREMENTS

4.1. General

The notified body shall have in place documented
processes and sufficiently detailed procedures for 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.

4. SUREC GEREKLILIKLERI

4.1. Genel

Onaylanmig kurulus; basvuru oOncesi faaliyetlerinden
karar alma ile gozetim ve denetime kadar her bir
asamay1 kapsayan ve gerektiginde cihazlarin kendi
Ozgiinliiklerini dikkate alarak atandigi her bir uygunluk
degerlendirme  faaliyetini  yliriitmeye  yOnelik
dokiimante edilmis isleyen siireglere ve yeterli bir
sekilde detaylandirilmis prosediirlere sahip olur.

Bu Ekin 4.3, 4.4, 4.7 ve 4.8’inde belirtilen gereklilikler,
onaylanmis kuruluslarin i¢ faaliyetlerinin pargasi olarak
yerine getirilir ve yiikleniciye verilemez.

4.2. Notified body quotations and pre-application
activities
The notified body shall:

4.2. Onaylanms kurulus fiyat tarifesi ve basvuru
oncesi faaliyetleri
Onaylanmis kurulus:
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(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 their 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; and

(e) ensure that all contracts relating to the conformity
assessment activities covered by this Regulation are
concluded directly between the manufacturer and the
notified body and not with any other organisation.

a) Imalatcilarin, kendisinden sertifika alabilecegi
basvuru prosediiriiniin agiklamasini kamuya acik bir
sekilde yayimlar. Bu acgiklama, dokiimantasyon sunumu
ve ilgili yazismalar i¢in hangi dillerin kabul edilebilir
oldugunu belirtir,

b) Belirli uygunluk degerlendirme faaliyetleri icin
uygulanan ticretlere ve cihazlara yonelik onaylanmig
kurulusun degerlendirme faaliyetleri ile ilgili diger mali
sartlara iliskin dokiimante edilmis prosediirlere ve bu
hususlar hakkinda dokiimante edilmis detaylara sahip
olur,

c) Uygunluk degerlendirme hizmetlerinin reklamiyla
ilgili dokiimante edilmis prosediirlere sahip olur. Bu
prosediirler; reklam veya tanitim faaliyetlerinin, kendi
uygunluk degerlendirmelerinin imalatgilara daha erken
piyasa erisimi sunacagl ya da diger onaylanmis
kuruluslara nazaran daha hizli, daha kolay veya daha az
zorlayict olacagr ¢ikarimini  higcbir gsekilde ima
etmemesini ya da bdyle bir ¢ikarima yol agmamasini
saglar,

¢) Spesifik bir uygunluk degerlendirmeyle ilgili olarak
imalatciya bir fiyat vermeden Once, {iriiniin bu
Yonetmelik’in kapsaminda olduguna ve
siiflandirmasina dair 6n dogrulama dahil olmak tizere
bagvuru oOncesi bilgilerin incelenmesini gerektiren
dokiimante edilmis prosediirlere sahip olur,

d) Bu Yonetmelik kapsamindaki  uygunluk
degerlendirme faaliyetlerine iligkin biitiin s6zlesmelerin
diger kuruluslarla degil dogrudan imalat¢1 ile
onaylanmis kurulus arasinda akdedilmesini saglar.

4.3. Application review and contract

4.3. Basvurunun incelenmesi ve sozlesme
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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,

Onaylanmis kurulus; Ek IX ilda Ek XI’de atifta
bulunuldugu sekilde ilgili uygunluk degerlendirmesinin
gerektirdigi tim bilgileri ve imalatginin beyanlarini
iceren, 1imalat¢ct veya yetkili temsilci tarafindan
imzalanan resmi bir bagvuru talep eder.

Bir onaylanmis kurulus ile bir imalat¢r arasindaki
sozlesme, her iki tarafca imzalanan yazili bir anlagsma
biciminde olur. Sozlesme, onaylanmig kurulus
tarafindan muhafaza edilir. Bu s6zlesme, agik hiikiim ve
sartlar igerir ve imalat¢inin vijilans raporlar1 hakkinda
onaylanmis kurulusu bilgilendirme yilikiimliligu,
onaylanmis kurulusun diizenlenen sertifikalar1 askiya
alma, kisitlama veya geri ¢cekme hakki ve onaylanmis
kurulusun bilgilendirme yiikiimliiliklerini yerine
getirme gorevi dahil olmak {izere, onaylanmis
kurulusun bu Yonetmelik kapsaminda gerektigi sekilde
hareket etmesine olanak saglayan yiikiimliiliikkleri igerir.
Onaylanmig kurulus, bagvurular1i incelemek igin
asagidakileri ele alan dokiimante edilmis prosediirlere
sahip olur:

a) Onay istenen ilgili ekte atifta bulunuldugu sekilde,
ilgili  uygunluk  degerlendirme  prosediiriiniin
gerekliliklerine iliskin olarak bagvurularin eksiksiz
olmasi,

b) Bagvurularin kapsadigi {irlinlerin cihaz olarak
degerlendirilip degerlendirilemeyeceginin ve bunlarin
siiflandirmalarinin dogrulanmasi,

¢) Basvuru sahibi tarafindan tercih edilen uygunluk
degerlendirme  prosediirlerinin  bu  YoOnetmelik
kapsaminda s6z konusu cihaza uygulanabilir olup
olmamasi,
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(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 57 and shall be accessible to other notified
bodies.

¢) Onaylanmig kurulusun, atandigt kapsamda
basvuruyu degerlendirme kabiliyeti,
d) Yeterli ve uygun kaynaklarin mevcudiyeti.

Bir bagvuru ile ilgili her bir incelemenin ¢iktisi
dokiimante edilir. Bagvurularin reddedilmesi veya geri
¢ekilmesi, 57 nci maddede atifta bulunulan elektronik
sisteme girilir ve diger onaylanmis kuruluslar icin
erigilebilir 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 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.

4.4. Kaynaklarin tahsisi

Onaylanmis kurulus, tiim uygunluk degerlendirme
faaliyetlerinin; uygunluk degerlendirmeye konu olan
cihazlar, sistemler, siirecler ve ilgili dokiimantasyonun
degerlendirilmesinde yeterince deneyimli olan ve
uygun bir sekilde yetkilendirilmis nitelikli personel
tarafindan yiiriitilmesini saglamak iizere dokiimante
edilmis prosediirlere sahip olur.

Onaylanmis kurulus, her bir basvuru igin gerekli
kaynaklar1 belirler ve bu bagvurunun
degerlendirmesinin  1ilgili  prosediirler = uyarinca
yiirtitiilmesini ~ saglamaktan  ve  degerlendirme
gorevlerinin her biri i¢in kullanilan personel dahil
olmak iizere uygun kaynaklari saglamaktan sorumlu bir
kisi tanimlar. Uygunluk degerlendirmesinin bir boliimii
olarak yiiriitiilmesi gereken gorevlerin dagilimi ve bu
dagilimda 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

4.5. Uygunluk degerlendirme faaliyetleri

4.5.1. Genel

Onaylanmis  kurulus ve  personeli, uygunluk
degerlendirme faaliyetlerini yiiksek diizeyde mesleki
diirtistliikle ve spesifik alanlarda gerekli teknik ve
bilimsel yetkinlikle yiiriitiir.
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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 XI, and in
particular all of the following requirements:

— appropriately plan the conduct of each individual
project,

— 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,

— specify the rationale for fixing time limits for
completion of conformity assessment activities,

— assess the manufacturer's technical documentation
and the solutions adopted to meet the requirements
laid down in Annex I,

— review the manufacturer's procedures and
documentation relating to the evaluation of pre-
clinical aspects,

— review the manufacturer's procedures and
documentation relating to clinical evaluation,

— address the interface between the manufacturer's
risk management process and its appraisal and
analysis of the pre-clinical and clinical evaluation and
to evaluate their relevance for the demonstration of
conformity with the relevant requirements in Annex I,

Onaylanmis kurulus, Ek IX ila Ek XI’de belirtilen ilgili
gereklilikleri ve Ozellikle asagidaki gerekliliklerin
timiinli  dikkate  alarak  atandigi  uygunluk
degerlendirme faaliyetlerini etkili bir sekilde yliriitmek
icin yeterli uzmanlhga, tesislere ve dokiimante edilmis
prosediirlere sahip olur:

- Her bir projenin yiiriitiilmesini uygun sekilde
planlamak,

- Degerlendirme ekiplerinin yapisim ilgili teknolojiye
iliskin yeterli deneyim olacak sekilde ve stirekli
objektiflik ve bagimsizlik olacak sekilde saglamak ve
degerlendirme ekibi {iiyelerinin uygun araliklarla
rotasyonunu yapmak,

- Uygunluk degerlendirme faaliyetlerinin
tamamlanmasina yonelik siire siirlar1 saptamak i¢in
gerekge belirtmek,

- Imalatginin teknik dokiimantasyonunu ve Ek I’de
belirtilen gereklilikleri karsilamak i¢in benimsenen
cozlimleri degerlendirmek,

- Klinik 6ncesi hususlarin degerlendirilmesiyle ilgili
imalat¢inin  prosediirlerini  ve dokiimantasyonunu
incelemek,

- Klinik degerlendirme ile ilgili imalat¢inin
prosediirlerini ve dokiimantasyonu incelemek,

- Imalatginin risk yonetimi siireci ve bu siirecin
degerlendirilmesi ile klinik 6ncesi ve klinik
degerlendirme analizi arasindaki baglantiy1 ele almak
ve bunlarin arasindaki iliskiyi Ek DI’deki ilgili
gerekliliklere uygunlugun gosterilmesi icin
degerlendirmek,
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— carry out the specific procedures referred to in
Sections 5.2 to 5.4 of Annex IX,

— 1n the case of class Ila or class IIb devices, assess
the technical documentation of devices selected on a
representative basis,

— plan and periodically carry out appropriate
surveillance audits and assessments, 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,

— 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.

- Ek IX’un 5.2 ila 5.4’linde atifta bulunulan spesifik
prosediirleri yiirtitmek,

- Smif [la veya sinif IIb cihazlar s6z konusu oldugunda,
temsili bir temelde cthazlarin teknik
dokiimantasyonunu degerlendirmek,

- Uygun gozetim denetimlerini ve degerlendirmelerini
planlamak ve periyodik olarak yiiritmek, kalite
yonetim sisteminin diizgiin isleyisini dogrulamak i¢in
belirli testleri yiirlitmek veya talep etmek ve habersiz
yerinde denetimler gerceklestirmek,

- Cihazlarin 6rneklenmesiyle ilgili olarak, imal edilen
cihazin teknik dokiimantasyona uygun oldugunu
dogrulamak ve ornekleme Oncesinde ilgili 6rnekleme
kriterlerini ve test prosediiriinii tanimlamak,

- Bir imalatginin ilgili eklere uygunlugunu
degerlendirmek ve dogrulamak.

Onaylanmig kurulus, imalatgr uygun oldugunu iddia
etmese dahi, ilgili oldugu hallerde, mevcut ortak
spesifikasyonlari, kilavuz ~ ve iyt  uygulama
dokiimanlarini1 ve uyumlastirilmis standartlar1 dikkate
alir.

4.5.2. Quality management system auditing

(a) As part of the assessment of the quality
management system, 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

4.5.2. Kalite yonetim sistemi denetimi

a) Bir onaylanmis kurulus; kalite yonetim sistemi
degerlendirmesinin bir boliimii olarak denetimden dnce
ve doklimante edilmis prosediirleri uyarinca;

- Ilgili uygunluk degerlendirme eki uyarinca sunulan
dokiimantasyonu degerlendirir ve imalatginin kalite
yonetim sisteminin tiim kapsamini gostermek ve bu
Y 6netmelik’in gerekliliklerini karsilayip
karsilamadigin1 belirlemek iizere gereken faaliyetlerin
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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 Ila and class
IIb devices, a sampling plan for the assessment of
technical documentation as referred to in Annexes II
and III covering the range of such devices covered by
the manufacturer's application. That plan shall ensure
that all devices covered by the certificate are sampled
over the period of validity of the certificate, and

— 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

sayisini ve sirasint agik¢a tanimlayan bir denetim
programi hazirlar,

- Farkli imalat tesisleri arasindaki baglantilart ve bunlar
arasinda sorumluluklarin dagilimin1 tanimlar ve
imalat¢inin ilgili tedarikgilerini ve/veya yiiklenicilerini
tanimlar ve bu tedarikgilerin veya yiiklenicilerin ya da
her ikisinin 6zel olarak denetimine yonelik gereksinimi
degerlendirir,

- Denetim programinda belirtilen her bir denetim igin;
denetimin hedeflerini, kriterlerini ve kapsamini agikga
tanimlar ve denetimin kapsadig cihazlara, teknolojilere
ve siireclere yonelik spesifik gereklilikleri yeterli bir
sekilde ele alan ve goz Oniinde tutan bir denetim plani
hazirlar,

- Smf Ila ve smif IIb cihazlar i¢in; imalat¢inin
bagvurusu kapsaminda yer alan bu tiir cihazlarin
cesitliligini kapsayan Ek II ve Ek II’te atifta
bulunuldugu  sekilde teknik  dokiimantasyonun
degerlendirilmesine yonelik bir 6rnekleme plani
hazirlar ve bunu giincel tutar; bu plan, sertifikanin
kapsadig1 tiim cihazlarin, sertifikanin gegerlilik siiresi
boyunca drneklenmesini saglar,

- Miinferit denetimler yiirtitmek i¢in nitelikli ve yetkili
personeli uygun bir sekilde secer ve atar. Ekip
iiyelerinin sahsi rolleri, sorumluluklar1 ve yetkileri
acikca tanimlanir ve dokiimante edilir.

b) Onaylanmis kurulus; hazirladigi denetim programina
dayanarak ve dokiimante edilmis prosediirleri uyarinca:

- Kalite yOnetim sisteminin, kapsadigi cihazlarin,
tasarimdan nihai kalite kontrole ve siirekli gozetime
kadar her asamada cihazlara uygulanan bu
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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

— PMCF,
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 I.

The documentation shall be sampled in such 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

Yonetmelik’in ilgili hiikiimlerine uymasini sagladigin
dogrulamak i¢in; imalat¢inin kalite yonetim sistemini
denetler ve bu Yonetmelik gerekliliklerinin karsilanip
karsilanmadigini belirler,

- Ilgili teknik dokiimantasyona dayanarak imalat¢inin
ilgili uygunluk degerlendirme ekinde atifta bulunulan
gereklilikleri karsilaylp karsilamadigimi  belirlemek
lizere imalatginin = siireclerini ve alt sistemlerini
ozellikle:

- Tasarim ve gelistirme,

- Uretim ve siirec kontrolleri,

- Uriin dokiimantasyonu,

- Satin alinan cihazlarin dogrulanmasi dahil

satin alma kontrolleri,

- Piyasaya arz sonrasi gozetime yonelik olanlar

dahil diizeltici ve Onleyici faaliyetler,

- Piyasaya arz sonrasi klinik takip
acgisindan inceler ve denetler, ayrica Ek I’de belirtilen
genel giivenlilik ve performans gerekliliklerini yerine
getirmekle ilgili olanlar dahil olmak iizere imalatgi
tarafindan benimsenen gereklilikleri ve hiikiimleri
inceler ve denetler.
Dokiimantasyon; cihazin amaglanan kullanimi, imalat
teknolojilerinin ~ karmagikligi, iretilen cihazlarin
cesitliligi ve smiflar1 ve mevcut piyasaya arz sonrasi
gozetim bilgileri ile iligkili riskleri yansitacak sekilde
orneklendirilir,

- Halihazirda denetim programi kapsaminda degilse,
bitmis  cihazlarin  uygunlugunun tedarikgilerin
faaliyetlerinden 6nemli 6l¢iide etkilendigi durumda ve

4.10.2018

90




finished devices is significantly influenced by the
activity of suppliers and, in particular when the
manufacturer cannot demonstrate sufficient control
over its suppliers,

— conduct assessments of the technical
documentation based on its sampling plan and taking
account of Sections 4.5.4. and 4.5.5. for pre-clinical
and clinical evaluations, and

— 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.

ozellikle imalatginin tedarikgileri {izerinde yeterli
kontrolii oldugunu gdsteremedigi durumda, imalat¢inin
tedarikgilerinin tesislerinde siireglerin  kontroliinii
denetler,

- Klinik 6ncesi ve klinik degerlendirmeler i¢in, kendi
ornekleme planina dayanarak ve bu Ekin 4.5.4 ile
4.5.5’1 dikkate alarak teknik dokiimantasyon
degerlendirmelerini yiiriitir,

- Onaylanmis kurulus, denetim bulgularinin, bu
Yonetmelik gereklilikleri ve ilgili standartlar ya da
MDCG tarafindan gelistirilen veya kabul edilen iyi
uygulama dokiimanlar1 uyarinca uygun ve tutarl bir
sekilde siniflandirilmasini saglar.

4.5.3. Product verification

Assessment of the technical documentation

For assessment of the technical documentation
conducted in accordance with Chapter II 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,
clinical evaluation, risk management, and sterilisation,
and

— the assessment of conformity of the design with this
Regulation, and for taking account of Sections 4.5.4.
to 4.5.6. That assessment shall include 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

4.5.3. Uriin dogrulama

Teknik dokiimantasyonun degerlendirilmesi
Onaylanmis kuruluglar, Ek IX’un II. Bolimii uyarinca
yapilan teknik dokiimantasyon degerlendirmesi igin
asagidakiler hakkinda yeterli uzmanliga, tesislere ve
dokiimante edilmis prosediirlere sahip olur:

- Cihazin  kullanimi,  biyouyumluluk, klinik
degerlendirme, risk yonetimi ve sterilizasyon gibi 6zel
konular1 incelemek iizere uygun nitelikli ve yetkili
personelin tahsisi,

- Tasarimm bu Yonetmelik’e uygunlugunun
degerlendirilmesi ve bu Ekin 4.5.4 ila 4.5.6’sinin
dikkate almmasi. Bu degerlendirme, imalat¢ilar
tarafindan giris, silire¢ i¢ci ve son kontrollerin
uygulanmasinin ve bu kontrollerin sonuglarinin
incelenmesini igerir. Bu Yonetmelik’in gerekliliklerine
uygunlugun degerlendirilmesi icin ilave testlere veya
bagska kanitlara gerek duyulursa, s6z konusu
onaylanmig kurulus, cihazla ilgili yeterli fiziksel veya
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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. to 4.5.6., 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 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; and

— 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.

laboratuvar testleri yiiriitiir ya da imalat¢idan bu tiir
testleri yiirlitmesini talep eder.

Tip incelemeleri

Onaylanmis kurulus; asagidakileri yapma kapasitesi
dahil olmak ftizere Ek X wuyarinca cihazlarm tip
incelemesi i¢in dokiimante edilmis prosediirlere, yeterli
uzmanliga ve tesislere sahip olur:

- Bu Ekin 4.54 ild 4.5.6’sin1 dikkate alarak teknik
dokiimantasyonu inceleme ve degerlendirme ve tipin bu
dokiimantasyona uygun olarak 1imal edildigini
dogrulama,

- Onaylanmig kurulug tarafindan veya onun
sorumlulugu altinda test edilmesi gereken biitiin ilgili
ve kritik parametreleri tanimlayan bir test plani
olusturma,

- Bu parametrelerin se¢imine yonelik gerekcesini
dokiimante etme,

- Imalatc1 tarafindan benimsenen c¢oziimlerin, Ek I’de
belirtilen  genel  giivenlilik  ve  performans
gerekliliklerini karsiladigini dogrulamak i¢in uygun
incelemeleri ve testleri yiirlitme. Bu tiir incelemeler ve
testler, imalatginin kullanmayi sectigi ilgili standartlar
gercekten uyguladigini dogrulamak igin gerekli biitiin
testleri igerir,

- Dogrudan  onaylanmis  kurulus tarafindan
yiiriitiilmeyecekse, gerekli testlerin nerede yapilacagi
konusunda basvuru sahibi ile anlagsma,

- Test sonuglaria yonelik tiim sorumlulugu iistlenme.
Imalatgi tarafindan sunulan test raporlari, sadece yetkin
ve imalat¢cidan bagimsiz olan uygunluk degerlendirme
kuruluslar tarafindan diizenlenmisse dikkate alinir.

Her iiriiniin inceleme ve test yoluyla dogrulanmasi
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Verification by examination and testing of every
product

The notified body shall:

(a) have documented procedures, sufficient expertise
and facilities for the verification by examination and
testing of every product in accordance with Part B of
Annex 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 IIb 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 Ila devices, the conformity with
the technical documentation referred to in Annexes 11
and III 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 as
specified in Section 15 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; and

Onaylanmis kurulus:

a) Ek XI’in B Kismi1 uyarinca her iirliniin inceleme ve
test yoluyla dogrulanmasma yonelik, dokiimante
edilmis prosediirlere, yeterli uzmanliga ve tesislere
sahip olur,

b) Asagidakileri yapmak icin, onaylanmis kurulus
tarafindan veya onun sorumlulugu altinda test edilmesi
gereken biitilin ilgili ve kritik parametreleri tanimlayan
bir test plan1 olusturur:

- Smif IIb cihazlar igin; cihazin AB tip inceleme
sertifikasinda belirtilen tipe ve bu Yonetmelik’in s6z
konusu cihazlara  uygulanan gerekliliklerine
uygunlugunu dogrulamak,

- Smif Ila cihazlar i¢in; Ek II ve Ek III’te atifta
bulunulan teknik dokiimantasyona ve bu Y 6netmelik’in
s0z konusu cihazlara uygulanan gerekliliklerine
uygunlugunu teyit etmek,

c) (b) bendinde atifta bulunulan parametrelerin
se¢imine yonelik gerekcesini dokiimante eder,

¢) Ek XTPin 15’inde belirtildigi sekilde her iiriinii
inceleyerek ve test ederek, cihazin bu Yonetmelik’in
gerekliliklerine uygunlugunu dogrulamak i¢in, uygun
degerlendirmeleri ve testleri yliriitmek {izere
dokiimante edilmis prosediirlere sahip olur,

d) Onaylanmis kurulusun kendisi tarafindan
yiirtitiilmeyecek gerekli testlerin ne zaman ve nerede
gerceklestirilecegine iliskin basvuru sahibi ile bir
anlagsmaya varmayr saglayan dokiimante edilmis
prosediirlere sahip olur,
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(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 conformity
assessment bodies which are competent and
independent of the manufacturer.

e) Dokiimante edilmis prosediirler uyarinca test
sonuglarina yonelik tiim sorumlulugu iistlenir. Imalatci
tarafindan sunulan test raporlari, sadece yetkin ve
imalatgidan bagimsiz olan uygunluk degerlendirme
kuruluslar tarafindan diizenlenmigse dikkate alinir.

4.5.4. Pre-clinical evaluation assessment

The notified body shall have documented procedures
in place for the review of the manufacturer's
procedures and documentation relating to the
evaluation of pre-clinical aspects. The notified body
shall examine, validate and verify that the
manufacturer's procedures and documentation
adequately address:

(a) the planning, conduct, assessment, reporting and,
where appropriate, updating of the pre-clinical
evaluation, in particular of

— the scientific pre-clinical literature search, and

— the pre-clinical testing, for example laboratory
testing, simulated use testing, computer modelling, the
use of animal models,

(b) the nature and duration of body contact and the
specific associated biological risks,

(c) the interface with the risk management process,
and

(d) the appraisal and analysis of the available pre-
clinical data and its relevance with regard to
demonstrating  conformity with the relevant
requirements in Annex I.

4.5.4. Klinik oncesi degerlendirmenin
degerlendirilmesi

Onaylanmis  kurulus; klinik  6ncesi  hususlarin
degerlendirilmesiyle ilgili, imalatginin prosediirlerinin
ve dokiimantasyonunun incelenmesine  yoOnelik
dokiimante edilmis isleyen prosediirlere sahip olur.
Onaylanmis kurulus, imalatginin prosediirlerinin ve
dokiimantasyonunun asagidakileri yeterli bir sekilde ele
aldigini inceler, gegerli kilar ve dogrular:

a) Klinik 6ncesi degerlendirmeyi ve 6zellikle:

- Bilimsel klinik dncesi literatiir taramasinin ve

- Laboratuvar testleri, simiile edilmis kullanim testleri,
bilgisayar = modellemeleri, hayvan modellerinin
kullanim1 gibi klinik 6ncesi testlerin

planlanmasini,  ylriitiilmesini, degerlendirilmesini,
raporlanmasint  ve  uygun  oldugu  hallerde
giincellenmesini,

b) Viicut temasinin niteligi ve siiresi ile birlikte iliskili
spesifik biyolojik riskleri,

¢) Risk yonetimi siireciyle baglantiyi,

¢) Ek I’in ilgili gerekliliklerine uygunlugu gostermek
icin mevcut klinik oncesi verilerin ve bunlarin
uygunlugunun degerlendirilmesini ve analizini.
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The notified body's assessment of pre-clinical
evaluation procedures and documentation shall
address the results of 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 are deviations from
procedures, the notified body in question shall
critically examine the justification presented by the
manufacturer.

Klinik  oncesi  degerlendirme  prosediirleri  ve
dokiimantasyonu ile ilgili onaylanmis kurulusun
degerlendirmesi; literatiir taramalarmin sonuglari ile
birlikte gergeklestirilen tiim validasyonlari,
dogrulamalari, testleri ve elde edilen sonuclar1 ele alir
ve genellikle alternatif materyallerin ve maddelerin
kullanimini1 g6z Oniinde bulundurmay: igerir, ayrica
bitmis cihazin ambalajini, raf 6mrii dahil stabilitesini
dikkate alir. imalatc1 tarafindan yeni bir test yapilmamis
olmast durumunda ya da prosediirlerden sapmalar
olmasi durumunda, s6z konusu onaylanmis kurulus,
imalat¢1 tarafindan sunulan gerekgeyi kritik bir sekilde
inceler.

4.5.5. Clinical evaluation assessment

The notified body shall have documented procedures
in place relating to the assessment of a manufacturer's
procedures and documentation relating to clinical
evaluation both for initial conformity assessment and
on an ongoing basis. The notified body shall examine,
validate and verify that manufacturers' procedures and
documentation adequately address:

— the planning, conduct, assessment, reporting and
updating of the clinical evaluation as referred to in
Annex XIV,

— post-market surveillance and PMCF,

— the interface with the risk management process,
— the appraisal and analysis of the available data and
its relevance with regard to demonstrating conformity
with the relevant requirements in Annex I, and

4.5.5. Klinik degerlendirmenin degerlendirilmesi
Onaylanmus kurulus, hem ilk uygunluk
degerlendirmesine yonelik hem de stirekli bir temelde,
imalat¢inin klinik degerlendirmeye iliskin
prosediirlerinin ve dokiimantasyonunun
degerlendirilmesi ile ilgili olarak dokiimante edilmis
isleyen prosediirlere sahip olur. Onaylanmis kurulus,
imalatcilarin prosediirlerinin ve dokiimantasyonlarinin
asagidakileri uygun bir sekilde ele aldigini inceler,
gegerli kilar ve dogrular:

- Ek XIV’te atifta bulunuldugu sekilde, klinik

degerlendirmenin ~ planlanmasini,  yiiriitiilmesini,
degerlendirilmesini, raporlanmasini ve
giincellenmesini,

- Piyasaya arz sonrasi1 gbzetimi ve piyasaya arz sonrasi
klinik takibi,

- Risk yonetimi siireciyle baglantiyi,

- Ek I’in ilgili gerekliliklerine uygunlugunu gostermek
icin  mevcut verinin ve bunun uygunlugunun
degerlendirilmesini ve analizini,
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— the conclusions drawn with regard to the clinical
evidence and drawing up of the clinical evaluation
report.

These procedures referred to in the first paragraph
shall take into consideration available CS, guidance
and best practice documents.

The notified body's assessment of clinical evaluations
as referred to in Annex XIV shall cover:

— the intended use specified by the manufacturer and
claims for the device defined by it,

— the planning of the clinical evaluation,

— the methodology for the literature search,

— relevant documentation from the literature search,

— the clinical investigation,

— validity of equivalence claimed in relation to other
devices, the demonstration of equivalence, the
suitability and conclusions data from equivalent and
similar devices,

— post-market surveillance and PMCF,

— the clinical evaluation report, and

— justifications in relation to non-performance of
clinical investigations or PMCF.

In relation to clinical data from clinical investigations
included within the clinical evaluation, the notified
body in question shall ensure that the conclusions
drawn by the manufacturer are valid in the light of the
approved clinical investigation plan.

The notified body shall ensure that the clinical
evaluation adequately addresses the relevant safety
and performance requirements provided for in Annex

- Klinik kanitlarla ilgili elde edilen sonuglar ve klinik
degerlendirme raporunun hazirlanmasini.

Birinci paragrafta atifta bulunulan bu prosediirler,
mevcut ortak spesifikasyonlari, kilavuz ve iyi uygulama
dokiimanlarii géz oniinde bulundurur.

Ek XIV’te atifta bulunuldugu sekilde, onaylanmis
kurulusun klinik degerlendirme degerlendirmesi,
asagidakileri kapsar:

- Imalatc1 tarafindan belirtilen kullanim amacini ve
cihaza yonelik aciklanan iddialari,

- Klinik degerlendirmenin planlanmasini,

- Literatiir taramasina yonelik metodolojiyi,

- Literatiir taramasindan elde edilen ilgili
dokiimantasyonu,

- Klinik arastirmayz,

- Diger cihazlara iliskin iddia edilen esdegerliligin
gecerliligini, esdegerliligin gosterimini, esdeger ve
benzer cihazlardan alinan verinin uygunlugunu ve
sonuclarini,

- Piyasaya arz sonrasi gézetim ve piyasaya arz sonrasi
klinik takibi,

- Klinik degerlendirme raporunu,

- Klinik arastirmalarin veya piyasaya arz sonrasi klinik
takibin yapilmamasina iliskin gerekgeleri.

Klinik  degerlendirmeye  dahil edilen  klinik
arastirmalardan elde edilen klinik verilerle ilgili olarak
s0z konusu onaylanmis kurulus, imalat¢1 tarafindan
elde edilen sonuglarin, onaylanan klinik arastirma plani
1s181nda gegerli olmasini saglar.

Onaylanmis kurulus; klinik degerlendirmenin, Ek I’de
belirtilen ilgili giivenlilik ve performans gerekliliklerini
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I, that it is appropriately aligned with the risk
management requirements, that it is conducted in
accordance with Annex XIV and that it is
appropriately reflected in the information provided
relating to the device.

yeterince ele almasini, risk yonetimi gereklilikleriyle
uygun bir sekilde ayni eksende olmasimi, Ek XIV
uyarinca yiiriitiilmesini ve cihazla ilgili sunulan
bilgilere uygun bir sekilde yansitilmasini saglar.

4.5.6. Specific Procedures

The notified body shall have documented procedures,
sufficient expertise and facilities for the procedures
referred to in Sections 5 and 6 of Annex IX, Section 6
of Annex X and Section 16 of Annex XI, for which
they are designated.

In the case of devices manufactured utilising tissues or
cells of animal origin or their derivatives, such as from
TSE susceptible species, as referred to in Regulation
(EU) No 722/2012, the notified body shall have
documented procedures in place that fulfil the
requirements laid down in that Regulation, including
for the preparation of a summary evaluation report for
the relevant competent authority.

4.5.6. Spesifik prosediirler

Onaylanmis kurulus, Ek IX’un 5 ve 6’sinda, Ek X’un
6’sinda ve Ek XIDin 16’sinda atifta bulunulan
prosediirlerden atanmis olduklarina yonelik dokiimante
edilmis prosediirlere, yeterli uzmanliga ve tesislere
sahip olur.

(AB) 722/2012 sayili Tiiziik’te atifta bulunuldugu
sekilde Bulasict Stingerimsi Ensefalopati (TSE) duyarlt
tiirlerden elde edilenler gibi, hayvan kaynakli dokular
veya hiicreler ya da bunlarin tiirevleri kullanilarak imal
edilen cihazlar s6z konusu oldugunda, onaylanmis
kurulus, ilgili yetkili otorite i¢in 6zet bir degerlendirme
raporu hazirlamak dahil olmak {izere, s6z konusu
Yonetmelik’te belirtilen gereklilikleri  karsilayan
dokiimante edilmis isleyen 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,

4.6. Raporlama

Onaylanmis kurulus:

- Degerlendirme sonuglarinin agik olmast ve bu
Yonetmelik’in gerekliliklerine uygunlugunun
gosterilmesi ve atama otoritelerindeki personel gibi
degerlendirmeye dahil olmayan kisilere bu tiir uygunluk
ile ilgili objektif kanitlar sunabilmek i¢in uygunluk
degerlendirmesinin  tim asamalarimin  dokiimante
edilmesini saglar,

- Kalite yonetim sistemi denetimleri i¢in izlenebilir bir
denetim yolu saglamak iizere yeterli kayitlarin mevcut
olmasini saglar,
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— clearly document the conclusions of its assessment
of clinical evaluation in a clinical evaluation
assessment report, and

— 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:

— 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, and

— be provided to the manufacturer in question.

- Bir klinik degerlendirmenin degerlendirilmesi
raporunda,  klintk  degerlendirme  ile  1ilgili
degerlendirmesinin sonuglarini agikca dokiimante eder,
- Her bir spesifik proje i¢cin, MDCG tarafindan
belirlenen asgari bir dizi 6geyi igeren standart bir
formata dayanan ayrintili bir rapor saglar.

Onaylanmis kurulusun raporu:

- Degerlendirmesinin ¢iktisini agik¢a dokiimante eder
ve imalatcinin bu Yonetmelik’in gerekliliklerine
uygunlugunun dogrulanmasindan elde edilen net bir
sonug igerir,

- Onaylanmis kurulus tarafindan yapilacak nihai
inceleme ve alinacak nihai karar icin bir tavsiyede
bulunur ve bu tavsiye onaylanmis kurulusta sorumlu
personelden biri tarafindan imzalanir,

- S6z konusu imalat¢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 inceleme
Onaylanmis kurulus, nihai bir karar almadan 6nce:

- Spesifik projeler hakkinda nihai inceleme ve karar
alma i¢in atanan personelin, uygun bir sekilde
yetkilendirilmesini  ve degerlendirmeleri  yiiriiten
personelden farkli olmasini saglar,

- Degerlendirme siiresince not edilen uygunsuzluklarin
coziimlenmesi ile ilgili olanlar dahil olmak tizere karar
almak i¢in gerekli rapor(lar)in ve destekleyici
dokiimantasyonun, basvuru kapsami agisindan tam ve
yeterli oldugunu dogrular,

- Bir sertifikanin  diizenlenmesini  engelleyen
¢Ooziimlenmemis uygunsuzluklarin olup olmadigim
dogrular.

4.8. Decisions and Certifications

4.8. Kararlar ve belgelendirmeler
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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
clinical evaluation and risk management, whether the
post-market surveillance plan, including the PMCF
plan, is adequate,

— decide on specific milestones for further review by
the notified body of the up to date clinical evaluation,

— decide whether specific conditions or provisions
need to be defined for the certification,

— decide, based on the novelty, risk classification,
clinical evaluation and conclusions from the 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,

Onaylanmis kurulus; sertifikalarin ~ diizenlenmesi,
askiya alinmasi, kisitlanmasi ve geri cekilmesi igin
sorumluluklarin tahsisi ile ilgili olanlar dahil olmak
iizere karar almaya yonelik dokiimante edilmis
prosediirlere  sahip olur. Bu prosediirler, bu
Yonetmelik’in besinci Kisim’inda belirtilen bildirim
gerekliliklerini igerir. Bu prosediirler, s6z konusu
onaylanmis kurulusun:

- Degerlendirme dokiimantasyonuna ve mevcut ilave
bilgilere dayanarak, bu Yonetmelik’in gerekliliklerinin
yerine getirilip getirilmedigine karar vermesine,

- Klinik degerlendirme ve risk yonetimi ile ilgili
degerlendirmesinin sonucglarma dayanarak, piyasaya
arz sonrasi klinik takip plani dahil olmak {izere piyasaya
arz sonrasit gozetim planinin yeterli olup olmadigina
karar vermesine,

- Giincel klinik degerlendirmeye iliskin onaylanmis
kurulus tarafindan daha ayrintili incelemeye yonelik
spesifik kilit noktalara karar vermesine,

- Belgelendirme igin spesifik sartlar veya hiikiimler
tanimlamanin gerekip gerekmedigine karar vermesine,
- Cihazin; yeniligi, risk smiflandirmasi, klinik
degerlendirmesi ve risk analizinden elde edilen sonuglar
temelinde, 5 yi1li1 gegmeyen bir belgelendirme siiresine
karar vermesine,

- Sorumlu personelden birinin imzasiyla onay dahil
olmak {izere karar alma ve onay asamalarini agikca
dokiimante etmesine,

- Ozellikle, bir sertifikay1 imzalayan son kisinin, karar
alict veya alicilardan farkli olmasi ya da bu Ekin
3.2.7’sinde belirtilen gereklilikleri yerine getirmemesi
durumunda kararlarin bildirimine yonelik
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— 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, and

— 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 57.

sorumluluklar1 ve mekanizmalar1 agik¢ca dokiimante
etmesine,

- Ek XII’de belirtilen asgari gereklilikler uyarinca, 5 yili
gecmeyen bir gecerlilik siiresi i¢in ve belgelendirmeyle
iligkili kisitlamalarin veya spesifik sartlarin bulunup
bulunmadigint gosteren sertifika veya sertifikalar
diizenlemesine,

- Birden ¢ok kurulusu kapsayan sertifikalar degil,
sadece bagvuru sahibi i¢in sertifika veya sertifikalar
diizenlemesine,

- Degerlendirmenin ¢iktis1 ve son karar konusunda
imalatginin  bilgilendirilmesini ve bunlarin 57 nci
maddede atifta bulunulan elektronik sisteme girilmesini
saglamasina

imkan verir.

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 intended use of or claims made for the device,
— the approved type of a device, and

— any substance incorporated in or utilised for the
manufacturing of a device and being subject to the
specific procedures in accordance with Section 4.5.6.
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.

4.9. Degisiklikler ve modifikasyonlar

Onaylanmis kurulus; imalat¢ilarin  bilgi  verme
ylikiimlilikleri ile asagida belirtilen hususlardaki
degisikliklerin degerlendirilmesi ile ilgili olarak isleyen
ve dokiimante edilmis prosediirlere ve imalatgilarla
yapilan sozlesmeye dayal1 diizenlemelere sahip olur:

- Onaylanmis kalite yonetim sistemi veya sistemleri ya
da kapsanan {iriin yelpazesi,

- Onaylanmig cihaz tasarimi,

- Cihazin kullanim amac1 ya da cihaza iliskin iddialar,

- Onaylanmis cihaz tipi,

- Bir cihazin ihtiva ettigi veya bir cihazin imalati i¢in
kullanilan ve bu Ekin 4.5.6’s1 uyarinca spesifik
prosediirlere tabi olan maddeler.

Birinci paragrafta atifta bulunulan prosediirler ve
sozlesmeye dayali diizenlemeler, birinci paragrafta
atifta bulunulan degisiklerin 6nemini kontrol etmeye
yonelik tedbirler igerir.
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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, and

— notify the manufacturer of its decision and provide
areport or as applicable a supplementary report, which
shall contain the justified conclusions of its
assessment.

S6z konusu onaylanmis kurulus dokiimante edilmis
prosediirleri uyarinca:

- Imalatgilarin, birinci paragrafta atifta bulunuldugu
sekilde degisikliklere yonelik planlar1 ve bu tir
degisikliklere iligkin 1ilgili bilgileri 6n onay i¢in
sunmasini saglar,

- Onerilen degisiklikleri degerlendirir ve bu
degisikliklerden sonra kalite yonetim sisteminin ya da
cihaz tasarrmmnin veya cihaz tipinin hala bu
Yonetmelik’in gerekliliklerini karsilayip
kargilamadigini dogrular,

- Imalatgiya kararmi 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 have documented 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

4.10. Gozetim faaliyetleri ve belgelendirme sonrasi
izleme

Onaylanmis kurulus, asagidakilere yonelik dokiimante
edilmis prosediirlere sahip olur:

- Imalatgilarla ilgili gdzetim faaliyetlerinin nasil ve ne
zaman yluriitiilecegini tanimlamaya yonelik. Bu
prosediirler, imalat¢ilarin ve uygulanabildigi hallerde
yiiklenicilerin ve tedarikgilerin habersiz yerinde
denetimlerine yonelik diizenlemelerini, {iriin testlerinin
yiiriitiilmesini  ve belirli araliklarla klinik  veri
giincellemeleri  gibi  imalat¢ilar1  baglayan  ve
belgelendirme kararlariyla iliskili olan sartlara
uygunlugun izlenmesini igerir,

- Atanma kapsamlariyla iliskili olarak, ilgili bilimsel ve
klinik veri kaynaklarini ve piyasaya arz sonrasi bilgileri
taramaya yonelik. Bu tiir  bilgiler, go6zetim
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be taken into account in the planning and conduct of
surveillance activities, and

— to review vigilance data to which they have access
under Article 92(2) 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.

The notified body in question shall, upon receipt of
information about vigilance cases from a
manufacturer or competent authorities, decide 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
authority's 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:

— conduct surveillance audits of the manufacturer on
at least an annual basis which shall be planned and

faaliyetlerinin planlanmasinda ve yiiriitiilmesinde
dikkate alinir,

- 92 nci maddenin ikinci fikrasi kapsaminda erigim
sagladiklar1 vijilans verilerini, mevcut sertifikalarin
gegcerliligi tizerindeki etkisini varsa degerlendirmek igin
gozden gegirmeye yonelik. Degerlendirme sonuglari ve
alinan kararlar tiim ayrintilariyla dokiimante edilir.

S6z konusu onaylanmis kurulus, bir imalatgidan veya
yetkili otoriteden vijilans vakalar1 hakkinda bilgi
aldiginda asagidaki segeneklerden  hangisini
uygulayacagina karar verir:

- Vijilans vakasinin verilen sertifika ile agik bir sekilde
ilgili olmadigi durumda herhangi bir faaliyette
bulunmamak,

- Verilen sertifikanin risk altinda olup olmadigini ya da
yeterli diizeltici faaliyetin yapilip yapilmadigim
belirlemek i¢in imalatgmnin ve yetkili otoritenin
faaliyetlerini ve imalatginin arastirma sonuglarini
gbzlemlemek,

- Verilen sertifikanin risk altinda olmasi muhtemel
oldugunda, dokiiman incelemeleri, kisa siireli veya
habersiz denetimler ve iiriin test etme gibi olagandisi
gozetim tedbirlerini gerceklestirmek,

- Gozetim denetimlerinin sikligini arttirmak,

- Imalat¢inin bir sonraki denetimi vesilesiyle spesifik
iirtinleri ve stirecleri incelemek,

- {1gili diger tedbirleri almak.

Imalatgilarin  gdzetim denetimleriyle ilgili olarak
onaylanmis kurulus, asagidakileri yapmak igin
dokiimante edilmis prosediirlere sahip olur:

- Bu Ekin 4.5’indeki ilgili gereklilikler dogrultusunda
planlanan  ve  yiiriitilen imalat¢inin = gdzetim
denetimlerini en azindan yillik olarak yiiriitmek,
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conducted in line with the relevant requirements in
Section 4.5,

— ensure adequate assessment of the manufacturer's
documentation on, and application of the provisions
on, vigilance, the post-market surveillance, and
PMCEF,

— 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 clinical
evaluation as most recently updated by the

- Vijilans, piyasaya arz sonrasi gézetim ve piyasaya arz
sonrast  klinik  takip  konusunda; imalat¢inin
dokiimantasyonunun yeterli sekilde degerlendirilmesini
ve bunlarla ilgili hiikiimlerin uygulanmasini saglamak,
- Imalatcinin, onaylanmis kalite yonetim sistemini
stirekli olarak uygulamasini saglamak icin denetimler
siiresince, dnceden tanimlanmis ornekleme kriterlerine
ve test prosediirlerine goére cihazlart ve teknik
dokiimantasyonu o6rneklemek ve test etmek,

- Imalat¢inin ilgili eklerde belirtilen dokiimantasyon ve
bilgilendirme  yilikiimliiliiklerine =~ uymasin1  ve
prosediirlerinin ~ kalite  yOnetim sistemlerinin
uygulanmasi ile ilgili iyi uygulamalar dikkate almasini
saglamak,

- Imalatcinm, kalite yonetim sistemini veya cihaz
onaylarint yaniltict bir sekilde kullanmamasin
saglamak,

- Kalite yonetim sisteminin bu Yonetmelik’in
gerekliliklerine uymaya devam edip etmedigini
belirlemek i¢in yeterli bilgi toplamak,

- Uygunsuzluk tespit edilirse imalat¢idan diizeltmeler,
diizeltici faaliyetler ve uygulanabildigi hallerde 6nleyici
faaliyetler talep etmek,

- Gerektiginde ilgili sertifikaya spesifik kisitlamalar
getirmek ya da sertifikay1r askiya almak veya geri
cekmek.

Onaylanmis kurulus; belgelendirmeye yonelik sartlarin
bir boliimii olmasi durumunda:

- Imalat¢inin piyasaya arz sonras1 gozetimine, piyasaya
arz sonrasi klinik takibine ve cihazla tedavi edilen tibbi
durumla ilgili klinik literatiire ya da benzer cihazlarla
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manufacturer based on the manufacturer's post-market
surveillance, on its PMCF 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,
and

— ensure that the clinical evaluation as most recently
updated, is appropriately reflected in the instructions
for use and, where applicable, the summary of safety
and performance.

ilgili klinik literatiire dayanarak klinik
degerlendirmenin imalat¢1 tarafindan giincellenen en
son versiyonunda derinlemesine bir inceleme yiiriitiir,

- Derinlemesine incelemenin sonuglarin1 agik bir
sekilde dokiimante eder ve imalatgiya spesifik
endiseleri iletir veya spesifik sartlar getirir,

- Klinik degerlendirmenin giincellenen en son
versiyonunun, 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 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 gained from post-market surveillance,
(c) experience from risk management,

4.11. Yeniden belgelendirme

Onaylanmis  kurulus,  yeniden  belgelendirme
incelemeleri ve sertifikalarin yenilenmesi ile ilgili
dokiimante edilmis isleyen prosediirlere sahip olur.
Onaylanmis kalite yOnetim sistemlerinin veya AB
teknik dokiimantasyon degerlendirme sertifikalariin
ya da AB tip inceleme sertifikalarinin yeniden
belgelendirilmesi, asgari olarak her 5 yilda bir
gerceklestirilir.

Onaylanmis kurulus, AB teknik dokiimantasyon
degerlendirme sertifikalarinin ve AB tip inceleme
sertifikalarinin yenilenmesi ile ilgili dokiimante edilmis
prosediirlere sahip olur. Bu prosediirler, s6z konusu
imalatginin asagidakiler dahil olmak {izere cihaza
iliskin degisikliklerin ve bilimsel bulgularin bir 6zetini
sunmasini gerektirir:

a) Henliz bildirilmemis olan degisiklikler dahil olmak
iizere baglangigta onaylanan cihazdaki  biitiin
degisiklikler,

b) Piyasaya arz sonrasi gozetimden kazanilan deneyim,
¢) Risk yonetiminden kazanilan deneyim,
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(d) experience from updating the proof of compliance
with the general safety and performance requirements
set out in Annex I,

(e) experience from reviews of the clinical evaluation,
including the results of any clinical investigations and
PMCEF,

(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,

— mnew scientific findings on materials and
components, including  findings on their
biocompatibility,

— experience from studies on comparable devices,

— data from registers and registries,

— experience from clinical investigations 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 PMCF
activities undertaken since the previous certification
or re-certification, including appropriate updates to
manufacturers' clinical evaluation reports.

¢) Ek I’de belirtilen genel giivenlilik ve performans
gerekliliklerine uygunlugun kanitin1 giincellemeden
kazanilan deneyim,

d) Klinik arastirmalarin ve piyasaya arz sonrasi klinik
takibin  sonuclari  dahil olmak iizere klinik
degerlendirme incelemelerinden kazanilan deneyim,

e) Gerekliliklerdeki, cihaz bilesenlerindeki ya da
bilimsel veya diizenleyici ¢cevredeki degisiklikler,

f) Uygulanan veya yeni uyumlagtirilmig standartlardaki,
ortak  spesifikasyonlardaki ya  da  esdeger
dokiimanlardaki degisiklikler,

g) Tibbi, bilimsel ve teknik bilgilerdeki degisiklikler,
ornegin:

- Yeni tedaviler,

- Test yontemlerindeki degisiklikler,

- Biyouyumluluklarina dair bulgular dahil olmak {izere
materyaller ve bilesenlerle ilgili yeni bilimsel bulgular,

- Karsilagtirilabilir cihazlara iliskin ¢alismalardan
kazanilan deneyim,

- Kayitlardan elde edilen veriler ve kayutlar,

- Karsilagtirilabilir ~ cihazlarla  yapilan  klinik
arastirmalardan kazanilan deneyim.

Onaylanmis kurulus, ikinci paragrafta atifta bulunulan
bilgileri degerlendirmek i¢in dokiimante edilmis
prosediirlere sahip olur ve imalat¢ilarin  klinik
degerlendirme raporlarindaki gerekli gilincellemeler
dahil olmak {izere Onceki belgelendirmeden veya
yeniden belgelendirmeden itibaren yapilan piyasaya arz
sonrasi gozetim ve piyasaya arz sonrasi klinik takip
faaliyetlerinden elde edilen klinik verilere 6zellikle
dikkat eder.
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For the decision on re-certification, the notified body
in question shall use the same methods and principles
as for the initial certification decision. If necessary,
separate forms shall be established for re-certification
taking into account the steps taken for certification
such as application and application review.

Onaylanmis kurulus, yeniden belgelendirme karar1 i¢in
ilk belgelendirme kararinda kullandigi yontem ve
ilkelerin aynisimi kullanir. Gerektiginde, basvuru ve
basvurunun incelenmesi gibi belgelendirmeye yonelik
gerceklestirilen asamalart dikkate almak suretiyle
yeniden belgelendirme i¢in ayri1 formlar olusturulur.

ANNEX VIII
CLASSIFICATION RULES
CHAPTER I
DEFINITIONS SPECIFIC TO
CLASSIFICATION RULES

EK VIII
SINIFLANDIRMA KURALLARI
BOLUM I
SINIFLANDIRMA KURALLARINA OZEL
TANIMLAR

1. DURATION OF USE
1.1. ‘Transient’” means normally intended for
continuous use for less than 60 minutes.

1. KULLANIM SURESI

1.1. ‘Gegici’, normal kosullar altinda 60 dakikadan az
bir siire i¢cin devamli kullaniminin amaglandigini ifade
eder.

1.2. ‘Short term’ means normally intended for
continuous use for between 60 minutes and 30 days.

1.2. ‘Kisa stireli’, normal kosullar altinda 60 dakika ile
30 giin arasindaki bir siire i¢in devamli kullaniminin
amaclandigini ifade eder.

1.3. ‘Long term’ means normally intended for
continuous use for more than 30 days.

1.3. ‘Uzun siireli’, normal kosullar altinda 30 giinden
fazla bir siire i¢in devamli kullaniminin amaglandigini
ifade eder.

2. INVASIVE AND ACTIVE DEVICES

2.1. ‘Body orifice’ means any natural opening in the
body, as well as the external surface of the eyeball, or
any permanent artificial opening, such as a stoma.

2. INVAZIV VE AKTIF CIHAZLAR

2.1. “Viicut aciklig1’; goz kiiresinin dis yiizeyi de dahil
viicuttaki herhangi bir dogal agiklik ya da stoma gibi
herhangi bir kalic1 yapay acikliktir.

2.2. ‘Surgically invasive device’ means:

(a) an invasive device which penetrates inside the
body through the surface of the body, including
through mucous membranes of body orifices with the
aid or in the context of a surgical operation; and

(b) a device which produces penetration other than
through a body orifice.

2.2. “‘Cerrahi invaziv cihaz’:

(a) Bir cerrahi operasyonla veya cerrahi operasyonun
bir pargasit olarak, viicut agikliklarinin mukoz
membranlarindan gecenler de dahil olmak {izere, viicut
yiizeyinden gegerek viicut i¢erisine penetre olan invaziv
cithazdir ve

(b) Viicut agikligindan ge¢menin haricinde baska bir
yolla penetrasyon olusturan cihazdir.
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2.3. ‘Reusable surgical instrument’ means an
instrument intended for surgical use in cutting,
drilling, sawing, scratching, scraping, clamping,
retracting, clipping or similar procedures, without a
connection to an active device and which is intended
by the manufacturer to be reused after appropriate
procedures such as cleaning, disinfection and
sterilisation have been carried out.

2.3. Tekrar kullanilabilir cerrahi alet; bir aktif cihaza
baglantis1 olmaksizin, kesme, delme, testereleme,
kazima, siyirma, klempleme, ¢ekme, klipsleme veya
benzer prosediirlerde cerrahi kullanimi amacglanan ve
imalatgisinin Oongordigi sekilde temizlik,
dezenfeksiyon ve sterilizasyon gibi uygun prosediirler
yiiriitiildiikten sonra yeniden kullanilmasi amaglanan
alettir.

2.4. ‘Active therapeutic device’ means any active
device used, whether alone or in combination with
other devices, to support, modify, replace or restore
biological functions or structures with a view to
treatment or alleviation of an illness, injury or
disability.

2.4. Aktif terapotik cihaz; bir hastaligin, yaralanmanin
veya sakatligin tedavisi ya da hafifletilmesi amaciyla,
biyolojik fonksiyonlar1 veya yapilart desteklemek,
degistirmek, ikame etmek veya eski haline getirmek
icin tek basina ya da bagka cihazlarla birlikte kullanilan
herhangi bir aktif cihazdir.

2.5. ‘Active device intended for diagnosis and
monitoring” means any active device used, whether
alone or in combination with other devices, to supply
information for detecting, diagnosing, monitoring or
treating physiological conditions, states of health,
illnesses or congenital deformities.

2.5. Tanilama ve izleme amagh aktif cihaz; fizyolojik
durumlari, saglik durumlarini, hastaliklart  veya
konjenital bozukluklar1 tespit etmeye, tanilamaya,
izlemeye ya da tedavi etmeye yoOnelik bilgileri temin
etmek icin tek basina ya da baska cihazlarla birlikte
kullanilan herhangi bir aktif cihazdir.

2.6. ‘Central circulatory system’ means the following
blood vessels: arteriae pulmonales, aorta ascendens,
arcus aortae, aorta descendens to the bifurcatio aortae,
arteriae coronariae, arteria carotis communis, arteria
carotis externa, arteria carotis interna, arteriae
cerebrales, truncus brachiocephalicus, venae cordis,
venae pulmonales, vena cava superior and vena cava
inferior.

2.6. Merkezi dolagim sistemi; arteriae pulmonales, aorta
ascendens, arcus aortae, bifurcatio aortae’ya kadar aorta
descendens, arteriae coronariae, arteria carotis
communis, arteria carotis externa, arteria carotis
interna, arteriae cerebrales, truncus brachiocephalicus,
venae cordis, venae pulmonales, vena cava superior ve
vena cava inferioru i¢eren kan damarlaridir.

2.7. ‘Central nervous system’ means the brain,
meninges and spinal cord.

2.7. Merkezi sinir sistemi; beyin, meninks ve omuriligi
igerir.

2.8. ‘Injured skin or mucous membrane’ means an
area of skin or a mucous membrane presenting a

2.8. Hasarli deri veya hasarli mukoz membran; yara ya
da bir patolojik degisiklik veya hastalik sonrasinda
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pathological change or change following disease or a
wound.

degisiklik gosteren deri bolgesi veya mukoz
membrandir.

CHAPTER 1II
IMPLEMENTING RULES
3.1. Application of the classification rules shall be
governed by the intended purpose of the devices.

BOLUM I
UYGULAMA KURALLARI
3.1. Siniflandirma kurallarinin uygulanmasi, cihazlarin
kullanim amacina dayanir.

3.2. 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.
Accessories for a medical device and for a product
listed in Annex XVI shall be classified in their own
right separately from the device with which they are
used.

3.2. S6z konusu cihazin bagka bir cihazla birlikte
kullanilmas1 amaglaniyorsa, smiflandirma kurallari,
cihazlarin her birine ayr1 ayri uygulanir. Bir tibbi
cihazin ve Ek XVI'da listelenen bir {irliniin
aksesuarlari, birlikte kullanildiklari cihazdan ayr1 olarak
kendi baslarna siniflandirilir.

3.3. 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.

3.3. Bir cihazi calistiran veya cihazin kullanimim
etkileyen yazilim, cihaz ile ayn1 sinifta yer alir.

Yazilim; herhangi bir cihazdan bagimsizsa, kendi
basina siniflandirilir.

3.4. If the device is not intended to be used solely or
principally in a specific part of the body, it shall be
considered and classified on the basis of the most
critical specified use.

3.4. Cihaz, sadece veya Ozellikle, viicudun belirli bir
boéliimiinde kullanilmayacak ise belirtilen en kritik
kullanima dayanilarak degerlendirilir ve siniflandirilir.

3.5. If several rules, or if, within the same rule, several
sub-rules, apply to the same device based on the
device's intended purpose, the strictest rule and sub-
rule resulting in the higher classification shall apply.

3.5. Cihazin kullanim amacina dayanarak aymi cihaza
bir¢ok kural ya da ayn1 kural dahilinde bir¢ok alt kural
uygulaniyorsa, en yiiksek siniflandirmay1 saglayan en
kat1 kural ve alt kural uygulanir.

3.6. In calculating the duration referred to in Section
1, continuous use shall mean:

(a) the entire duration of use of the same device
without regard to temporary interruption of use during
a procedure or temporary removal for purposes such
as cleaning or disinfection of the device. Whether the
interruption of use or the removal is temporary shall

3.6. Bu Ekin 1’inde atifta bulunulan siire hesaplanirken
devamli kullanim:

(a) Bir islem sirasinda, kullanima gecici olarak ara
verilmesine ya da temizlik veya dezenfeksiyon gibi
amaclar icin cihazin gecgici olarak kullanim dis1
birakilmasina bakilmaksizin, ayni cihazin kullanim
siiresinin tamamidir. Kullanima ara vermenin veya
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be established in relation to the duration of the use
prior to and after the period when the use is interrupted
or the device removed; and

(b) the accumulated use of a device that is intended by
the manufacturer to be replaced immediately with
another of the same type.

kullanim dis1 birakmanin gecici olup olmadigi,
kullanirma ara verildigi ya da cihazin kullanom dist
birakildigit donemin Oncesindeki ve sonrasindaki
kullanim siiresiyle iliskili olarak belirlenir ve

(b) Imalatc1 tarafindan aym tipte baska bir cihazla
ivedilikle degistirilmesi amaglanan bir cihazin, toplam
kullanimidir.

3.7. A device is considered to allow direct diagnosis
when it provides the diagnosis of the disease or
condition in question by itself or when it provides
decisive information for the diagnosis.

3.7. Bir cihaz, s6z konusu hastalik veya duruma iligskin
tanty1 kendisi sagladiginda ya da tanilamaya yonelik
belirleyici bilgiler sagladiginda, bu cihazin dogrudan
tanilamaya olanak verdigi kabul edilir.

CHAPTER III
CLASSIFICATION RULES
4. NON-INVASIVE DEVICES
4.1. Rule 1
All non-invasive devices are classified as class I,
unless one of the rules set out hereinafter applies.

BOLUM 111
SINIFLANDIRMA KURALLARI
4. INVAZIV OLMAYAN CIHAZLAR
4.1. Kural 1
Biitiin invaziv olmayan cihazlar; asagida belirtilen
kurallardan biri kapsaminda olmadik¢a smif I olarak
siniflandirilir.

4.2. Rule 2

All non-invasive devices intended for channelling or
storing blood, body liquids, cells or tissues, liquids or
gases for the purpose of eventual infusion,
administration or introduction into the body are
classified as class Ila:

— if they may be connected to a class Ila, class IIb or
class III active device; or

— if they are intended for use for channelling or
storing blood or other body liquids or for storing
organs, parts of organs or body cells and tissues,
except for blood bags; blood bags are classified as
class IIb.

4.2. Kural 2

Kani, viicut sivilarini, hiicreleri veya dokulari, sivilari
veya gazlar1 viicuda vermek, tatbik etmek veya infiize
etmek amaciyla aktarim (channelling) ya da muhataza
icin tasarlanan biitlin invaziv olmayan cihazlar:

- Smif Ila, simf IIb veya smuf III aktif cihaza
baglanabiliyorsa sinif Ila olarak siniflandirilir,

- Kan torbalar1 hari¢ olmak iizere, kan veya diger viicut
sivilarinin - aktarimi  veya muhafazasi i¢in ya da
organlari, organ pargalarint veya viicut hiicrelerini ve
dokularini  muhafaza  etmek icin  kullanimi
amaclaniyorsa smif Ila olarak smiflandirilir. Kan
torbalar1 sinif IIb olarak siniflandirilir.
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In all other cases, such devices are classified as class
I

Diger biitiin durumlarda, bu tiir cihazlar sinif I olarak
siniflandirilir.

4.3. Rule 3

All non-invasive devices intended for modifying the
biological or chemical composition of human tissues
or cells, blood, other body liquids or other liquids
intended for implantation or administration into the
body are classified as class IIb, unless the treatment
for which the device is used consists of filtration,
centrifugation or exchanges of gas, heat, in which case
they are classified as class Ila.

All non-invasive devices consisting of a substance or
a mixture of substances intended to be used in vitro in
direct contact with human cells, tissues or organs
taken from the human body or used in vitro with
human embryos before their implantation or
administration into the body are classified as class III.

4.3. Kural 3

Viicuda implante edilmesi veya tatbik edilmesi
amaglanan insan doku veya hiicrelerinin, kanin, diger
viicut sivilarinin ya da bagka sivilarin biyolojik veya
kimyasal bilesimini degistirmek i¢in tasarlanan tiim
invaziv olmayan cihazlar sinif IIb olarak siniflandirilir.
Ancak bu islem; filtrasyon, santrifiij veya gaz ya da 1s1
aligverisinden ibaretse bu cihazlar simif Ila olarak
siiflandirilir.

Insan viicudundan alinmis olan insan hiicreleri, dokular1
veya organlarina dogrudan temas ederek in vitro
kullanilmas1 amaglanan ya da viicuda implante edilmesi
veya tatbik edilmesinden dnce insan embriyolartyla in
vitro kullanilmas1 amaglanan bir maddeden veya
maddelerin karisimindan olusan tiim invaziv olmayan
cihazlar, simif III olarak siniflandirilir.

4.4. Rule 4

All non-invasive devices which come into contact
with injured skin or mucous membrane are classified
as:

— class I if they are intended to be used as a
mechanical barrier, for compression or for absorption
of exudates;

— class IIb if they are intended to be used principally
for injuries to skin which have breached the dermis or
mucous membrane and can only heal by secondary
intent;

4.4. Kural 4
Hasarli deri veya hasarli mukoz membranla temas eden
tlim invaziv olmayan cihazlar:

- Eksiidalarin kompresyonu veya emilimi i¢in mekanik
bir bariyer olarak kullanilmasi amaglaniyorsa sinif I,

- Ozellikle dermis tabakasinin veya mukoz membranin
tahrip oldugu ve sadece sekonder iyilesmeyle
diizelebilen deri hasarlarinda kullanilmas1
amaglaniyorsa sinif IIb,

- Ogzellikle hasarli derinin veya mukoz membranin
mikro ¢evresinin yonetimi amaglantyorsa sinif Ila ve
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— class Ila if they are principally intended to manage
the micro-environment of injured skin or mucous
membrane; and

— class Ila in all other cases.

This rule applies also to the invasive devices that come
into contact with injured mucous membrane.

- Diger biitiin durumlarda sinif Ila olarak siniflandirilir.
Bu kural, hasarli mukoz membrana temas eden invaziv
cihazlara da uygulanir.

5. INVASIVE DEVICES

5.1.Rule 5

All invasive devices with respect to body orifices,
other than surgically invasive devices, which are not
intended for connection to an active device or which
are intended for connection to a class I active device
are classified as:

— class I if they are intended for transient use;

— class Ila if they are intended for short-term use,
except if they are used in the oral cavity as far as the
pharynx, in an ear canal up to the ear drum or in the
nasal cavity, in which case they are classified as class
I; and

— class IIb if they are intended for long-term use,
except if they are used in the oral cavity as far as the
pharynx, in an ear canal up to the ear drum or in the
nasal cavity and are not liable to be absorbed by the
mucous membrane, in which case they are classified
as class Ila.

All invasive devices with respect to body orifices,
other than surgically invasive devices, intended for
connection to a class Ila, class IIb or class III active
device, are classified as class Ila.

5.INVAZIV CIHAZLAR

5.1. Kural 5

Cerrahi invaziv cihazlar hari¢ olmak {iizere, aktif bir
cihaza baglanmasi amaglanmayan ya da smif I aktif
cihaza baglanmasi amaglanan, wviicut acikliklarina
iliskin tiim invaziv cihazlar:

- gecici kullanimi amaglaniyorsa smif 1 olarak
simiflandirilir,

- kisa siireli kullanim1 amaglaniyorsa sinif Ila olarak
simiflandirilir;  ancak farinkse kadar olan agiz
boslugunda, kulak zarina kadar olan kulak kanalinda
veya nazal boslukta kullanilanlar siif I olarak
siniflandirilir ve

- uzun siireli kullanim1 amaglaniyorsa smif IIb olarak
siniflandirilir; ancak farinkse kadar olan agiz
boslugunda, kulak zarina kadar olan kulak kanalinda
veya nazal boslukta kullanilip mukoz membran
tarafindan emilme ihtimali olmayanlar sinif Ila olarak
siniflandirilir.

Cerrahi invaziv cihazlar hari¢ olmak iizere, sinif Ila,
sinif IIb veya smif III aktif cihaza baglanmasi
amaglanan, viicut acikliklarina iligkin tiim invaziv
cihazlar siif Ila olarak siniflandirilir.

5.2.Rule 6
All surgically invasive devices intended for transient
use are classified as class Ila unless they:

5.2. Kural 6
Gegici  kullannomi  amaglanan tiim cerrahi invaziv
cihazlar simif Ila olarak siniflandirilir. Ancak bunlar;
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— are intended specifically to control, diagnose,
monitor or correct a defect of the heart or of the central
circulatory system through direct contact with those
parts of the body, in which case they are classified as
class III;

— are reusable surgical instruments, in which case
they are classified as class [;

— are intended specifically for use in direct contact
with the heart or central circulatory system or the
central nervous system, in which case they are
classified as class III;

— are intended to supply energy in the form of
ionising radiation in which case they are classified as
class Ilb;

— have a biological effect or are wholly or mainly
absorbed in which case they are classified as class I1b;
or

— are intended to administer medicinal products by
means of a delivery system, if such administration of
a medicinal product is done in a manner that is
potentially hazardous taking account of the mode of
application, in which case they are classified as class
11b.

- 0zellikle kalp veya merkezi dolagim sistemi ile ilgili
bir defekti, viicudun bu boliimlerine dogrudan temas
yoluyla; kontrol etme, tanilama, izleme veya diizeltme
amagcli ise siif III olarak siniflandirilir,

- tekrar kullanilabilir cerrahi aletler ise siif I olarak
simiflandirilir,

- ozellikle kalp veya merkezi dolasim sistemine ya da
merkezi sinir sistemine dogrudan temas halinde
kullanim1 amaglaniyor ise sinif III olarak siniflandirilir,

- iyonlastirici radyasyon formunda enerji saglamasi
amaclaniyor ise sinif IIb olarak siniflandirilir,

- biyolojik bir etkiye sahip ise ya da tamami veya bliyiik
cogunlugu absorbe ediliyor ise siif IIb olarak
siniflandirilir veya

- bir dagitim sistemi vasitasiyla tibbi iriinleri tatbik
etme amagch ise ve uygulama sekli dikkate alindiginda
tibbi  {riiniin  tatbiki potansiyel olarak tehlike
olusturuyor ise siif IIb olarak siniflandirilir.

5.3.Rule 7

All surgically invasive devices intended for short-term
use are classified as class Ila unless they:

— are intended specifically to control, diagnose,
monitor or correct a defect of the heart or of the central
circulatory system through direct contact with those
parts of the body, in which case they are classified as
class III;

5.3 Kural 7

Kisa stireli kullanimi amaglanan tiim cerrahi invaziv
cihazlar smif Ila olarak siniflandirilir. Ancak bunlar:

- ozellikle kalp veya merkezi dolagim sistemi ile ilgili
bir defekti, viicudun bu bdliimlerine dogrudan temas
yoluyla; kontrol etme, tanilama, izleme veya diizeltme
amagli ise sinif III olarak siniflandirilir,
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— are intended specifically for use in direct contact
with the heart or central circulatory system or the
central nervous system, in which case they are
classified as class III;

— are intended to supply energy in the form of
ionizing radiation in which case they are classified as
class Ilb;

— have a biological effect or are wholly or mainly
absorbed in which case they are classified as class I11;

— are intended to undergo chemical change in the
body in which case they are classified as class IIb,
except if the devices are placed in the teeth; or

— are intended to administer medicines, in which case
they are classified as class IIb.

- 0zellikle kalp veya merkezi dolasim sistemine ya da
merkezi sinir sistemine dogrudan temas halinde
kullanim1 amaglantyor ise sinif III olarak siniflandirilir,

- iyonlastirici radyasyon formunda enerji saglamasi
amaclaniyor ise sinif IIb olarak siiflandirilir,

- biyolojik bir etkiye sahip ise ya da tamami veya biiyiik
cogunlugu absorbe ediliyor ise smf III olarak
smiflandirilir,

- diglere yerlestirilen cihazlar hari¢ olmak {izere, viicutta
kimyasal degisime ugruyor ise smif IIb olarak
siiflandirilir veya

- ilaclar1 tatbik etmesi amaglaniyor ise sinif IIb olarak
siniflandirilir.

5.4. Rule 8
All implantable devices and long-term surgically
invasive devices are classified as class IIb unless they:

— are intended to be placed in the teeth, in which case
they are classified as class Ila;

— are intended to be used in direct contact with the
heart, the central circulatory system or the central
nervous system, in which case they are classified as
class III;

— have a biological effect or are wholly or mainly
absorbed, in which case they are classified as class I1I;

— are intended to undergo chemical change in the
body in which case they are classified as class III,
except if the devices are placed in the teeth;

— are intended to administer medicinal products, in
which case they are classified as class III;

5.4. Kural 8

Biitiin implante edilebilir cihazlar ve uzun siireli cerrahi
invaziv cihazlar siif IIb olarak smiflandirilir. Ancak
bunlar:

- diglere yerlestirilme amach ise smif Ila olarak
simiflandirilir,

- kalbe, merkezi dolagim sistemine ya da merkezi sinir
sistemine  dogrudan temas halinde kullanimi
amaclaniyor ise sinif III olarak siniflandirilir,

- biyolojik bir etkiye sahip ise ya da tamami veya bliyiik
cogunlugu absorbe ediliyor ise smf III olarak
smiflandirilir,

- Diglere yerlestirilen cihazlar hari¢ olmak {izere,
viicutta kimyasal degisime ugruyor ise smif III olarak
simiflandirilir,

- Tibbi {irtinleri tatbik etmesi amaglaniyor ise sinif III
olarak siniflandirilir,
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— are active implantable devices or their accessories,
in which cases they are classified as class III;

— are breast implants or surgical meshes, in which
cases they are classified as class III;

— are total or partial joint replacements, in which case
they are classified as class III, with the exception of
ancillary components such as screws, wedges, plates
and instruments; or

— are spinal disc replacement implants or are
implantable devices that come into contact with the
spinal column, in which case they are classified as
class III with the exception of components such as
screws, wedges, plates and instruments.

- Aktif implante edilebilir cihazlar veya bunlarin
aksesuarlari ise sinif III olarak siniflandirilir,

- Meme implantlar1 veya cerrahi mesler ise simif III
olarak smiflandirilir,

- Vidalar, kamalar, plakalar ve aletler gibi yardimc1
bilesenler hari¢ olmak {izere, total veya kismi eklem
replasmani amagl ise sinif III olarak siniflandirilir veya

- Vidalar, kamalar, plakalar ve aletler gibi bilesenler
hari¢ olmak tizere, omurga disk replasmani amagh
implantlar ya da omurgaya temas eden implante
edilebilir cihazlar ise sinif I1I olarak siniflandirilir.

6. ACTIVE DEVICES

6.1. Rule 9

All active therapeutic devices intended to administer
or exchange energy are classified as class Ila unless
their characteristics are such that they may administer
energy to or exchange energy with the human body in
a potentially hazardous way, taking account of the
nature, the density and site of application of the
energy, in which case they are classified as class IIb.

All active devices intended to control or monitor the
performance of active therapeutic class IIb devices, or
intended directly to influence the performance of such
devices are classified as class IIb.

All active devices intended to emit ionizing radiation
for therapeutic purposes, including devices which
control or monitor such devices, or which directly
influence their performance, are classified as class IIb.

6. AKTIF CIHAZLAR

6.1. Kural 9

Enerji vermesi veya enerji degisimi yapmasi amaglanan
tim aktif terapotik cihazlar smif Ila olarak
smiflandirilir. Ancak bu cihazlarin karakteristikleri;
enerjinin niteligi, yogunlugu ve uygulama yeri dikkate
alindiginda potansiyel olarak tehlike olusturacak
sekilde insan viicuduna enerji verebilen ya da viicut ile
enerji degisimi yapabilen tiirde ise simf IIb olarak
siniflandirilir.

Sinuf IIb aktif terapotik cihazlarin performansini kontrol
etmesi veya izlemesi amaglanan ya da bu tiir cihazlarin
performansini dogrudan etkilemesi amaclanan tiim aktif
cihazlar simif IIb olarak siiflandirilir.

Terapotik amacl olarak iyonlastirici radyasyon yayan
tiim aktif cihazlar; bu tiir cihazlar1 kontrol eden veya
izleyen ya da onlarin performansin1 dogrudan etkileyen
cihazlar da dahil, sinif IIb olarak siiflandirilir.

Aktif implante edilebilir cihazlarin performansini
kontrol etmesi, izlemesi veya dogrudan etkilemesi
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All active devices that are intended for controlling,
monitoring or directly influencing the performance of
active implantable devices are classified as class II1.

amaglanan tiim aktif cihazlar smif III olarak
siniflandirilir.

6.2. Rule 10

Active devices intended for diagnosis and monitoring
are classified as class Ila:

— if they are intended to supply energy which will be
absorbed by the human body, except for devices
intended to illuminate the patient's body, in the visible
spectrum, in which case they are classified as class I;

— if they are intended to image in vivo distribution of
radiopharmaceuticals; or

— if they are intended to allow direct diagnosis or
monitoring of vital physiological processes, unless
they are specifically intended for monitoring of vital
physiological parameters and the nature of variations
of those parameters is such that it could result in
immediate danger to the patient, for instance
variations in cardiac performance, respiration, activity
of the central nervous system, or they are intended for
diagnosis in clinical situations where the patient is in
immediate danger, in which cases they are classified
as class IIb.

Active devices intended to emit ionizing radiation and
intended for diagnostic or therapeutic radiology,
including interventional radiology devices and devices
which control or monitor such devices, or which
directly influence their performance, are classified as
class IIb.

6.2. Kural 10
Tanilama ve izlemeye yonelik aktif cihazlar:

- Insan viicudu tarafindan absorbe edilecek enerjiyi
saglayacak sekilde tasarlanmigsa smif Ila olarak
smiflandirilir; ancak gozle goriilebilir bir spektrumda
hastanin viicudunu aydinlatmasi amacglanan cihazlar
sinif I olarak siniflandirilir,

- Radyofarmasétiklerin =~ in ~ vivo  dagilimim
goriintiilemek amagliysa sinif Ila olarak siniflandirilir,
- Hayati fizyolojik siire¢leri dogrudan tanilamaya veya
izlemeye imkan vermek iizere tasarlanmigsa sinif Ila
olarak siniflandirilir. Ancak 6zellikle hayati fizyolojik
parametreleri  izleme amaghi olmalart ve bu
parametrelerdeki varyasyonlarin; kardiyak
performanstaki, solunumdaki ve merkezi sinir sistemi
aktivitesindeki varyasyonlar gibi hasta i¢in ani
tehlikeyle sonuclanabilecek nitelikte olmasi halinde ya
da hastanin ani tehlikede oldugu klinik durumlarda
tanilama amagli olmalar1 halinde, simif IIb olarak
siniflandirilir.

Girisimsel radyoloji cihazlar1 ve bu tiir cihazlar1 kontrol
eden veya izleyen ya da bunlarin performansini
dogrudan etkileyen cihazlar da dahil, tanilama veya
terapotik radyoloji amaciyla iyonlastiric1 radyasyon
yaymay1 amaglayan aktif cihazlar smif IIb olarak
siiflandirilir.

6.3. Rule 11

6.3. Kural 11
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Software intended to provide information which is
used to take decisions with diagnosis or therapeutic
purposes is classified as class Ila, except if such
decisions have an impact that may cause:

— death or an irreversible deterioration of a person's
state of health, in which case it is in class III; or

— a serious deterioration of a person's state of health
or a surgical intervention, in which case it is classified
as class IIb.

Software intended to monitor physiological processes
is classified as class Ila, except if it is intended for
monitoring of vital physiological parameters, where
the nature of variations of those parameters is such that
it could result in immediate danger to the patient, in
which case it is classified as class IIb.

All other software is classified as class 1.

Tanilama veya terapotik amaclh kararlar almak icin
kullanilan bilgileri saglayan yazilimlar sinif Ila olarak
siiflandirilir. Ancak, bu kararlar:

- Oliim veya kisinin saglik durumunda geri doniisii
olmayan bir bozulmaya neden olabilecek bir etkiye
sahip ise, bu yazilimlar sinif III olarak siniflandirilir,

- Bir kiginin saglik durumunda ciddi bozulma veya
cerrahi bir miidahaleye neden olabilecek bir etkiye
sahip ise, bu yazilimlar siif IIb olarak siniflandirilir.
Fizyolojik siiregleri izlemesi amaglanan yazilimlar,
sinif Ila olarak siniflandirilir. Ancak, hayati fizyolojik
parametrelerin  izlenmesi amaclaniyorsa ve bu
parametrelerdeki varyasyonlar hastada ani tehlike ile
sonuglanabilecek nitelikteyse, bu yazilimlar smif IIb
olarak simiflandirilir.

Diger tiim yazilimlar sinif I olarak siniflandirilir.

6.4. Rule 12

All active devices intended to administer and/or
remove medicinal products, body liquids or other
substances to or from the body are classified as class
IIa, unless this is done in a manner that is potentially
hazardous, taking account of the nature of the
substances involved, of the part of the body concerned
and of the mode of application in which case they are
classified as class IIb.

6.4. Kural 12

Tibbi iirlinleri, viicut sivilarini veya diger maddeleri
viicuda tatbik etmesi ve/veya viicuttan uzaklastirmasi
amaglanan tiim aktif cihazlar sinif Ila olarak
siniflandirilir. Ancak bu islem, s6z konusu maddelerin
niteligi, ilgili viicut bolimii ve uygulama sekli dikkate
alimdiginda potansiyel olarak tehlike olusturacak
sekildeyse sinif IIb olarak siiflandirilir.

6.5. Rule 13
All other active devices are classified as class 1.

6.5. Kural 13
Diger tiim aktif cihazlar sinif I olarak siniflandirilir.

7. SPECIAL RULES

7.1. Rule 14

All devices incorporating, as an integral part, a
substance which, if used separately, can be considered
to be a medicinal product, as defined in point 2 of

7. OZEL KURALLAR

7.1. Kural 14

Beseri Tibbi Uriinler Ruhsatlandirma Y &netmeligi’nin
4 iincli maddesinin (I) bendinde tanimlandig1 sekilde
insan kan1 veya insan plazmasindan elde edilen bir tibbi
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Article 1 of Directive 2001/83/EC, including a
medicinal product derived from human blood or
human plasma, as defined in point 10 of Article 1 of
that Directive, and that has an action ancillary to that
of the devices, are classified as class II1.

iriin dahil olmak tizere ayr1 olarak kullanildiginda ayni
Yonetmelik’in 4 {incii maddesinin (c¢) bendinde
belirtildigi sekilde tibbi {irlin olarak kabul edilebilen ve
cihazlarin fonksiyonuna yardimci olan bir maddeyi
biitiinlesik bir parga olarak ihtiva eden tiim cihazlar,
sinif I olarak siniflandirilir.

7.2. Rule 15

All devices used for contraception or prevention of the
transmission of sexually transmitted diseases are
classified as class IIb, unless they are implantable or
long term invasive devices, in which case they are
classified as class II1.

7.2. Kural 15

Dogum kontrolii veya cinsel yolla bulasan hastaliklarin
bulagsmasinin 6nlenmesi ic¢in kullanilan tiim cihazlar
sinif IIb olarak siniflandirilir. Ancak, bunlar implante
edilebilir veya uzun siireli invaziv cihazlar ise sinif I1I
olarak siniflandirilir.

7.3. Rule 16

All devices intended specifically to be used for
disinfecting, cleaning, rinsing or, where appropriate,
hydrating contact lenses are classified as class IIb.

All devices intended specifically to be used for
disinfecting or sterilising medical devices are
classified as class Ila, unless they are disinfecting
solutions or washer-disinfectors intended specifically
to be used for disinfecting invasive devices, as the end
point of processing, in which case they are classified
as class IIb.

This rule does not apply to devices that are intended to
clean devices other than contact lenses by means of
physical action only.

7.3. Kural 16

Ozellikle kontak lensleri  dezenfekte  etmek,
temizlemek, durulamak veya uygun oldugu yerde
nemlendirmek icin kullanilmasi amacglanan tim
cihazlar siif IIb olarak siiflandirilir.

Ozellikle tibbi cihazlar1 dezenfekte etmek veya sterilize
etmek i¢in kullanilmasi amaglanan tiim cihazlar, sinif
Ila olarak simiflandirilir. Ancak, bu cihazlar, 6zellikle
invaziv cihazlari islemin son noktasi olarak dezenfekte
etmeyi amaclayan dezenfekte edici soliisyonlar veya
yikayic1  dezenfektanlar ise smif IIb  olarak
siniflandirilir.

Bu kural, kontak lensler hari¢ olmak iizere cihazlari
yalnizca fiziksel etki yoluyla temizlemesi amaglanan
cihazlara uygulanmaz.

7.4. Rule 17

Devices specifically intended for recording of
diagnostic images generated by X-ray radiation are
classified as class Ila.

7.4. Kural 17
Ozellikle X-1s11yla olusturulan tanisal goriintiileri
kaydetmesi amaglanan cihazlar smif Ila olarak
siniflandirilir.

7.5. Rule 18

7.5. Kural 18
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All devices manufactured utilising tissues or cells of
human or animal origin, or their derivatives, which are
non- viable or rendered non-viable, are classified as
class III, unless such devices are manufactured
utilising tissues or cells of animal origin, or their
derivatives, which are non-viable or rendered non-
viable and are devices intended to come into contact
with intact skin only.

Cansiz veya cansiz hale getirilmis hayvan kaynakl
dokular veya hiicreler ya da bunlarin tiirevleri
kullanilarak imal edilen ve yalnizca saglam deriye
temas etmesi amaglanan cihazlar hari¢ olmak iizere;
cansiz veya cansiz hale getirilmis insan veya hayvan
kaynakli dokular veya hiicreler ya da bunlarin tiirevleri
kullanilarak imal edilen tiim cihazlar simif III olarak
siniflandirilir.

7.6. Rule 19

All  devices incorporating or consisting of
nanomaterial are classified as:

— class III if they present a high or medium potential
for internal exposure;

— class IIb if they present a low potential for internal
exposure; and

— class Ila if they present a negligible potential for
internal exposure.

7.6. Kural 19

Nanomateryal ihtiva eden veya nanomateryalden
olusan tiim cihazlar:

- Yiiksek veya orta i¢ maruziyet potansiyeline sahip ise
simf III olarak smiflandirilir,

- Diisiik i¢ maruziyet potansiyeline sahip ise sinif IIb
olarak siniflandirilir ve

- GOz ardi edilebilir bir i¢ maruziyet potansiyeline sahip
ise smif Ila olarak simiflandirilir.

7.7. Rule 20

All invasive devices with respect to body orifices,
other than surgically invasive devices, which are
intended to administer medicinal products by
inhalation are classified as class Ila, unless their mode
of action has an essential impact on the efficacy and
safety of the administered medicinal product or they
are intended to treat life- threatening conditions, in
which case they are classified as class IIb.

7.7. Kural 20

Cerrahi invaziv cihazlar haric olmak {iizere; tibbi
iirlinleri inhalasyon yoluyla uygulamasi amaglanan,
viicut acikliklarina iliskin tiim invaziv cihazlar sinif Ila
olarak smiflandirilir. Ancak, bu cihazlarin etki
mekanizmasi, uygulanan tibbi iriiniin etkililigi ve
gilivenligi lizerinde O6nemli bir etkiye sahipse ya da
yasami tehdit eden durumlari tedavi etmeleri
amaclaniyorsa, bu cihazlar smif IIb olarak
siniflandirilir.

7.8. Rule 21

Devices that are composed of substances or of
combinations of substances that are intended to be
introduced into the human body via a body orifice or
applied to the skin and that are absorbed by or locally
dispersed in the human body are classified as:

7.8. Kural 21

Deriye uygulanmasi ya da viicut agiklig1 yoluyla insan
viicuduna girmesi amaclanan ve insan viicudu
tarafindan absorbe edilen veya insan viicudunda lokal
olarak dagilan maddelerden ya da maddelerin
kombinasyonlarindan olusan cihazlar:
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— class III if they, or their products of metabolism,
are systemically absorbed by the human body in order
to achieve the intended purpose;

— class III if they achieve their intended purpose in
the stomach or lower gastrointestinal tract and they, or
their products of metabolism, are systemically
absorbed by the human body;

— class Ila if they are applied to the skin or if they are
applied in the nasal or oral cavity as far as the pharynx,
and achieve their intended purpose on those cavities;
and

— class IIb in all other cases.

- Kullanim amacin gerceklestirmek tizere, bu cihazlar
veya bu cihazlarin metabolizma {iriinleri insan viicudu
tarafindan sistemik olarak absorbe ediliyorsa sinif III
olarak smiflandirilir,

- Kullanim amacin1 midede veya alt gastrointestinal
kanalda gerceklestiriyorsa ve bu cihazlar veya bu
cihazlarin metabolizma {riinleri, insan vicudu
tarafindan sistemik olarak absorbe ediliyorsa siif III
olarak siniflandirilir,

- Deriye uygulaniyorsa ya da nazal boslukta veya
farinkse kadar olan agiz boslugunda uygulaniyor ve
kullanim amaglarini1 bu bosluklarda gergeklestiriyorsa,
sinif Ila olarak siniflandirilir ve

- Diger tiim durumlarda, sinif IIb olarak siniflandirilir.

7.9. Rule 22

Active therapeutic devices with an integrated or
incorporated diagnostic function which significantly
determines the patient management by the device,
such as closed loop systems or automated external
defibrillators, are classified as class III.

7.9. Kural 22

Kapali devre sistemler veya otomatik harici
defibrilatorler gibi, cihaz tarafindan gergeklestirilen
hasta yOnetimini Onemli Olgiide belirleyen bir
biitiinlesik veya birlesik tanilama fonksiyonuna sahip
aktif terapotik cihazlar simif III olarak siniflandirilir.

ANNEX IX
CONFORMITY ASSESSMENT BASED ON A
QUALITY MANAGEMENT SYSTEM AND ON
ASSESSMENT OF TECHNICAL
DOCUMENTATION
CHAPTER I
QUALITY MANAGEMENT SYSTEM

1. The manufacturer shall establish, document and
implement a quality management system as described
in Article 10(9) and maintain its effectiveness
throughout the life cycle of the devices concerned. The
manufacturer shall ensure the application of the

EK IX
KALITE YONETIM SISTEMINE ve TEKNIK
DOKUMANTASYONUN
DEGERLENDIRILMESINE DAYALI
UYGUNLUK DEGERLENDiIRMESIi
I. BOLUM
KALITE YONETIM SISTEMi

1. Imalatc1, 10 uncu maddenin dokuzuncu fikrasinda
tanimlandigr sekilde bir kalite yoOnetim sistemi
olusturur, dokiimante eder ve uygular ve ilgili cihazlarin
yasam dongiisii boyunca bu sistemin etkinligini
siirdiiriir. Imalatc1; bu Ekin 2’sinde belirtildigi sekilde
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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.

kalite yonetim sisteminin uygulanmasini saglar ve 2.3
ile 2.4’iinde belirlendigi sekilde denetime ve 3’iinde
belirtildigi sekilde gbzetime 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 19 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

2. Kalite yonetim sistemi degerlendirmesi

2.1. Imalatgi, kalite yonetim sisteminin
degerlendirilmesi i¢in bir onaylanmis kurulusa
asagidakileri i¢eren bir bagvuru yapar:

- Imalatgmin adi ve kayith isyerinin adresi ve kalite
yonetim sistemi kapsamindaki ilave her tiirlii imalat
yeri; imalat¢inin basvurusu, yetkili temsilcisi tarafindan
yapiliyorsa, yetkili temsilcinin adi ve yetkili temsilcinin
kayitl isyerinin adresi,

- Kalite yonetim sistemi kapsamindaki cihaz veya cihaz
grubuna iligkin ilgili tiim bilgiler,

- Ayni cihazla ilgili kalite yonetim sistemi i¢in bagka bir
onaylanmis kurulusa bagvuru yapilmadigina dair yazih
bir beyan ya da aynmi cihazla ilgili kalite yOnetim
sistemine yonelik 6nceki bagvurular hakkinda bilgiler,

- Uygunluk degerlendirme prosediirii kapsamindaki
cihaz modeli i¢in, 19 uncu madde ve Ek IV uyarinca bir
AB uygunluk beyani taslag,

- Imalatgmin kalite yOnetim sistemine iliskin
dokiimantasyon,

- Kalite yonetim sisteminden kaynaklanan ve bu
Yonetmelik kapsaminda gerekli olan yiikiimliiliikleri
yerine getirmek icin isleyen prosediirlerin dokiimante
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Regulation and 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 PMCF plan, and the procedures put in place to
ensure compliance with the obligations resulting from
the provisions on vigilance set out in Articles 87 to 92,

— a description of the procedures in place to keep up
to date the post-market surveillance system, and,
where applicable, the PMCF plan, and the procedures
ensuring compliance with the obligations resulting
from the provisions on vigilance set out in Articles 87
to 92, as well as the undertaking by the manufacturer
to apply those procedures,

— documentation on the clinical evaluation plan, and

— a description of the procedures in place to keep up
to date the clinical evaluation plan, taking into account
the state of the art.

edilmis aciklamasi ve bu prosediirleri uygulamak i¢in
s6z konusu imalat¢inin taahhtidii,

- Kalite yonetim sisteminin yeterli ve etkili kalmasin
saglamak i¢in isleyen prosediirlerin aciklamasi ve bu
prosediirleri uygulamak i¢in imalat¢inin taahhiidii,

- Imalat¢inin piyasaya arz sonrasi gdzetim sistemine ve
uygulanabildigi hallerde PMCF planina iliskin
dokiimantasyon ve 87 ila 92 nci maddelerde belirtilen
vijilansa iliskin hiikiimlerden kaynaklanan
yiikiimliiliiklere uygunlugu saglamak icin olusturulan
prosediirler,

- Piyasaya arz sonrasi gdzetim sistemini ve
uygulanabildigi hallerde PMCF planin1 gilincel tutmak
icin isleyen prosediirlerin tanim1 ve 87 ila 92 nci
maddelerde belirtilen vijilansa iligkin hiikiimlerden
kaynaklanan yiikiimliiliiklere uygunlugu saglayan
prosediirleri ve bununla birlikte bu prosediirleri
uygulamak i¢in imalat¢inin taahhiidi,

- Klinik degerlendirme planina iliskin dokiimantasyon
ve

- En son teknolojik gelismeleri dikkate alarak klinik
degerlendirme planin1 giincel tutmak icin mevcut
prosediirlerin agiklamasi.

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.

2.2. Kalite yoOnetim sisteminin uygulanmasi, bu
Yonetmelik’e uygunlugu saglar. Imalat¢1 tarafindan
kalite yOnetim sistemine yonelik benimsenen tim
unsurlar, gereklilikler ve hiikiimler; kalite el kitabi ile
kalite programlari, kalite planlar1 ve kalite kayitlar1 gibi
yazili politikalar ve prosediirler bigiminde, sistematik
ve diizenli bir sekilde dokiimante edilir.
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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, and
— 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 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

Bununla  birlikte, kalite  yonetim  sisteminin
degerlendirmesi i¢in  sunulacak  dokiimantasyon
ozellikle asagidakileri yeterli bir sekilde tanimlar:

a) Imalat¢imin kalite hedeflerini,

b) Isletmenin organizasyonunu ve zellikle:

- Kritik prosediirlere iligskin personel sorumluluklarinin
atanmas1 ile 1ilgili organizasyonel yapilar, idari
personelin sorumluluklarini ve onlarin organizasyonel
yetkilerini,

- Kalite yonetim sisteminin isleyisinin etkili olup
olmadigint ve ozellikle uygun olmayan cihazlarin
kontrolii dahil bu sistemin istenilen tasarimi ve cihaz
kalitesini =~ gerceklestirme  kabiliyetini  izleme
yontemlerini,

- Cihazlarin tasariminin, imalatinin ve/veya nihai
dogrulama ve testinin ya da bu siireglerin herhangi bir
boliimiiniin bagka bir tarafca yiiriitilmesi durumunda;
kalite yonetim sisteminin etkili isleyisini ve o6zellikle
diger tarafa uygulanan kontrol tipi ve kapsamini izleme
yontemlerini ve

- Bir yetkili temsilcinin atanmasina yonelik taslak
vekaletname ve vekaletnameyi kabul etmek i¢in yetkili
temsilciden alinan niyet mektubunu;

¢) Cihazlarin tasarimini; izlemeye, dogrulamaya, valide
etmeye ve kontrol etmeye yonelik prosediirleri ve
teknikleri, bu prosediirlerden ve tekniklerden elde
edilen  veriler ve kayitlarla  birlikte  ilgili
dokiimantasyonu. Bu prosediirler ve teknikler, 6zellikle
asagidakileri kapsar:
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requirements, qualification, classification, handling of
equivalence, choice of and compliance with
conformity assessment procedures,

— 1identification of applicable general safety and
performance requirements and solutions to fulfil those
requirements, taking applicable CS and, where opted
for, harmonised standards or other adequate solutions
into account,

— risk management as referred to in Section 3 of
Annex I,

— the clinical evaluation, pursuant to Article 61 and
Annex XIV, including post-market clinical follow-up,
— solutions for fulfilling the applicable specific
requirements regarding design and construction,
including appropriate pre-clinical evaluation, in
particular the requirements of Chapter II 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 III 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; and

(d) the verification 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

- Mgili yasal gerekliliklerin, yeterliligin,
siniflandirmanin, esdegerliligin  ele alinmasinin,
uygunluk degerlendirme prosediirlerinin se¢iminin ve
bu prosediirlere uygunlugun tanimlanmasina yonelik
stirecler dahil, mevzuata uygunluga yonelik stratejiyi,

- Upygulanabilir ortak spesifikasyonlar1 ve tercih
edilmesi durumunda, uyumlastirilmig standartlar: veya
diger yeterli ¢oziimleri dikkate alarak, uygulanabilir
genel giivenlilik ve performans gerekliliklerinin ve bu
gereklilikleri yerine getirmeye yonelik c¢oziimlerin
tanimlanmasini,

- Ek I'in 3’inde atifta bulunuldugu sekilde risk
yonetimini,

- Piyasaya arz sonrasi klinik takip dahil, 61 inci madde
ve Ek XIV uyarinca klinik degerlendirmeyi,

- Uygun klinik 6ncesi degerlendirme dahil, tasarim ve
yapim ile ilgili uygulanabilir spesifik gereklilikleri,
ozellikle Ek I’in II. Boliimiintin gerekliliklerini, yerine
getirmeye yonelik ¢coziimleri,

- Cihazla birlikte temin edilecek bilgiler ile ilgili
uygulanabilir spesifik gereklilikleri, 6zellikle Ek I’in
III. Boliimiiniin  gerekliliklerini, yerine getirmeye
yonelik ¢oziimleri,

- Imalatin her agsamasinda cizimlerden,
spesifikasyonlardan veya diger ilgili dokiimanlardan
olusturulan ve giincel tutulan cihaz tanimlama
prosediirlerini ve

- Tasarim veya kalite yonetim sistemi degisikliklerinin
yonetimini.

¢) Imalat asamasindaki dogrulama ve kalite giivence
tekniklerini, kullanilacak stirecleri ve prosediirleri
(6zellikle sterilizasyona iligkin) ve ilgili dokiimanlar1 ve
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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 II and III.

d) Imalat Oncesinde, sirasinda ve sonrasinda
yiiriitiilecek uygun testleri ve denemeleri, bunlarin
gerceklestirilme  sikligint  ve  kullanilacak  test
ekipmanini. Bu test ekipmaninin kalibrasyonunu yeterli
sekilde geriye dogru izlemek miimkiin olur.

Ayrica imalat¢i; Ek II ve Ek III’te atifta bulunulan
teknik  dokiimantasyona  onaylanmis  kurulusun
erisimini saglar.

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 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 VIL 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

2.3. Denetim

Onaylanmis kurulus; bu Ekin 2.2’°sinde atifta bulunulan
gereklilikleri karsilaylp karsilamadigini - belirlemek
amaciyla kalite yonetim sistemini denetler. Imalat¢inin
kalite yoOnetim sistemi ile ilgili olarak bir
uyumlagtirilmis standart veya ortak spesifikasyon
kullanmast durumunda, onaylanmig kurulus bu
standartlara veya ortak spesifikasyonlara uygunlugu
degerlendirir.  Onaylanmis  kurulug;  uyulmadigi

usuliince  gerekgelendirilmedigi  stirece,  ilgili
uyumlastirilmis standartlar1 veya ortak
spesifikasyonlar1  karsilayan bir kalite yOnetim
sisteminin bu standartlarin veya ortak
spesifikasyonlarin kapsadig1 gerekliliklere uydugunu
varsayar.

Onaylanmis kurulusun denetim ekibi; Ek VII’nin 4.3 ila
4.5’1 uyarinca, ilgili teknolojinin degerlendirilmesinde
gecmis deneyimi olan en az bir iiye igerir. Bu tiir
deneyimin kolayca anlagilabilir veya uygulanabilir
olmadig durumlarda onaylanmis kurulus, bu ekibin
olusumuna yonelik dokiimante edilmis bir gerekce
sunar. Degerlendirme prosediirii; imalat silirecini ve
ilgili diger siiregleri dogrulamak i¢in imalat¢inin
tesislerinde  ve  uygun  gorildiigli  takdirde,
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subcontractors to verify the manufacturing and other
relevant processes.

Moreover, in the case of class Ila and class IIb devices,
the quality management system assessment shall be
accompanied by the assessment of technical
documentation for devices selected on a representative
basis in accordance with Sections 4.4 to 4.8. In
choosing representative samples, the notified body
shall take into account the published guidance
developed by the MDCG pursuant to Article 105 and
in particular the novelty of the technology, similarities
in design, technology, manufacturing and sterilisation
methods, the intended purpose and the results of any
previous relevant assessments such as with regard to
physical, chemical, biological or clinical properties,
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.

tedarikg¢ilerinin ve/veya yliklenicilerinin tesislerinde
denetimi igerir.

Ayrica, smif Ila ve smif IIb cihazlar s6z konusu
oldugunda, kalite yonetim sistemi degerlendirmesine,
bu Ekin 4.4 ila 4.8’1 uyarinca temsili bir temelde secilen
cihazlara ait teknik dokiimantasyonun
degerlendirilmesi eslik eder. Temsili Orneklerin
seciminde, onaylanmig kurulus; 105 inci madde
uyarinca MDCG tarafindan gelistirilen yayimlanmig
kilavuzlar1 ve Ozellikle teknolojinin  yeniligini,
tasarimdaki  benzerlikleri, teknolojiyi, imalat ve
sterilizasyon yoOntemlerini, kullanim amacini ve bu
Y onetmelik uyarinca yiiriitiilmiis olan 6rnegin, fiziksel,
kimyasal, biyolojik veya klinik ozelliklere iliskin,
onceki ilgili degerlendirmelerin sonuglarini dikkate alir.
S6z konusu onaylanmis kurulus, alinan Orneklere
yonelik gerekgesini dokiimante eder.

Kalite yonetim sistemi bu Yonetmelik’in ilgili
hiikiimlerini karsiliyorsa, onaylanmis kurulus bir AB
kalite yonetim sistemi sertifikasi1 diizenler. Onaylanmis
kurulus, sertifika diizenleme kararin1 imalatgiya bildirir.
Bu karar, denetim sonuglarin1 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 device-range
covered. The notified body shall assess the changes
proposed, determine the need for additional audits and
verify whether after those changes the quality

2.4. So6z konusu imalater; kalite yonetim sisteminde ya
da kapsadigi cihaz ¢esitliliginde 6nemli degisikliklere
yonelik her planini, kalite yonetim sistemini onaylayan
onaylanmis kurulusa bildirir. Onaylanmis kurulus;
teklif edilen degisiklikleri degerlendirir, ilave
denetimlere  yonelik ihtiyact  belirler ve bu
degisikliklerden sonra kalite yOnetim sisteminin bu
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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.

Ekin 2.2’sinde atifta  bulunulan  gereklilikleri
karsilamaya devam edip etmedigini dogrular.
Onaylanmis kurulus, degerlendirmenin sonuglarini ve
uygulanabildigi hallerde ilave denetimlerin sonuglarimi
iceren kararin1 imalat¢iya bildirir. Kalite yOnetim
sistemindeki veya kapsadigi cihaz g¢esitliligindeki
onemli her degisiklige iliskin onay, AB kalite yonetim
sistemi sertifikasina tamamlayic1 bir belge seklinde
olur.

3. Surveillance assessment applicable to class Ila,
class IIb and class III 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. Smf IIa, smf IIb ve smf III cihazlara
uygulanabilir gozetim degerlendirmesi

3.1. GoOzetimin amaci, imalatginin, onaylanan kalite
yonetim sisteminden dogan yiikiimliiliiklerini 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,

— documentation on any findings and conclusions
resulting from the application of the post-market
surveillance plan, including the PMCF plan, for a
representative sample of devices, and of the provisions
on vigilance set out in Articles 87 to 92,

— 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, and

— the data stipulated in the part of the quality
management system relating to manufacture, such as
quality control reports and test data, calibration data,

3.2. Imalatgi, yerinde denetimler dahil gerekli tiim
denetimleri yiiriitmesi i¢in onaylanmis kurulusa yetki
verir ve Ozellikle asagidakiler olmak {izere ilgili tiim
bilgileri bu kurulusa temin eder:

- Kalite yonetim sistemine iliskin dokiimantasyonu,

- Cihazlarm temsili bir 6rnegi i¢in, piyasaya arz sonrast
klinik takip plam1 dahil piyasaya arz sonrasi gozetim
planinin ve 87 114 92 inci maddelerde belirtilen vijilansa
iliskin hiikiimlerin uygulanmasindan elde edilen
bulgulara ve sonuglara iliskin dokiimantasyonu,

- Kalite yonetim sisteminin tasarimla ilgili boliimiinde
sart  kosulan  verileri, Ornegin; analizlerin,
hesaplamalarin, testlerin sonuglar1 ve Ek I’in 4’iinde
atifta bulunuldugu sekilde risk yonetimiyle ilgili
benimsenen ¢6ziimleri ve

- Kalite yonetim sisteminin imalat ile ilgili boliimiinde
sart kosulan verileri, 6rnegin; kalite kontrol raporlar1 ve
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and records on the qualifications of the personnel
concerned.

test verileri, kalibrasyon verileri ve ilgili personelin
yetkinliklerine iliskin kayitlari.

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 her 12
ayda asgari bir kez, s6z konusu imalatginin onaylanan
kalite yOnetim sistemini ve piyasaya arz sonrasi
gozetim planin1 uyguladigindan emin olmak i¢in uygun
denetimleri ve degerlendirmeleri  ylriitiir. Bu
denetimler ve degerlendirmeler, imalat¢inin ve uygun
goriildigi  takdirde, tedarikc¢ilerinin ~ ve/veya
yiiklenicilerinin tesislerindeki denetimleri igerir. Bu tiir
yerinde denetimler sirasinda onaylanmis kurulus,
gerekli oldugu durumlarda, kalite yonetim sisteminin
diizglin bir sekilde isledigini kontrol etmek amaciyla
testler yapar veya talep eder. Onaylanmis kurulus,
imalatgiya gozetim denetimi raporunu ve eger test
yapilmis ise test raporunu sunar.

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, 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, with the exception of the

3.4. Onaylanmis kurulus; her 5 yilda asgari bir kez, bu
Ekin 3.3’tinde atifta bulunulan periyodik goézetim
degerlendirmeleriyle birlestirilebilen ya da bu gdzetim
degerlendirmesine ilave olarak gergeklestirilebilen,
imalatginin ve uygun oldugu hallerde tedarik¢ilerinin
ve/veya yiiklenicilerinin tesislerinde rastgele habersiz
denetimler gerceklestirir. Onaylanmis kurulus, bu tiir
habersiz yerinde denetimler i¢in bir plan olusturur;
fakat bunu imalatg¢iya bildirmez.

52 nci maddenin sekizinci fikrasinin ikinci climlesinde
atifta bulunulan cihazlar hari¢ olmak {izere bu tiir
habersiz yerinde denetimler kapsaminda, onaylanmis
kurulus, imal edilen cihazin teknik dokiimantasyona
uygun oldugunu dogrulamak i¢in tretilen cihazlarin
yeterli miktarda numunesini ya da imalat siireclerinden
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devices referred to in the second subparagraph of
Article 52(8). 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, the notified body shall take samples
of devices from the market to verify that the
manufactured device is in conformity with the
technical documentation, with the exception of the
devices referred to in the second subparagraph of
Article 52(8). 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.

alinan yeterli miktarda numuneyi test eder. Habersiz
yerinde denetimlerden 6nce onaylanmis kurulus, ilgili
numune alma kriterlerini ve test prosediiriinii belirler.

52 nci maddenin sekizinci fikrasinin ikinci ciimlesinde
atifta bulunulan cihazlar hari¢ olmak {izere, imal edilen
cihazin teknik dokiimantasyona uygun oldugunu
dogrulamak i¢in onaylanmis kurulus; ikinci paragrafta
atifta bulunuldugu sekilde numune almanin yanisira
piyasadaki cihazlardan numune alir ya da sadece
piyasadaki cihazlardan numune alir. S6z konusu
onaylanmis kurulus, numune almadan Once, ilgili
numune alma kriterlerini ve test prosediiriinii belirler.
Onaylanmis kurulus, s6z konusu imalatgiya, mevcutsa
numune testinin sonucunu igeren, yerinde denetim
raporunu sunar.

3.5. In the case of class Ila and class IIb devices, the
surveillance assessment shall also include an
assessment of the technical documentation as referred
to in Sections 4.4 to 4.8 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 second paragraph of Section 2.3.

In the case of class III devices, the surveillance
assessment shall also include a test of the approved
parts and/or materials that are essential for the
integrity of the device, including, where appropriate, a
check that the quantities of produced or purchased
parts and/or materials correspond to the quantities of
finished devices.

3.5. Smif Ila ve smif IIb cihazlar s6z konusu oldugunda
gozetim degerlendirmesi; bu Ekin 2.3’iiniin ikinci
paragrafi uyarinca onaylanmis kurulus tarafindan
dokiimante edilen gerek¢eye gore segilen ilave temsili
orneklere dayanarak ilgili cihaz veya cihazlar i¢in 4.4
ila 4.8’inde atifta bulunuldugu sekilde teknik
dokiimantasyonun bir degerlendirmesini de igerir.

Siif I cihazlar s6z konusu oldugunda gozetim
degerlendirmesi; uygun oldugu hallerde, iiretilen veya
satin  alnan parcalarin  ve/veya malzemelerin
miktarlarinin bitmis cihazlarin miktarlarina karsilik
geldiginin kontrolii dahil, cihazin biitlinliigl i¢in esas
olan onay verilmis parcalarin ve/veya malzemelerin
testini de igerir.

3.6.  The notified body shall ensure that the
composition of the assessment team is such that there

3.6. Onaylanmis kurulus, degerlendirme ekibinin; ilgili
cihazlari, sistemlerin ve stireglerin
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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.

degerlendirilmesine yonelik yeterli deneyime, stirekli
objektiflige ve tarafsizliga sahip olacak sekilde
olusturulmasini ve degerlendirme ekibi {iyelerinin
uygun araliklarla rotasyonunu saglar. Genel bir kural
olarak bir bas denetci art arda 3 yildan daha fazla ayni
imalatgiyla ilgili denetimleri yoOnetemez 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, tretilen cihazlardan veya
piyasadan alinan numune ile teknik dokiimantasyonda
belirtilen spesifikasyonlar veya onaylanan tasarim
arasinda bir farklilik bulursa ilgili sertifikay1 askiya alir
veya geri ¢ceker ya da sertifikaya kisitlamalar getirir.

CHAPTER 1II
ASSESSMENT OF THE TECHNICAL
DOCUMENTATION

4. Assessment of the technical documentation
applicable to class III devices and to the class IIb
devices referred to in the second subparagraph of
Article 52(4)

4.1. In addition to the obligations laid down in Section
2, the manufacturer shall lodge with the notified body
an application for 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.

11. BOLUM
TEKNIiK DOKUMANTASYONUN
DEGERLENDIRILMES]

4. Smif 111 cihazlara ve 52 inci maddenin dordiincii
fikrasimin (b) bendinde atifta bulunulan simf IIb
cihazlara uygulanabilir teknik dokiimantasyon
degerlendirmesi

4.1. Bu Ekin 2’sinde belirtilen yilikiimliiliiklere ek
olarak imalatg1, piyasaya arz etmeyi ya da hizmete
sunmay1 planladig1 ve atifta bulunulan kalite yonetim
sisteminin ~ kapsadigi cihazla  1ilgili  teknik
dokiimantasyonun degerlendirilmesi i¢in onaylanmis
kurulusa bir bagvuruda bulunur.

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 II and II1.

4.2. Bagvuru; soz konusu cihazin tasarimini, imalatini
ve performansini tanimlar. Bu bagvuru, Ek II ve Ek
II’te atifta bulunuldugu sekilde teknik
dokiimantasyonu igerir.

4.3. The notified body shall examine the application
by using staff, employed by it, with proven knowledge

4.3. Onaylanmis kurulusun istthdam ettigi, ilgili
teknolojiye ve onun klinik uygulamasmna iligkin
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and experience regarding the technology concerned
and its clinical application. 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 the 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.

kanitlanmis bilgi ve deneyime sahip personeli
bagvuruyu inceler.  Onaylanmis  kurulus, bu
Yonetmelik’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 testleri 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 clinical
evaluation report and the related clinical evaluation
that was conducted. 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 device in
question or the clinical condition in which it is utilised,
for the purposes of that review.

4.4. Onaylanmis kurulus, imalat¢1 tarafindan klinik
degerlendirme raporunda ve yapilan ilgili klinik
degerlendirmede sunulan klinik  kanit1  inceler.
Onaylanmis kurulusg; yeterli klinik uzmanhiga sahip
cihaz inceleyicileri istihdam eder ve gerektigi takdirde
bu inceleme amagclart dogrultusunda, s6z konusu
cihazla ya da cihazin kullanildig1 klinik durumla ilgili
dogrudan ve giincel deneyime sahip dis klinik
uzmanlara basvurur.

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. For any
characteristic of the device claimed as innovative by
the manufacturer or for new indications, the notified
body shall assess to what extent specific claims are
supported by specific pre-clinical and clinical data and
risk analysis.

4.5. Onaylanmis  kurulus; klinik  kanitlarin,
degerlendirme kapsamindaki cihaza esdeger oldugu
iddia edilen cihazlardan elde edilen verilere kismen
veya tamamen dayandirildigi durumlarda, yeni
endikasyonlar ve inovasyon gibi faktorleri dikkate
alarak bu tir verileri kullanmanin uygunlugunu
degerlendirir. Onaylanmis kurulus, iddia edilen
esdegerlilik hakkindaki ve uygunlugu gostermeye
yonelik verilerin ilgisi ve yeterliligi hakkindaki
degerlendirmelerini acik¢a dokiimante eder. Imalatci
tarafindan inovatif oldugu iddia edilen her cihaz
karakteristigi icin ya da yeni endikasyonlar icin
onaylanmis kurulus, spesifik iddialarin belirli klinik
oncesi ve klinik verilerle ve risk analiziyle hangi dl¢giide
desteklendigini degerlendirir.
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4.6. The notified body shall verify that the clinical
evidence and the clinical 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 PMCF plan proposed, where applicable.

4.6. Onaylanmis kurulus, klinik kanitlarin ve klinik
degerlendirmenin yeterli oldugu ve ilgili genel
giivenlilik ve performans gerekliliklerine uygunluk
hakkinda imalat¢1 tarafindan varilan sonuglar1 dogrular.
Bu dogrulama; fayda-risk belirlemesinin, risk
yonetiminin,  kullanim  talimatlarinin,  kullanici
egitiminin ve imalat¢inin piyasaya arz sonrasi gozetim
planinin yeterliliginin degerlendirilmesini igerir ve
uygulanabildigi hallerde, dnerilen piyasaya arz sonrast
klinik takip planina yonelik ihtiyaca ve bunun
yeterliligine iligkin bir incelemeyi kapsar.

4.7. Based on its assessment of the clinical evidence,
the notified body shall consider the clinical 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
PMCEF data.

4.7. Onaylanmis kurulus yaptigi klinik kanit
degerlendirmesine dayanarak; klinik degerlendirmeyi
ve fayda-risk belirlemesini inceler ve piyasaya arz
sonras1 gozetim ve piyasaya arz sonrasi klinik takip
verilerinden elde edilen klintk kanita yonelik
giincellemeleri gdzden gecirebilmesine imkan taniyan
spesifik kilit noktalarin tanimlanmasinin  gerekip
gerekmedigini degerlendirir.

4.8. The notified body shall clearly document the
outcome of its assessment in the clinical evaluation
assessment report.

4.8. Onaylanmis kurulus; klinik degerlendirmenin
degerlendirilmesi  raporunda,  degerlendirmesinin
sonucunu agik¢a dokiimante eder.

4.9. The notified body shall provide the manufacturer
with a report on the technical documentation
assessment, including a clinical 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

4.9. Onaylanmis kurulus; klinik degerlendirmenin
degerlendirilmesi ~ raporu  da dahil  teknik
dokiimantasyon degerlendirmesine iliskin bir raporu
imalatgiya sunar. Cihaz bu Yonetmelik’in ilgili
hiikiimlerine uyuyorsa, onaylanmig kurulus bir AB
teknik  dokiimantasyon degerlendirme sertifikasi
diizenler. Bu sertifika, teknik dokiimantasyon
degerlendirmesinin sonuglarini, sertifikanin gegerlilik
sartlarini, onaylanan tasariminin tanimlanmasi igin
gereken verileri ve uygun oldugu hallerde, cihazin
kullanim amacinin agiklamasini igerir.
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design, and, where appropriate, a description of the
intended purpose of the device.

4.10. 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 52
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.

4.10. Onaylanan cihazdaki degisiklikler; cihazin
giivenlilik ve performansini ya da cihazin kullanimi igin
ongoriilen sartlar1  etkileyebilecekse, AB teknik
dokiimantasyon degerlendirme sertifikasini diizenlemis
olan onaylanmis kurulustan onay gerektirir. Imalatcr;
yukarida bahsedilen degisikliklerden herhangi birini
uygulamayr planlamast durumunda, AB teknik
dokiimantasyon degerlendirme sertifikasini diizenlemis
olan onaylanmig kurulusu bunlarla ilgili bilgilendirir.
Onaylanmis  kurulus, planlanan  degisiklikleri
degerlendirir ve bunlarin 52 inci madde uyarinca yeni
bir uygunluk degerlendirmesi gerektirip
gerektirmedigine ya da AB teknik dokiimantasyon
degerlendirme sertifikasina tamamlayict bir belge
vasitasiyla belirtilip belirtilemeyecegine karar verir. Ek
bir belge vasitasiyla belirtilebilecegi  durumda,
onaylanmig  kurulus degisiklikleri  degerlendirir,
kararin1 ~ imalat¢iya  bildirir  ve  degisikliklerin
onaylanmasi durumunda, AB teknik dokiimantasyon
degerlendirme sertifikasina tamamlayict bir belge
diizenler.

5. Specific additional procedures

5.1. Assessment procedure for certain class III and
class IIb devices

(a) For class III implantable devices, and for class IIb
active devices intended to administer and/or remove a
medicinal product as referred to in Section 6.4. of
Annex VIII (Rule 12), the notified body shall, having
verified the quality of clinical data supporting the
clinical evaluation report of the manufacturer referred
to in Article 61(12), prepare a clinical evaluation

5. Spesifik ilave prosediirler

5.1. Belirli simif III ve simf IIb cihazlar icin
degerlendirme prosediirii

a) Sinif [II implante edilebilir cihazlar i¢in ve Ek VIII’in
6.4’linde (Kural 12) atifta bulunuldugu sekilde bir tibbi
iriinii  viicuda tatbik etmesi ve/veya viicuttan
uzaklastirmasi amaglanan smif IIb aktif cihazlar i¢in
onaylanmis kurulug; 61 inci maddenin on ikinci
fikrasinda atifta  bulunulan  imalatginin  klinik
degerlendirme raporunu destekleyen klinik verilerin
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assessment report which sets out its conclusions
concerning the clinical evidence provided by the
manufacturer, in particular concerning the benefit-risk
determination, the consistency of that evidence with
the intended purpose, including the medical indication
or indications and the PMCEF plan referred to in Article
10(3) and Part B of Annex XIV.

The notified body shall transmit its clinical evaluation
assessment report, along with the manufacturer's
clinical evaluation documentation, referred to in
points (c) and (d) of Section 6.1 of Annex II, to the
Commission.

The Commission shall immediately transmit those
documents to the relevant expert panel referred to in
Article 106.

(b) The notified body may be requested to present its
conclusions as referred to in point (a) to the expert
panel concerned.

(c) The expert panel shall decide, under the
supervision of the Commission, on the basis of all of
the following criteria:

(1) the novelty of the device or of the related
clinical procedure involved, and the possible
major clinical or health impact thereof;

(i1) a significantly adverse change in the
benefit-risk profile of a specific category or

kalitesini dogruladiktan sonra ozellikle fayda-risk
belirlemesi ile ilgili olmak iizere imalat¢1 tarafindan
saglanan klinik kanmitlara, bu kanitlarin  tibbi
endikasyon(lar) da dahil kullanim amaciyla tutarliligina
ve 10 uncu maddenin iigiincii fikrasinda ve Ek XIV’iin
B Kisminda atifta bulunulan piyasaya arz sonrasi klinik
takip planina iliskin degerlendirmelerini belirten bir
klinik degerlendirmenin degerlendirilmesi  raporu
hazirlar.

Onaylanmis  kurulus;  klinik  degerlendirmenin
degerlendirilmesi raporunu, Ek II’nin 6.1’inin (¢) ve (¢)
bentlerinde atifta bulunulan imalatginin  klinik
degerlendirme dokiimantasyonu ile birlikte Komisyona
iletir.

Komisyon bu dokiimanlari, 106 nct maddede atifta
bulunulan ilgili uzman heyetine ivedilikle iletir.

b) Onaylanmis kurulustan, (a) bendinde belirtilen
degerlendirmelerini ilgili uzman heyetine sunmasi talep
edilebilir.

c) Uzman heyeti; Komisyonun gozetimi altinda,
imalatg1 tarafindan saglanan klinik kanitlar temelinde,
ozellikle fayda-risk belirlemesine, bu kanitlarin tibbi
endikasyon(lar)la tutarlilifina ve piyasaya arz sonrasi
klinik takip planina iligkin onaylanmis kurulusun klinik
degerlendirmenin degerlendirilmesi raporu hakkinda
bilimsel bir goriis sunup sunmamaya asagidaki
kriterlerin tiimiine dayanarak karar verir:

1) Cihazin veya dahil oldugu ilgili klinik prosediiriin
yeniligi ve bunlarin olasi énemli klinik veya saglik
etkisi,

i1) Bilesenler veya kaynak materyal bakimindan ya da
cihazin bozulmasi durumunda saglik {izerindeki etkisi
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group of devices due to scientifically valid
health concerns in respect of components or
source material or in respect of the impact on
health in the case of failure of the device;
(iii) a significantly increased rate of serious
incidents reported in accordance with Article
87 in respect of a specific category or group of
devices,
whether to provide a scientific opinion on the clinical
evaluation assessment report of the notified body
based on the clinical evidence provided by the
manufacturer, in particular concerning the benefit-risk
determination, the consistency of that evidence with
the medical indication or indications and the PMCF
plan. That scientific opinion shall be provided within
a period of 60 days, starting on the day of receipt of
the documents from the Commission as referred to in
point (a). The reasons for the decision to provide a
scientific opinion on the basis of the criteria in points
(1), (i1) and (iii) shall be included in the scientific
opinion. Where the information submitted is not
sufficient for the expert panel to reach a conclusion,
this shall be stated in the scientific opinion.
(d) The expert panel may decide, under the
supervision of the Commission, on the basis of the
criteria laid down in point (c) not to provide a
scientific opinion, in which case it shall inform the
notified body as soon as possible and in any event
within 21 days of receipt of the documents as referred
to in point (a) from the Commission. The expert panel
shall within that time limit provide the notified body
and the Commission with the reasons for its decision,

bakimindan bilimsel olarak gecerli saglik endiseleri
nedeniyle spesifik cihaz kategorisi veya grubunun
fayda-risk profilinde 6nemli dl¢iide advers degisiklik,

ii1) Spesifik bir cihaz kategorisi veya grubu bakimindan
87 nci madde uyarinca raporlanan ciddi olumsuz
olaylarin oraninda 6nemli dlciide artis.

Bu bilimsel goriis, (a) bendinde atifta bulunuldugu
sekilde Komisyondan dokiimanlarin alindig1 giinden
baslayan 60 giinliik siire i¢erisinde verilir. (1), (i1) ve (iii)
alt bentlerindeki kriterlere dayanarak bilimsel bir goriis
verme kararma yonelik gerekceler, bilimsel goriise
dahil edilir. Sunulan bilgiler, uzman heyetinin bir
sonuca varmasi i¢in yeterli degilse bu durum bilimsel
goriiste belirtilir.

¢) Uzman heyeti; Komisyonun gozetimi altinda, (c)
bendinde belirtilen kriterlere dayanarak bilimsel bir
gorlis vermemeye karar verebilir; bu durumda, en kisa
siire icerisinde ve her kosulda Komisyondan (a)
bendinde atifta bulunuldugu sekilde belgelerin
alinmasindan itibaren 21 giin igerisinde onaylanmis
kurulusu bilgilendirir. Uzman heyeti, bu siire icerisinde,
kararina yonelik gerekgelerini onaylanmis kurulusa ve
Komisyona sunar; bunu takiben onaylanmis kurulus bu
cihazin belgelendirme prosediiriine devam edebilir.
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whereupon the notified body may proceed with the
certification procedure of that device.

(e) The expert panel shall within 21 days of receipt of
the documents from the Commission notify the
Commission, through Eudamed whether it intends to
provide a scientific opinion, pursuant to point (c), or
whether it intends not to provide a scientific opinion,
pursuant to point (d).

(f) Where no opinion has been delivered within a
period of 60 days, the notified body may proceed with
the certification procedure of the device in question.
(g) The notified body shall give due consideration to
the views expressed in the scientific opinion of the
expert panel. Where the expert panel finds that the
level of clinical evidence is not sufficient or otherwise
gives rise to serious concerns about the benefit-risk
determination, the consistency of that evidence with
the intended purpose, including the medical
indication(s), and with the PMCF plan, the notified
body shall, if necessary, advise the manufacturer to
restrict the intended purpose of the device to certain
groups of patients or certain medical indications
and/or to impose a limit on the duration of validity of
the certificate, to undertake specific PMCEF studies, to
adapt the instructions for use or the summary of safety
and performance, or to impose other restrictions in its
conformity assessment report, as appropriate. The
notified body shall provide a full justification where it
has not followed the advice of the expert panel in its
conformity assessment report and the Commission
shall without prejudice to Article 109 make both the
scientific opinion of the expert panel and the written

d) Uzman heyeti, Komisyondan belgelerin
alinmasindan itibaren 21 giin icerisinde, (c¢) bendi
uyarinca bilimsel bir goriis verme ya da (¢) bendi
uyarinca bilimsel bir goriis vermeme diisiincesini
EUDAMED araciligiyla Komisyona bildirir.

e) 60 giinliik siire icerisinde higbir goriis verilmemesi
durumunda, onaylanmig kurulus séz konusu cihazin
belgelendirme prosediiriine devam edebilir.

f) Onaylanmis kurulus, uzman heyetinin bilimsel
gorlisiinde ifade edilen goriigslere gereken Onemi
gosterir. Uzman heyetinin klinik kanit seviyesinin
yetersiz  oldugunu veya bunun disinda fayda-risk
belirlemesine, bu kanitin tibbi endikasyon(lar) dahil
olmak iizere kullanim amaciyla tutarliligina ve piyasaya
arz sonrasi klinik takip planina iliskin ciddi endiselerin
bulundugunu tespit etmesi durumunda, onaylanmis
kurulus, gerektigi takdirde, cihazin kullanim amacini
belirli hasta gruplar1 veya belirli tibbi endikasyonlar
icin kisitlamay1 ve/veya sertifikanin gegerlilik siiresine
sinir koymayi, spesifik piyasaya arz sonrasi klinik takip
caligmalan yiiriitmeyi, giivenlilik ve performans 6zetini
veya kullanim talimatini uyarlamayr ya da uygun
goriildiigii takdirde, uygunluk degerlendirme raporuna
baska kisitlamalar koymay1 imalat¢iya tavsiye eder.
Onaylanmis kurulus, uzman heyetinin tavsiyesine
uymamasi durumunda, uygunluk degerlendirme
raporunda tam bir gerek¢e sunar ve Komisyon, 109
uncu maddeye halel getirmeksizin, hem uzman
heyetinin bilimsel goriisiinii hem de onaylanmig kurulus
tarafindan sunulan yazili gerek¢ceyi EUDAMED
vasitasiyla kamuya acik hale getirir.
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justification provided by the notified body publicly
available via Eudamed.

th)—The—Commission,—after—consultation —with—the
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oldugundan

5.2. Procedure in the case of devices incorporating a
medicinal substance

(a) Where a device incorporates, as an integral part, a
substance which, if wused separately, may be
considered to be a medicinal product within the
meaning of point 2 of Article 1 of Directive
2001/83/EC, including a medicinal product derived
from human blood or human plasma and that has an
action ancillary to that of the device, the quality, safety
and usefulness of the substance shall be verified by
analogy with the methods specified in Annex I to
Directive 2001/83/EC.

(b) Before issuing an EU technical documentation
assessment certificate, the notified body shall, having
verified the usefulness of the substance as part of the
device and taking account of the intended purpose of
the device, 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, on the quality and safety of the
substance including the benefit or risk of the
incorporation of the substance into the device. Where
the device incorporates a human blood or plasma

5.2. Tibbi madde ihtiva eden cihazlar s6z konusu
oldugundaki prosediir

a) Insan kanindan veya insan plazmasindan elde edilen
ve cihazin fonksiyonuna yardimer olan bir tibbi iirlin
dahil ayr1 olarak kullanildiginda Beseri Tibbi Uriinler
Ruhsatlandirma Y 6netmeligi’nin 4 iincii maddesinin (¢)
bendi kapsaminda bir tibbi {iriin olarak kabul edilebilen
bir maddeyi, bir cihazin biitlinlesik bir parca olarak
ihtiva etmesi durumunda, bu maddenin Kkalitesi,
giivenliligi ve faydaliligi, aym1 Yontemelik’in Ek I’inde
belirtilen metotlarla analoji yapilarak dogrulanir.

b) Onaylanmis kurulus; bir AB teknik dokiimantasyon
degerlendirme sertifikasi diizenlemeden 6nce maddenin
cithazin bir pargasi olarak faydaliligini dogrulayarak ve
cihazin kullanim amacini dikkate alarak bundan sonra
bu bent kapsaminda hangisine danisildigina bagli olarak
bu Ekin 5.2’sinde ‘tibbi {iriinler danisma otoritesi’
olarak atifta bulunulacak olan Beseri Tibbi Uriinler
alaninda Tiirkiye ve/veya AB tiyesi iilkeler tarafindan
atanan yetkili otoritelerin birinden ya da EMA’dan,
cihazin bu maddeyi ihtiva etmesinin fayda veya riskleri
dahil maddenin kalitesi ve giivenliligi hakkinda bilimsel
goriis ister. Cihazin, bir insan kan1 veya plazma tiirevi
ya da ayr olarak kullanildiginda bir tibbi {iriin oldugu
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derivative or a substance that, if used separately, may
be considered to be a medicinal product falling
exclusively within the scope of the Annex to
Regulation (EC) No 726/2004, the notified body shall
seek the opinion of the EMA.

(c) When issuing its opinion, the medicinal products
authority consulted shall take into account the
manufacturing process and the data relating to the
usefulness of incorporation of the substance into the
device as determined by the notified body.

(d) The medicinal products authority consulted shall
provide its opinion to the notified body within 210
days of receipt of all the necessary documentation.

(e) The scientific opinion of the medicinal products
authority consulted, and any possible update of that
opinion, 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 when making its
decision. The notified body shall not deliver the
certificate if the scientific opinion is unfavourable and
shall convey its final decision to the medicinal
products authority consulted.

(f) Before any change is made with respect to an
ancillary substance incorporated in a device, in
particular related to its manufacturing process, the
manufacturer shall inform the notified body of the
changes. That notified body shall seek the opinion of
the medicinal products authority consulted, in order to
confirm that the quality and safety of the ancillary
substance remain unchanged. The medicinal products
authority consulted shall take into account the data
relating to the usefulness of incorporation of the

kabul edilebilen bir madde ihtiva etmesi durumunda,
onaylanmis kurulus EMA’nin goriislinii ister.

c) Tibbi iiriinler danisma otoritesi; goriigiinii verirken
imalat siirecini ve cihazin maddeyi ihtiva etmesinin
faydaliligina iliskin onaylanmig kurulus tarafindan
belirlenen verileri dikkate alir.

¢) Tibbi dirtinler damisma otoritesi, gerekli biitiin
dokiimantasyonu almasindan itibaren 210 giin
igerisinde, onaylanmig kurulusa goriisiinii sunar.

d) Tibbi tiriinler danigma otoritesinin bilimsel goriisii ve
bu goriisiin olas1 giincellemeleri, onaylanmis kurulusun
cihaza iligkin dokiimantasyonuna dahil edilir.
Onaylanmis kurulus, kararint verirken bilimsel goriiste
ifade edilen goriislere gereken 6nemi verir. Onaylanmis
kurulus, bilimsel goriis olumsuz ise sertifikay1 vermez
ve nihai kararini tibbi iiriinler danigsma otoritesine iletir.

e) Cihazin ihtiva ettigi yardimc1 maddeyle, 6zellikle de
imalat stireciyle ilgili olarak, herhangi bir degisiklik
yapilmadan 6nce imalatg1, bu degisiklikleri onaylanmis
kurulusa bildirir. Bu onaylanmis kurulus, yardimci
maddenin kalitesinin ve gilivenliliginin degismedigini
teyit etmek i¢in tibbi iirlinler danisma otoritesinin
goriigiinii ister. Tibbi iirlinler danigsma otoritesi; bu
degisikliklerin, cihazin maddeyi ihtiva etmesiyle ilgili
olarak Onceden belirlenen risk veya fayda iizerinde
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substance into the device as determined by the notified
body, in order to ensure that the changes have no
negative impact on the risk or benefit previously
established concerning the incorporation of the
substance into the device. The medicinal products
authority consulted shall provide its opinion within 60
days after receipt of all the necessary documentation
regarding the changes. The notified body shall not
deliver the supplement to the EU technical
documentation assessment certificate if the scientific
opinion provided by the medicinal products authority
consulted is unfavourable. The notified body shall
convey its final decision to the medicinal products
authority consulted.

(g) Where the medicinal products authority consulted
obtains information on the ancillary substance, which
could have an impact on the risk or benefit previously
established concerning the incorporation of the
substance into the device, it shall advise the notified
body as to whether this information has an impact on
the risk or benefit previously established concerning
the incorporation of the substance into the device. The
notified body shall take that advice into account in
reconsidering its assessment of the conformity
assessment procedure.

olumsuz etkisinin olmadigindan emin olmak igin,
cihazin maddeyi ihtiva etmesinin faydaliligina iliskin
onaylanmis kurulus tarafindan belirlenen verileri
dikkate alir. Tibbi iriinler danisma otoritesi,
degisiklikler ile ilgili gerekli biitiin doklimantasyonun
almmasindan itibaren 60 giin igerisinde goriisiini
bildirir. Tibbi {iiriinler danigsma otoritesi tarafindan
verilen bilimsel goriis olumsuz ise onaylanmis kurulus,
AB teknik dokiimantasyon degerlendirme sertifikasina
tamamlayici1 belge vermez. Onaylanmis kurulus, tibbi
iirlinler danigsma otoritesine nihai kararini iletir.

f) Tibbi iirtinler danisma otoritesinin, yardime1 madde
hakkinda, cihazin maddeyi ihtiva etmesiyle ilgili olarak
onceden belirlenen risk veya fayda iizerinde bir etkiye
sahip olabilecek bilgiler elde etmesi durumunda; tibbi
iirlinler danisma otoritesi, bu bilgilerin, cithazin maddeyi
ihtiva etmesiyle ilgili olarak onceden belirlenen risk
veya fayda iizerinde bir etkisinin olup olmadigi
konusunda onaylanmis kurulusa tavsiyede bulunur.
Onaylanmis  kurulug, uygunluk degerlendirme
prosediiriiyle  ilgili ~ degerlendirmesini  yeniden
incelerken bu tavsiyeyi dikkate alir.

5.3. Procedure in the case of devices manufactured
utilising, or incorporating, tissues or cells of human or
animal origin, or their derivatives, that are non-viable
or rendered non-viable

5.3.1. Tissues or cells of human origin or their
derivatives

5.3. Cansiz veya cansiz hale getirilmis insan veya
hayvan kaynakh dokular veya hiicreler ya da
bunlarmn tiirevleri kullanilarak imal edilen ya da
bunlar ihtiva eden cihazlar s6z konusu oldugundaki
prosediir

5.3.1. insan kaynakh dokular veya hiicreler ya da
bunlarin tiirevleri
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(a) For devices manufactured utilising derivatives of
tissues or cells of human origin that are covered by this
Regulation in accordance with point (g) of Article 1(6)
and for devices that incorporate, as an integral part,
tissues or cells of human origin, or their derivatives,
covered by Directive 2004/23/EC, that have an action
ancillary to that of the device, the notified body shall,
prior to issuing an EU technical documentation
assessment certificate, seek a scientific opinion from
one of the competent authorities designated by the
Member States in accordance with Directive
2004/23/EC (‘human tissues and cells competent
authority’) on the aspects relating to the donation,
procurement and testing of tissues or cells of human
origin or their derivatives. The notified body shall
submit a summary of the preliminary conformity
assessment which provides, among other things,
information about the non-viability of the human
tissues or cells in question, their donation,
procurement and testing and the risk or benefit of the
incorporation of the tissues or cells of human origin or
their derivatives into the device.

(b) Within 120 days of receipt of all the necessary
documentation, the human tissues and cells competent
authority shall provide to the notified body its opinion.
(c) The scientific opinion of the human tissues and
cells competent authority, and any possible update,
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 human tissues and cells
competent authority when making its decision. The

a) 1 inci maddenin altinci fikrasinin (f) bendi uyarinca
bu Yonetmelik kapsaminda olan, insan kaynakl
dokularin veya hiicrelerin tiirevleri kullanilarak imal
edilen cihazlar i¢in ve cihazin fonksiyonuna yardimci
olan, insan Doku ve Hiicreleri ile Bunlarla Ilgili
Merkezlerin  Kalite ve  Giivenligi  Hakkinda
Yonetmelik’in kapsadigr insan kaynakli dokular1 veya
hiicreleri ya da bunlarin tlirevlerini biitiinlesik bir parca
olarak ihtiva eden cihazlar i¢in, onaylanmig kurulus, bir
AB teknik dokiimantasyon degerlendirme sertifikasi
diizenlemeden Once; insan kaynakli dokularm veya
hiicrelerin ya da bunlarin tiirevlerinin, bagislanmasi,
tedarik edilmesi ve test edilmesi ile ilgili konular
hakkindaki ayn1 Yonetmelik uyarinca Tirkiye ve/veya
AB lyesi iilkeler tarafindan belirlenen yetkili
otoritelerin birinden (‘insan dokular1 ve hiicreleri yetkili
otoritesi’) bilimsel goriis ister. Onaylanmis kurulus,
diger hususlarin yan1 sira, s6z konusu insan dokularinin
veya hiicrelerinin cansiz hale getirilmesi, bagislanmasi,
temin ve test edilmesine ve cihazin insan kaynakli
dokular1 veya hiicreleri ya da bunlarin tiirevlerini ihtiva
etmesinin risk ve faydasina yonelik bilgiler saglayan bir
on uygunluk degerlendirme 6zeti sunar.

b) Gerekli biitiin dokiimantasyonun alinmasindan
itibaren 120 giin igerisinde, insan dokular1 ve hiicreleri
yetkili otoritesi, gérlisiinii onaylanmis kurulusa verir.
¢) Insan dokulari ve hiicreleri yetkili otoritesinin
bilimsel goriisii ve bu goriisiin olas1 giincellemeleri,
onaylanmig kurulusun cihaza iligkin
dokiimantasyonuna dahil edilir. Onaylanmis kurulus,
kararin1 verirken insan dokular1 ve hiicreleri yetkili
otoritesinin bilimsel goriisiinde ifade edilen goriislere
gereken Onemi verir. Onaylanmis kurulus, bilimsel
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notified body shall not deliver the certificate if that
scientific opinion is unfavourable. It shall convey its
final decision to the human tissues and cells competent
authority concerned.

(d) Before any change is made with respect to non-
viable tissues or cells of human origin or their
derivatives incorporated in a device, in particular
relating to their donation, testing or procurement, the
manufacturer shall inform the notified body of the
intended changes. The notified body shall consult the
authority that was involved in the initial consultation,
in order to confirm that the quality and safety of the
tissues or cells of human origin or their derivatives
incorporated in the device are maintained. The human
tissues and cells competent authority concerned shall
take into account the data relating to the usefulness of
incorporation of the tissues or cells of human origin or
their derivatives into the device as determined by the
notified body, in order to ensure that the changes have
no negative impact on the established benefit-risk ratio
of the addition of the tissues or cells of human origin
or their derivatives in the device. It shall provide its
opinion within 60 days of receipt of all the necessary
documentation regarding the intended changes. The
notified body shall not deliver a supplement to the EU
technical documentation assessment certificate if the
scientific opinion is unfavourable and shall convey its
final decision to the human tissues and cells competent
authority concerned.

goriis olumsuz ise sertifikayr vermez. llgili insan
dokular1 ve hiicreleri yetkili otoritesine nihai kararini
iletir.

¢) Cihazin ihtiva ettigi insan kaynakli cansiz dokular
veya hiicreler ya da bunlarin tiirevleriyle, 6zellikle de
onlarin bagislanmasi, test edilmesi veya temin
edilmesiyle 1ilgili olarak herhangi bir degisiklik
yapilmadan Once, imalat¢i, amaglanan degisiklikleri
onaylanmis kurulusa bildirir. Onaylanmis kurulus,
cihazin ihtiva ettigi insan kaynakli dokularin veya
hiicrelerin ya da bunlarin tiirevlerinin kalitesinin ve
giivenliliginin siirdiiriildiginii teyit etmek icin, ilk
degerlendirmede yer alan otoriteye damsir. ilgili insan
dokular1 ve hiicreleri yetkili otoritesi, bu degisiklerin,
insan kaynakli dokularin veya hiicrelerin ya da bunlarin
tirevlerinin cihaza ihtivasinin belirlenen fayda-risk
orani iizerinde olumsuz etkisinin olmadigindan emin
olmak amaciyla cihazin insan kaynakli dokular1 veya
hiicreleri ya da bunlarin tiirevlerini ihtiva etmesinin
faydaliligina iliskin onaylanmig kurulus tarafindan
belirlenen verileri dikkate alir. S6z konusu otorite,
amaglanan  degisiklere iligkin  gerekli  biitiin
dokiimantasyonun alinmasindan itibaren 60 giin
icerisinde gorlisinli  sunar. Onaylanmis kurulus,
bilimsel goriis olumsuz ise, AB teknik dokiimantasyon
sertifikasina tamamlayici belge vermez ve nihai kararini
ilgili insan dokular1 ve hiicreleri yetkili otoritesine iletir.

5.3.2. Tissues or cells of animal origin or their
derivatives

In the case of devices manufactured utilising animal
tissue which is rendered non-viable or utilising non-

5.3.2. Hayvan kaynakh dokular veya hiicreler ya da
bunlarn tiirevleri

(AB) 722/2012 sayili Tiiziikk’te atifta bulunuldugu
sekilde, cansiz hale getirilen hayvan dokular
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viable products derived from animal tissue, as referred
to in Regulation (EU) No 722/2012, the notified body
shall apply the relevant requirements laid down in that
Regulation.

kullanilarak ya da hayvan dokusundan elde edilen
cansiz Urlinler kullanilarak imal edilen cihazlar s6z
konusu oldugunda, onaylanmig kurulus, ayni
Yonetmelik’te belirtilen ilgili gereklilikleri uygular.

5.4. Procedure in the case of devices that are
composed of substances or of combinations of
substances that are absorbed by or locally dispersed in
the human body

(a) The quality and safety of devices that are
composed of substances or of combinations of
substances that are intended to be introduced into the
human body via a body orifice or applied to the skin
and that are absorbed by, or locally dispersed in, the
human body, shall be verified where applicable and
only in respect of the requirements not covered by this
Regulation, in accordance with the relevant
requirements laid down in Annex I to Directive
2001/83/EC for the evaluation of absorption,
distribution, metabolism, excretion, local tolerance,
toxicity, interaction with other devices, medicinal
products or other substances and potential for adverse
reactions.

(b) In addition, for devices, or their products of
metabolism, that are systemically absorbed by the
human body in order to achieve their intended
purpose, the notified body shall 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, on the compliance of

5.4. Insan viicudu tarafindan absorbe edilen ya da
insan viicudunda lokal olarak dagilan maddelerden
veya madde kombinasyonlarindan olusan cihazlar
soz konusu oldugundaki prosediir

a) Bir viicut aciklig1 yoluyla insan viicuduna girmesi
veya deriye uygulanmasi amaglanan ve insan viicudu
tarafindan absorbe edilen ya da insan viicudunda lokal
olarak  dagilan = maddelerden = veya  madde
kombinasyonlarindan olugan cihazlarin kalitesi ve
giivenliligi; uygulanabildigi hallerde ve yalnizca bu
Yonetmelik’in kapsamadig: gerekliliklerle ilgili olarak,
Beseri Tibbi Uriinler Ruhsatlandirma Y 6netmeligi’nin
Ek T’inde absorbsiyonun, dagilimin, metabolizmanin,
atitlimin, lokal toleransin, toksisitenin, diger cihazlar,
tibbi iiriinler veya diger maddelerle etkilesimin ve
advers reaksiyonlar potansiyelinin degerlendirilmesi
icin belirtilen ilgili gereklilikler uyarinca dogrulanir.

b) Ilaveten, kullamm amaglarin1 gergeklestirmek
amaciyla insan viicudu tarafindan sistemik olarak
absorbe edilen cihazlar ya da bu cihazlarin metabolizma
iirlinleri i¢in, onaylanmis kurulus; cihazin Beseri Tibbi
Uriinler Ruhsatlandirma Y®énetmeligi’nin Ek I’inde
belirtilen ilgili gerekliliklere uygunlugu hakkinda, ayni
Yonetmelik uyarinca bu bent kapsaminda hangisine
danisildigina bagl olarak burada ‘tibbi iirlinler danigma
otoritesi’ adiyla atifta bulunulacak olan Tiirkiye ve/veya
AB tyesi llkeler tarafindan atanan yetkili otoritelerin
birinden ya da EMA’dan bilimsel goriis ister.
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the device with the relevant requirements laid down in
Annex I to Directive 2001/83/EC.

(c) The opinion of the medicinal products authority
consulted shall be drawn up within 150 days of receipt
of all the necessary documentation.

(d) The scientific opinion of the medicinal products
authority consulted, and any possible update, 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 when making its decision and shall
convey its final decision to the medicinal products
authority consulted.

c) Tibbi iirlinler danigma otoritesinin goriisii, gerekli
biitiin dokiimantasyonun alinmasindan itibaren 150 giin
igerisinde hazirlanir.

¢) Tibbi iirlinler danigma otoritesinin bilimsel goriisii ve
bu goriisiin olas1 giincellemeleri, onaylanmis kurulusun
cihaza iligkin dokiimantasyonuna dahil edilir.
Onaylanmis kurulus, kararmi verirken, bilimsel goriiste
ifade edilen goriislere gereken Onemi verir ve nihai
kararini tibbi liriinler danisma otoritesine iletir.

6. Batch verification in the case of devices
incorporating, as an integral part, a medicinal
substance which, if used separately, would be
considered to be a medicinal product derived from
human blood or human plasma as referred to in Article
1(8)

Upon completing the manufacture of each batch of
devices that incorporate, as an integral part, a
medicinal substance which, if used separately, would
be considered to be a medicinal product derived from
human blood or human plasma as referred to in the
first subparagraph of Article 1(8), the manufacturer
shall inform the notified body of the release of the
batch of devices and send it the official certificate
concerning the release of the batch of human blood or
plasma derivative used in the device, issued by a
Member State laboratory or a laboratory designated
for that purpose by a Member State in accordance with
Article 114(2) of Directive 2001/83/EC.

6. Ayr1 olarak kullanildiginda, 1 inci maddenin
sekizinci fikrasinda atifta bulunuldugu sekilde insan
kam veya insan plazmasindan elde edilen bir tibbi
iriin oldugu kabul edilebilen bir tibbi maddeyi
biitiinlesik bir parca olarak ihtiva eden cihazlar soz
konusu oldugunda parti dogrulamasi

Ayri olarak kullanildiginda, 1 inci maddenin sekizinci
fikrasinin ikinci climlesinde atifta bulunuldugu sekilde
insan kani veya insan plazmasindan elde edilen bir tibbi
iriin oldugu kabul edilebilen bir tibbi maddeyi
biitiinlesik bir par¢a olarak ihtiva eden cihazlarin her bir
partisinin  imalatinin ~ tamamlanmas1  sonrasinda
imalatgi; bu cihaz partisinin serbest birakilmasini
onaylanmis kurulusa bildirir ve Beseri Tibbi Uriinler
Ruhsatlandirma Yonetmeligi uyarinca, ulusal bir
laboratuvar veya Kurum tarafindan bu amagla kabul
edilmis bir laboratuvar tarafindan diizenlenen, cihazda
kullanilan insan kani veya plazma tlirevi partisinin
serbest birakilmast ile ilgili resmi sertifikayi
onaylanmis kurulusa gonderir.

4.10.2018

142




CHAPTER III

ADMINISTRATIVE PROVISIONS
7. 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, and in the case of
implantable devices no sooner than 15 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 Section 4.2, and
— the decisions and reports from the notified body as
referred to in this Annex.

BOLUM III
IDARI HUKUMLER
7. Imalatc1 veya imalatcinin Tiirkiye’de ve/veya bir AB
iiyesi lilkede kayith isyerinin bulunmamasi durumunda
yetkili temsilcisi; en son cihaz piyasaya arz edildikten
sonra en az 10 y1l ve implante edilebilir cihazlar i¢in en
az 15 yil siireyle, yetkili otoritelere sunmak iizere
asagidakileri muhafaza eder:

- AB uygunluk beyanini,

- Bu Ekin 2.1’inin besinci bendinde atifta bulunulan
dokiimantasyonu ve oOzellikle 2.2’sinin  ikinci
paragrafinin  (c¢) bendinde atifta  bulunulan
prosediirlerden elde edilen verileri ve kayitlari,

- Bu Ekin 2.4’linde atifta bulunulan degisikliklere
iligkin bilgileri,

- Bu Ekin 4.2’sinde atifta bulunulan dokiimantasyonu
ve

- Bu Ekte atifta bulunuldugu sekilde onaylanmis
kurulusun kararlarini ve raporlarini.

8.  Each Member State shall require that the
documentation referred to in Section 7 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 activity
prior to the end of that period.

8. Tirkiye simnirlar1 igerisinde yerlesik olan bir
imalat¢cinin veya onun yetkili temsilcisinin, bu siirenin
sona ermesinden once iflas etmesi ya da ticari
faaliyetini sonlandirmas: durumunda, bu Ekin 7’sinde
atifta bulunulan siire boyunca, aym yerde atifta
bulunulan  dokiimantasyonun  yetkili  otoritelere
sunulmak {izere muhafaza edilmesini talep eder.

ANNEX X
CONFORMITY ASSESSMENT BASED ON
TYPE-EXAMINATION

EK X
TIiP-INCELEMESINE DAYALI UYGUNLUK
DEGERLENDIRMESI
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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 donglsi
stirecleri ve planlanan cihaz {retiminin ilgili temsili
ornegi de dahil bir cihazin bu Yonetmelik’in ilgili
hiikkiimlerini  yerine getirdigini tespit ettifi 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 address of the
registered place of business of the manufacturer 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
IT and III. The applicant shall make a representative
sample of the device production envisaged (‘type’)
available to the notified body. The notified body may
request other samples as necessary, 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.

_2. Basvuru
Imalatc1; degerlendirilmek {izere, bir onaylanmis
kurulusa bagvuru yapar. Basvuru, asagidakileri igerir:

- Imalatginin adu ile kayitl isyerinin adresini ve bagvuru
yetkili  temsilci tarafindan yapiliyorsa  yetkili
temsilcinin adi ile kayitl igyerinin adresini,

- Ek I ve I'te atifta bulunulan teknik
dokiimantasyonu. Basvuru sahibi, onaylanmis kurulusa
planlanan cihaz tretiminin temsili bir 6rnegini (tipi)
saglar. Onaylanmis kurulus, gerektiginde bagka
ornekler talep edebilir ve

- Ayni tip i¢in bagka bir onaylanmis kurulusa bagvuru
yapilmadigna dair yazili bir beyan1 ya da bagka bir
onaylanmis kurulus tarafindan reddedilmis olan veya
baska bir onaylanmis kurulus nihai degerlendirmesini
yapmadan Once imalat¢1 veya yetkili temsilcisi
tarafindan geri ¢ekilmis 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 regarding the technology
concerned and its clinical application. The notified

3. Degerlendirme

Onaylanmis kurulus:

a) Ilgili teknolojiye ve onun klinik uygulamasina iliskin
kanitlanmis  bilgi ve deneyime sahip personel
aracilifiyla bagvuruyu inceler. Onaylanmis kurulus, bu
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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 the 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 clinical evaluation report in
accordance with Section 4 of Annex XIV. 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 device in question or to the clinical
condition in which it is utilised, for the purposes of
that review;

(d) in circumstances in which the clinical evidence is
based partly or totally 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,

Yonetmelik’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 testleri veya laboratuvar
testlerini yapar ya da bu tir testleri yapmasin
imalatcidan talep eder,

b) Teknik dokiimantasyonu, bu Yonetmelik’in cihaza
uygulanabilir gerekliliklerine uygunluguna yonelik
inceler ve degerlendirir ve tipin bu dokiimantasyona
uygun olarak imal edildigini dogrular; onaylanmis
kurulus, ayrica, 8 inci maddede atifta bulunulan
uygulanabilir standartlara veya uygulanabilir ortak
spesifikasyonlara uygun olarak tasarlanmis pargalari ile
8 inci maddede atifta bulunulan ilgili standartlara veya
ilgili ortak spesifikasyonlara dayanarak tasarlanmamis
parcalar1 kaydeder,

c) Ek XIV’in 4’0 uyarinca klinik degerlendirme
raporunda imalat¢i tarafindan sunulan klinik kanitlar
inceler. Onaylanmis kurulus, yeterli klinik uzmanliga
sahip cihaz inceleyicileri istthdam eder ve gerektigi
takdirde bu inceleme amaglar1 dogrultusunda, s6z
konusu cihazla ya da cihazin kullanildigi klinik durumla
ilgili dogrudan ve giincel deneyime sahip dis klinik
uzmanlara basvurur,

¢) Klinik kanitlarin, degerlendirme kapsamindaki
cihaza benzer veya esdeger oldugu iddia edilen
cihazlardan alinan verilere kismen veya tamamen
dayandigi durumlarda, yeni endikasyonlar ve inovasyon
gibi faktorleri dikkate alarak, bu tiir verileri
kullanmanin uygunlugunu degerlendirir. Onaylanmis
kurulug, iddia edilen esdegerlilik  hakkindaki
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and on the relevance and adequacy of the data for
demonstrating conformity;

(e) clearly document the outcome of its assessment in
a pre-clinical and clinical evaluation assessment report
as part of the EU type examination report referred to
in point (i);

(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;
and

(i) draw up an EU type-examination report on the
results of the assessments and tests carried out under

points (a) to (g).

degerlendirmeleri ile uygunlugu gostermeye yonelik
verilerin  ilgililigi  ve  yeterliligi = hakkindaki
degerlendirmelerini agikc¢a dokiimante eder,

d) (h) bendinde atifta bulunulan AB tip incelemesi
raporunun bir bdliimii olarak, klinik oncesi ve klinik
degerlendirmenin degerlendirilmesi raporunda,
degerlendirmesinin ¢iktisini agik¢a dokiimante eder,

e) 8 inci maddede atifta bulunulan standartlarin veya
ortak spesifikasyonlarin uygulanmamasi durumunda,
imalat¢1 tarafindan benimsenen c¢oziimlerin - bu
Yonetmelik’te  belirlenen genel giivenlilik ve
performans gerekliliklerini karsilayip karsilamadigini
dogrulamak lizere uygun degerlendirmeleri ve gerekli
fiziksel testleri ya da laboratuvar testlerini yapar veya
yaptirir. Cihazin amaclandigi sekilde calismasi igin
bagka bir cihaza veya cihazlara baglanmasinin gerekli
oldugu durumlarda; imalat¢1 tarafindan belirtilen
karakteristiklere sahip olan bu tiir cihaz veya cihazlara
baglandiginda, cihazin genel giivenlilik ve performans
gerekliliklerini karsiladigina dair kanit saglanir,

f) Imalatgmin ilgili uyumlastirilnuis — standartlari
uygulamay1 se¢mesi durumunda, bu standartlarin
gercekten uygulanmis olup olmadigini dogrulamak igin
uygun degerlendirmeleri ve gerekli fiziksel testleri ya
da laboratuvar testlerini yapar veya yaptirir;

g) gerekli degerlendirmelerin ve testlerin yapilacagi yer
konusunda basvuru sahibi ile anlasmaya varir ve

h) (a) ila (f) bentleri kapsaminda yapilan
degerlendirmelerin ve testlerin sonuglar1 hakkinda bir
AB tip-incelemesi raporu hazirlar.
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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 the
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 Yonetmelik’e uyuyor ise onaylanmis kurulus bir
AB tip-inceleme sertifikas1 diizenler. Sertifika;
imalatginin - adi ve adresini, tip incelemesi
degerlendirmesinin sonuglarini, sertifikanin gegerlilik
sartlarini ve onaylanmis tipin tanimlanmasi i¢in gereken
verileri igerir. Sertifika, Ek XII uyarinca hazirlanir.
Dokiimantasyonun ilgili boliimleri sertifikaya eklenir
ve bir sureti onaylanmig 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
kullannom 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 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. Kullanom amacinin ve kullanim sartlarinin
sinirlandirilmas1  da  dahil onaylanmis cihazdaki
degisiklikler; bu tiir degisikliklerin genel giivenlilik ve
performans gerekliliklerine veya firiiniin kullanimina
yonelik 6ngoriilen sartlara uygunlugu etkileyebilecegi
durumlarda AB tip-inceleme sertifikasin1 diizenleyen
onaylanmis kurulustan onay gerektirir. Onaylanmis
kurulus; planlanan degisiklikleri inceler, imalatciya
kararin1 bildirir ve AB tip-incelemesi raporuna yapilan
bir tamamlayic1 belge sunar. Onaylanmis tipteki her
degisikligin onayi, AB tip-inceleme sertifikasina
tamamlayici bir belge 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

5.3. Onaylanmis cihazin kullanim amacindaki ve
kullanim sartlarindaki degisiklikler, kullanim amacinin
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use, shall necessitate a new application for a
conformity assessment.

ve kullanim sartlariin sinirlandirilmasi harig, yeni bir
uygunluk degerlendirme basvurusunu gerekli kilar.

6. Specific additional procedures

Section 5 of Annex IX shall apply with the proviso that
any reference to an EU technical documentation
assessment certificate shall be understood as a
reference to an EU type-examination certificate.

6. Spesifik ilave prosediirler

AB teknik dokiimantasyon degerlendirme sertifikasina
yonelik herhangi bir atfin AB tip-inceleme sertifikasina
yonelik bir atif olarak kabul edilmesi sartiyla, Ek IX’un
5’1 uygulanir.

7. 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, and in the case of implantable
devices no sooner than 15 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,
and

— copies of EU type-examination certificates,
scientific  opinions and reports and their
additions/supplements.

Section 8 of Annex IX shall apply.

7. Idari hiikiimler

Imalatg1 veya imalatgiin Tiirkiye’de ve/veya bir AB
iiyesi lilkede kayith isyerinin bulunmamasi durumunda
yetkili temsilcisi; en son cihaz piyasaya arz edildikten
sonra en az 10 y1l ve implante edilebilir cihazlar i¢in en
az 15 yil siireyle, yetkili otoritelere sunmak iizere
asagidakileri muhafaza eder:

- Bu Ekin 2’sinin ikinci bendinde atifta bulunulan
dokiimantasyonu,

- Bu Ekin 5’inde atifta bulunulan degisikliklere iliskin
bilgileri ve

- AB tip-inceleme sertifikalarinin, bilimsel goriis ve
raporlarin ve onlarin eklerinin/tamamlayici
dokiimanlarmin suretlerini.

Ek IX’un 8’1 uygulanir.

ANNEX XI
CONFORMITY ASSESSMENT BASED ON
PRODUCT CONFORMITY VERIFICATION

1. The objective of the conformity assessment based
on product conformity verification is to ensure that
devices conform to the type for which an EU type-
examination certificate has been issued, and that they

EK XI
URUN UYGUNLUK DOGRULAMASINA
DAYALI UYGUNLUK DEGERLENDIRMESI

1. Uriin uygunluk dogrulamasma dayali uygunluk
degerlendirmesinin hedefi; cihazlarin, bir AB tip-
inceleme sertifikasinin diizenlenmis oldugu tipe uygun
olmasimni ve onlara uygulanan bu Yd&netmelik’in
hiikiimlerini karsilamasini saglamaktir.
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meet the provisions of this Regulation which apply to
them.

2. Where an EU type-examination certificate has been
issued in accordance with Annex X, the manufacturer
may either apply the procedure set out in Part A
(production quality assurance) or the procedure set out
in Part B (product verification) of this Annex.

2. Bir AB tip-inceleme sertifikasinin Ek X uyarinca
diizenlenmis olmas1 durumunda, imalat¢1; bu Ekin ya A
Kisminda belirtilen prosediirii (iiretim kalite giivencesi)
ya da B Kisminda belirtilen prosediirii (iiriin
dogrulama) uygular.

3. By way of derogation from Sections 1 and 2 above,
the procedures in this Annex coupled with the drawing
up of technical documentation as set out in Annexes I1
and III may also be applied by manufacturers of class
IIa devices.

3. Bu Ekin 1 ve 2’sine istisna olarak, Ek II ve Ek III’te
belirtildigi sekilde hazirlanan teknik dokiimantasyon ile
birlikte bu Ekteki prosediirler smif Ila cihazlarin
imalatcilari tarafindan da uygulanabilir.

PART A
PRODUCTION QUALITY ASSURANCE

4. The manufacturer shall ensure that the quality
management system approved for the manufacture of
the devices concerned is implemented, shall carry out
a final verification, as specified in Section 6, and shall
be subject to the surveillance referred to in Section 7.

KISIM A
URETIM KALITE GUVENCESI

4. Imalatc; ilgili cihazlarin imalat i¢in onaylanan kalite
yonetim sisteminin uygulanmasmi saglar, bu Ekin
6’sinda belirtildigi sekilde bir nihai dogrulama yapar ve
7’sinde atifta bulunulan gézetime tabi olur.

5. When the manufacturer fulfils the obligations laid
down in Section 4, it shall draw up and keep an EU
declaration of conformity in accordance with Article
19 and Annex IV for the device covered by the
conformity assessment procedure. By issuing an EU
declaration of conformity, the manufacturer shall be
deemed to ensure and to declare that the device
concerned conforms to the type described in the EU
type-examination  certificate  and meets the
requirements of this Regulation which apply to the
device.

5. Imalatc1; bu Ekin 4’{inde belirtilen yiikiimliiliikleri
yerine  getirdiginde,  uygunluk  degerlendirme
prosediiriiniin kapsadigi cihaz i¢in 19 uncu madde ve Ek
IV uyarinca bir AB uygunluk beyan1 hazirlar ve onu
muhafaza eder. Imalatgmnin AB uygunluk beyani
diizenleyerek; ilgili cihazin, AB tip-inceleme
sertifikasinda tanimlanan tipe uydugunu ve bu
Yonetmelik’in  cihaza uygulanan gerekliliklerini
karsiladigin1 garanti ve beyan ettigi kabul edilir.

6. Quality management system

6. Kalite yonetim sistemi
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6.1. 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
IT and I1II for the types approved, and

— 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.

6.1. Imalatgi; kalite yOonetim sisteminin
degerlendirilmesi i¢in bir onaylanmis kurulusa bagvuru
yapar. Bu bagvuru:

- Ek IX’un 2.1’inde listelenen tiim dgeleri,

- Onaylanmis tipler icin; Ek II ve Ek Il’te atifta
bulunulan teknik dokiimantasyonu ve

- Ek X’un 4’linde atifta bulunulan AB tip-inceleme
sertifikalarinin bir suretini igerir. AB tip-inceleme
sertifikalar1 bagvurunun yapildigir onaylanmis kurulus
tarafindan diizenlenmisse, teknik dokiimantasyon ile
giincellemelerine ve diizenlenen sertifikalara yonelik
atif bagvuruya ayrica dahil edilir.

6.2. 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.
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.

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.

6.2. Kalite yonetim sisteminin uygulanmasi; AB tip-
inceleme sertifikasinda tanimlanan tiple ve bu
Yonetmelik’in cihazlara her asamada uygulanan
hiikiimleriyle uyumlulugu saglayacak sekildedir.
Imalatg1 tarafindan kalite yOnetim sistemine yonelik
benimsenen tiim ogeler, gereklilikler ve hiikiimler;
kalite el kitabi ile kalite programlari, kalite planlar1 ve
kalite kayitlar1 gibi yazili politikalar ve prosediirler
bi¢iminde, sistematik ve diizenli bir sekilde dokiimante
edilir.

Bu dokiimantasyon, 6zellikle, Ek IX’un 2.2’sinin (a),
(b), (¢) ve (d) bentlerinde listelenen tiim 6gelerin yeterli
bir tanimini igerir.

6.3. The first and second paragraph 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 that it
conforms to the relevant provisions of this Regulation,

6.3.Ek IX’un 2.3’linlin birinci ve ikinci paragrafi
uygulanir.

Kalite yoOnetim sistemi, cihazlarin AB tip-inceleme
sertifikasinda tanimlanan tipe uymasini saglamakta ve
bu Yonetmelik’in ilgili hiikiimlerine uymakta ise,
onaylanmis kurulus bir AB kalite giivence sertifikasi
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the notified body shall issue an EU 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.

diizenler. Onaylanmis kurulus, sertifika diizenleme
kararin1 imalat¢iya bildirir. Bu karar, onaylanmis
kurulusun denetim sonuglarin1 ve gerekgeli bir
degerlendirmeyi igerir.

6.4. Section 2.4 of Annex IX shall apply.

6.4. Ek IX’un 2.4’ uygulanir.

7. 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.

In the case of class III devices, surveillance shall also
include a check that the quantities of produced or
purchased raw material or crucial components
approved for the type and correspond to the quantities
of finished devices.

7. Gozetim
Ek IX’un; 3.1’1, 3.2’sinin birinci, ikinci ve dordiincii
bentleri, 3.3, 3.4, 3.6 ve 3.7’°si uygulanir.

Smif III cihazlar s6z konusu oldugunda gozetim;
iiretilen veya satin alinan ham maddelerin veya kritik
bilesenlerin miktarlarinin tip i¢in onaylandigina ve
bitmis cihazlarin miktarlarina karsilik geldigine dair bir
kontrolii de igerir.

8. Batch verification in the case of devices
incorporating, as an integral part, a medicinal
substance which, if used separately, would be
considered to be a medicinal product derived from
human blood or human plasma referred to in Article
1(8).

Upon completing the manufacture of each batch of
devices that incorporate, as an integral part, a
medicinal substance which, if used separately, would
be considered to be a medicinal product derived from
human blood or human plasma referred to in the first
subparagraph of Article 1(8), the manufacturer shall
inform the notified body of the release of the batch of
devices and send it the official certificate concerning
the release of the batch of human blood or plasma
derivative used in the device, issued by a Member
State laboratory or a laboratory designated for that

8. Ayn olarak kullanildiginda 1 inci maddenin
sekizinci fikrasinda atifta bulunuldugu sekilde insan
kam veya insan plazmasindan elde edilen bir tibbi
iiriln oldugu kabul edilebilen bir tibbi maddeyi
biitiinlesik bir parca olarak ihtiva eden cihazlar soz
konusu oldugunda, parti dogrulamasi

Ayrt olarak kullanildiginda, 1 inci maddenin sekizinci
fikrasinin ikinci ciimlesinde atifta bulunuldugu sekilde
insan kan1 veya insan plazmasindan elde edilen bir tibbi
irtin oldugu kabul edilebilen bir tibbi maddeyi
biitiinlesik bir parca olarak ihtiva eden cihazlarin her bir
partisinin  imalatinin  tamamlanmas1  sonrasinda
imalat¢i; cihaz partisinin = serbest  birakilmasinm
onaylanmis kurulusa bildirir ve Beseri Tibbi Uriinler
Ruhsatlandirma ~ Yonetmeligi  uyarinca,  ulusal
bir laboratuvar veya Kurum tarafindan bu amagla kabul
edilmis bir laboratuvar tarafindan diizenlenen, cihazda
kullanilan insan kanmi veya plazma tiirevi partisinin
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purpose by a Member State in accordance with Article
114(2) of Directive 2001/83/EC.

serbest birakilmas1 ile ilgili resmi sertifikay1
onaylanmis kurulusa gonderir.

9. 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, and in the case of implantable
devices no sooner than 15 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 8 of Annex IX shall apply.

9. idari hiikiimler

Imalat¢1 veya imalatginin Tiirkiye’de ve/veya bir AB
iiyesi lilkede kayitli igyerinin bulunmamas: durumunda
yetkili temsilcisi; en son cihaz piyasaya arz edildikten
sonra en az 10 yil ve implante edilebilir cihazlar i¢in en
az 15 yil siireyle, yetkili otoritelere sunmak {iizere
asagidakileri muhafaza eder:

- AB uygunluk beyanini,

- Ek IX’un 2.1’inin besinci bendinde atifta bulunulan
dokiimantasyonu,

- Ek X’da atifta bulunulan AB tip-inceleme sertifikasi
dahil, Ek IX’un 2.1’inin sekizinci bendinde atifta
bulunulan dokiimantasyonu,

- Ek IX’un 2.4’linde atifta bulunulan degisikliklere
iliskin bilgileri ve

- Ek IX’un 2.3, 3.3 ve 3.4’linde atifta bulunuldugu
sekilde onaylanmis kurulusun kararlarini ve raporlarini.
Ek IX’un 8’1 uygulanir.

10. Application to class Ila devices

10.1. By way of derogation from Section 5, by virtue
of the EU declaration of conformity the manufacturer
shall be deemed to ensure and to declare that the class
IIa devices in question are manufactured in conformity
with the technical documentation referred to in
Annexes Il and III and meet the requirements of this
Regulation which apply to them.

10. Sinif IIa cihazlara yonelik uygulama

10.1. Bu Ekin 5’inden istisna olarak, AB uygunluk
beyanina binaen imalat¢inin; séz konusu smif Ila
cihazlarin, Ek II ve Ek III’te atifta bulunulan teknik
dokiimantasyona uygun olarak imal edildigini ve onlara
uygulanan  bu  Yonetmelik’in  gerekliliklerini
karsiladigin1 garanti ve beyan ettigi kabul edilir.

10.2. For class Ila devices the notified body shall
assess, as part of the assessment referred to in Section
6.3, whether the technical documentation as referred

10.2. Smif IIa cihazlar s6z konusu oldugunda
onaylanmis kurulus; bu Ekin 6.3’iinde atifta bulunulan
degerlendirmenin bir boliimii olarak, temsili bir temelde
secilen cihazlar i¢in Ek Il ve Ek III’te atifta bulunuldugu
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to in Annexes II and III for the devices selected on a
representative basis is compliant with this Regulation.

In choosing a representative sample or samples of
devices, the notified body shall take into account the
novelty of the technology, similarities in design,
technology, manufacturing and sterilisation methods,
the intended use and the results of any previous
relevant assessments (e.g. with regard to physical,
chemical, biological or clinical properties) that have
been carried out in accordance with this Regulation.
The notified body shall document its rationale for the
sample or samples of devices taken.

sekilde teknik dokiimantasyonun bu Yonetmelik ile
uyumlu olup olmadigini degerlendirir.

Onaylanmis kurulus cihazlarin temsili bir 6rnegini veya
orneklerini  segerken;  teknolojinin  yeniligini,
tasarimdaki benzerlikleri, teknolojiyi, imalat ve
sterilizasyon yontemlerini, kullanim amacim1 ve bu
Yonetmelik uyarmca ylriitilmiis olan fiziksel,
kimyasal, biyolojik veya klinik ozelliklere iligskin
olanlar gibi 6nceki ilgili degerlendirmelerin sonuglarini
dikkate alir. Onaylanmis kurulus, alinan cihaz 6rnegine
veya Orneklerine yonelik gerekcesini dokiimante eder.

10.3. Where the assessment under Section 10.2.
confirms that the class Ila devices in question conform
to the technical documentation referred to in Annexes
IT and III and meet the requirements of this Regulation
which apply to them, the notified body shall issue a
certificate pursuant to this Part of this Annex.

10.3. Bu Ekin 10.2’si kapsamindaki degerlendirmenin,
s0z konusu smif Ila cihazlarin Ek II ve Ek III’te atifta
bulunulan teknik dokiimantasyona uydugunu ve bu
Yonetmelik’in  onlara uygulanan  gerekliliklerini
karsiladigin1  teyit etmesi durumunda onaylanmis
kurulus; bu Ekin bu Kismi uyarinca bir sertifika
diizenler.

10.4. Samples additional to those taken for the initial
conformity assessment of devices shall be assessed by
the notified body as part of the surveillance
assessment referred to in Section 7.

10.4. Cihazlarim ilk uygunluk degerlendirmesi igin
alinmig Orneklere ilave olarak alinan Ornekler,
onaylanmis kurulus tarafindan, bu Ekin 7’sinde atifta
bulunulan gozetim degerlendirmesinin bir boliimii
olarak degerlendirilir.

10.5. By way of derogation from Section 6, the
manufacturer or 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 technical documentation referred to in Annexes
II and III, and

10.5. Bu Ekin 6’sindan istisna olarak, imalat¢1 veya
onun yetkili temsilcisi en son cihaz piyasaya arz
edildikten sonra en az 10 yil siireyle, yetkili otoritelere
sunmak iizere asagidakileri muhafaza eder:

- AB uygunluk beyanini,
- Ek II ve Ek III'te atifta bulunulan teknik
dokiimantasyonu ve
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— the certificate referred to in Section 10.3.
Section 8 of Annex IX shall apply.

- Bu Ekin 10.3’{linde atifta bulunulan sertifikay1.
Ek IX’un 8’1 uygulanir.

PART B
PRODUCT VERIFICATION

11. Product verification shall be understood to be the
procedure whereby after examination of every
manufactured device, the manufacturer, by issuing an
EU declaration of conformity in accordance with
Article 19 and Annex IV, shall be deemed to ensure
and to declare that the devices which have been
subject to the procedure set out in Sections 14 and 15
conform to the type described in the EU type-
examination certificate and meet the requirements of
this Regulation which apply to them.

KISIM B
URUN DOGRULAMASI

11. Uriin dogrulamasi; imal edilmis her cihazin
incelenmesinden sonra imalat¢inin, 19 uncu madde ve
Ek IV uyarinca bir AB uygunluk beyam diizenlemek
suretiyle, bu Ekin 14 ve 15’inde belirtilen prosediire tabi
olan cihazlarin AB tip-inceleme sertifikasinda
tanimlanan tipe uydugunu ve bu Yonetmelik’in bu
cihazlara wuygulanan gerekliliklerini  karsiladiginm
garanti ve beyan ettiginin kabul edildigi prosediir olarak
anlagilir.

12. The manufacturer shall take all the measures
necessary to ensure that the manufacturing process
produces devices which conform to the type described
in the EU type-examination certificate and to the
requirements of the Regulation which apply to them.
Prior to the start of manufacture, the manufacturer
shall prepare documents defining the manufacturing
process, in particular as regards sterilisation where
necessary, together with all routine, pre-established
procedures to be implemented to ensure homogeneous
production and, where appropriate, conformity of the
devices with the type described in the EU type-
examination certificate and with the requirements of
this Regulation which apply to them.

In addition, for devices placed on the market in a
sterile condition, and only for those aspects of the
manufacturing process designed to secure and

12. imalatg1; imalat siirecinin, AB tip-inceleme
sertifikasinda tanimlanan tipe ve bu Yonetmelik’in
uygulanan gerekliliklerine uygun cihazlar liretmesini
saglamak iizere gerekli tiim onlemleri alir. Imalatin
baslamasindan oOnce imalat¢1; Ozellikle gerekli
oldugunda sterilizasyonla ilgili olanlar basta olmak
iizere imalat siireclerini tanimlayan ve bununla birlikte
homojen iiretim ve uygun oldugu yerde cihazlarin AB
tip-inceleme sertifikasinda tanimlanan tipe ve onlara
uygulanan  bu  Yonetmelik’in  gerekliliklerine
uygunlugunu saglamak ig¢in uygulanacak, Onceden
belirlenmis, rutin prosediirleri tanimlayan dokiimanlar
hazirlar.

Ilaveten, imalatg1; piyasaya steril olarak arz edilen
cihazlar i¢in ve yalnizca imalat siirecinin steriliteyi
korumak ve siirdiirmek i¢in tasarlanan ilgili hususlari
icin bu Ekin 6 ve 7’sindeki hiikiimleri uygular.
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maintain sterility, the manufacturer shall apply the
provisions of Sections 6 and 7.

13. The manufacturer shall undertake to institute and
keep up to date a post-market surveillance plan,
including a PMCEF plan, and the procedures ensuring
compliance with the obligations of the manufacturer
resulting from the provisions on vigilance and post-
market surveillance system set out in Chapter VII.

13. Imalatg1; piyasaya arz sonrasi klinik takip plam
dahil, piyasaya arz sonrasi gozetim plan1 ile bu
Yonetmelik’in yedinci Kisim’inda belirtilen vijilans ve
piyasaya arz sonrasi gozetim ve denetim sistemine
iliskin  hiikiimlerden = dogan  yiikiimliiliiklerine
uygunlugu saglayan prosediirler olusturmay1 ve giincel
tutmayi taahhiit eder.

14. The notified body shall carry out the appropriate
examinations and tests in order to verify the
conformity of the device with the requirements of the
Regulation by examining and testing every product as
specified in Section 15.

The examinations and tests referred to in the first
paragraph of this Section shall not apply to aspects of
the manufacturing process designed to secure sterility.

14. Onaylanmis kurulus, bu Ekin 15’inde belirtildigi
sekilde her iiriinii inceleyerek ve test ederek cihazin bu
Yonetmelik’in gerekliliklerine uygunlugunu
dogrulamak amaciyla uygun incelemeler ve testler
yiriitiir.

Birinci paragrafta atifta bulunulan incelemeler ve
testler, imalat siirecinin steriliteyi korumak igin
tasarlanan ilgili hususlarina uygulanmaz.

15. Verification by examination and testing of every
product

15.1. Every device shall be examined individually and
the appropriate physical or laboratory tests as defined
in the relevant standard or standards referred to in
Article 8, or equivalent tests and assessments, shall be
carried out in order to verify, where appropriate, the
conformity of the devices with the type described in
the EU type- examination certificate and with the
requirements of this Regulation which apply to them.

15. Her iiriiniin incelenmesi ve test edilmesi yoluyla
dogrulama

15.1. Her cihaz ayr1 ayr incelenir ve uygun oldugu
hallerde cihazlarin AB tip-inceleme sertifikasinda
tanimlanan tipe ve bu Yonetmelik’in onlara uygulanan
gerekliliklerine uygunlugunu dogrulamak amaciyla, 8
inci maddede atifta bulunulan ilgili standart veya
standartlarda tanimlandig1 sekilde uygun fiziksel testler
veya laboratuvar testleri ya da esdeger testler ve
degerlendirmeler yiiriitiiliir.

15.2. The notified body shall affix, or have affixed, its
identification number to each approved device and
shall draw up an EU product verification certificate
relating to the tests and assessments carried out.

15.2. Onaylanmis kurulus; onaylanmis her cihaza,
kendi kimlik numarasmni ilistirir ya da ilistirtir ve
yapilan testler ve degerlendirmeler ile ilgili bir AB iiriin
dogrulama sertifikasi hazirlar.

16. Batch verification in the case of devices
incorporating, as an integral part, a medicinal

16. Ayn olarak kullanildiginda 1 inci maddenin
sekizinci fikrasinda atifta bulunulan insan kani veya
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substance which, if used separately, would be
considered to be a medicinal product derived from
human blood or human plasma referred to in Article
1(8).

Upon completing the manufacture of each batch of
devices that incorporate, as an integral part, a
medicinal substance which, if used separately, would
be considered to be a medicinal product derived from
human blood or human plasma referred to in the first
subparagraph of Article 1(8), the manufacturer shall
inform the notified body of the release of the batch of
devices and send it the official certificate concerning
the release of the batch of human blood or plasma
derivative used in the device, issued by a Member
State laboratory or a laboratory designated for that
purpose by a Member State in accordance with Article
114(2) of Directive 2001/83/EC.

insan plazmasindan elde edilen bir tibbi iiriin
oldugu kabul edilebilen bir tibbi maddeyi biitiinlesik
bir parc¢a olarak ihtiva eden cihazlar soz konusu
oldugunda, parti dogrulamasi

Ayrt olarak kullanildiginda, 1 inci maddenin sekizinci
fikrasinin ikinci ciimlesinde atifta bulunuldugu sekilde
insan kan1 veya insan plazmasindan elde edilen bir tibbi
irlin oldugu kabul edilebilen bir tibbi maddeyi,
biitiinlesik bir parca olarak ihtiva eden cihazlarin her bir
partisinin  imalatinin ~ tamamlanmas1  sonrasinda
imalat¢i; cihaz partisinin = serbest  birakilmasin
onaylanmis kurulusa bildirir ve Beseri Tibbi Uriinler
Ruhsatlandirma ~ Yonetmeligi  uyarinca,  ulusal
bir laboratuvar veya Kurum tarafindan bu amagla kabul
edilmis bir laboratuvar tarafindan diizenlenen, cihazda
kullanilan insan kani veya plazma tiirevi partisinin
serbest birakilmas1 ile ilgili resmi sertifikay1
onaylanmis kurulusa gonderir.

17. Administrative provisions

The manufacturer or its authorised representative
shall, for a period ending no sooner than 10 years, and
in the case of implantable devices no sooner than 15
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 Section 12,

— the certificate referred to in Section 15.2, and

— the EU type-examination certificate referred to in
Annex X.

Section 8 of Annex IX shall apply.

17. Idari hiikiimler

Imalat¢1 veya yetkili temsilcisi; en son cihaz piyasaya
arz edildikten sonra en az 10 yil ve implante edilebilir
cihazlar i¢in 15 yil siireyle, yetkili otoritelere sunmak
izere asagidakileri muhafaza eder:

- AB uygunluk beyanini,

- Bu Ekin 12’sinde atifta bulunulan dokiimantasyonu,

- Bu Ekin 15.2’sinde atifta bulunulan sertifikay1 ve

- Ek X’da atifta bulunulan AB tip-inceleme
sertifikasini.

Ek IX’un 8’1 uygulanir.

18. Application to class Ila devices

18. Sinif Ila cihazlara yonelik uygulama
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18.1. By way of derogation from Section 11, by virtue
of the EU declaration of conformity the manufacturer
shall be deemed to ensure and to declare that the class
IIa devices in question are manufactured in conformity
with the technical documentation referred to in
Annexes II and III and meet the requirements of this
Regulation which apply to them.

18.1. Bu Ekin 11’inden istisna olarak, AB uygunluk
beyanina binaen imalat¢inin; séz konusu smif Ila
cihazlarin, Ek II ve Ek III’te atifta bulunulan teknik
dokiimantasyona uygun olarak imal edilmesini ve bu
Yonetmelik’in bu cihazlara uygulanan gerekliliklerini
karsilamasini garanti ve beyan ettigi kabul edilir.

18.2. The verification conducted by the notified body
in accordance with Section 14 is intended to confirm
the conformity of the class Ila devices in question with
the technical documentation referred to in Annexes II
and III and with the requirements of this Regulation
which apply to them.

18.2. Bu Ekin 14’ uyarinca onaylanmis kurulus
tarafindan yliriitiilen dogrulamanin; s6z konusu sinif Ila
cihazlarin, Ek II ve Ek III’te atifta bulunulan teknik
dokiimantasyona ve bu Yonetmelik’in bu cihazlara
uygulanan gerekliliklerine uygunlugunu teyit etmesi
amaglanir.

18.3. If the verification referred to in Section 18.2
confirms that the class Ila devices in question conform
to the technical documentation referred to in Annexes
IT and III and meet the requirements of this Regulation
which apply to them, the notified body shall issue a
certificate pursuant to this Part of this Annex.

18.3. Bu Ekin 18.2’sinde atifta bulunulan dogrulama,
soz konusu smif Ila cihazlari, Ek II ve Ek III’te atifta
bulunulan teknik dokiimantasyona ve bu Y 6netmelik’in
bu cihazlara uygulanan gerekliliklerine uygun oldugunu
teyit ederse, onaylanmis kurulus bu Ekin bu Kismi
uyarinca bir sertifika diizenler.

18.4. By way of derogation from Section 17, the
manufacturer or 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 technical documentation referred to in Annexes
II and III, and

— the certificate referred to in Section 18.3.

Section 8 of Annex IX shall apply.

18.4. Bu Ekin 17’sinden istisna olarak, imalat¢1 veya
yetkili temsilcisi, en son cihaz piyasaya arz edildikten
sonra en az 10 yil silireyle yetkili otoritelere sunmak
iizere asagidakileri muhafaza eder:

- AB uygunluk beyanini,

- Ek II ve Ek III’'te atifta bulunulan teknik
dokiimantasyonu ve

- Bu Ekin 18.3’iinde atifta bulunulan sertifikayi.

Ek IX’un 8’1 uygulanir.

ANNEX XII
CERTIFICATES ISSUED BY A NOTIFIED
BODY

EK XII
BiR ONAYLANMIS KURULUS TARAFINDAN
DUZENLENEN SERTIFIKALAR
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CHAPTER I
GENERAL REQUIREMENTS

1. Certificates shall be drawn up in one of the official
languages of the Union.

BOLUM I
GENEL GEREKLILIiKLER

1. Sertifikalar, Tiirk¢e ve/veya resmi AB dillerinden
birinde diizenlenir.

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 30.

3. Sertifikalar, yalnizca bir imalat¢1 i¢in diizenlenir.
Sertifikada yer alan imalatginin adi1 ve adresi, 30 uncu
maddede atifta  bulunulan elektronik  sisteme
kaydedilenler ile ayni olur.

4. The scope of the certificates shall unambiguously
identify the device or devices covered:

(@) EU technical documentation assessment
certificates, EU type-examination certificates and EU
product verification certificates shall include a clear
identification, including the name, model and type, of
the device or devices, the intended purpose, as
included 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 27(6);

(b) EU quality management system certificates and
EU quality assurance certificates shall include the
identification of the devices or groups of devices, the
risk classification, and, for class IIb devices, the
intended purpose.

4. Sertifikalarin  kapsami, kapsadigi cihaz1 veya
cihazlar agik bir sekilde tanimlar:

a) AB teknik dokiimantasyon degerlendirme
sertifikalari, AB tip-inceleme sertifikalar1 ve AB iirlin
dogrulama sertifikalari; ad, model ve tip dahil olmak
iizere cihaz veya cihazlarin acik bir tanimlamasini,
imalat¢1 tarafindan kullanim kilavuzuna eklendigi
sekilde ve cihazin tabi tutuldugu uygunluk
degerlendirme prosediiriiyle ilgili kullanim amacini,
risk siifini ve 27 inci maddenin altinc fikrasinda atifta
bulunuldugu sekilde Temel UDI-DI’y1 igerir.

b) AB kalite yonetim sistemi sertifikalar1 ve AB kalite
giivence sertifikalari; cihazlarin veya cihaz gruplariin
tanimlamasini, risk sinifin1 ve smif IIb cihazlar igin
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

5. Onaylanmis kurulus; talep tizerine, hangi (miinferit)
cihazlarin sertifika kapsaminda oldugunu
gosterebilecektir. Onaylanmis kurulus;
simiflandirmalar1  dahil  olmak iizere, sertifika
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enables the determination of the devices, including
their classification, covered by the certificate.

kapsamindaki cihazlarin belirlenmesini saglayan bir
sistem kurar.

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 Y Onetmelik uyarinca diizenlenmis
bagka bir sertifikanin gerekmesi durumunda buna
iliskin bir not igerir.

7. EU quality management system certificates and EU
quality assurance certificates for class I devices for
which the involvement of a notified body is required
pursuant to Article 52(7) shall include a statement that
the audit by the notified body of the quality
management system was limited to the aspects
required under that paragraph.

7. 52 inci maddenin yedinci fikrasi uyarinca bir
onaylanmis kurulusun dahil olmasini gerektiren sinif I
cihazlara yonelik AB kalite yonetim sistemi sertifikalar1
ve AB kalite giivence sertifikalari; onaylanmis kurulus
tarafindan yapilan kalite yonetim sistemi denetiminin,
s0z konusu fikra kapsaminda gerekli olan hususlarla
sinirlandirildigina dair bir ifade 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, 6nceki sertifikaya ve
onun diizenlenme tarihine bir atif icerir.

CHAPTER II
MINIMUM CONTENT OF THE
CERTIFICATES
1. name, address and identification number of the
notified body;

BOLUM 11 )
SERTIFIKALARIN ASGARI ICERIGI

1. Onaylanmis kurulusun adi, adresi ve kimlik
numarasi,

2. name and address of the manufacturer and, if
applicable, of the authorised representative;

2. Imalat¢min ve uygulanabildigi hallerde yetkili
temsilcinin ad1 ve adresi,

3. unique number identifying the certificate;

3. Sertifikay1 tanimlayan 6zgiin numara,

4. if already issued, the SRN of the manufacturer
referred to in to Article 31(2);

4. Halihazirda verilmis ise 31 inci maddenin ikinci
fikrasinda atifta bulunulan, imalatcinin miinferit kayit
numaraslt,

5. date of issue;

5. Diizenlenme tarihi,

6. date of expiry;

6. Gegerlilik (bitis) tarihi,
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7. data needed for the unambiguous identification of
the device or devices where applicable as specified in
Section 4 of Part I

7. Uygulanabildigi hallerde; bu Ekin I. Bdliimiiniin
4’tiinde belirtildigi sekilde cihazin veya cihazlarin
acik¢a tanimlanmasi i¢in gerekli veriler,

8. if applicable, reference to any previous certificate as
specified in Section 8 of Chapter I;

8. Uygulanabildigi hallerde; bu Ekin 1. Boliimiiniin
8’inde belirtildigi sekilde onceki her sertifikaya atif,

9. reference to this Regulation and the relevant Annex
in accordance with which the conformity assessment
has been carried out;

9. Bu Yonetmelik’e ve uygunluk degerlendirmesinin
yuritildigi ilgili eke atif,

10. examinations and tests performed, e.g. reference to
relevant CS, harmonised standards, test reports and
audit report(s);

10. Gergeklestirilen incelemeler ve testler, orn. ilgili
ortak spesifikasyonlara, uyumlastirilmis standartlara,
test raporlarina ve denetim raporuna/raporlarina atif,

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;

11. Uygulanabildigi hallerde; teknik dokiimantasyonun
ilgili boliimlerine veya kapsadigi cihaz veya cihazlarin
piyasaya arzi i¢in gerekli olan diger sertifikalara atif,

12. if applicable, information about the surveillance by
the notified body;

12. Uygulanabildigi hallerde; onaylanmis kurulus
tarafindan yapilan gozetim hakkinda bilgiler,

13. conclusions of the notified body's conformity
assessment with regard to the relevant Annex;

13. Ilgili eke iliskin onaylanmis kurulusun uygunluk
degerlendirmesinin sonuglari,

14. conditions for or limitations to the validity of the
certificate;

14. Sertifikanin gecerliligine yonelik kosullar veya
smirlamalar,

15. legally binding signature of the notified body in
accordance with the applicable national law.

15. Uygulanabilir ulusal mevzuat uyarinca onaylanmig
kurulusun yasal olarak baglayici imzasi.

ANNEX XIII
PROCEDURE FOR CUSTOM-MADE DEVICES

1. For custom-made devices, the manufacturer or its
authorised representative shall draw up a statement
containing all of the following information:

— the name and address of the manufacturer, and of
all manufacturing sites,

EK XIII
ISMARLAMA IMAL EDILEN CIHAZLARA
YONELIiK PROSEDUR
1. Ismarlama imal edilen cihazlar i¢in, imalat¢1 veya
yetkili temsilcisi asagidaki bilgilerin tiimiinii i¢eren bir
bildirim hazirlar:

- Imalat¢inin ve tiim imalat tesislerinin ad1 ve adresi,
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— if applicable, the name and address of the
authorised representative,

— data allowing identification of the device in
question,

— a statement that the device is intended for exclusive
use by a particular patient or user, identified by name,
an acronym or a numerical code,

— the name of the person who made out the
prescription and who is authorised by national law by
virtue of their professional qualifications to do so, and,
where applicable, the name of the health institution
concerned,

— the specific characteristics of the product as
indicated by the prescription,

— a statement that the device in question conforms to
the general safety and performance requirements set
out in Annex I and, where applicable, indicating which
general safety and performance requirements have not
been fully met, together with the grounds,

— where applicable, an indication that the device
contains or incorporates a medicinal substance,
including a human blood or plasma derivative, or
tissues or cells of human origin, or of animal origin as
referred to in Regulation (EU) No 722/2012.

- Uygulanabildigi hallerde; yetkili temsilcinin adi ve
adresi,

- S0z konusu cihazin tanimlanmasina olanak saglayan
veriler,

- Cihazin yalnizca; ad, kisaltma veya niimerik bir kod
ile tanimlanmis belirli bir hasta veya kullanici
tarafindan kullanilmasinin amaglandigina dair bir ifade,
- Mesleki yeterliliklerine binaen ulusal mevzuat
uyarinca yetkilendirilen, receteyi yazan kisinin adi ve
uygulanabildigi yerde, ilgili saglik kurumunun adi,

- Regetede belirtildigi sekilde iiriiniin spesifik
karakteristikleri,

- S0z konusu cihazin Ek I’de belirtilen genel giivenlilik
ve performans gerekliliklerine uyduguna dair ve
uygulanabildigi hallerde gerekceleri ile birlikte hangi
genel giivenlilik ve performans gerekliliklerinin tam
olarak karsilanmadigini belirten bir agiklama,

- Uygulanabildigi hallerde; cihazin, bir insan kani veya
plazma tiirevi veya insan kaynakli ya da (AB) 722/2012
sayil1 Tiiziik’te atifta bulunuldugu sekilde hayvan
kaynakli dokular veya hiicreler dahil bir tibbi madde
icerdigine veya ihtiva ettigine dair bir isaret.

2. The manufacturer shall undertake to keep available
for the competent national authorities documentation
that indicates its manufacturing site or sites and allows
an understanding to be formed of the design,
manufacture and performance of the device, including
the expected performance, so as to allow assessment
of conformity with the requirements of this
Regulation.

2. Imalatg;; bu Yonetmelik’in  gerekliliklerine
uygunlugun degerlendirilmesine imkan saglayacak
sekilde, imalat tesisini veya tesislerini belirten ve
beklenen performans dahil cihazin tasarim, imalat ve
performansini anlamaya olanak saglayan
dokiimantasyonu, yetkili  otoriteler icin hazir
bulundurmay taahhiit eder.
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3. The manufacturer shall take all the measures
necessary to ensure that the manufacturing process
produces devices which are manufactured in
accordance with the documentation referred to in
Section 2.

3. Imalatc1; imalat siirecinin, bu Ekin 2’sinde atifta
bulunulan dokiimantasyona uygun cihazlar imal
edilmesini saglamasi amaciyla gerekli tiim Onlemleri
alir.

4. The statement referred to in the introductory part of
Section 1 shall be kept for a period of at least 10 years
after the device has been placed on the market. In the
case of implantable devices, the period shall be at least
15 years.

Section 8 of Annex IX shall apply.

4. Bu Ekin 1’inde belirtilen bildirim; cihazin piyasaya
arz edilmesinden sonra en az 10 yillik bir siireyle
muhafaza edilir. Implante edilebilir cihazlar s6z konusu
oldugunda bu siire, en az 15 yil olur.

Ek IX’un 8’1 uygulanir.

5. The manufacturer shall review and document
experience gained in the post-production phase,
including from PMCF as referred to in Part B of
Annex XIV, and implement appropriate means to
apply any necessary corrective action, In that context,
it shall report in accordance with Article 87(1) to the
competent authorities any serious incidents or field
safety corrective actions or both as soon as it learns of
them.

5. Imalat¢1; Ek XIV’iin B Kisminda atifta bulunuldugu
sekilde piyasaya arz sonrasi klinik takipten elde
edilenler de dahil, iiretim sonrasi asamada kazanilan
deneyimi inceler ve dokiimante eder; gerekli herhangi
bir diizeltici faaliyet uygulamak i¢in uygun yontemleri
kullanir. Bu baglamda, olumsuz olaylari veya saha
giivenligi diizeltici faaliyetlerini veya her ikisini, 87 inci
maddenin birinci fikrasi uyarmca yetkili otoritelere,
haberdar olur olmaz raporlar.

ANNEX XIV
CLINICAL EVALUATION AND POST-
MARKET CLINICAL FOLLOW-UP

PART A
CLINICAL EVALUATION

1. To plan, continuously conduct and document a
clinical evaluation, manufacturers shall:

(a) establish and update a clinical evaluation plan,
which shall include at least:

EK X1V
KLINIiK DEGERLENDIRME VE PiYASAYA
ARZ SONRASI KLINiK TAKiP

KISIM A
KLINiK DEGERLENDIiRME

1. Imalatcilar; bir klinik degerlendirmeyi planlamak,
siirekli olarak gerceklestirmek ve dokiimante etmek
i¢in:

a) Asgari olarak, asagidakileri iceren bir klinik
degerlendirme plani olusturur ve giinceller:
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— an identification of the general safety and
performance requirements that require support from
relevant clinical data;

— a specification of the intended purpose of the
device;

— a clear specification of intended target groups with
clear indications and contra-indications;

— a detailed description of intended clinical benefits
to patients with relevant and specified clinical
outcome parameters;

— a specification of methods to be used for
examination of qualitative and quantitative aspects of
clinical safety with clear reference to the
determination of residual risks and side-effects;

— an indicative list 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 various indications and for the intended purpose or
purposes of the device;

— an indication how benefit-risk issues relating to
specific components such as use of pharmaceutical,
non- viable animal or human tissues, are to be
addressed; and

— a clinical development plan indicating progression
from exploratory investigations, such as first-in-man
studies, feasibility and pilot studies, to confirmatory
investigations, such as pivotal clinical investigations,
and a PMCEF as referred to in Part B of this Annex with
an indication of milestones and a description of
potential acceptance criteria;

(b) identify available clinical data relevant to the
device and its intended purpose and any gaps in

- Qlgili klinik verilerle desteklenmesi gereken genel
giivenlilik ve performans gerekliliklerinin
tanimlamasini,

- Cihazin kullanim amacinin ag¢iklamasini,

- Belirgin endikasyonlar ve kontrendikasyonlar ile
birlikte hedeflenen gruplara yonelik net agiklamayi,

- Ilgili ve belirlenmis klinik ¢ikti parametreleri ile
birlikte, hastalara yonelik amaclanan klinik faydalarin
ayrintili agiklamasini,

- Artik risklerin ve yan etkilerin belirlenmesine agik bir
referansla, klinik giivenligin nitel ve nicel hususlarinin
incelenmesi i¢in kullanilacak yontemlerin agiklamasini,

- Tiptaki en son gelismeler 1s18inda cihazin ¢esitli
endikasyonlarina ve kullanim amaci veya amaclarina
yonelik fayda-risk oraninin kabul edilebilirligini
belirlemek icin kullanilacak parametrelerin
aciklamasini ve listesini,

- Farmasoétiklerin, cansiz hayvan veya insan dokularinin
kullanim1 gibi, spesifik bilesenlerle ilgili fayda-risk
konularinin nasil ele alinacaginin gostergesini ve

- Insan iizerindeki ilk ¢alismalar, fizibilite ve pilot
caligmalar gibi kesif amagli arastirmalardan, asil klinik
arastirmalar gibi teyit edici arastirmalara kadar
ilerlemeyi gosteren klinik gelisim planmi ve Kkilit
noktalarin gostergesi ve potansiyel kabul kriterlerinin
aciklamasi ile birlikte bu Ekin B Kisminda atifta
bulunuldugu sekilde bir piyasaya arz sonrast klinik
takibi.
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clinical evidence through a systematic scientific
literature review;

(c) appraise all relevant clinical data by evaluating
their suitability for establishing the safety and
performance of the device;

(d) generate, through properly designed -clinical
investigations in accordance with the clinical
development plan, any new or additional clinical data
necessary to address outstanding issues; and

(e) analyse all relevant clinical data in order to reach
conclusions about the safety and clinical performance
of the device including its clinical benefits.

b) Cihaza ve kullanim amacina iliskin mevcut klinik
verileri ve klinik kanitlardaki bosluklar1 sistematik
bilimsel literatiir taramasi yoluyla tanimlar,

c¢) Cihazin giivenlilik ve performansini tesis etmek i¢in
uygunluklarini degerlendirme yoluyla, ilgili tiim klinik
verileri degerlendirir,

¢) Klinik gelisim planina uygun olarak, dogru sekilde
tasarlanmig klinik aragtirmalar vasitasiyla,
cOziimlenmemis hususlari ele almak iizere gerekli olan
yeni veya ilave klinik verileri olusturur,

d) Cihazin klinik faydalar1 dahil, giivenliligine ve klinik
performansina iliskin sonuglara ulagsmak amacuyla, ilgili
tiim klinik verileri analiz eder.

2. The clinical evaluation shall be thorough and
objective, and take into account both favourable and
unfavourable data. Its depth and extent shall be
proportionate and appropriate to the nature,
classification, intended purpose and risks of the device
in question, as well as to the manufacturer's claims in
respect of the device.

2. Klinik degerlendirme; ayrintilt ve nesnel olur ve hem
olumlu hem de olumsuz verileri dikkate alir. Klinik
degerlendirmenin derinligi ve kapsami; imalat¢inin
cihaza iliskin iddialariyla birlikte, s6z konusu cihazin
niteligi, siniflandirmasi, kullanim amac1 ve riskleriyle
orantili ve bunlara uygun olur.

3. A clinical evaluation may be based on clinical data
relating to a device for which equivalence to the
device in question can be demonstrated. The following
technical, biological and clinical characteristics shall
be taken into consideration for the demonstration of
equivalence:

— Technical: the device is of similar design; is used
under similar conditions of use; has similar
specifications and properties including
physicochemical properties such as intensity of
energy, tensile strength, viscosity, surface

3. Klinik degerlendirme, s6z konusu cihaza
esdegerliligi gosterilebilen bir cihazla ilgili klinik
verilere dayanabilir. Asagidaki teknik, biyolojik ve
klinik karakteristikler esdegerliligin gosterimi i¢in goz
ontinde bulundurulur:

- Teknik: Cihaz, benzer tasarima sahip olup benzer
kullanim sartlar1 altinda kullanilir. Enerji yogunlugu,
cekme dayanimi, viskozite, yiizey karakteristikleri,
dalga boyu ve yazilim algoritmasi gibi fiziko-kimyasal
ozellikler dahil benzer spesifikasyonlara ve ozelliklere
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characteristics, wavelength and software algorithms;
uses similar deployment methods, where relevant; has
similar principles of operation and critical
performance requirements;

— Biological: the device uses the same materials or
substances in contact with the same human tissues or
body fluids for a similar kind and duration of contact
and similar release characteristics of substances,
including degradation products and leachables;

— Clinical: the device is used for the same clinical
condition or purpose, including similar severity and
stage of disease, at the same site in the body, in a
similar population, including as regards age, anatomy
and physiology; has the same kind of user; has similar
relevant critical performance in view of the expected
clinical effect for a specific intended purpose.

The characteristics listed in the first paragraph shall be
similar to the extent that there would be no clinically
significant difference in the safety and clinical
performance of the device. Considerations of
equivalence shall be based on proper scientific
justification. It shall be clearly demonstrated that
manufacturers have sufficient levels of access to the
data relating to devices with which they are claiming
equivalence in order to justify their claims of
equivalence.

sahiptir. Ilgili oldugu yerde, benzer kurulum yontemleri
kullanir ve benzer calisma prensiplerine ve kritik
performans gerekliliklerine sahiptir.

- Biyolojik: Cihaz, ayni insan dokular1 veya viicut
sivilariyla temas halinde benzer temas tiirii ve siliresi ve
bozunma iriinleri ve ayristirilabilenler de dahil
maddelerin benzer salinim karakteristikleri i¢in ayni
materyalleri veya maddeleri kullanir;

- Klinik: Cihaz, viicudun ayni1 bolgesinde, yas, anatomi
ve fizyoloji bakimindan olanlar da dahil benzer bir
popiilasyonda, benzer hastalik siddeti ve evresi dahil
olmak iizere ayni klinik durum veya amag igin
kullanilir. Aym kullanici tiiriine sahiptir ve belirli bir
kullanim amacina yonelik beklenen klinik etki
acisindan ilgili benzer kritik performansa sahiptir.

Birinci paragrafta listelenen karakteristikler, cihazin
giivenlilik ve klinik performansinda klinik olarak
onemli farkliliklar olmayacak o6l¢lide benzer olur.
Esdegerlilik  degerlendirmeleri, uygun  bilimsel
gerekcelere  dayamir.  Imalatgilarm,  esdegerlilik
iddialari1 gerekg¢elendirmek amaciyla, esdegerlilik
iddia ettikleri cihazlarla ilgili verilere yeterli seviyede
erigim sagladiklar1 agik bir sekilde gosterilir.

4. The results of the clinical evaluation and the clinical
evidence on which it is based shall be documented in
a clinical evaluation report which shall support the
assessment of the conformity of the device.

The clinical evidence together with non-clinical data
generated from non-clinical testing methods and other

4. Klinik degerlendirme sonuglar1 ve dayandirildig
klinik kanitlar, cihazin uygunluk degerlendirmesini
destekleyen bir klinik degerlendirme raporunda
dokiimante edilir.

Klinik olmayan test yontemlerinden elde edilen klinik
olmayan veriler ile birlikte klinik kanitlar ve diger ilgili
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relevant documentation shall allow the manufacturer
to demonstrate conformity with the general safety and
performance requirements and shall be part of the
technical documentation for the device in question.
Both favourable and unfavourable data considered in
the clinical evaluation shall be included in the
technical documentation.

dokiimantasyon; imalat¢inin, genel giivenlilik ve
performans gerekliliklerine uygunlugu gostermesine
imkan verir ve s0z konusu cihaza iliskin teknik
dokiimantasyonun bir boliimii olur.

Klinik degerlendirmede dikkate alinan olumlu ve
olumsuz  verilerin her ikisi  birlikte teknik
dokiimantasyona dahil edilir.

PART B
POST-MARKET CLINICAL FOLLOW-UP

5. PMCF shall be understood to be a continuous
process that updates the clinical evaluation referred to
in Article 61 and Part A of this Annex and shall be
addressed in the manufacturer's post-market
surveillance plan. When conducting PMCEF, the
manufacturer shall proactively collect and evaluate
clinical data from the use in or on humans 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 and
performance throughout the expected lifetime of the
device, of ensuring the continued acceptability of
identified risks and of detecting emerging risks on the
basis of factual evidence.

KISIM B
PiYASAYA ARZ SONRASI KLiNiK TAKIP

5. Piyasaya arz sonrasi klinik takip, 61 inci maddede ve
bu Ekin A Kisminda atifta bulunulan klinik
degerlendirmeyi giincelleyen devamli bir silire¢ olarak
anlagilir ve imalat¢inin piyasaya arz sonrasi gézetim
planinda ele alinir. Piyasaya arz sonrasi klinik takibi
yiiriitiirken imalatci; cihazin beklenen kullanim omrii
stiresince giivenliligini ve performansini teyit etmek,
tanimlanmis risklerin siirekli kabul edilebilirligini
saglamak ve gercek kanitlara dayanarak yeni ortaya
cikan riskleri tespit etmek amaciyla, CE isareti tagiyan
ve ilgili uygunluk degerlendirme prosediiriinde
belirtildigi sekilde kullanim amaci dahilinde piyasaya
arz edilen veya hizmete sunulan bir cihazin insan
viicudu iizerinde veya igerisinde kullanimindan elde
edilen klinik verileri proaktif olarak toplar ve
degerlendirir.

6. PMCEF shall be performed pursuant to a documented
method laid down in a PMCEF plan.

6.1. The PMCF plan shall specify the methods and
procedures for proactively collecting and evaluating
clinical data with the aim of:

6. Piyasaya arz sonrasi klinik takip; piyasaya arz sonrasi
klinik takip planinda belirtilen dokiimante edilmis
yontem uyarinca gergeklestirilir.

6.1. Piyasaya arz sonrasi klinik takip plani, asagidaki
amagclarla, klinik verileri proaktif olarak toplamak ve
degerlendirmek i¢in yontemler ve prosediirler belirtir:
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(a) confirming the safety and performance of the
device throughout its expected lifetime,

(b) identifying previously unknown side-effects and
monitoring  the identified side-effects and
contraindications,

(c) identifying and analysing emergent risks on the
basis of factual evidence,

(d) ensuring the continued acceptability of the benefit-
risk ratio referred to in Sections 1 and 9 of Annex I,
and

(e) identifying possible systematic misuse or off-label
use of the device, with a view to verifying that the
intended purpose is correct.

a) Beklenen kullanim émrii boyunca cihazin giivenlilik
ve performansini teyit etmek,

b) Onceden bilinmeyen yan etkileri tanimlamak ve
tanimlanmis yan etkileri ve kontrendikasyonlar
izlemek,

c¢) Gergek kanitlara dayanarak, yeni ortaya ¢ikan riskleri
tanimlamak ve analiz etmek,

¢) Ek I'in 1 ve 9’unda atifta bulunulan fayda-risk
oraninin siirekli kabul edilebilirligini saglamak ve

d) Kullanom amacmin uygunlugunu teyit etmek
amaciyla, cihazin olasi sistematik yanlis kullanimin
veya endikasyon dis1 kullanimini tanimlamak.

6.2. The PMCEF plan shall include at least:

(a) the general methods and procedures of the PMCF
to be applied, such as gathering of clinical experience
gained, feedback from users, screening of scientific
literature and of other sources of clinical data;

(b) the specific methods and procedures of PMCEF to
be applied, such as evaluation of suitable registers or
PMCEF 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 clinical
evaluation report referred to in Section 4 and to the
risk management referred to in Section 3 of Annex I;
(e) the specific objectives to be addressed by the
PMCF;

(f) an evaluation of the clinical data relating to
equivalent or similar devices;

6.2. Piyasaya arz sonrasi klinik takip plani, asgari olarak
asagidakileri igerir:

a) Kazamlan klinik  tecriibenin  toplanmasi,
kullanicilardan  geri  bildirim  alinmasi, bilimsel
literatiiriin ve diger klinik veri kaynaklarinin taranmasi
gibi, uygulanacak piyasaya arz sonrasi klinik takibin
genel yontemlerini ve prosediirlerini,

b) Uygun kayitlarin veya piyasaya arz sonrasi klinik
takip caligmalarinin degerlendirilmesi gibi,
uygulanacak piyasaya arz sonrasi klinik takibin spesifik
yontemlerini ve prosediirlerini,

c) (a) ve (b) bentlerinde atifta bulunulan yontemlerin ve
prosediirlerin uygunluguna yonelik gerekgeyi,

¢) Bu Ekin 4’linde atifta bulunulan klinik degerlendirme
raporunun ilgili boliimlerine ve Ek I’in 3’iinde atifta
bulunulan risk yonetimine atfi,

d) Piyasaya arz sonrasi klinik takibin kapsayacagi
spesifik hedefleri,

e) Esdeger veya benzer cihazlarla ilgili klinik verilerin
degerlendirmesini,
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(g) reference to any relevant CS, harmonised
standards when used by the manufacturer, and
relevant guidance on PMCF; and

(h) a detailed and adequately justified time schedule
for PMCF activities (e.g. analysis of PMCF data and
reporting) to be undertaken by the manufacturer.

f) Ilgili ortak spesifikasyonlara, imalatg1 tarafindan
kullanildiginda  uyumlastirilmis  standartlara  ve
piyasaya arz sonrasi klinik takibe yonelik ilgili kilavuza
atfi ve

g) Imalatg: tarafindan iistlenilecek, piyasaya arz sonrasi
klinik takip verilerinin analizi ve raporlamasi gibi,
piyasaya arz sonrasi klinik takip faaliyetlerine yonelik
detaylandirilmis ve yeterli bir sekilde
gerekgelendirilmis zaman ¢izelgesini.

7. The manufacturer shall analyse the findings of the
PMCF and document the results in a PMCF evaluation
report that shall be part of the clinical evaluation report
and the technical documentation.

7. Imalatc1, piyasaya arz sonrasi klinik takip bulgularini
analiz eder; sonuglari, klinik degerlendirme raporunun
ve teknik dokiimantasyonun bir bdliimii olan piyasaya
arz sonrast klinik takip degerlendirme raporunda
dokiimante eder.

8. The conclusions of the PMCF evaluation report
shall be taken into account for the clinical evaluation
referred to in Article 61 and Part A of this Annex and
in the risk management referred to in Section 3 of
Annex I. If, through the PMCF, the need for
preventive and/or corrective measures has been
identified, the manufacturer shall implement them.

8. Piyasaya arz sonrasi klinik takip degerlendirme
raporunun sonuglari, 61 inci madde ve bu Ekin A
Kisminda atifta bulunulan klinik degerlendirmede ve
Ek D’in 3’iinde atifta bulunulan risk yonetiminde
dikkate alinir. Piyasaya arz sonrast klinik takip
vasitasiyla, Onleyici ve/veya diizeltici Onlemlere
yonelik ihtiya¢ tanimlandiysa, imalat¢1 bunlar1 uygular.

ANNEX XV
CLINICAL INVESTIGATIONS
CHAPTER I
GENERAL REQUIREMENTS

1. Ethical principles

Each step in the clinical investigation, 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.

EK XV
KLINIK ARASTIRMALAR
BOLUM I
GENEL GEREKLILIiKLER

1. Etik ilkeler

Klinik aragtirmanin; ¢alismaya yonelik ihtiyacin ve
gerekgenin  6n  degerlendirmesinden  sonuglarin
yayimlanmasina kadar her adimi, kabul gérmiis etik
ilkelere uygun olarak yiiriitiiliir.

2. Methods

2. Yontemler
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2.1. Clinical investigations shall be performed on the
basis of an appropriate plan of investigation reflecting
the latest scientific and technical knowledge and
defined in such a way as to confirm or refute the
manufacturer's claims regarding the safety,
performance and aspects relating to benefit-risk of
devices as referred to in Article 62(1); the clinical
investigations shall include an adequate number of
observations to guarantee the scientific validity of the
conclusions. The rationale for the design and chosen
statistical methodology shall be presented as further
described in Section 3.6 of Chapter II of this Annex.

2.1. Klinik arastirmalar, en son bilimsel ve teknik
bilgileri yansitan ve 62 inci maddenin birinci fikrasinda
atifta bulunuldugu sekilde cihazlarin giivenliligine,
performansina ve fayda-riskleri ile ilgili hususlara
iligkin imalat¢inin iddialarim1  teyit edecek veya
curiitecek sekilde tanimlanmis uygun bir arastirma
planina dayanilarak gerceklestirilir. Klinik aragtirmalar,
sonuglarin bilimsel gecerliligini garanti etmek ig¢in
yeterli sayida gozlemi igerir. Tasarima ve secilmis
istatistiksel metodolojiye yonelik gerekce, bu Ekin II.
Boliimiiniin 3.6’sinda agiklandig sekilde sunulur.

2.2. The procedures used to perform the clinical
investigation shall be appropriate to the device under
investigation.

2.2. Klinik aragtirmay1 gergeklestirmek i¢in kullanilan
prosediirler, arastirma kapsamindaki cihaza uygun olur.

2.3. The research methodologies used to perform the
clinical investigation shall be appropriate to the device
under investigation.

2.3. Klinik aragtirmay1 gerceklestirmek i¢in kullanilan
arastirma metodolojileri, arastirma kapsamindaki
cihaza uygun olur.

2.4. Clinical investigations shall be performed in
accordance with the clinical investigation plan by a
sufficient number of intended users and in a clinical
environment that is representative of the intended
normal conditions of use of the device in the target
patient population. Clinical investigations shall be in
line with the clinical evaluation plan as referred to in
Part A of Annex XIV.

2.4. Klinik aragtirmalar; klinik aragtirma plani uyarinca,
hedef hasta popiilasyonunda cihazin normal kullanim
kosullarin1 temsil eden bir klinik ortamda ve yeterli
sayida hedef kullanici ile gergeklestirilir. Klinik
aragtirmalar, Ek XIV’iin A Kisminda atifta bulunuldugu
sekilde klinik degerlendirme plani dogrultusunda olur.

2.5. All the appropriate technical and functional
features of the device, in particular those involving
safety and performance, and their expected clinical
outcomes shall be appropriately addressed in the
investigational design. A list of the technical and
functional features of the device and the related
expected clinical outcomes shall be provided.

2.5. Cihazin, ozellikle giivenliligini ve performansini
ilgilendiren tiim uygun teknik ve islevsel 6zellikleri ve
bunlarin  beklenen klinik c¢iktilari, arastirmanin
tasariminda uygun bir sekilde ele alinir. Cihazin teknik
ve islevsel oOzelliklerinin ve beklenen ilgili klinik
c¢iktilarinin bir listesi temin edilir.
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2.6. The endpoints of the clinical investigation shall
address the intended purpose, clinical benefits,
performance and safety of the device. The endpoints
shall be determined and assessed using scientifically
valid methodologies. The primary endpoint shall be
appropriate to the device and clinically relevant.

2.6. Klinik arastirmanin sonlanim noktalari; cihazin
kullanim amacini, klinik faydalarini, performansini ve
giivenliligini ele alir. Sonlanim noktalari, bilimsel
olarak gecerli metodolojiler kullanilarak belirlenir ve
degerlendirilir. Birincil sonlanim noktasi, cihaza uygun
ve klinik olarak ilgili olur.

2.7. Investigators shall have access to the technical
and clinical data regarding the device. Personnel
involved in the conduct of an investigation shall be
adequately instructed and trained in the proper use of
the investigational device, and as regards the clinical
investigation plan and good clinical practice. This
training shall be verified and where necessary
arranged by the sponsor and documented
appropriately.

2.7. Arastirmacilar, cihazla ilgili teknik ve klinik
verilere erisime sahip olur. Bir arastirmanin
yiiriitiilmesine dahil olan personel; arastirma amaglt
cthazin dogru kullanimi, klinik arastirma plan ve iyi
klinik uygulamalar1 konusunda yeterli bir sekilde
bilgilendirilir ve egitilir. Bu egitim; gerektiginde
sponsor tarafindan diizenlenir, dogrulanir ve uygun bir
sekilde dokiimante edilir.

2.8. The clinical investigation report, signed by the
investigator, shall contain a critical evaluation of all
the data collected during the clinical investigation, and
shall include any negative findings.

2.8. Arastirmaci tarafindan imzalanan klinik arastirma
raporu, klinik arastirma siiresince toplanan tiim
verilerin elestirel bir degerlendirmesini kapsar ve
herhangi bir olumsuz bulguyu da igerir.

CHAPTER II
DOCUMENTATION REGARDING THE
APPLICATION FOR CLINICAL
INVESTIGATION

For investigational devices covered by Article 62, the
sponsor shall draw up and submit the application in
accordance with Article 70 accompanied by the
following documents:

BOLUM II
KLINIK ARASTIRMAYA YONELIK
BASVURUYA ILISKIN DOKUMANTASYON

62 inci maddenin kapsadigi arastirma amacl cihazlar
icin sponsor, asagidaki dokiimanlarla birlikte 70 inci
madde uyarinca bir bagvuru hazirlar ve sunar:

1. Application form

The application form shall be duly filled in, containing
information regarding:

1. Basvuru formu
Basvuru formu, asagidakilere iliskin bilgileri igerecek
sekilde, usuliince doldurulur:
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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 62(2) established in the Union;

1.1. Sponsorun adi, adresi ve iletisim bilgileri ve
mevcutsa 62 inci maddenin ikinci fikrasi uyarinca
yurti¢inde yerlesik olan yasal temsilcisinin adi, adresi
ve iletisim bilgileri,

1.2. if different from those in Section 1.1, name,
address and contact details of the manufacturer of the
device intended for clinical investigation and, if
applicable, of its authorised representative;

1.2. 1.1°dekilerden farkli ise, klinik arastirma amacli
cihazin imalat¢isinin ve mevcutsa yetkili temsilcisinin
ad1, adresi ve iletigim bilgileri,

1.3. title of the clinical investigation;

1.3. Klinik arastirmanin bashigi,

1.4. status of the clinical investigation application (i.e.

1.4. Klinik arastirma bagvurusunun durumu (6rn, ilk

first submission, resubmission, significant | bagvuru, yeniden bagvuru, 6énemli degisiklik),
amendment);

1.5. details and/or reference to the clinical evaluation | 1.5. Klinik degerlendirme plani hakkinda ayrintilar
plan; ve/veya ilgili plana atif,

1.6. 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;

1.6. Basvuru, halihazirda bagvurusu yapilmis bir cihaza
iligkin bir yeniden basvuru ise Onceki bagvurunun
tarih(ler)i ve referans numarasi/ numaralart ya da
onemli degisiklik durumunda, ilk basvuruya atif.
Sponsor, yetkili otoritenin veya etik kurulun onceki
gozden gecirme bulgularini ele almak iizere yapilan
degisiklikler basta olmak {izere Onceki basvurudan
itibaren ortaya ¢ikan degisikliklerin tamamini, bu
degisikliklere yonelik bir gerekge ile birlikte belirtir.

1.7. 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;

1.7. Bagvuru, 13.04.2013 tarihli ve 28617 sayili Resmi
Gazete’de yaymmlanan Ilag ve Biyolojik Uriinlerin
Klinik Arastirmalar1 Hakkinda Y 6netmelik uyarinca bir
klinik ¢alismaya yonelik basvuruya paralel olarak
sunuluyorsa, bu klinik c¢aligmanin resmi kayit
numarasina atif,
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1.8. identification of the Member States and third
countries in which the clinical investigation is to be
conducted as part of a multicentre or multinational
study at the time of application,;

1.8. Klinik arastirmanin, ¢cok merkezli veya ¢ok uluslu
calismanin bir parcast olarak yiiriitiilecegi tlkelerin
basvuru sirasinda tanimlanmasi,

1.9. a brief description of the investigational device,
its classification and other information necessary for
the identification of the device and device type;

1.9. Arastirma amach cihazin kisa bir tanimlamasi,
siniflandirmasi, cihazin ve cihaz tipinin tanimlanmasi
icin gerekli diger bilgiler,

1.10. information as to whether the device
incorporates a medicinal substance, including a human
blood or plasma derivative or whether it is
manufactured utilising non-viable tissues or cells of
human or animal origin, or their derivatives;

1.10. Cihazin, bir insan kan1 veya plazma tiirevi dahil
bir tibbi madde icerip igermedigine ya da insan veya
hayvan kaynakli cansiz dokular veya hiicreler ya da
bunlarin tiirevleri kullanilarak imal edilip edilmedigine
iligkin bilgiler,

1.11. summary of the clinical investigation plan
including the objective or objectives of the clinical
investigation, the number and gender of subjects,
criteria for subject selection, whether there are
subjects under 18 years of age, design of the
investigation such as controlled and/or randomised
studies, planned dates of commencement and of
completion of the clinical investigation;

1.11. Klinik arastirmanin amacit veya amaglari,
gontllilerin sayis1 ve cinsiyeti, goniillii se¢imine
yonelik kriterler, 18 yas altinda goniillillerin olup
olmadigi, aragtirmanin tasarimi (6rn. kontrollii ve/veya
randomize c¢aligmalar), klinik aragtirmanin planlanan
baslama ve sonlandirma tarihleri dahil olmak tiizere
klinik arastirma 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, karsilastirma cihazina iliskin bilgiler,
siniflandirmasi ve karsilastirma cihazinin tanimlanmasi
icin gerekli diger bilgiler,

1.13. evidence from the sponsor that the clinical
investigator and the investigational site are capable of
conducting the clinical investigation in accordance
with the clinical investigation plan;

1.13. Klinik arastirmacinin ve arastirma merkezinin,
klinik aragtirma plan1 uyarinca klinik arastirmay1
yiiriitme kabiliyetine iliskin sponsorun kanitlari,

1.14. details of the anticipated start date and duration
of the investigation;

1.14. Aragtirmanin 6ngoriilen baglama tarihi ve siiresi
ile ilgili ayrintilar,

1.15. details to identify the notified body, if already
involved at the stage of application for a clinical
investigation;

1.15. Halihazirda bir onaylanmis kurulusla calisiliyor
iken bir klinik arastirma bagvurusu yapiliyor ise
basvuru asamasinda bu kurulusu tanimlayici ayrintilar,
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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; and

1.16. Yetkili otoritenin; bagvuruyu degerlendirmekte ya
da degerlendirmis olan etik kurul ile temasa
gegebileceginden, sponsorun haberdar oldugunun teyidi
ve

1.17. the statement referred to in Section 4.1.

1.17. Bu Ekin 4.1’inde atifta bulunulan beyanname.

2. Investigator's Brochure

The investigator's brochure (IB) shall contain the
clinical and non-clinical information on the
investigational device that is relevant for the
investigation 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

Arastirmaci brosiirii, arastirma amagh cihaza iliskin
arastirmayla alakali ve bagvuru aninda mevcut olan
klinik ve klinik dis1 bilgileri igerir. Arastirmaci
brostiriine yonelik giincellemeler veya yeni ortaya ¢ikan
ilgili diger bilgiler, arastirmacinin dikkatine zamaninda
sunulur. Arastirmaci brosiirii, acik¢a tanimlanir ve
ozellikle asagidakileri igerir:

2.1. Identification 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 amacma, risk simiflandirmasma ve Ek
VIII uyarinca uygulanabilir smiflandirma kuralina,
cihazin tasarimina ve imalatina iliskin bilgiler dahil
cihazin tanimlamasi ve agiklamasi ile cihazin 6nceki ve
benzer nesillerine atfi,

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 on 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. Depolama ve kullanim gereklilikleri dahil,
kuruluma, bakima, hijyen standartlarii korumaya ve
kullanima yonelik imalat¢inin talimatlar1 ile birlikte
mevcut oldugu odl¢iide, piyasaya arz edildiginde etiket
izerine yerlestirilecek bilgileri ve cihazla birlikte temin
edilecek kullanim kilavuzunu. Buna ilave olarak, gerek
duyulan ilgili her tiirlii egitime iligkin bilgileri,

2.3. Pre-clinical evaluation based on relevant pre-
clinical testing and experimental data, in particular
regarding in- design calculations, in vitro tests, ex vivo
tests, animal tests, mechanical or electrical tests,

2.3. Uygulanabilir oldugunda, tasarim-i¢i hesaplamalar,
in vitro testler, ex vivo testler, hayvan testleri, mekanik
veya elektriksel testler, giivenilirlik  testleri,
sterilizasyon validasyonu, yazilim dogrulamasi ve
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reliability tests, sterilisation validation, software
verification and validation, performance tests,
evaluation of biocompatibility and biological safety,
as applicable.

validasyonu, performans testleri, biyouyumluluk ve
biyolojik giivenlik degerlendirmesi basta olmak iizere
ilgili klinik-Oncesi testlere ve deneysel verilere dayali
klinik-6ncesi degerlendirmeyi,

2.4. Existing clinical data, in particular:

— from relevant scientific literature available relating
to the safety, performance, clinical benefits to patients,
design characteristics and intended purpose of the
device and/or of equivalent or similar devices;

— other relevant clinical data available relating to the
safety, performance, clinical benefits to patients,
design characteristics and intended purpose of
equivalent or similar devices of the same
manufacturer, including length of time on the market
and a review of performance, clinical benefit and
safety-related issues and any corrective actions taken.

2.4. Mevcut klinik verileri, 6zellikle:

- cihazin ve/veya esdeger ya da benzer cihazlarin
giivenliligine, performansina, hastalara yonelik klinik
faydalarina, tasarim karakteristiklerine ve kullanim
amacina iligkin mevcut ilgili bilimsel literatiirden elde
edilen klinik verileri;

- ayn1 imalat¢inin esdeger ya da benzer cihazlarinin
giivenliligine, performansina, hastalara yonelik klinik
faydalarina, tasarim karakteristiklerine ve kullanim
amacina iligkin, piyasada bulunma siiresi ve
performans, klinik fayda ve giivenlilikle ilgili konularin
degerlendirmesi ve alinan diizeltici faaliyetler dahil,
mevcut diger ilgili klinik verileri.

2.5. Summary of the benefit-risk analysis and the risk
management, including information regarding known
or foreseeable risks, any undesirable effects,
contraindications and warnings.

2.5. Bilinen veya Ongoriilebilen risklere, istenmeyen
etkilere, kontrendikasyonlara ve uyarilara iligkin
bilgiler dahil, fayda-risk analizinin ve risk yonetiminin
Ozeti.

2.6. In the case of devices that incorporate a medicinal
substance, including a human blood or plasma
derivative or devices manufactured utilising non-
viable tissues or cells of human or animal origin, or
their derivatives, detailed information on the
medicinal substance or on the tissues, cells or their
derivatives, and on the compliance with the relevant
general safety and performance requirements and the
specific risk management in relation to the substance
or tissues, cells or their derivatives, as well as evidence
for the added value of incorporation of such

2.6. Bir insan kani1 veya plazma tiirevi dahil bir tibbi
madde ihtiva eden cihazlar ya da insan veya hayvan
kaynakli cansiz dokular veya hiicreler ya da bunlarin
tiirevleri kullanilarak imal edilen cihazlar s6z konusu
oldugunda; cihazin klinik faydasi ve/veya giivenliligi
ile ilgili olarak bu tiir bilesenleri ihtiva etmesinin katma
degerine yonelik kanitlar ile birlikte, tibbi madde ya da
dokular, hiicreler veya bunlarin tiirevleri hakkinda ve
ilgili genel giivenlilik ve performans gerekliliklerine
uygunluk ve maddeyle ya da dokular, hiicreler veya
bunlarin tiirevleriyle ilgili spesifik risk yonetimi
hakkinda ayrintili bilgileri.
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constituents in relation to the clinical benefit and/or
safety of the device.

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, Ek I’de belirtilen ilgili genel
giivenlilik ve performans gerekliliklerinin yerine
getirilmesini  ayrintilayan bir liste ile birlikte bu
standartlarin  ve ortak spesifikasyonlarin yerine
getirilmemesi veya yalnizca kismen yerine getirilmis
olmast1 ya da bu standartlarn  ve  ortak
spesifikasyonlarin eksik olmasi durumunda ilgili genel
giivenlilik ve performans gerekliliklerinin yerine
getirilmesine yonelik ¢coziimler ile ilgili bir agiklamayi.

2.8. A detailed description of the clinical procedures
and diagnostic tests used in the course of the clinical
investigation and in particular information on any
deviation from normal clinical practice.

2.8. Klinik arastirma esnasinda kullanilan klinik
prosediirlerin  ve tanm1 testlerinin ayrmtili  bir
aciklamasimi ve ozellikle normal klinik uygulamadan
sapmalara iligkin bilgileri.

3. Clinical Investigation Plan

The clinical investigation plan (CIP) shall set out the
rationale, objectives, design  methodology,
monitoring, conduct, record-keeping and the method
of analysis for the clinical investigation. It shall
contain in particular the information as laid down in
this Annex. If part of this information is submitted in
a separate document, it shall be referenced in the CIP.

3. Klinik Arastirma Plam

Klinik arastirma plani; klinik arastirmaya yonelik
gerekceyi, amaglari, tasarim metodolojisini, izlemeyi,
yiiriitmeyi, kayit tutmay1 ve analiz yontemini diizenler.
Bu plan, 6zellikle bu Ekte belirlenen bilgileri igerir. Bu
bilgelerin bir boliimii ayr1 bir dokiimanda sunulursa,
klinik aragtirma planinda bu dokiimana atifta bulunulur.

3.1. General
3.1.1. Single identification number of the clinical
investigation, as referred to in Article 70(1).

3.1. Genel
3.1.1. 70 inci maddenin birinci fikrasinda atifta
bulunuldugu sekilde, klinik aragtirmanin tek kimlik
numarasi.

3.1.2. Identification of the sponsor — name, address
and contact details of the sponsor and, where
applicable, the name, address and contact details of the
sponsor's contact person or legal representative in

3.1.2. Sponsorun tanimlanmasi: sponsorun adi, adresi
ve iletisim bilgileri ve wuygulanabildigi hallerde,
sponsorun 62 inci maddenin ikinci fikrasi uyarinca
yurti¢inde yerlesik yasal temsilcisinin adi, adresi ve
iletisim bilgileri.
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accordance with Article 62(2) established in the
Union.

3.1.3. Information on the principal investigator at each
investigational site, the coordinating investigator for
the investigation, the address details for each
investigational site and the emergency contact details
for the principal investigator at each site. The roles,
responsibilities and qualifications of the various kinds
of investigators shall be specified in the CIP.

3.1.3. Her arastirma merkezindeki sorumlu arastirmaci,
arastirmanin koordinatdr arastirmacisi, her arastirma
merkezinin adresi ve her merkezdeki sorumlu
arastirmaciya iligkin acil iletisim detaylar1 hakkinda
bilgiler. Arastirmaci tiplerinin gorevleri, sorumluluklari
ve nitelikleri, klinik arastirma planinda belirtilir.

3.1.4. A brief description of how the -clinical
investigation is financed and a brief description of the
agreement between the sponsor and the site.

3.1.4. Klinik arastirmanin nasil finanse edildigi ve
sponsor ile arastirma merkezi arasindaki anlagsma ile
ilgili kisa bir agiklama.

3.1.5. Overall synopsis of the clinical investigation, in
an official Union language determined by the Member
State concerned.

3.1.5. Klinik aragtirmanin, Tiirkce veya Kurum
tarafindan belirlenen dillerden birinde genel bir 6zeti.

3.2. Identification and description of the device,
including its intended purpose, its manufacturer, its
traceability, the target population, materials coming
into contact with the human body, the medical or
surgical procedures involved in its use and the
necessary training and experience for its use,
background literature review, the current state of the
art in clinical care in the relevant field of application
and the proposed benefits of the new device.

3.2. Kullanim amaci, imalatgisi, izlenebilirligi, hedef
poplilasyonu, insan viicuduyla temas eden malzemeler,
kullanimina dahil edilen tibbi veya cerrahi prosediirler
ve kullanimu icin gerekli egitim ve deneyim, ge¢cmis
literatiir taramasi, uygulamanin ilgili alaninda klinik
bakimdaki mevcut en son teknolojik gelismeler ve yeni
cithazin Onerilen faydalar1 dahil cihazin tanimlamasi ve
aciklamasi.

3.3. Risks and clinical benefits of the device to be
examined, with justification of the corresponding
expected clinical outcomes in the clinical
investigation plan.

3.3. llgili beklenen klinik ciktilarin klinik arastirma
planinda gerekgelendirilmesiyle birlikte, incelenecek
cihazin riskleri ve klinik faydalari.

3.4. Description of the relevance of the clinical
investigation in the context of the state of the art of
clinical practice.

3.4. Klinik aragtirmanin, klinik uygulamadaki en son
gelismelere dayandigina dair agiklama.

3.5. Objectives and hypotheses of the clinical
investigation.

3.5. Klinik aragtirmanin amaglar1 ve hipotezleri
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3.6. Design of the clinical investigation with evidence
of its scientific robustness and validity.

3.6.1. General information such as type of
investigation with rationale for choosing it, for its
endpoints and for its variables as set out in the clinical
evaluation plan.

3.6. Bilimsel saglamliginin ve gecerliliginin kanitlariyla
birlikte klinik arastirmanin tasarimai.

3.6.1. Klinik degerlendirme planinda belirtilen
arastirma tipini se¢gmeye, sonlanim noktalarma ve
degiskenlerine yonelik gerekgeler ile birlikte aragtirma
tipi gibi genel bilgiler.

3.6.2. Information on the investigational device, on
any comparator and on any other device or medication
to be used in the clinical investigation.

3.6.2. Aragtirma amagli cihaza, kargilagtirma
cihazlarina ve klinik arastirmada kullanilacak diger
cihazlara veya ilaglara iligkin bilgiler.

3.6.3. Information on subjects, selection criteria, size
of investigation population, representativeness of
investigation population in relation to target
population and, if applicable, information on
vulnerable subjects involved such as children,
pregnant women, immuno-compromised or, elderly
subjects.

3.6.3. Gonilliilere, se¢im kriterlerine, arastirma
poplilasyonunun biiyiikliigline, hedef popiilasyonla
ilgili  olarak arastirma popiilasyonunun temsil
edilebilirligine iliskin bilgiler ve mevcutsa ¢ocuklar,
gebe kadinlar, bagisiklik yetersizligi olan ya da ileri
yasta goniilliiler gibi arastirmaya dahil edilen hassas
popiilasyonlara iligkin bilgiler.

3.6.4. Details of measures to be taken to minimise
bias, such as randomisation, and management of
potential confounding factors.

3.6.4. Yanlilig1 azaltmak icin alinacak 6nlemlere (6rn.
randomizasyon) iliskin ayrintilar ve olas1 karisikliga
neden olan faktorlerin yonetimi.

3.6.5. Description of the clinical procedures and
diagnostic methods relating to the clinical
investigation and in particular highlighting any
deviation from normal clinical practice.

3.6.5. Klinik arastirmayla ilgili klinik prosediirlerin ve
tanilama yontemlerinin agiklanmasi ve 6zellikle normal
klinik uygulamalardan sapmalarin vurgulanmas.

3.6.6. Monitoring plan.

3.6.6. izleme plani.

3.7. Statistical considerations, with justification,
including a power calculation for the sample size, if
applicable.

3.7. Mevcutsa orneklem biiyiikliigiine yonelik bir giic
hesaplamasi da dahil, gerekgeleriyle birlikte istatistiksel
degerlendirmeler

3.8. Data management.

3.8. Veri yonetimi.

3.9. Information about any amendments to the CIP.

3.9. Klinik aragtirma planina yonelik degisikliklere
iligkin bilgiler.

3.10. Policy regarding follow-up and management of
any deviations from the CIP at the investigational site
and clear prohibition of use of waivers from the CIP.

3.10. Klinik arastirma planindan sapmalarin arastirma
merkezinde takibi ile yonetimine ve klinik aragtirma
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planindan derogasyonlarin agik¢a yasaklanmasina
iliskin politika.

3.11. Accountability regarding the device, in
particular control of access to the device, follow-up in
relation to the device used in the clinical investigation
and the return of unused, expired or malfunctioning
devices.

3.11. Cihaza, ozellikle de cihaza erisim kontroliine,
klinik arastirmada kullanilan cihazla ilgili takibe ve
kullanilmamuis, siiresi gecmis veya arizali cihazlarin
1adesine iliskin sorumluluk.

3.12. Statement of compliance with the recognised
ethical principles for medical research involving
humans, and the principles of good clinical practice in
the field of clinical investigations of devices, as well
as with the applicable regulatory requirements.

3.12. Uygulanabilir diizenleyici gerekliliklerin yam
sira, insanlarin dahil oldugu tibbi arastirmaya yonelik
kabul gormiis etik ilkelere ve cihazlarla ilgili klinik
arastirmalar alanindaki “iyi klinik uygulamalar1”
ilkelerine uygunluk ile ilgili beyanname.

3.13. Description of the Informed consent process.

3.13. Bilgilendirilmis goniillii oluru siirecine iliskin
aciklama.

3.14. Safety reporting, including definitions of adverse
events and serious adverse events, device deficiencies,
procedures and timelines for reporting.

3.14. Advers olaylar ve ciddi advers olaylar, cihaz
kusurlari, prosediirler ve raporlamaya yonelik zaman
cizelgeleri ile ilgili tamimlar dahil, giivenlik
raporlamasi.

3.15. Criteria and procedures for follow-up of subjects
following the end, temporary halt or early termination
of an investigation, for follow-up of subjects who have
withdrawn their consent and procedures for subjects
lost to follow-up. Such procedures shall for
implantable devices, cover as a minimum traceability.

3.15. Bir aragtirmanin bitimini, ge¢ici olarak
durdurulmasini veya erken sonlandirilmasini miiteakip
gontllilerin takibi ile olurlarmmi geri ¢ekmis olan
goniilliilerin takibine yonelik kriterler ve prosediirler ve
takibi kaybedilen goniilliilere yonelik prosediirler. Bu
tiir prosediirler, implante edilebilir cihazlar i¢in en
azindan izlenebilirligi kapsar.

3.16. A description of the arrangements for taking care
of the subjects after their participation in the clinical
investigation has ended, where such additional care is
necessary because of the subjects' participation in the
clinical investigation and where it differs from that
normally expected for the medical condition in
question.

3.16. Goniilliiniin klinik aragtirmaya katilimi nedeniyle
ilave bakimin gerekli olmasi ve bu bakimin s6z konusu
tibbi durum i¢in normalde beklenenden farkli olmasi
durumunda,  klinik  arastirmaya  katilimlarinin
sonlanmasindan ~ sonra  goniillillerin  bakiminin
istlenilmesine yonelik diizenlemeler ile ilgili bir
aciklama.
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3.17. Policy as regards the establishment of the
clinical investigation report and publication of results
in accordance with the legal requirements and the
ethical principles referred to in Section 1 of Chapter 1.

3.17. Klinik arastirma raporunun diizenlenmesi ve yasal
gereklilikler ile bu Ekin I. Boliimiiniin 1’inde atifta
bulunulan  etik  ilkeler uyarinca  sonuglarin
yayimlanmasiyla ilgili politika.

3.18. List of the technical and functional features of
the device, with specific mention of those covered by
the investigation.

3.18. Arastirmanin kapsamina giren 6zelliklere spesifik
bir vurgu ile cihazin teknik ve iglevsel 6zelliklerinin
listesi.

3.19. Bibliography.

3.19. Kaynakga.

4. Other information

4.1. A signed statement by the natural or legal person
responsible for the manufacture of the investigational
device that the device in question conforms to the
general safety and performance requirements apart
from the aspects covered by the clinical investigation
and that, with regard to those aspects, every precaution
has been taken to protect the health and safety of the
subject.

4. Diger bilgiler

4.1. Arastirma amacgl cihazin, klinik arastirma
kapsamindaki hususlar haricinde genel giivenlilik ve
performans gerekliliklerine uyduguna ve bu hususlarla
ilgili olarak biitiin tedbirlerin goniilliiniin saghk ve
giivenligini korumak iizere alinmis olduguna dair, s6z
konusu cihazin imalatindan sorumlu gergek veya tiizel
kisi tarafindan imzal1 bir beyanname.

4.2. Where applicable according to national law, copy
of the opinion or opinions of the ethics committee or
committees concerned. Where according to 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/kurullarin  goriisiiniin ~ veya
goriislerinin sureti. Ulusal mevzuat uyarinca, etik kurul/
kurullarin  goriisiiniin  veya goriiglerinin  basvuru
esnasinda talep edilmemesi durumunda, gorlis veya
gorliglerin 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 69 and
the corresponding national law.

4.3. 69 uncu 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
goniilli oluru dokiimani dahil, bilgilendirilmis goniillii
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:

4.5. Kisisel verilerin korunmasina ve gizliligine iliskin
uygulanabilir kurallara uyum i¢in yapilan diizenlemeler
ile ilgili aciklama, 6zellikle:
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— 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; and

— a description of measures that will be implemented
in case of a data security breach in order to mitigate
the possible adverse effects.

- islenen bilgi ve kisisel verilere yetkisiz erisimi,
bunlarin ifsasini, yayillmasini, degistirilmesini veya
kaybin1 6nlemek icin uygulanacak organizasyonel ve
teknik diizenlemeler;

- kayitlarin ve goniilliilerin kisisel verilerinin gizliligini
saglamak i¢in uygulanacak dnlemlerin agiklamasi ve

- bir veri giivenligi ihlali durumunda, olas1 advers
olaylar1 azaltmak amaciyla uygulanacak onlemlerin
acgiklamasi.

4.6. Full details of the available technical
documentation, for example detailed risk
analysis/management documentation or specific test
reports, shall, upon request, be submitted to the
competent authority reviewing an application.

4.6. Mevcut teknik dokiimantasyonla ilgili, ayrintili risk
analizi/yonetimi dokiimantasyonu veya spesifik test
raporlar1 gibi tiim ayrintilar, talebi lizerine bagvuruyu
gozden geciren yetkili otoriteye sunulur.

CHAPTER III
OTHER OBLIGATIONS OF THE SPONSOR

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 II of this Annex. If the sponsor
is not the natural or legal person responsible for the
manufacture of the investigational device, that
obligation may be fulfilled by that person on behalf of
the sponsor.

BOLUM II11
SPONSORUN DiGER YUKUMLULUKLERI

1. Sponsor, bu Ekin II. Boliimiinde atifta bulunulan
dokiimantasyona yonelik kanitlar saglamak {izere
gerekli her dokiimantasyonu yetkili otorite i¢in hazir
bulundurmayi taahhiit eder. Sponsor, arastirma amaclh
cihazin imalatindan sorumlu ger¢ek veya tiizel kisi
degilse, bu yiikiimliiliik, sponsor adina s6z konusu
gercek 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 80(2) are reported by the
investigator or investigators to the sponsor in a timely
manner.

2. Sponsor, 80 inci maddenin ikinci fikrasinda atifta
bulunuldugu iizere ciddi advers olaylarin veya diger
olaylarin aragtirmaci veya arastirmacilar tarafindan
sponsora zamaninda raporlanmasini saglamak i¢in
yiiriirliikte olan bir s6zlesmeye sahip olur.

3. The documentation mentioned in this Annex shall
be kept for a period of at least 10 years after the

3. Bu Ekte bahsedilen dokiimantasyon, s6z konusu
cihazin klinik aragtirmasinin sona ermesinden itibaren

4.10.2018

180




clinical investigation with the device in question has
ended, or, in the event that the device is subsequently
placed on the market, at least 10 years after the last
device has been placed on the market. In the case of
implantable devices, the period shall be at least 15
years.

Each Member State shall require that this
documentation is kept at the disposal of the competent
authorities for the period referred to in the first
subparagraph in case the sponsor, or its contact person
or legal representative as referred to in Article 62(2)
established within its territory, goes bankrupt or
ceases its activity prior to the end of this period.

en az 10 yillik ya da cihazin sonradan piyasaya arz
edilmesi durumunda, en son cihaz piyasaya arz
edildikten sonra en az 10 yillik bir siire icin muhafaza
edilir. Implante edilebilir cihazlar séz konusu
oldugunda, bu siire en az 15 yil olur.

Kurum, yurti¢inde yerlesik olan bir sponsorun veya 62
inci maddenin ikinci fikrasinda atifta bulunuldugu tizere
yurticinde yerlesik olan yasal temsilcisinin, bu siirenin
sona ermesinden Once iflas etmesi ya da faaliyetini
sonlandirmast durumunda, birinci alt paragrafta atifta
bulunulan siire boyunca bu dokiimantasyonun yetkili
otoritelere sunulmak {lizere muhafaza edilmesini talep
eder.

4. The Sponsor shall appoint a monitor that is
independent from the investigational site to ensure that
the investigation is conducted in accordance with the
CIP, the principles of good clinical practice and this
Regulation.

4. Sponsor; arastirmanin, klinik arastirma plani, iyi
klinik uygulamalar1 ilkeleri ve bu Ydnetmelik uyarinca
yiirlitiilmesini saglamak i¢in aragtirma merkezinden
bagimsiz olan bir monitor (izleyici) atar.

5. The Sponsor shall complete the follow-up of
investigation subjects.

5. Sponsor, arastirmaya katilan goniilliiler ile ilgili takip
islemlerini tamamlar.

6. The Sponsor shall provide evidence that the
investigation is being conducted in line with good
clinical practice, for instance through internal or
external inspection.

6. Sponsor, arastirmanin 1iyi klinik uygulamalar
dogrultusunda yliriitilmekte olduguna dair, 6rnegin i¢
ve dis denetim araciligiyla, kanitlar saglar.

7. The Sponsor shall prepare a clinical investigation
report which includes at least the following:

— Cover/introductory page or pages indicating the
title of the investigation, the investigational device, the
single identification number, the CIP number and the
details with signatures of the coordinating
investigators and the principal investigators from each
investigational site.

7. Sponsor, asgari olarak asagidakileri igeren bir klinik
arastirma raporu hazirlar:

- Arastirmanin baghigini, arastirma amach cihazi, tek
kimlik numarasini, klinik arastirma plani numarasini
belirten kapak/giris sayfasi veya sayfalarini ve her
aragtirma merkezindeki koordinatér arastirmaci ve
sorumlu arastirmacilarin imzalariyla birlikte ayrintilari,
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— Details of the author and date of the report.

— A summary of the investigation covering the title,
purpose of the investigation, description of the
investigation, investigational design and methods
used, the results of the investigation and conclusion of
the investigation. The completion date of the
investigation, and in particular details of early
termination, temporary halts or suspensions of
investigations.

— Investigational device description, in particular
clearly defined intended purpose.

— A summary of the clinical investigation plan
covering objectives, design, ethical aspects,
monitoring and quality measures, selection criteria,
target patient populations, sample size, treatment
schedules, follow-up  duration, concomitant
treatments, statistical plan, including hypothesis,
sample size calculation and analysis methods, as well
as a justification.

— Results of the clinical investigation covering, with
rationale and justification, subject demographics,
analysis of results related to chosen endpoints, details
of subgroup analysis, as well as compliance with the
CIP, and covering follow-up of missing data and of
patients withdrawing from the clinical investigation,
or lost to follow-up.

— Summary of serious adverse events, adverse device
effects, device deficiencies and any relevant corrective
actions.

— Discussion and overall conclusions covering safety
and performance results, assessment of risks and
clinical benefits, discussion of clinical relevance in
accordance with clinical state of the art, any specific

- Raporun yazari ile ilgili ayrintilari ve tarihi,

- Baghg, aragtirmanin  amacini, arastirmanin
aciklamasini, aragtirmanin tasarimini ve kullanilan
yontemleri ve arastirmanin bulgular1 ile sonuglarini
iceren, aragtirmanin  bir Ozetini. Arastirmanin
tamamlanma tarthi ve Ozellikle arastirmalarin erken
sonlandirilmasi, gecici durdurulmasi veya askiya
alimmasi ile ilgili ayrintilar,

- Arastirma amacli cihazin agiklamasini, 6zellikle net
bir sekilde tanimlanmig kullanim amacini,

- Amaglarini, tasarimini, etik yonlerini, izlenmesini ve
kalite Onlemlerini, sec¢im kriterlerini, hedef hasta
popiilasyonlarini, 6rneklem  biiyiikliigiinti, tedavi
planlarini, takip siiresini, beraberinde alinan tedavileri
ve hipotezi, 6rneklem biiylikliigli hesabini ve analiz
yontemleri dahil istatistiksel planim1 ve gerekgeleri
kapsayan, klinik arastirma planinin bir 6zetini,

- Klinik aragtirma planina uygunlugun yani sira,
gerekcesi ve sebebiyle birlikte goniillii demografilerini,
secilmis sonlanim noktalar1 ile 1ilgili sonuglarin
analizini, alt grup analizinin ayrintilarin1 kapsayan ve
eksik verilerin ve klinik arastirmadan erken cekilen
hastalarin takibini ya da takibi kaybedilenleri kapsayan
klinik arastirma sonuglarini.

- Ciddi advers olaylarin, advers cihaz etkilerinin, cihaz
kusurlarinin ve ilgili diizeltici faaliyetlerin 6zetini,

- Giivenlilik ve performans sonuclarini, risklerin ve
klinik faydalarin degerlendirmesini, en son klinik
gelismeler 1s18inda  klinik ilgililigin  tartigmasini,
spesifik hasta popiilasyonlarina yonelik spesifik
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precautions for specific patient populations,
implications for the investigational device, limitations
of the investigation.

tedbirleri, arastirma amach cihaza yonelik tavsiyeleri,
arastirmanin sinirlamalarin1 kapsayan tartigma ve genel
degerlendirmeleri.

ANNEX XVI
LIST OF GROUPS OF PRODUCTS WITHOUT
AN INTENDED MEDICAL PURPOSE
REFERRED TO IN ARTICLE 1(2)

1. Contact lenses or other items intended to be
introduced into or onto the eye.

EK XVI
1 INCi MADDENIN iKiNCi FIKRASINDA
ATIFTA BULUNULAN TIBBi AMACLI
OLMAYAN URUN GRUPLARININ LiSTESI

1. Kontak lensler ya da goz i¢ine veya iizerine
uygulanmas1 amaglanan diger gerecler.

2. Products intended to be totally or partially
introduced into the human body through surgically
invasive means for the purpose of modifying the
anatomy or fixation of body parts with the exception
of tattooing products and piercings.

2. Dovme tirtinleri ve pirsingler (piercing) hari¢ olmak
iizere, anatomiyi degistirmek ya da viicut pargalarinin
fiksasyonu amaciyla, cerrahi invaziv yollar araciligiyla
insan viicuduna tamamen veya kismen uygulanmasi
amaglanan iiriinler.

3. Substances, combinations of substances, or items
intended to be used for facial or other dermal or
mucous membrane filling by subcutaneous,
submucous or intradermal injection or other
introduction, excluding those for tattooing.

3. Dovmeye yonelik olanlar hari¢ olmak iizere,
subkiitan, submukoz veya intradermal enjeksiyon ya da
baska bir uygulama yoluyla fasiyal veya diger dermal
dolgu ya da mukoz membran dolgusu olarak
kullanilmast  amaclanan  maddeler, maddelerin
kombinasyonlar1 ya da gerecler.

4. Equipment intended to be used to reduce, remove or
destroy adipose tissue, such as equipment for
liposuction, lipolysis or lipoplasty.

4. Liposaksin, lipoliz veya lipoplastiye yonelik ekipman
gibi, yag dokusunu azaltmak, uzaklastirmak veya
parcalamak i¢in kullanilmas1 amaglanan ekipman.

5. High intensity electromagnetic radiation (e.g. infra-
red, visible light and ultra-violet) emitting equipment
intended for use on the human body, including
coherent and non-coherent sources, monochromatic
and broad spectrum, such as lasers and intense pulsed
light equipment, for skin resurfacing, tattoo or hair
removal or other skin treatment.

5. Cilt yenilemeye, dovme silme veya tiiy almaya ya da
diger cilt uygulamalarma yonelik lazerler ve yogun
atiml1 151k (IPL) ekipmani gibi, monokromatik ve genis
spektrumda, es fazli ve es fazli olmayan kaynaklar
dahil, insan viicudu tizerinde kullanilmasi amaglanan
yilksek  yogunluklu elektromanyetik  radyasyon
(6rnegin, kizil-Otesi/infrared, gOriiniir 151k ve
ultraviyole) yayan ekipman.
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6. Equipment intended for brain stimulation that apply | 6. Beyindeki sinirsel aktiviteyi degistirmek i¢in
electrical currents or magnetic or electromagnetic | kafatasina penetre olan elektrik akimlar1 ya da manyetik
fields that penetrate the cranium to modify neuronal | veya elektromanyetik alanlar uygulayan beyin
activity in the brain. stimiilasyonu amagcli ekipman.
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