8.

9.

Regulation For The Certification Of Medical Devices Pursuant To Eu o -
Regulation 2017/745 / 2017/745 sayili AB Y6netmeligi Uyarinca Tibbi Cihazlarin kl wa
Belgelendirilmesine lliskin Yonetmelik

INDEX / ICINDEKILER

SCOPE AND FIELD OF APPLICATION / KAPSAM VE UYGULAMA ALANI

GENERAL PRINCIPLES AND GUARANTEES FOR THE CUSTOMER / MUSTERI ICIN GENEL ESASLAR VE
GARANTILER

ACCESS REQUIREMENTS FOR CERTIFICATION / SERTIFIKA ICIN ERISIM GEREKLILIKLERI

REQUIREMENTS OF THE CONFORMITY ASSESSMENT PROCESS / UYGUNLUK DEGERLENDIRME
SURECININ GEREKLILIKLERI

CHANGE OF NOTIFIED BODY / ONAYLANMIS KURULUSUN DEGISIKLIGI

SUSPENSION, WITHDRAWAL OR REDUCTION OF THE CERTIFICATION / SERTIFIKASYONUN ASKIYA
ALINMASI, GERI CEKILMESI VEYA KAPSAMIN DARALTILMASI

INCORRECT USE OF CERTIFICATION, THE CERTIFICATE AND THE CE MARK / BELGELENDIRME, SERTIFIKA
VE CE ISARETININ YANLIS KULLANIMI

COMPLAINTS, APPEALS AND DISPUTES / SIKAYET, ITIRAZ VE ANLASMAZLIKLAR

UNILATERAL MODIFICATION OF THE CONTRACT / SOZLESMENIN TEK TARAFLI DEGISIKLIGI

10.RIGHT OF UNILATERAL WITHDRAWAL FROM THE CONTRACT / SOZLESMEDEN TEK TARAFLI CAYMA

HAKKI

MDR.GD.001 /22.07.2024/R05 1/39



Regulation For The Certification Of Medical Devices Pursuant To Eu o -
Regulation 2017/745 / 2017/745 sayili AB Y6netmeligi Uyarinca Tibbi Cihazlarin kl wa
Belgelendirilmesine lliskin Yonetmelik

1. SCOPE AND FIELD OF APPLICATION/ KAPSAM VE UYGULAMA ALANI

This Regulation define the rights, duties, and operational methodology that govern the relationships between Kiwa
Belgelendirme Hizmetleri A.$. (hereinafter Kiwa TR) and the Organisation?, in implementation of the procedures to be
used for the assessment of compliance of medical devices ? (hereinafter MD), provided for in EU Regulation
(2017/745, as referred to in  Annex IX and Annex Xl of the aforementioned Regulation. / Bu Ybénetmelik, AB
Yoénetmeliginde saglanan tibbi cihazlarin? (bundan béyle MD olarak anilacaktir) uygunlugunun degerlendiriimesi igin
kullanilacak prosediirlerin uygulanmasinda Kiwa Belgelendirme Hizmetleri A.S. (bundan béyle Kiwa TR olarak
anilacaktir) ile Kurulus® arasindaki iliskileri y6neten haklari, gérevieri ve operasyonel metodolojiyi tanimlar. (2017/745,
bahsi gegen Tiizligiin Ek IX ve Ek Xl'inde atifta bulunuldugu sekilde)

In addition, conformity assessment activities are carried out in accordance with the harmonised standards, the
Common Specifications and to the European guidelines applicable to the medical sector, in force at the time of the
execution of the activities. / Ayrica uyumlastirilmis standartlara uygun olarak yiirttlililen uygunluk degerlendirme
faaliyetleri, uyumlastiriimig standartlar, Ortak Spesifikasyonlar ve faaliyetlerin yiiritilddigi tarihte ydrdrliikte olan tibbi
cihaz sektérii icin gecgerli olan Avrupa ybnergelerine uygun olarak yliriitilmektedir.

The requirements expressed in this regulation MDR.GD.001 form an integral part of the contract stipulated with Kiwa
TR (economic offer, the Kiwa Regulation for Certification and General Terms and Conditions of Kiwa TR for the
performance of orders hereinafter referred to as General Terms and Conditions). / Bu yénetmelik MDR.GD.001’de
ifade edilen gereklilikler, Kiwa TR ile 6ngériilen s6zlesmenin ayrilmaz bir par¢asini olugsturur (ekonomik teklif, Kiwa
Sertifikasyon Yonetmeligi ve Kiwa TR'nin sipariglerin yerine getiriimesi icin Genel Hiikiim ve Kogullari, bundan sonra
Genel Hiikiim ve Kogullar olarak anilacaktir).

These requirements refer solely to aspects specifically connected with the scope of the requested certification. / Bu
gereklilikler, yalnizca talep edilen belgelendirmenin kapsami ile 6zel olarak baglantili hususlara atifta bulunur.

The types of MDs for which Kiwa TR is authorised to operate, are set out in the notification issued to Kiwa TR by the
Competent Authority, available on the https//ec.europa.eu/growth/tools-databases/nando website. / Kiwa TR'nin
isletmeye yetkili oldugu MD tiirleri, Yetkili Otorite tarafindan Kiwa TR'ye verilen ve https://ec.europa.eu/growth/tools-
databases/nando web sitesinde bulunan bildirimde belirtiimigtir.

The contract expressly excludes any form of consultancy to the Organisation that could jeopardise the nature of
independence of the carried out assessments. /| Sézlesme, gerceklestiriien degerlendirmelerin bagimsizliginin
dogasini tehlikeye atabilecek herhangi bir ekonomik operatér danismanligini agikga hari¢ tutmaktadir.

2. GENERAL PRINCIPLES AND GUARANTEES FOR THE CUSTOMER / MUSTERI IGIN GENEL ESASLAR
VE GARANTILER

Kiwa TR applies the following principles and commitments in its certification activity and the General Terms and
Conditions: / Kiwa TR, belgelendirme faaliyetinde ve Genel Hikim ve Kogullarda asagidaki ilke ve taahhlitleri
uygulamaktadir:

a) Absence of discrimination: access to certification services is allowed to any Organization requesting them, in
accordance with this Regulation, without any discrimination of commercial or financial nature or regarding
membership of particular associations. / Ayrimciligin olmamasi: Bu Yénetmelik uyarinca, talep eden herhangi bir
Kurulusun, ticari veya mali nitelikte veya belirli birliklere Uyelik konusunda herhangi bir ayrim gbzetmeksizin,
belgelendirme hizmetlerine erismesine izin verilir.

b) Impartiality and independence: ensured through the following measures: / Tarafsizlik ve bagimsizlik: asagidaki
o6nlemlerle saglanir:

- On time implementation of formalised rules and procedures in use by all personell involved in certification and
periodic consultation with appropriate parties interested in certification; / Belgelendirmeye dahil olan tiim personel
tarafindan kullanilan resmi kural ve prosediirlerin zamaninda uygulanmasi ve belgelendirme ile ilgilenen uygun
taraflarla periyodik olarak istisare edilmesi;

1The term “Organization” means any “economic operator”, as defined in art. 2 point 35 of Regulation (EU) 2017/745, to which this Regulation applies.
For Kiwa TR, the terms Organisation and Customer are synonyms. / “Kurulug” terimi, Bu Tiiz(igiin gegerli oldugu 2017/745 (AB) Tiiziigi'niin
2.maddesi 35. kisminda tanimlandigi gibi herhangi bir "ekomonik operatér" anlamina gelir. Kiwa TR igin Kurulug ve Misteri terimleri es anlamlidir.

2For the definition of medical device, and other specific definitions of the sector, provided for in Article 2 of EU Regulation 2017/745 apply. / Tibbi
cihaz tanimi igin AB Yénetmeligi 2017/745'in 2. Maddesinde belirtilen, sektére iliskin diger 6zel tanimlar gegerlidir.

MDR.GD.001 /22.07.2024/R05 2/39



Regulation For The Certification Of Medical Devices Pursuant To Eu

° —
Regulation 2017/745 [ 2017/745 sayili AB Yénetmeligi Uyarinca Tibbi Cihazlarin kl wa

<)

d)

Belgelendirilmesine lliskin Yénetmelik

— Certification activities are assigned to personnel who do not have a vested interest in the Organisation subject to
certification, who are held to observe the rules of conduct and independence established by Kiwa TR. /
Belgelendirme faaliyetleri, Kiwa TR tarafindan olusturulan davranis ve bagimsiziik kurallarina uymakla yikdmlii
tutulan, belgelendirmeye tabi Kurulugta herhangi bir ¢ikari olmayan personele verilir.

As such, Kiwa TR undertakes to accept any justified reports from the Organization, within 3 working days of
reporting the names, regarding the existence of incompatibility of assignment, which could compromise the
impartiality or independence of assessment; / Bu itibarla Kiwa TR, degerlendirmenin tarafsizlidini veya
bagimsizligini tehlikeye atabilecek atama uyumsuziugunun varligina iligkin, isimlerin bildiriimesinden itibaren 3
is glint icinde Kurulustan gelecek her tiirlii gerekgeli raporu kabul etmeyi taahhlit eder;

Clear separation between the personnel carrying out the audit and personnel responsible for certification
decisions; / Denetimi yiiriiten personel ile belgelendirme kararlarindan sorumlu personel arasinda net bir ayrim;

- Total abstention from the performance of consultancy activities in the definition and application of the
requirements for obtaining the Certification. / Sertifikasyonun alinmasi igin gereksinimlerin tanimlanmasi ve
uygulanmasinda danigmanlik faaliyetlerinin yerine getiriimesinden tamamen kaginma.

Prompt management of complaints, appeals and disputes, as defined in article 8 of this Regulation; / Bu Tiizigin
8. Maddesinde tanimlandigi gibi sikayetlerin, itirazlarin ve ihtilaflarin derhal yénetimi;

Confidentiality: in addition to that provided for in the General Terms and Conditions and The Kiwa Regulation for
Certification, all data and information of Customers are treated with the utmost confidentiality, subject to that
provided for otherwise by law. / Gizlilik: Genel Hiikiim ve Kosullarda ve Kiwa Belgelendirme Yénetmeligi'nde
belirtilenlere ek olarak, Miigterilerin tiim verileri ve bilgileri, yasalarca aksi belirtiimedikge, azami gizlilikle ele alinir.

Kiwa TR requires all of its personnel, including those performing compliance assessments, to sign a confidentiality
agreement and a document in which they commit to treat any information that comes into their possession in
accordance with the provisions of the Privacy Act. / Kiwa TR, uygunluk degerlendirmeleri yapanlar da dahil olmak
tizere tiim personelinin, bir gizlilik sézlesmesi ve ellerine gegen her tiirlii bilgiyi Gizlilik Yasas! hiikiimlerine uygun
olarak ele alacagini taahhit ettikleri bir belge imzalamasini sart kosar.

A similar commitment concerning the confidentiality is guaranteed by Control Bodies and Competent and
Designating Authorities, to which Kiwa TR must guarantee access to Customer data. / Gizlilikle ilgili benzer bir
taahhit, Kiwa TR'nin Musteri verilerine erisimi garanti etmesi gereken Denetleme Kurumlari ve Yetkili ve Atama
Otoriteleri tarafindan garanti edilmektedir.

Information exchanged confidentially between Competent Authorities and the former as well as the European
Commission are not disclosed unless such is agreed with the Authorities that transmitted them. / Yetkili Otoriteler
ve Avrupa Komisyonu arasinda gizli olarak teati edilen bilgiler, bunlari ileten Otoritelerle mutabik kalinmadigi
stirece ifsa edilmez..

The confidentiality requirements do not prejudice the rights and duties of the Commission, Member States and
notified Bodies concerning information exchange and the disclosure of safety notices, as well as the duties of
persons required to provide information in accordance with criminal law. / Gizlilik gereklilikleri, Komisyonun, Uye
Devletlerin ve Onaylanmis Kuruluslarin bilgi aligverisi ve glivenlik uyarilarinin ifsasina iliskin hak ve gérevlerinin
yani sira ceza hukuku uyarinca bilgi vermesi gereken Kigilerin gbrevlerine halel getirmez.

The European Commission and Member States can exchange confidential information with the regulatory
Authorities of non-EU countries with which they have concluded bilateral or multilateral confidentiality agreements.
| Avrupa Komisyonu ve Uye Devletler, ikili veya c¢ok tarafli gizlilik anlasmalari imzaladiklari AB (iyesi olmayan
tlkelerin diizenleyici Makamlari ile gizli bilgi aligverisinde bulunabilirler.

Designation as Notified Body: Kiwa TR undertakes to inform the Organisation of any rejection, reduction,
suspension or withdrawal of the accreditation and/or ministerial notification; in such cases Kiwa TR will be in no
way responsible for any damages caused to the Organisation by rejection, reduction, suspension or withdrawal of
the natification; in the aforementioned cases, the Organisation has the right to opt out of the contractual relationship
with Kiwa TR, without the need for prior notification and without any additional costs. / Onaylanmis Kurulug Olarak
Atanmasi: Kiwa TR, akreditasyonun ve/veya bakanlik bildiriminin reddi, kapsam daraltiimasi, askiya alinmasi veya
geri gekilmesini Kuruluga bildirmeyi; Bu gibi durumlarda Kiwa TR, bildirimin reddedilmesi, kapsam daraltiimasi,
askiya alinmasi veya geri ¢cekilmesi nedeniyle Kurulug'a verilen zararlardan hicbir sekilde sorumlu olmayacaktir;
bahsi gecen durumlarda Kurulus, 6nceden herhangi bir bildirime gerek kalmaksizin ve herhangi bir ek (icret
6demeden Kiwa TR ile olan sézlesme iliskisinden ayrilma hakkina sahiptir.

If the designation has been suspended, reduced or withdrawn in whole or in part, Kiwa TR will follow the direction
provided by the responsible authority and inform the Customers concerned at the latest within ten days of the
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decision. / Atamanin tamamen veya kismen askiya alinmasi, kapsam daraltiimasi veya geri ¢cekilmesi durumunda
Kiwa TR sorumlu merci tarafindan verilen talimati takip edecek ve kararin alinmasindan itibaren en ge¢ on giin
icinde ilgili Musterileri bilgilendirecektir.

If Kiwa TR decides to cease conformity assessment activities, it will inform the responsible authority of the notified
bodies and the manufacturers concerned as soon as possible and, if the cessation has been scheduled, a year
before the termination of activities. / Kiwa TR uygunluk degerlendirme faaliyetlerini durdurmaya karar verirse,
onaylanmig kuruluglarin ve ilgili (reticilerin sorumlu makamini mimkiin olan en kisa slirede ve durdurmanin
planlanmig olmasi halinde faaliyetlerin sona ermesinden bir yil énce bilgilendirecektir.

The certificate issued to the Organisation can remain valid (at the sole discretion of Kiwa TR), for a temporary
period of six months after Kiwa TR ceases to carry out its activities, provided that another notified body has
confirmed in writing that it will assume responsibility for the devices covered by the certificate in question. / Kuruluga
verilen sertifika, baska bir onaylanmis kurulusun séz konusu sertifikanin kapsadidi cihazlarin sorumlulugunu
tstlenecegini yazili olarak onaylamasi kosuluyla, Kiwa TR'nin faaliyetlerini durdurmasindan sonra alti aylik gegici
bir siire i¢in (Kiwa TR'nin takdirine bagli olarak) gecerli kalabilir.

Kiwa TR undertakes to provide, upon request, a list of any subsidiaries used as part of the certification activities
covered by this Regulation. / Kiwa TR, talep (izerine, bu Yénetmelik kapsamindaki belgelendirme faaliyetlerinin bir
pargasi olarak kullanilan bagl kuruluslarin bir listesini saglamay:i taahhiit eder.

For outsourced activities, Kiwa TR agrees to inform the Organisation as regards subcontractors used. / Dis kaynakli
faaliyetler igin Kiwa TR, kullanilan tageronlar hakkinda Kurulugu bilgilendirmeyi kabul eder.

Kiwa TR does not subcontract the following activities: / Kiwa TR asadidaki faaliyetleri alt ylikleniciye vermez:

2017/745 EU Annex-VII Article 4.3. Application review and contract, 4.4. Allocation of resources, 4.7. Final review,
4.8. Decisions and Certifications; with these, especially : / madde 4.3. Bagvurunun incelenmesi ve sézlegsme, 4.4.
Kaynaklarin tahsisi, 4.7. Nihai gbzden gegirme, 4.8. Kararlar ve Belgelendirmeler; bunlarla birlikte ézellikle :

— review of the qualifications and monitoring of the performance of external experts; / dis uzmanlarin
yetkinliklerinin incelenmesi ve performanslarinin izlenmesi;

— auditing and certification activities where the subcontracting in question is to auditing or certification
organisations; / séz konusu alt ytikleniciligin denetleme veya belgelendirme kuruluslarina verilmesi durumunda,
denetleme ve belgelendirme faaliyetleri;

— allocation of work to external experts for specific conformity assessment activities; and / spesifik uygunluk
degerlendirme faaliyetleri igin dis uzmanlara isin tahsis edilmesi; ve

— final review 2017/745 EU EK-VII and decision making functions./ nihai inceleme ve karar alma islemleri

Kiwa TR makes all contracts related to conformity assessment activities directly with the manufacturer, not with
other organisations. / Kiwa TR uygunluk degerlendirme faaliyetleri ile ilgili tiim sézlesmeleri diger kuruluslarla degil,
dogrudan (iretici ile yapar.

In cases where the audit and assessment service provided is required to be performed again due to Kiwa TR; No
additional fee is charged to the customer for the audit and assessment repetition. / Kiwa TR kaynakli olarak, verilen
denetim ve dederlendirme hizmetinin tekrar yapiimasi gerektigi durumlarda; denetim ve degerlendirme tekrari igin
musteriden ek licret talep edilmez.

Kiwa TR, in the event that a subcontractor is used for any conformity assessment activity; undertakes that the
subcontractor fully meets the requirements of regulation 2017/745. / Kiwa TR, herhangi bir uygunluk degerlendirme
faaliyeti icin bir alt yliklenici kullanimi durumunda; alt yiklenicinin 2017/745 sayili regilasyonun gereksinimlerini
tam olarak kargiladigini taahhlit eder.

If Kiwa TR assigns any conformity assessment activity to a subcontractor and / or external expert; this

subcontractor and / or external expert cannot transfer the assignment to another organization or personnel. / Kiwa
TR’nin herhangi bir uygunluk degerlendirme faaliyetini bir alt yiiklenici ve/veya dis uzmana vermesi durumunda;
bu alt yiiklenici ve/veya dis uzman igi baska bir kurulusa ya da personele devredemez.

3.REQUIREMENTS FOR THE CERTIFICATION / SERTIFIKA ICIN GEREKLILIKLER

3.1 General Obligations of the Organization / Kurulusun Genel Yiikiimliiliikleri

addition to the provisions of the General Terms and Conditions (SD.011) and the Kiwa Certification

Regulations(GD.001), the Organisation (or its representative) must in the certification application phase, commit to
comply with the following obligations: / Genel Hiikiim ve Kosullar (SD.011) ve Kiwa Belgelendirme Kurallari (GD.001),
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hiikiimlerine ek olarak, Kurulus (veya temsilcisi) belgelendirme bagvuru asamasinda agsagidaki yiikimliliiklere uymayi
taahhit etmelidir:

Accept the conditions set out in this Regulation MDR.GD.001 which is also available on the Kiwa TR website
(https://www.kiwa.com/tr/tr). / Kiwa TR web sitesinde de (https://www.kiwa.com/tr/tr) bulunan bu Ydénetmelik
MDR.GD.001 belirtilen kosullari kabul edin.

In any case the Organizations that intend to conclude a contract with Kiwa TR can request a computer copy. / Her
haliikarda Kiwa TR ile sézlesme akdetmek isteyen Kuruluglar bilgisayar kopyasi talep edebilirler.

Kiwa TR will communicate all subsequent and possible modifications to the contractual documents, but it is the
responsibility of the Organization to always have the updated version of these documents, downloading them from
the website https://www.kiwa.com/tr/tr / Kiwa TR, sbzlesme belgelerinde yapilacak sonraki ve olasi tim
degisiklikleri iletecektir, ancak bu belgelerin her zaman glincel versiyonunu https://www.kiwa.com/tr/tr adresinden
indirerek bulundurmak Kurulusun sorumlulugundadir.

Respect and enforce (for all subjects involved in the life cycle of the MD subject to certification) all obligations
provided for by EU Regulation 2017/745 (including the obligations laid down in Article 10); thus, for example,
stipulating appropriate contractual agreements to that effect with importers, exporters, distributors. / 2017/745 sayili
AB Tiiziigii tarafindan sadglanan tiim yiikimliiliiklere (Madde 10'da belirtilen yliikiimliiliikler dahil) saygr gbsterin ve
(sertifikasyona tabi MD'nin yasam dénglistinde yer alan tiim konular igin) uygulayin; bu nedenle, 6rnegin ithalatgilar,
ihracatgilar, distribditérler ile bu amaca ybnelik uygun sézlesme anlagmalarini sart kosmak.

Maintaining MD compliance with the essential requirements referred to in Annex | of EU Regulation 2017/745; / AB
Yénetmeligi 2017/745 Ek I'de belirtilen temel gerekliliklerle MD uyumlulugunu siirdirmek;

Provide Kiwa TR with all necessary information concerning the Organisation, the products or categories of products
subject to the certification procedure and any critical® suppliers entrusted with outsourced processes, including all
information concerning obligations related to the UDI system referred to in Articles 27, 29 and 31 of Regulation
2017/745. | 2017/745 sayili Yénetmelik 27, 29 ve 31. Maddelerde atifta bulunulan UDI sistemiyle ilgili
yukdmldliiklerle ilgili tiim bilgiler de dahil olmak (izere, Kurulus, sertifikasyon prosediiriine tabi (riinler veya (iriin
kategorileri ve dis kaynakli siirecglerle gbreviendirilen tiim kritik® tedarikgilerle ilgili tiim gerekli bilgileri Kiwa TR'ye
saglar.

Inform Kiwa TR of all the places in which the device is designed and manufactured, particularly if said places do
not correspond to the Organisation’s (or its Authorised Representative’s) operational headquarters; / Cihazin
tasarlandigi ve dretildigi tim yerleri, 6zellikle s6z konusu yerler Kurumun (veya Yetkili Temsilcisinin) operasyonel
merkezine uygun degilse Kiwa TR'yi bilgilendirin;

During the offer acceptance phase, expressly declare not to have submitted the application for certification, for the
certification related to the device, to another Notified Body; or provide information on any previous application
requests, for certification relating to the device, which have been rejected or have been withdrawn. / Teklif kabul
asamasinda, cihazla ilgili sertifikasyon icin baska bir Onaylanmis Kurulusa sertifikasyon bagvurusu yapmadiginizi
acikgca beyan edin; veya cihazla ilgili sertifikasyon igin reddedilen veya geri ¢ekilen dénceki bagvuru talepleri
hakkinda bilgi verin.

Authorise personnel appointed by Kiwa TR the access to premises as necessary to perform conformity assessment
activities, including those for documentary analysis, and access during the audit to all the areas subject to
assessment, to documents and recordings (including reports of internal audits) as well as personnel involved in
handling complaints. / Kiwa TR tarafindan atanan personele, belgesel analizler de dahil olmak lizere uygunluk
degerlendirme faaliyetlerini gerceklestirmek icin gerekli tesislere erisim ve denetim sirasinda degerlendirmeye tabi
tiim alanlara, belgelere ve kayitlara (ic denetim raporiari dahil) sikayetleri ele alan personel olarak erisim yetkisi
verin.

Appoint its own Representative as the main contact person of the conformity assessment team and guarantee that
any consultant present during the audit solely remains an observer. / Uygunluk degerlendirme ekibinin ana irtibat
kigisi olarak kendi Temsilcisini atayin ve denetim sirasinda hazir bulunan herhangi bir danismanin yalnizca bir
gbzlemci olarak kalmasini garanti edin.

3 Critical suppliers: supplier (or subcontractor) of critical components (critical raw materials, primary packaging, critical semi-finished products, etc.),
of complete devices, or of essential processes for ensuring compliance with the provisions of the law (design, special or customised components,
special processes, software, tests and controls, etc.). / Kritik tedarikgiler: kritik bilesenlerin (kritik hammaddeler, birincil ambalajlar, kritik yari bitmis trtinler,
vb.), eksiksiz cihazlarin veya yasa hiikiimlerine (tasarim, 6zel) uyumu saglamak igin gerekli siireglerin tedarikgisi (veya taseronu). veya ozellestirilmis bilesenler,
6zel stiregler, yazilimlar, testler ve kontroller vb.).
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- Be responsible for applying the requirements prescribed by laws in force on safety in the workplace. / isyeri
glivenligi konusunda ytirtirliikte olan kanunlarin éngérdiigi gerekliliklerin uygulanmasindan sorumiu olun.

The Organisation undertakes to provide Kiwa TR with a complete and detailed report of the specific risks that exist
in the workplace where Kiwa TR personnel will be working and PPE necessary for carrying out the appointment,
informing Kiwa TR personnel concerning their correct use. / Kurulug, Kiwa TR personelinin ¢alisacagi isyerinde
mevcut olan spesifik riskler ve randevunun yapiimasi igin gerekli KKD (kisisel koruyucu donanim) hakkinda eksiksiz
ve ayrintili bir rapor sunmayi ve Kiwa TR personelini bunlarin dogru kullanimi hakkinda bilgilendirmeyi taahhdit
eder.

In this regard, the Organisation has to provide appointed Kiwa TR personnel the Company documentation
concerning the workplace safety (Risk Assessment Document., safety plan, procedures, etc.), limited to aspects
of specific interest. /| Bu baglamda, Kurulus, 6zel ilgi alanlari ile sinirli olarak, igyeri giivenligine iliskin Sirket
belgelerini (Risk Dedgerlendirme Belgesi, glivenlik plani, prosediirler, vb.) atanmis Kiwa TR personeline
saglamalidir.

If for such omissions, injuries occur or illnesses are contracted, no charges may be made, for any reason against
Kiwa TR. / Bu tiir ihmaller, yaralanmalar veya hastaliklar meydana gelirse, Kiwa TR'den herhangi bir nedenle (icret
talep edilemez.

- Provide Kiwa TR with all technical documentation and quality system documentation, both during the initial phase
as well as in any other phase of the certification process. / Kiwa TR'ye, hem baslangi¢ asamasinda hem de
sertifikasyon stirecinin diger herhangi bir asamasinda tiim teknik belgeleri ve kalite sistem belgelerini saglayin.

- Provide all the documentation subject to assessment by Kiwa TR and the relative correspondence with Kiwa TR,
in Turkish or English. / Kiwa TR tarafindan degerlendirmeye tabi tim belgeleri ve Kiwa TR ile ilgili yazismalari
Tiirkge veya Ingilizce olarak saglayin.

No other languages shall be accepted. / Bagka higbir dil kabul edilmeyecektir.

- Documentation must be dated and signed, in uneditable format. / Dokiimantasyon, lizerinde degisiklik yapiimayan
bir formatta, tarihli ve imzali olmalidir.

Any changes to the contents of the documents being assessed must be identified, in order to guarantee immediate
traceability with respect to the previous revision. / Bir dnceki revizyona goére aninda izlenebilirligi garanti etmek igin,
degerlendiriimekte olan belgelerin icerigindeki herhangi bir degisiklik tanimlanmahdir.

This process for managing changes must be formalised within the organisation’s quality management system. /
Degisiklikleri ybnetmeye ybnelik bu streg, Kurulugun kalite yénetim sistemi icinde resmilegtiriimelidir.

- Ensure the registration/information procedures provided for by the Competent Authority. / Yetkili Otorite tarafindan
saglanan kayit/bilgi prosediirlerini saglamak.

- Fulfil the obligations imposed by the quality system approved by Kiwa TR, and ensure its proper and effective
functioning for the entire life cycle of the MD subject to certification. / Kiwa TR tarafindan onaylanan kalite sisteminin
getirdigi yikamlliikleri yerine getirin ve belgelendirmeye tabi MD'nin tiim yasam dénglisi boyunca dogru ve etkin
isleyigini saglayin.

These obligations also include the systematic updating of documentation in line with legislative updates, guidelines
and the state of art of the reference sector. /| Bu yikimliiliikler ayni zamanda dokiimantasyonun yasal
gtincellemeler, kilavuzlar ve referans sektériiniin son durumu ile  uyumlu olarak sistematik olarak giincellenmesini
de icerir.

- Inform the Competent Authorities and Kiwa TR, without delay and as soon as it becomes aware of any incidents or
possible serious risks associated with the MD made available in the territories of the European Union, as provided
for by Articles 87 and 88 of EU Regulation 2017/745 ; moreover, in the event of a serious incident, it must carry out
all activities laid down in Article 89 of EU Regulation 2017/745. / 2017/745 AB Tliz(igli'niin 87 ve 88. maddelerinde
belirtildigi gibi, Avrupa Birligi topraklarinda kullanima sunulan MD ile ilgili herhangi bir olay veya olasi ciddi riskleri
gecikmeksizin ve farkina varir varmaz, Yetkili Makamlari ve Kiwa TR'yi bilgilendirin; ayrica, ciddi bir olay olmasi
durumunda, AB Ybénetmeligi 2017/745'in 89. Maddesinde belirtilen tiim faaliyetleri yerine getirmelidir.

- For all critical suppliers: establish a contractual requirement with the supplier in such a way that access by Kiwa
TR is granted to all suppliers’ sites and documents (also downstream of the supply chain, where appropriate) where
MD subject to certification are produced or processed, both for periodic and unannounced audits, otherwise Kiwa
TR may refuse the certification request, or refuse to continue with it. / Tim kritik tedarikgiler igin: Sertifikasyona tabi
MD'nin dretildigi veya islendigi tiim tedarikgilerin tesislerine ve belgelerine (uygun oldugunda tedarik zincirinin asagi
akigina da) Kiwa TR tarafindan erisim saglanacak sekilde tedarikgiyle ,hem periyodik hem de habersiz denetimler
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icin s6zlesmeye dayali bir gereklilik olusturun, aksi takdirde Kiwa TR belgelendirme talebini veya devam etmeyi
reddedebilir.

The supplier must also provide the Organisation with all of the technical documentation and quality management
system documentation required to provide proof of compliance with the relevant safety and performance
requirements and application of the quality management system. / Tedarik¢i ayrica, ilgili glivenlik ve performans
gereKliliklerine ve kalite y6netim sisteminin uygulanmasina uygunlugun kanitini saglamak igin gerekli tiim teknik
belgeleri ve kalite ybnetim sistemi belgelerini Kurulusa saglamalidir.

- Maintain an updated list of codes corresponding to all devices subject to approved and signed certification, to be
delivered to Kiwa TR in a controlled manner. / Kiwa TR'ye kontrollii bir sekilde teslim edilmek (izere onayli ve imzali
sertifikasyona tabi tiim cihazlara karsilik gelen giincel bir kod listesi bulundurun.

- Maintain the above obligations in case of changes to certified products, for all extensions to new products subject
to certification. / Sertifikali (riinlerde degisiklik olmasi durumunda, sertifikaya tabi yeni (riinlere yapilan tim
genigletmeler igin yukaridaki ylkdmlilikleri koruyun.

- Accept, without additional costs, the potential presence of staff of the control body/competent authority as
Observers, which will be notified by Kiwa TR with a clear illustration of their roles. / Kiwa TR tarafindan rollerinin
acik bir gésterimi ile bildirilecek olan kontrol organi/yetkili otorite personelinin Gézlemci olarak potansiyel varligini
ek bir maliyet olmaksizin kabul edin.

Their presence has the aim of assessing that the evaluation methods used by Kiwa TR are in accordance with the
notification requirements. / Onlarin varli§i, Kiwa TR tarafindan kullanilan dederlendirme ydntemlerinin bildirim
gerekliliklerine uygun oldugunu degerlendirme amacina sabhiptir.

Specific obligations of the Organisation in relation to the conformity assessment Annexes / Kurulusun
uygunluk degerlendirmesine Eklerine iligskin 6zel yiikiimliiliikleri

The Organisation must undertake to comply with the following requirements: / Kurulug, asagidaki gerekliliklere uymayi
taahhdit etmelidir:

e Undergo appropriate compliance assessments, according to the selected Annex, before placing an MD on the
market and before its commissioning. / Bir MD'yi piyasaya siirmeden ve devreye almadan énce segilen Ek'e gére
uygun uygunluk degerlendirmelerine tabi tutulmalidir.

e Plan, continuously conduct and document a clinical evaluation and a post-marketing clinical follow-up (PMCF) as
provided for by Annex XIV of EU Regulation 2017/745 and the related guidelines and Common Specifications
published by the European Commission. / 2017/745 sayili AB Yénetmeligi Ek XIV ve Avrupa Komisyonu
tarafindan yayinlanan ilgili kilavuzlar ve Ortak Spesifikasyonlar tarafindan 6ngériildigli sekilde bir klinik
degerlendirme ve piyasaya arz sonrasi klinik takibi (PMCF) planlayin, siirekli olarak ydiriitiin ve belgeleyin.

e  Where applicable, carry out clinical investigations according to Annex XV of EU Regulation 2017/745 and the
related guidelines and Common Specifications published by the European Commission. / Uygulanabilir
oldugunda, klinik aragtirmalari 2017/745 sayili AB Ybénetmeligi Ek XV'e ve Avrupa Komisyonu tarafindan
yayinlanan ilgili kilavuzlara ve Ortak Spesifikasyonlara gére gerceklestirin.

e  For all MDs: prepare technical documentation according to the chosen Annex. / Tiim MD'ler igin: secilen Ek'e gére
teknik belgeler hazirlayin.

e Forclass lla, IIb and Ill MDs: draft and maintain a periodic safety update report (PSUR) as provided for in Article
86 of EU Regulation 2017/745. | Sinif lla, 1Ib ve Ill MD'ler igin: 2017/745 sayili AB Tiiziigi'niin 86. Maddesinde
belirtildigi gibi bir periyodik giivenlik giincelleme raporu (PSUR) hazirlayin ve sirdiiriin.

e Forclass Is, Im and I-reusable surgical instruments MDs: draft and maintain a post-marketing surveillance report
(PMSR) as provided for in Article 85 of EU Regulation 2017/745. / Sinif Is, Im ve |- r tekrar kullanilabilir cerrahi
aletler MD'leri igin: 2017/745 sayili AB Ybénetmeliginin 85. Maddesinde belirtildigi gibi bir piyasaya arz sonrasi
sonrasi gbzetim raporu (PMSR) hazirlayin ve sirddiriin.

e  For implantable and class Il MDs: draw up a summary of safety and clinical performance as article 32 of EU
Regulation 2017/745. | Implante edilebilir ve sinif lll MD'ler igin: 2017/745 sayili AB Yénetmeliginin 32. maddesine
gbre glvenlik ve klinik performansin bir 6zetini hazirlayin.

The manufacturer shall draw up the SSCP based on the clinical evaluation and the post-market surveillance of
the device. The SSCP shall include information on the identification, intended purpose, description, alternatives,
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standards, clinical evaluation, user profile, and residual risks of the device. / Uretici, cihazin klinik
degerlendirmesine ve piyasa sonrasi gézetimine dayanarak SSCP'yi hazirlamalidir. SSCP, cihazin tanimlanmasi,
amaclanan amaci, tanimi, alternatifleri, standartlari, klinik degerlendirmesi, kullanici profili ve kalan riskleri
hakkinda bilgi icermelidir.

The manufacturer shall submit the draft of the SSCP to Kiwa TR. Kiwa TR validates the SSCP and upload it to
Eudamed. The manufacturer shall mention on the label or instructions for use where the SSCP is available. /
Uretici, SSCP'nin taslagini Kiwa TR'ye sunacaktir. Kiwa TR SSCP'yi onaylar ve Eudamed'e yiikler. Uretici,
SSCP'nin nerede mevcut oldugunu etiket veya kullanim talimatlarinda belirtmelidir.

Kiwa TR monitors the SSCP as part of the surveillance activities and ensure that it is updated in accordance with
the changes in the device or the clinical data. Kiwa TR also verifies that the SSCP is consistent with the technical
documentation and the certificate of the device. / Kiwa TR, gbézetim faaliyetlerinin bir pargasi olarak SSCP'yi izler
ve cihazdaki veya klinik verilerdeki dedisikliklere uygun olarak giincellenmesini saglar. Kiwa TR ayrica SSCP'nin
teknik dokiimantasyon ve cihazin sertifikasi ile tutarli oldugunu dogrular.

e Maintain, in the technical documentation, an updated list of all the UDI-DIs attributed to the MD subject to
certification. / Teknik dokiimantasyonda, sertifikasyona tabi md'ye atfedilen tiim UDI-Dl'larin giincellenmis bir
listesini muhafaza edin.

e Establish and implement a procedure for managing changes that impact the products subject to certification or
the approved quality system, which provides for communication to Kiwa TR, by sending information relating to
changes made and receipt of approval from Kiwa TR before the implementation of any modification (ref. Article
4.6.1). | Yapilan degisikliklerle ilgili bilgileri géndererek ve herhangi bir degisikligin uygulanmasindan 6nce Kiwa
tr'den onay alarak Kiwa tr'ye iletisimi saglayan sertifikasyona tabi Uriinleri veya onaylanmig kalite sistemini
etkileyen degisiklikleri yénetmek igin bir prosediir olusturun ve uygulayin.( referans Madde 4.6.1).

e Agree to keep the following available for the competent Authorities and Kiwa TR for a period of at least ten (10)
years and, and for implantable devices at least fifteen (15) years from the entry date of the last device on the
market: / Asagidakileri yetkili Makamlar ve Kiwa TR igin en az on (10) yil ve implante edilebilir cihazlar igin
piyasaya son cihazin giris tarihinden itibaren en az on bes (15) yil stireyle temin etmeyi kabul eder.

a) The EU declaration of conformity drafted in accordance with the provisions of Annex IV of EU Regulation
2017/745; 1 2017/745 sayili AB Yénetmelidi Ek IV hiiklimlerine uygun olarak hazirlanan AB uygunluk beyani;

b) The documentation provided for in paragraph 2.1, fifth indent of Annex IX of EU Regulation 2017/745 ; /
2017/745 sayili AB Yénetmeligi Ek IX'un 2.1 paragrafi, besinci bendinde saglanan belgeler;

¢) The information on changes referred to in paragraph 2.4 of Annex IX of EU Regulation 2017/745; / 2017/745
sayili AB Tiizigu Ek IX, paragraf 2.4'e atifta bulunulan degisikliklere iliskin bilgiler;

d) Kiwa TR’s decisions and reports provided for in Annex IX of EU Regulation 2017/745. / Kiwa TR'nin 2017/745
sayili AB Yoénetmeligi Ek IX'da saglanan kararlari ve raporlari.

In addition, for Annex IX only: / Ayrica, yalnizca Ek IX igin:

e) The EU certificate of technical documentation and the EU certificate of quality management system / AB teknik
dokiimantasyon sertifikasi ve AB kalite yénetim sistemi sertifikasi.

f) The data and records resulting from the procedures referred to in point 2.2, second paragraph, letter (c), of
Annex IX of EU Regulation 2017/745; | 2017/745 sayili AB Yénetmeligi Ek IX'un 2.2 numarali bendinin ikinci
paragrafi (c) harfinde atifta bulunulan prosediirlerden kaynaklanan veri ve kayitlar;

g) The documentation referred to in paragraph 4.2 of Annex IX of EU Regulation 2017/745. / 2017/745 sayili AB
Yénetmeligi Ek IX, paragraf 4.2'de atifta bulunulan belgeler.

In addition, for Annex Xl only: The EU type examination certificate referred to in Annex X (if applicable) and the
EU quality assurance certificate. / Ek olarak, yalnizca Ek Xl i¢in: Ek X'te (uygulanabilirse) atifta bulunulan AB tip
inceleme sertifikasi ve AB kalite glivence sertifikasi.

3.2 Description and Classification of results of conformity assessment activities / Uygunluk degerlendirme
faaliyetlerinin sonuclarinin tanimi ve siniflandiriilmasi

The results of the documentary analysis are expressed in terms of findings. / Dokiliman analizin sonuglari bulgular
olarak ifade edilir.

Findings: non-fulfilment of requirements in the technical documentation and quality management system applied to
the MD subject to certification. In addition, a finding may also be issued in relation to other documentation not

MDR.GD.001 /22.07.2024/R05 8/39



Regulation For The Certification Of Medical Devices Pursuant To Eu o -
Regulation 2017/745 / 2017/745 sayili AB Y6netmeligi Uyarinca Tibbi Cihazlarin kl wa
Belgelendirilmesine lliskin Yonetmelik

specifically required, but whose deficiency may affect the compliance of the MD. / Bulgular: Belgeledirmeye tabi
MD'ye uygulanan teknik dokiimantasyon ve kalite ybnetim sistemindeki gerekliliklerin yerine getirilmemesi. Ek olarak,
Ozellikle gerekli olmayan ancak eksikligi MD'nin uygunlugunu etkileyebilecek diger belgelerle ilgili olarak da bir bulgu
yayinlanabilir.

The results of the audit are classified as follows: / Denetimin sonuglari agagdidaki gibi siniflandirilir:

Major non-conformity (NC): non-fulfilment of a requirement established by applicable regulations or by the
Organisation’s documentation approved by Kiwa TR, which affects the capacity of the product to achieve the
expected results, and therefore the safety, fundamental performance, technical specifications or functionality of the
product. It may concern: / Majér uygunsuziluk (NC): liriiniin beklenen sonuglari elde etme kapasitesini ve dolayisiyla
glivenlik, temel performans, teknik Ozellikleri etkileyen, gecgerli yénetmelikler veya Kurulusun Kiwa TR tarafindan
onaylanan belgeleri tarafindan belirlenen bir sartin yerine getiriimemesi. Urtiniin teknik ézellikleri veya islevselligi.
Sunlarla ilgili olabilir:

- Deviation or total lack of compliance with respect to a specified requirement, identified on the basis of objective
evidence; / Objektif kanitlara dayali olarak belirlenen, belirli bir gereklilige gére sapma veya tam uyumsuzluk;

- hon-conformity with applicable legal requirements. / gegerli yasal gerekliliklere uygunsuziuk.

Minor non-conformity (NC): non-fulfilment or partial fulfilment of a requirement established by the applicable
regulations or by the Organisation’s documentation approved by Kiwa TR, which, despite needing correction, does
not affect the ability of the product to achieve the expected results, and therefore does not imply an above-mentioned
major non-conformity. / Minér uygunsuzluk (NC): Diizeltme gerektirmesine ragmen (iriiniin beklenen sonuglari elde
etme kabiliyetini etkilemeyen ve bu nedenle yukarida belirtilen biiylk bir uygunsuzluk anlamina gelmeyen, yiirirlikteki
ybnetmeliklerle veya Kiwa TR tarafindan onaylanan Kurulusun belgeleriyle belirlenen bir gerekliligin yerine
getiriimemesi veya kismen yerine getirilmesi.

Several minor non-conformities pertaining to the same requirement, depending on the content and the general
outcome of the Audit, can lead to a major NC being issued. / Denetimin icerigine ve genel sonucuna bagl olarak, ayni
gereksinime iligkin birkag kliglik uygunsuzluk, bliyiik bir NC'nin yayinlanmasina neden olabilir.

Minor non-compliances that have not be resolved and/or not managed by the Organisation may determine the
issuance of a Major NC. / Céziilmemis ve/veya Kurulus tarafindan ybnetilmeyen kiiglik uyumsuzluklar, Biiyiik NC'nin
yayinlamasini belirleyebilir.

Opportunity for improvement: that not covered in the definitions of a NC, which consists of a potential improvement
of the management system or product subject to certification. / Geligsim firsati: Yénetim sistemi veya sertifikasyona
tabi triinde potansiyel bir iyilestirmeden olusan, NC tanimlarinda yer almayan.

4. REQUIREMENTS OF THE CONFORMITY ASSESSMENT PROCESS,
UYGUNLUK DEGERLENDIRME SURECININ GEREKLILIKLERI

4.1 General requirements
Genel Gereksinimler

4.1.1. Assumption of Conformity / Uygunluk Varsayimi

The activities of Kiwa TR are carried out in accordance with all of the requirements that must be held by Notified
Bodies, as prescribed at a national level by the Competent Authority. / Kiwa TR'nin faaliyetleri, Yetkili Otorite tarafindan
ulusal diizeyde 6ngériildiigi sekilde, Onaylanmis Kuruluglarin sahip olmasi gereken tiim gerekliliklere uygun olarak
yuardatdltr.

Medical devices compliant with the relevant harmonised standards (including monographs of the European
Pharmacopoeia and the Common Specification) or to relevant parts of these standards, whose references are
published in the Official Journal of the European Union, are considered compliant with the provisions of EU Regulation
2017/745. | llgili uyumlastiriimis standartlara (Avrupa Farmakopesi monograflari ve Ortak Spesifikasyon dahil) veya
bu standartlarin ilgili bélimlerine uygun, referanslari Avrupa Birligi Resmi Gazetesinde yayinlanan tibbi cihazlar,
2017/745 sayili AB Yénetmeligi hitkimlerine uygun kabul edilir.

This requirement also applies to quality management systems, to risk management, to post-marketing surveillance
systems, to clinical investigations, to clinical evaluations or to post-marketing clinical follow-ups (PMCF). / Bu gerekililik
ayrica kalite ybnetim sistemleri, risk ybnetimi, piyasaya arz sonrasi gbzetim sistemleri, klinik arastirmalar, klinik
degerlendirmeler veya piyasaya arz sonrasi klinik takipler (PMCF) igin de gecerlidir.
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Kiwa TR shall operate in compliance with Regulation (EU) 2017/745 and with all the guidance documents indicated
above and applicable to the medical device sector. / Kiwa TR, (AB) 2017/745 Ybénetmeligine ve yukarida belirtilen ve
tibbi cihaz sektéri icin gegerli tiim kilavuz belgelere uygun olarak faaliyet gésterecektir.

4.1.2 Classification of the MD / MD'nin siniflandiriimasi

The Organisation who intends to use Kiwa TR for CE marking of its MD is responsible for the specific intended use
assigned to each device and its classification as reported in Article 51 and in Annex VIII of EU Regulation 2017/745. /
Kiwa TR'yi MD'sinin CE igareti i¢in kullanmayi planlayan Kurulus, her bir cihaza atanan spesifik kullanim amacindan
ve 2017/745 sayili AB Yénetmeliginin 51. Maddesinde ve Ek VlliI'de belirtilen siniflandirmasindan sorumliudur.

Kiwa TR, during the review of the certification application, shall verify the classification assigned by the Organisation
for approval. / Kiwa TR, belgelendirme basvurusunun gbézden gecirilmesi sirasinda, Kurulug tarafindan onaylanmak
lizere atanan siniflandirmayi dogrular.

In case of a disagreement between the Organisation and Kiwa TR regarding the application of the classification rules,
Kiwa TR shall inform the Organisation on the matter. / Kurulus ile Kiwa TR arasinda siniflandirma kurallarinin
uygulanmasi konusunda bir anlasmazlik olmasi durumunda, Kiwa TR bu konuda Kurulusu bilgilendirecektir.

The Organisation shall be responsible for sending details relating to the points of disagreement to the Competent
Authority, where the Organisation is located, who shall make decision on the matter. / Kurulus, anlagsmazlik noktalari
ile ilgili ayrintilari, Kurulusun bulundugu Yetkili Makama, konuyla ilgili karar verecek olan yetkiliye gondermekle
yukimladdar.

Where the Organisation does not have its registered office within the European Union, the matter shall be submitted
to the competent Authority of the Member State in which the authorised representative is established. / Kurulusun
Avrupa Birligi'nde kayitl ofisi yoksa, konu yetkili temsilcinin yerlesik oldugu Uye Deviletin yetkili Makamina sunulacaktir.

If the Organisation is located in a Member State other than Turkey, the Competent Authority of the Organisation’s
Member State shall make a decision on the matter, after consulting the Turkish Competent Authority. / Kurulus, Tlirkiye
disinda bir Uye Devlette bulunuyorsa, Kurulus'un Uye Devletinin Yetkili Otoritesi, Tiirk Yetkili Otoritesine danistiktan
sonra konuyla ilgili bir karar verecektir.

When evaluating the classification of the medical device; the following external documents are also taken into
consideration. / Tibbi cihazin siniflandiriimasi ile ilgili degerlendirme yapilirken; asagidaki verilen dis dokiimanlar da
g6z énlinde bulundurulur.

e MDCG 2021-24 Guidance on classification of medical devices: This document provides a general overview of
the purpose and practical relevance of medical device classification, as well as detailed explanations of the 22
classification rules under the MDR / MDCG 2021-24 Tibbi cihazlarin siniflandirilmasina iliskin kilavuz: Bu
belge, tibbi cihaz siniflandirmasinin amaci ve pratik 6nemi hakkinda genel bir bakis sunmanin yani sira MDR
kapsamindaki 22 siniflandirma kuralinin ayrintili agiklamalarini da icermektedir.

e Helsinki Procedure for borderline and classification under MDR & IVDR [/ Sinir lriinler ve MDR & IVDR
kapsaminda siniflandirma icin Helsinki Prosed(irii

e (EU) 2022/2346 Commission Implementing Regulation (EU) 2022/2346 of 1 December 2022 laying down
common specifications for the groups of products without an intended medical purpose listed in Annex XVI to
Regulation (EU) 2017/745 of the European Parliament and of the Council on medical devices (Text with EEA
relevance) (including regulation no. 2023/1194) / (AB) 2022/2346 Tibbi cihazlara iliskin 2017/745 sayili Avrupa
Parlamentosu ve Konsey Tiizliguiiniin (AB) XVI sayili Ekinde listelenen tibbi amaci olmayan (iriin gruplari igin
ortak spesifikasyonlari belirleyen 1 Aralik 2022 tarihli ve 2022/2346 (AB) sayili Komisyon Uygulama Tiiz(igl
(AEA ile ilgili metin) (2023/1194 sayili Tiiziik dahi)

o (EU) 2022/2347 Commission Implementing Regulation (EU) 2022/2347 of 1 December 2022 laying down rules
for the application of Regulation (EU) 2017/745 of the European Parliament and of the Council as regards
reclassification of groups of certain active products without an intended medical purpose (Text with EEA
relevance) / (AB) 2022/2347 Tibbi amaci olmayan belirli aktif (riin gruplarinin yeniden siniflandiriimasina
iliskin (AB) 2017/745 sayili Avrupa Parlamentosu ve Konsey Tiiziglinin uygulanmasina yénelik kurallari
belirleyen 1 Aralik 2022 tarihli ve (AB) 2022/2347 sayili Komisyon Uygulama Tiiziigi (AEA ile ilgili metin)

e Manual on borderline and classification under Regulations (EU) 2017/745 and 2017/746: This manual contains
examples of borderline and classification cases for medical devices and in vitro diagnostic medical devices,
based on the opinions of the Medical Device Expert Group / 2017/745 ve 2017/746 sayili Tiziikler (AB)
kapsaminda sinir ¢izgisi ve siniflandirma kilavuzu: Bu kilavuz, Tibbi Cihaz Uzman Grubunun gériiglerine
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dayali olarak tibbi cihazlar ve in vitro diagnostik tibbi cihazlar igin sinir gizgisi ve siniflandirma vakalarina iliskin
Ornekler icermektedir.

e MDCG 2022-5 Guidance on borderline between medical devices and medicinal products under Regulation
(EU) 2017/745 on medical devices: This document provides guidance on how to distinguish between medical
devices and medicinal products, taking into account the definitions, criteria and principles laid down in the
relevant EU legislation / MDCG 2022-5 Tibbi cihazlara iliskin (AB) 2017/745 sayili Tiiziik kapsaminda tibbi
cihazlar ve tibbi driinler arasindaki sinir gizgisine iliskin kilavuz: Bu belge, ilgili AB mevzuatinda belirtilen
tanimlar, kriterler ve ilkeler dikkate alinarak tibbi cihazlar ve tibbi (lriinler arasinda nasil ayrim yapilacagi
konusunda rehberlik saglar.

4.1.3 Certification process / Sertifikasyon siireci

The certification path followed by Kiwa TR for the purposes of CE marking and the maintenance thereof is represented
by the provisions set out in Annex IX or in Annex XI of EU Regulation 2017/745, to which reference should be made.
| Kiwa TR'nin CE igareti ve bunun strdrilmesi amaciyla izledigi sertifikasyon yolu, 2017/745 sayili AB Yénetmeligi
Ek IX'da veya Ek Xl'de belirtilen ve atifta bulunulmasi gereken hiikiimlerle temsil edilir.

Kiwa TR, during the review of the certification application, shall verify the conformity assessment process defined by
the Organisation for approval. / Kiwa TR, belgelendirme bagvurusunun gézden gecgiriimesi sirasinda, onay i¢in Kurulug
tarafindan tanimlanan uygunluk dederlendirme stirecini dogrular.

For the device groups identified in Annex XVI, Kiwa TR will perform conformity assessments as provided for similar
devices intended for medical use, and with reference to the relative Common Specifications relevance to each group
in terms of risk management and clinical evaluation. / Ek XVI'da tanimlanan cihaz gruplari igin, Kiwa TR, tibbi kullanima

ybnelik benzer cihazlar igin saglanan uygunluk degerlendirmelerini ve risk ybnetimi ve klinik degerlendirme agisindan
her bir grupla ilgili olan ilgili Ortak Spesifikasyonlara atifta bulunarak gergeklegtirecektir.

For class | sterile MDs with measuring functions or in case of reusable surgical instruments, Kiwa TR limits its
intervention during the conformity assessment to aspects regarding evidence, realization and maintenance of their
sterile status, metrological requirements and reprocessing, as provided for in paragraph 7 of Article 52 of EU Regulation
2017/745. | Olgiim fonksiyonlarina sahip sinif | steril md'ler veya yeniden kullanilabilir cerrahi aletler igin Kiwa TR,
uygunluk degerlendirmesi sirasindaki miidahalesini, AB Yénetmeligi 2017/745'in 52. maddesinin 7. fikrasinda
ongoriildiigi lzere, steril durumlarinin, metrolojik gereksinimlerinin ve yeniden islenmesinin kanitlanmasi,
gerceklestiriimesi ve sdrdlirilmesine iliskin hususlarla sinirlandirmaktadir.

For all devices to which other regulations or directives apply (e.g. Directive 2006/42/EC, Directive 89/686/EEC), the
Organisation must also refer to the requirements set out in these documents. / Diger diizenlemelerin veya direktiflerin
gecerli oldugu tim cihazlar icin (6rn. Direktif 2006/42/EC, Direktif 89/686/EEC), Kurulug ayrica bu belgelerde belirtilen
gerekliliklere bagvurmalidir.

After each audit described below, the following rules shall apply: / Asagida agiklanan her denetimden sonra asagidaki
kurallar gegerli olacaktir:

e After each audit, the conformity assessment Team meets for the assessment of the recorded evidence, their
classification and the drafting of a report. / Her denetimden sonra uygunluk degerlendirme Ekibi, kaydedilen
kanitlarin degerlendirilmesi, siniflandirilmasi ve bir rapor hazirlanmasi igin toplanir.

¢ In the final meeting, the conformity assessment Team submits the Audit results and the conclusions on compliance
with the Management System applied, mentioning any non-conformity found. At the end of the meeting, Lead
Auditor issues a Report that outlines the results of the Audit. / Nihai toplantida uygunluk degerlendirme Ekibi, Tetkik
sonuglarini ve uygulanan Yénetim Sistemine uygunluk sonuglarini, tespit edilen uygunsuzluklari belirterek sunar.
Toplantinin sonunda Bas Denetgi, Denetimin sonuglarini 6zetleyen bir Rapor yayinlar.

¢ Any diverging opinions between the conformity assessment Team and the Organisation regarding audit findings or
conclusions must be discussed and resolved, where possible. / Denetim bulgulari veya sonuglariyla ilgili olarak
uygunluk degerlendirme Ekibi ve Kurulus arasindaki herhangi bir farkli géris, mimkinse tartigimali ve
¢oziilmelidir.

In the event of any non-resolved differences of opinion, the Organization can express its reservations on the results
of the Audit. / Cézimlenmemis gbris ayriliklari olmasi durumunda, Kurulus, Denetimin sonuglarina iliskin
gekincelerini ifade edebilir.
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e In the event that NCs are recorded, the Organisation must define and implement appropriate measures, a root
cause analysis and corrective actions, with a precise, clearly planned process with respect to the methods and
timing of implementation. / NC'lerin kaydedilmesi durumunda, Kurulug, uygulama yéntemleri ve zamanlamasi ile
ilgili olarak kesin, agikgca planlanmig bir siregle uygun énlemleri, bir kbk neden analizini ve diizeltici eylemleri
tanimlamali ve uygulamalidir.

The Organisation must notify said action plan to Kiwa TR within a certain period, as provided in the following
paragraphs. / Kurulug, séz konusu eylem planini asagidaki paragraflarda belirtildigi gibi belirli bir stire icinde Kiwa
TR'ye bildirmek zorundadir.

e The opportunity for improvement must be analysed by the Organisation, who will decide whether to define the
subsequent actions for their implementation or not. / lyilestirme firsati, bunlarin uygulanmasi igin miiteakip
eylemlerin tanimlanip tanimlanmayacagdina karar verecek olan Kurulug tarafindan analiz edilmelidir.

If the Organisation decides not to act on the Opportunity for Improvement, it must report the analysis performed
and the reasons for non-transposition; in the latter case, Kiwa TR reserves the right to further examine the aspect
reported. / Kurulus, lyilestirme Firsati (izerinde hareket etmemeye karar verirse, yapilan analizi ve aktariimamasinin
nedenlerini rapor etmelidir; ikinci durumda, Kiwa TR bildirilen durumu daha fazla inceleme hakkini sakli tutar.

¢ All conformity assessments and tests carried out during the certification process shall be made available to the
Competent Authorities and other interested parties, as provided for by Annex Xl of Regulation 745, informing the
Organisation. / Belgelendirme siirecinde yapilan tiim uygunluk degerlendirmeleri ve testleri, 745 sayili Yénetmeligin
Ek XII'SINDE 6ngériildiigii sekilde, Kurulusu bilgilendiren Yetkili Makamlara ve diger ilgili taraflara sunulacaktir.

4.1.4 Specific additional procedures / Ozel ek prosediirler

For some types of MDs, Regulation 2017/745 provides for consultations with the Competent Authorities or an expert
panel referred to in Article 106, in specific phases of the process described below. / Bazi MD ftiirleri igin, 2017/745
sayili Yonetmelik, asagida acgiklanan siirecin belirli asamalarinda, Yetkili Makamlar veya 106. Maddede atifta
bulunulan bir uzman paneli ile istisareler saglar.

Depending on the opinion expressed, Kiwa TR shall evaluate the consequent actions to be taken including specific
limitations or conditions (see Article 4.9). / Kiwa TR, ifade edilen gériise bagl olarak, belirli sinirlamalar veya kosullar
dahil olmak (izere bundan sonra yapilacak islemleri degerlendirecektir (bkz. Madde 4.9).

The scientific opinion resulting from the consultations carried out must be part of the technical documentation pertaining
to the MD. / Gergeklestirilen istisarelerden elde edilen bilimsel gériis, MD ile ilgili teknik doklimantasyonun bir parcasi
olmalidir.

a) For implantable class Il devices, for class llb active devices intended to administer a medicinal product to the body
and/or to remove it from the body (pursuant to Regulation 745 Article 54), except in cases deemed not applicable,
Kiwa TR shall carry out the evaluation of the clinical data made available by the Organisation, but it shall not be
able to proceed with the conclusion of the certification process, until the appropriate expert panel from the European
Commission expresses an opinion on the relevance of the clinical data. / Viicuda yerlegtirilebilir sinif Ill cihazlar
icin, bir tibbi (riinli viicuda uygulama ve/veya viicuttan uzaklastirma amacli sinif 1lb aktif cihazlar igin (745 sayili
Yénetmelik Madde 54 uyarinca), uygulanamaz oldugu gériilen haller diginda, Kiwa TR Kurulus tarafindan saglanan
klinik verilerin degerlendirilmesi, ancak Avrupa Komisyonu'ndan gelen uygun uzman paneli klinik verilerin
uygunlugu hakkinda bir gériis beyan edene kadar, kurulus sertifikasyon strecinin tamamlanmasina devam
edemez.

b) For devices that incorporate medicinal products (pursuant to Regulation 745 Article 52, paragraph 9), Kiwa TR shall
analyse the Organisation’s documentation to verify the usefulness of the substance contained in the MD, and shall
send the results of the analysis to the Competent Authority, selected in agreement with the Organisation among
those designated in accordance with Directive 2001/83/EC. / Tibbi lriinleri iceren cihazlar igcin (745 sayil
Yénetmelik Madde 52, paragraf 9 uyarinca), Kiwa TR, MD'de bulunan maddenin yararlihigini dogrulamak igin
Kurulusun belgelerini analiz edecek ve analiz sonuglarini Yetkili Otoriteye gbénderecektir, 2001/83/EC Ybénergesi
uyarinca belirlenenler arasindan kurulus ile anlagsmaya varilarak secilmigtir.

Kiwa TR shall not be able to proceed with the certification process until the Competent Authority has expressed a
favourable opinion on the matter. In case of a negative opinion, it will not be possible to issue a certificate. / Kiwa
TR, Yetkili Otorite konuyla ilgili olumlu gériis beyan edene kadar sertifikasyon siirecine devam edemez. Olumsuz
goriis olmasi durumunda setrtifika dlizenlenmesi mimkiin olmayacaktir.

¢) For devices based on substances or combinations of substances, which are systemically absorbed by the human
body in order to achieve the intended purpose (pursuant to Regulation 745 Article 52, paragraph 11), Kiwa TR shall
carry out the analysis of the Organisation’s documentation regarding the compliance of the MD with the relevant
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provisions set out in Annex | of Directive 2001/83/EC and shall proceed as indicated in point b) above. / Amaglanan
amaca ulasmak igin insan viicudu tarafindan sistematik olarak emilen maddelere veya madde kombinasyonlarina
dayali cihazlar icin (745 sayili Yonetmelik Madde 52, paragraf 11 uyarinca), Kiwa TR, MD'nin 2001/83/EC sayili
Direktifin Ek I'inde belirtilfen ilgili hiikiimlere uygunlugu ve yukaridaki b) maddesinde belirtildigi sekilde hareket
edilecektir.

4.2 Activation of the certification process / Belgelendirme siirecinin aktivasyonu
4.2.1 Request for conformity assessment / Uygunluk degerlendirmesi talebi

In order to access certification services for medical devices (first certification, for extensions, or in the renewal phase),
the Organisation must complete the informational questionnaire prepared by Kiwa TR, which is sent upon request. /
Tibbi cihazlar icin belgelendirme hizmetlerine (ilk belgelendirme, uzatmalar veya yenileme asamasinda) erisebilmek
icin Kurulus talep lizerine gbénderilen Kiwa TR tarafindan hazirlanan bilgilendirme anketini doldurmalidir.

If the Organisation chooses the conformity assessment according to Annex IX, for class Ill and class llb MDs referred
to in Article 52 Article 4, must also submit a specific request for conformity assessment of the technical documentation
provided for in Chapter Il of Annex IX. This request must contain a description of the design, manufacture and
performance of the MD. / Kurulug, Madde 52 Madde 4'te atifta bulunulan sinif Il ve sinif IIb MD'ler igin Ek IX'a gére
uygunluk degerlendirmesini secerse, Ek IX'un Il. Béliimiinde saglanan teknik belgelerin uygunluk degerlendirmesi icin
Ozel bir talep de sunmalidir. Bu talep, MD'nin tasarimi, (retimi ve performansinin bir tanimini igermelidir.

For class Il and IIb MDs, Kiwa TR shall only accept the certification procedures referred to in Annex IX. / Sinif lll ve
IIb MD'ler icin Kiwa TR yalnizca Ek IX'da belirtilen sertifikasyon prosediirlerini kabul edecekdir.

Together with the duly completed informational questionnaire, the Organisation must also send Kiwa TR the annexes
required by the latter, in particular the following: / Usuliine uygun olarak doldurulmusg bilgi anketi ile birlikte, Kurulug
ayrica Kiwa TR'nin gerektirdigi ekleri, 6zellikle asagidakileri géndermelidir:

- Certificate of registration at the Chamber of Commerce (copies on unstamped paper) or equivalent document for
foreign countries; / Ticaret Odasi kayit belgesi (damgasiz kadida kopyalari) veya yabanci (lkeler icin esdeger
belge;

- Any quality management system certificates held by the Organisation or its crucial suppliers. / Kurulug veya énemli
tedarikgileri tarafindan sahip olunan kalite ybnetim sistemi sertifikalari.

4.2.2 Preparation of the offer / Teklifin hazirlanmasi

Based on the information reported in the questionnaire, Kiwa TR prepares the financial offer for CE marking
certification, containing the description of the service offered and all information relating to the activities, and the prices
determined in accordance with the rates in force. / Kiwa TR, ankette bildirilen bilgilere dayanarak, sunulan hizmetin
tanimini ve faaliyetlere iliskin tim bilgileri ve ylirirliikteki oranlara gére belirlenen fiyatlari iceren CE igareti
sertifikasyonu icin mali teklif hazirlar.

In the event that aspects were to emerge from the information contained in the questionnaire due to which Kiwa TR
cannot guarantee the ability to perform the certification activity, relevant situation shall be communicated to the
Organisation with the refusal of the request for conformity assessment and its relative reasons, and the offer will not
be issued. / Kiwa Tr'nin belgelendirme faaliyetini gerceklestirme kabiliyetini garanti edememesi nedeniyle ankette yer
alan bilgilerden bazi ybnlerin ortaya ¢ikmasi halinde, uygunluk degerlendirmesi talebinin reddi ve ilgili gerekgeleri ile
ilgili durum Kuruma iletilecek ve teklif verilmeyecektir.

For the SMEs as defined in Recommendation 2003/361/EC following discounts are applied for fixed administration fee
for initial certification; 15% discount for micro (<10), 10% discount for small (<50), 5% discount for medium (<250) /
2003/361/EC sayili Tavsiyede tanimlanan KOBI'ler igin ilk belgelendirme sabit idare (icretinde asagidaki indirimler
uygulanir:Mikro (<10) igin %15 indirim, Kiiglik (<50) igin %10 indirim, Orta(<250) igin %5 indirim

4.2.3 Acceptance of the offer / Teklifin kabulii

Acceptance of the offer by the Organisation establishes the contractual relationship between the parties and constitutes
the formal request for conformity assessment activities for the purposes of CE marking. / Teklifin Kurulus tarafindan
kabul edilmesi, taraflar arasindaki s6zlesme iligkisini kurar ve CE isaretlemesi amaciyla uygunluk degerlendirme
faaliyetleri icin resmi talebi olusturur.

Acceptance of the offer also implies the acceptance of the specifications provided for in this Regulation, in the Kiwa
Regulation for Certification and in the General Terms and Conditions document, referred to in the offer itself. / Teklifin
kabulii ayni zamanda bu Ydénetmelikte, Kiwa Belgelendirme Ybénetmeliginde ve teklifin kendisinde atifta bulunulan
Genel Hiikiim ve Kogullar belgesinde belirtilen 6zelliklerin kabulii anlamina gelir.
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The acceptance of the offer implies that the Organisation must send all of the documentation required in the Annex
chosen for evaluation. / Teklifin kabull, Kurulusun degerlendirme icin secilen Ek'te gerekli olan tim belgeleri
gbndermesi gerektigi anlamina gelir.

4.2.4 Review of the offer and order confirmation / Teklifin gézden gegirilmesi ve siparis onayi

Once Kiwa TR has received by the Organisation the signed offer and all of the documents requested therein and in
the informational questionnaire, Kiwa TR will review said documentation, ensuring that: / Kiwa TR, Kurulug tarafindan
imzalanan teklifi ve burada ve bilgilendirme anketinde talep edilen tiim belgeleri aldiktan sonra, Kiwa TR s6z konusu
belgeleri gbzden gegirerek sunlari saglayacaktir:

- The data and documents required have been provided in a comprehensive manner; / Gerekli veri ve belgeler
kapsamli bir sekilde saglandi;

- Both parties have clearly defined and understood the certification service requirements; / Her iki taraf da
belgelendirme hizmeti gereksinimlerini agik¢a tanimlamig ve anlamistir;

- Kiwa TR is able to carry out the required activities (including the availability of sufficient and adequate resources);
| Kiwa TR gerekli faaliyetleri yiirtitebilir (yeterli ve gerekli kaynaklarin mevcudiyeti dahil);

- There are no differences compared to the data provided at the time of the offer request. / Teklif talebi sirasinda
saglanan verilerle karsilastirildiginda higbir fark yoktur.

If the result of the review is positive, the certification process begins. / inceleme sonucu olumiu ise sertifikasyon siireci
baslar.

If the result of the above-mentioned examination is negative, Kiwa TR shall have the right to request the necessary
additions or modifications before officially beginning the process or to give notification of the impossibility of beginning
it, giving the Organisation the relative reasons. / Yukarida belirtilen incelemenin sonucunun olumsuz olmasi halinde,
Kiwa TR, resmi olarak stireci baslatmadan énce gerekli ilaveleri veya degisiklikleri talep etme veya ilgili gerekgeleri
Kurulusa bildirerek baglamanin imkansizligini bildirme hakkina sahiptir.

If the outcome is negative due to technical reasons connected to product safety, Kiwa TR shall be in a position to reject
the application for certification, providing the Organisation with the relative reasons and uploading the rejection to the
Eudamed system. / Uriin giivenligine bagli teknik nedenlerle sonucun olumsuz ¢ikmasi halinde, Kiwa TR
belgelendirme basvurusunu reddedebilecek, ilgili nedenleri Kurulusa bildirerek ret kararini Eudamed sistemine
ylikleyecek konumda olacaktir.

If inconsistencies emerge in the document assessment phase or during the audit with regard to statements made in
the informational questionnaire, the offer may be subject to review by Kiwa TR. / Belge dederlendirme asamasinda
veya denetim sirasinda bilgilendirme anketinde yapilan aciklamalarla ilgili tutarsizliklar ortaya cikarsa, teklif Kiwa TR
tarafindan incelemeye tabi tutulabilir.

4.2.5 Planning of the conformity assessment activities / Uygunluk degerlendirme faaliyetlerinin planlanmasi
The conformity assessment activities include: / Uygunluk degerlendirme faaliyetleri sunlari igerir:
1. A documentation analysis; / Bir dokimantasyon analizi;

2. Planned audits at the site/s of the Organisation (as described below) and critical suppliers (if applicable); /
Kurulusun (asagida agiklandigi gibi) ve kritik tedarikgilerin (varsa) yerinde/lerinde planli denetimler;

3. An unannounced audit. / Habersiz denetim.

Depending on the type of request made by the Organisation (such as new certification, extension, change), Kiwa TR
determines which compliance assessments are to be carried out (described in the offer) and defines the human
resources to be involved. / Kurulus tarafindan yapilan talebin tiiriine (yeni belgelendirme, genigletme, degisiklik gibi)
bagl olarak Kiwa TR, hangi uygunluk degerlendirmelerinin gerceklegtirilecegini (teklifte agiklanmistir) belirler ve dahil
edilecek insan kaynaklarini tanimlar.

The activities can be assigned to employees or qualified external collaborators according to the requirements of Kiwa
TR procedures. / Faaliyetler, Kiwa TR prosediirlerinin gerekliliklerine gére ¢alisanlara veya nitelikli dis igbirlikgilere
atanabilir.

If a situation arises that requires subcontracting of part of the certification process, Kiwa TR shall implement all
measures necessary to ensure that the subcontractor complies with the provisions of reference and Kiwa TR system
documentation. / Belgelendirme surecinin bir kisminin tageronlastiriimasini gerektiren bir durum ortaya ¢ikarsa, Kiwa
TR, taseronun referans hikimlerine ve Kiwa TR sistem dokimantasyonuna uymasini saglamak igin gerekli tim
Onlemleri alacaktir.
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Liability for any subcontracted activities remains that of Kiwa TR. / Herhangi bir tageronluk faaliyetinin sorumlulugu
Kiwa TR'ye aittir.

4.3 Analysis of the documentation / Dokiimantasyon analizi

The analysis of the technical documentation and of the Quality System documentation is carried out, unless otherwise
agreed upon by the parties, at Kiwa TR’s premises, by personnel with the necessary technical competence relative to
the scheme and type of product to be certified. / Teknik belgelerin ve Kalite Sistem belgelerinin analizi, taraflarca aksi
kararlagtiriimadik¢a, Kiwa TR'nin tesislerinde, sertifikalandirilacak (liriin semasina ve tliriine gbre gerekli teknik
yeterlilije sahip personel tarafindan gerceklestirilir.

Kiwa TR can also establish, in specific cases (for example risk class of MD, quantity and complexity of the
documentation to be evaluated), to do the document analysis at the office of the Organisation. / Kiwa TR ayrica belirli
durumlarda (6rnedin MD'nin risk sinifi, dederlendirilecek belgelerin miktari ve karmasikhgi), Kurulugsun ofisinde belge
analizi yapmak igin kurabilir.

The technical documentation includes at least the contents of Annexes Il and Il of the EU Regulation 2017/745; the
quality system documentation includes the contents of Annex IX and Annex Xl of the EU Regulation 2017/745. | Teknik
dokiimantasyon, en azindan 2017/745 sayili AB Yénetmeligi Ek Il ve Ill'in icerigini icerir; kalite sistem belgeleri,
2017/745 sayili AB Yénetmeliginin Ek IX ve Ek Xl igerigini igerir.

Documental analysis serves the purpose of checking compliance of the documents relating to the product to be certified
with the General Safety and Performance Requirements referred to in Annex | of the Regulation 745. / Belge analizi,
belgelendirilecek (iriinle ilgili belgelerin 745 sayili Yénetmelik Ek I'de belirtilien Genel Giivenlik ve Performans
Geerekliliklerine uygunlugunu kontrol etme amacina hizmet eder.

Kiwa TR intends the assessment of compliance with Requirements as a test to verify the solutions adopted by the
Organisation to meet minimum requirements throughout the life-cycle of MD subject to certification, including the
transport, installation, use and decommissioning phases, to ensure the safety and performance claimed in its intended
use. / Kiwa TR, glivenlik saglamak icin nakliye, kurulum, kullanim ve hizmetten ¢ikarma asamalari dahil olmak (izere
sertifikasyona tabi MD'nin yagsam dénglisii boyunca minimum gereksinimleri karsilamak lizere Kurulug tarafindan
benimsenen ¢bziimlerin dogrulanmasi igcin bir test olarak Gereksinimlere uygunlugun degerlendiriimesini
amaclamaktadir.

Personnel will be required to pay special attention to the solutions adopted in the processes of design, manufacturing,
packaging, labelling and use, making sure that at least the following conditions are met: / Personelin tasarim, imalat,
paketleme, etiketleme ve kullanim siireglerinde benimsenen ¢bziimlere 6zel dikkat gbstermesi ve en azindan
asagdidaki kosullarin karsilandigindan emin olmasi gerekecektir:

1. All hazards have been identified; / Tim tehlikeler tanimlanmistir;

2. All risks associated with the identified hazards have been assessed and included in the overall risk/benefit
assessment; / Belirlenen tehlikelerle iligkili tiim riskler degerlendirilmis ve genel risk/fayda degerlendirmesine dahil
edilmistir;

3. Allrisks have been minimised as much as possible, without any economic considerations; / Tim riskler, ekonomik
kaygilar olmaksizin miimkin oldugunca minimize edilmigtir;

4. All residual risks accepted are subject to protection measures and have not been minimised for the sole purpose
of the issue of information on the market; / Kabul edilen tiim artik riskler koruma énlemlerine tabidir ve yalnizca
piyasaya bilgi veriimesi amaciyla en aza indirilmemigtir;

5. Safety principles have been applied in line with the current level of knowledge and state of the art. / Glncel bilgi
dizeyine ve son teknolojiye uygun olarak givenlik ilkeleri uygulanmigtir.

Documents and test reports pertaining to the pre-clinical and clinical data shall also be verified. / Klinik 6ncesi ve klinik
verilere iligkin belgeler ve test raporlari da dogrulanacaktir.

The tests provided by the Organisation must be carried out at external ISO 17025 accredited laboratories, or Testing
Centres authorised for Good Laboratory Practices (GLP), or test centres recognised by scientific bodies of proven
authority. / Kurulus tarafindan saglanan testler, harici ISO 17025 akredite laboratuvarlarinda veya lyi Laboratuvar
Uygulamalari (GLP) igin yetkilendirilmis Test Merkezlerinde veya kanitlanmis yetkiye sahip bilimsel kuruluslar
tarafindan taninan test merkezlerinde yapiimalidir.

The use of other laboratories is accepted in cases where the laboratory has been adequately qualified by the
Organisation on the basis of the requirements of ISO 17025 and produces a test report containing the minimum
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information required by 1SO 17025. / Diger laboratuvarlarin kullanimi, laboratuvarin Kurulug tarafindan 1ISO 17025
gerekliliklerine gére yeterli niteliklere sahip oldugu ve ISO 17025'in gerektirdigi minimum bilgileri iceren bir test raporu
urettigi durumlarda kabul edilir.

Kiwa TR reserves the right to request the performance of other tests, if deemed necessary for the conformity
assessment. Any costs associated with the additional tests shall be borne by the Organisation. / Kiwa TR, uygunluk
degerlendirmesi igin gerekli gérdligii takdirde diger testlerin yapiimasini talep etme hakkini sakli tutar. Ek testlerle ilgili
tiim masraflar Kurulug tarafindan kargilanacaktir.

Depending on the number of products to be certified or on the homogeneity of the product families, Kiwa TR, at its
sole discretion, shall evaluate whether to carry out an analysis of the technical documentation relating to all the MDs
subject to certification or whether to carry it out on representative samples for generic groups, or sub-categories of
products. / Sertifikalandirilacak driin sayisina veya driin ailelerinin homaojenligine bagl olarak, Kiwa TR, tamamen
kendi takdirine bagl olarak, sertifikasyona tabi tiim MD'lere iliskin teknik doklimantasyon analizinin yapilip
yapilmayacagdini veya jenerik gruplar veya driinlerin alt kategorileri igin temsili numuneler lzerinde yapilir.

This shall not apply to class Ill and implantable llb devices*, whose technical documents shall always be checked
100%. / Bu, teknik belgeleri her zaman %100 kontrol edilecek olan sinif Il ve implante edilebilir 1lb cihazlar“igin gegerli
olmayacaktir.

The Organisation must keep a controlled updated copy of the technical documentation and of the Quality System
documentation for Kiwa TR and make it available during the assessment activities and for the entire period of validity
of the assessment contract with Kiwa TR. / Kurulus, Kiwa TR igin teknik belgelerin ve Kalite Sistemi belgelerinin
kontrollii giincellenmis bir kopyasini tutmali ve degerlendirme faaliyetleri sirasinda ve Kiwa TR ile yapilan
degerlendirme sézlegsmesinin tiim gegerlilik sdiresi boyunca kullanima sunmalidir.

At the end of the documentary analysis (including document evaluation of clinical data and of the PMCF), the report is
released with a summarising result, with any potential findings. / Dokiimantasyon analizinin(klinik verilerin ve PMCF
‘nin dokiimantasyon degerlendirmesi de dahil)sonunda, rapor, olasi bulgulari 6zetleyen bir sonugla birlikte yayinlanir.

The customer undertakes to communicate to Kiwa TR the handling of findings, through a documented plan that
details the steps taken and the procedures and documents subject to change, within 20 days from the date of
reporting of findings. The customer undertakes to send the documentation changed as per the plan within a period of
up to 90 days.The verification of such closure shall be carried out by Kiwa TR with an additional Document
Evaluation. / Miisteri, bulgularin raporlandigi tarihten itibaren 20 giin i¢inde, atilacak adimlari ve degdisiklige tabi
prosedtir ve belgeleri detaylandiran bir plan araciligiyla bulgularin ele alinmasini Kiwa TR'ye bildirmeyi taahhlit eder.
Miigteri, plan uyarinca degistirilen dokiimanlari 90 giin igerisinde géndermeyi taahhiit eder.S6z konusu kapatmanin
dogrulanmasi Kiwa TR tarafindan ek bir dokiimantasyon degerlendirmesi ile gerceklestirilecektir.

Tracking of the periods defined above is done by the MD Support Staff by creating an activity record for the relevant
dates via Microsoft Outlook application. If the organisation fails to comply with these deadlines, the MD Support Staff
notifies the organisation in writing that the certification activities are not managed as required in the MDR.GD.001
Regulation For The Certification Of MDs Pursuant To Eu Regulation 2017/745 and that the activity cannot continue
and/or the existing certificate will be suspended. / Yukarida tanimlanan stirelerin takibi; MD Destek Personeli tarafindan
Microsoft Outlook uygulamasi (zerinden ilgili tarihlere faaliyet kaydi olusturularak yapilir. Kurulus tarafindan bu
strelere uyulmamasi durumunda belgelendirme faaliyetlerinin MDR.GD.001 2017/745 sayili AB Yénetmeligi Uyarinca
Tibbi Cihazlarin Belgelendiriimesine lliskin Yénetmelikte belirtildigi sekilde ybénetilmedidi ve faaliyete devam
edilemeyecegdi ve/veya mevcut belgenin askiya alinacagi MD Destek Personeli tarafindan kurulugsa yazili olarak
bildirilir.

Depending on the result of the analysis of documentation, the Organisation will be able to decide if to integrate or
modify the documentation based on the findings or terminate the certification process. / Dokiimantasyon analizininin
sonucuna bagli olarak, Kurulus, bulgulara dayall olarak dokiimantasyonu entegre etmeye veya degistirmeye veya
sertifikasyon sirecini sonlandirmaya karar verebilecektir.

When the Organisation submits the supplementary or amended documentation, another assessment is carried out. /
Kurulug, ek veya degistirilmis belgeleri sundugunda, baska bir degerlendirme yapilir.

The presence of findings during documentary analysis does not allow to proceed with the subsequent phases of the
certification process until their complete resolution and receipt of the duly updated documentation, as reviewed and
approved by Kiwa TR. / Dokiimantasyon analizi sirasinda bulgularin varligi, Kiwa TR tarafindan gézden gegcirilip

4 Except for suture materials, staples, materials for dental fillings, orthodontic devices, dental crowns, screws, wedges, plates and prostheses, wires,
nails, clips and connectors. / Stitiir malzemeleri, zimba telleri, dis dolgu malzemeleri, ortodontik cihazlar, dis kronlari, vidalar, kamalar, plakalar ve
protezler, teller, ¢giviler, klipsler ve konektérler harig.
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onaylandigi gibi, tam olarak ¢dziilene ve usuliine uygun olarak glincellenen belgelerin alinmasina kadar sertifikasyon
stirecinin sonraki asamalarina devam edilmesine izin vermez.

In special cases established by Kiwa TR, it shall be possible to close the findings that emerged during the document
analysis carried out as part of the on-site audit, for example as a result of non-substantial findings or where resolution
is easily verified during the next phase of the audit. / Kiwa TR tarafindan belirlenen ézel durumlarda, yerinde denetim
kapsaminda gerceklestirilen dokiiman incelemesi sirasinda ortaya ¢ikan bulgularin, érnedin énemli olmayan bulgular
sonucunda veya c¢alisma sirasinda ¢bziimiin denetimin bir sonraki agsamasi kolayca dogrulanabildigi durumlarda,
kapatilmasi mimkdin olacaktir.

The positive completion of the documentation analysis phase must end within 1 year from the date of the first analysis
of the documentation; beyond that limit, Kiwa TR will consider subsequent actions, including a complete re-evaluation
of the documentation or termination (withdrawal, refusal, restriction) or interruption (suspension) of the certification
process. /| Dokiimantasyon analizi asamasinin olumlu tamamlanmasi, dokiimantasyonun ilk analizinin yapildigi
tarinten itibaren 1 yil igcinde sona ermelidir; séz konusu sinirin 6tesinde, Kiwa TR, belgelerin tamamen yeniden
degerlendiriimesi veya sertifikasyon sirecinin sonlandiriimasi(geri ¢cekme, reddetme, kisittama) veya kesintiye
ugramasi (askiya alinmasi ) da dahil olmak (izere miiteakip eylemleri degerlendirecektir.

These decisions may also be taken as a function of significant changes to the regulatory or normative context of
reference relative to the state of knowledge of the product subject to certification, or of any changes relating to the
Organization's processes or sites. / Bu kararlar ayrica, belgelendirmeye tabi (iriiniin bilgi durumuna iliskin diizenleyici
veya normatif referans baglamindaki 6nemli degisikliklerin veya Kurulusun sliregleri veya sahalariyla ilgili herhangi bir
degisikligin bir iglevi olarak da alinabilir.

If there are significant changes, the maximum time specified above may be reduced at the discretion of Kiwa TR. /
Onemli degisiklikler olmasi durumunda, yukarida belirtilen azami slire Kiwa TR'nin takdirine badli olarak azaltilabilir.

4.4 Certification Audit / Belgelendirme Denetimi

The certification audit is carried out at the sites where the activities related to the products to be certified take place,
with the aim to assess that the quality system verified during the documentary analysis is applied in all of the life cycle
phases of the device for which certification is requested. In particular: / Belgelendirme denetimi, belgelendirilecek
uriinlerle ilgili faaliyetlerin gergeklestigi sahalarda, dokilimantasyon analiz sirasinda dogrulanan kalite sisteminin
belgelendirmenin talep edildigi cihazin tiim yasam déngiisii asamalarinda uygulandigini degerlendirmek amaciyla
gergeklestirilir. Ozellikle:

- It shall provide for the assessment of all device features with regard to documents and applications; / Tim cihaz
ozelliklerinin dokiimanlar ve uygulamalar agisindan degerlendiriimesini saglar;

- It shall provide for quality system assessment regarding the product. / Uriinle ilgili kalite sistem degerlendirmesini
saglayacaktir.

The certification audit is planned in order to take all the requirements of EU Regulation 2017/745 into consideration
relating to the Annex chosen and has to be carried out within a maximum of 1 year from when the documentation
analysis begins®. / Belgelendirme denetimi, segilen Ek ile ilgili olarak 2017/745 sayili AB Yénetmeliginin tim
gerekliliklerini dikkate alacak sekilde planlanmigtir ve dokiimantasyon analizinin baslamasindan® itibaren en fazla 1 yil
icinde gerceklestiriimelidir.

In defining the aspects to be verified, Kiwa TR decides if any crucial suppliers will be audited. / Dogrulanacak hususlari
tanimlarken Kiwa TR, énemli tedarikgilerin denetlenip denetlenmeyecedine karar verir.

Generally, Kiwa TR may decide not to provide audit in the following cases: / Genel olarak, Kiwa TR asagidaki
durumlarda denetim yapmamaya karar verebilir;

1. Suppliers with a quality management system certified by an Accredited Certification Body and controlled also by
the Organisation (e.g. by internal audits), excluding all Class Ill and innovative devices; in these cases, crucial
suppliers will be always subject to audit; / Tim Sinif Ill ve yenilik¢i cihazlar haric olmak (izere, Akredite
Belgelendirme Kurulusu tarafindan onaylanmis ve Kurulug tarafindan da kontrol edilen (6r. i¢ denetimlerle) bir kalite
ybnetim sistemine sahip tedarikgiler; bu durumlarda, 6nemli tedarikgiler her zaman denetime tabi olacaktir;

5 Beyond this limit Kiwa TR will evaluate the consequent actions, according to any technological developments or any changes made by the
Organisation. / Bu sinirin 6tesinde Kiwa TR, teknolojik gelismelere veya Kurulus tarafindan yapilan degisikliklere gére miiteakip eylemleri
degerlendirecektir.
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2. Supplies which are accredited testing Laboratories or Testing Centres authorised for Good Laboratory Practices
(GLP) or testing centres recognised by scientific bodies of proven authority or laboratories certified for the quality
management system by an accredited certification body and which are controlled by the Organisation. / Akredite
edilmis test laboratuvarlari veya lyi Laboratuvar Uygulamalari (GLP) igin yetkilendiriimis Test Merkezleri veya
kanitlanmis yetkili bilimsel kuruluglar tarafindan taninan test merkezleri veya akredite bir belgelendirme kurulusu
tarafindan kalite y6netim sistemi igcin belgelendirilmis ve Kurulug tarafindan kontrol edilen laboratuvarlar.

The Lead Auditor prepares an activity plan that is sent to the Organisation. / Bas Denetgi, Kurulusa génderilen bir
faaliyet plani hazirlar.

Any changes to the plan can be agreed upon on the basis of Organisation requirements during the initial meeting
during the audit. / Plandaki herhangi bir degisiklik, denetim sirasindaki ilk toplanti sirasinda Kurulug gereksinimleri
temelinde kabul edilebilir.

Where appropriate, the resolution of any irregularities reported in the documentary analysis is also evaluated in the
initial phase of the audit. Any unresolved irregularities are included in the audit report as NCs. / Uygun oldugu
durumlarda, belge analizinde rapor edilen herhangi bir usulsizliigin ¢6zimii de denetimin ilk asamasinda
degerlendirilir. Céziilmemig herhangi bir usulsiizliik, denetim raporuna NC'ler olarak dahil edilir.

Kiwa TR can perform sampling and laboratory tests on the medical device to be certified (see Article 4.5.3). / Kiwa TR,
sertifikalandirilacak tibbi cihaz lizerinde numune alabilir ve laboratuvar testleri yapabilir (bkz. Madde 4.5.3).

During the certification audit, the Lead Auditor shall also prepare the audit plan. This programme represents the basis
for the subsequent detailed planning of each audit. / Belgelendirme denetimi sirasinda Bas Denetgi de denetim planini
hazirlar. Bu program, her bir denetimin mditeakip ayrintili planlamasinin temelini temsil eder.

At the end of the audit, the Audit Team shall give a copy of the report to the Organisation, who shall sign it. / Denetimin
sonunda, Denetim EKkibi raporun bir kopyasini imzalayacak olan Kuruluga verir.

If any NCs are encountered, the Organisation must send the proposed corrections and corrective actions identified
(upon the analysis and formalisation of the root causes that generated them), along with an implementation schedule,
to the Lead Auditor of Kiwa TR via the appropriate form within 20 working days from the date of the audit. / Herhangi
bir NC'yle karsilasilirsa, Kurulug &énerilen diizeltmeleri ve tanimlanan diizeltici eylemleri (onlari olusturan temel
nedenlerin analizi ve resmilestiriimesi lizerine), bir uygulama programi ile birlikte, ilgili form araciligiyla Denetim
tarihinden itibaren 20 is glinii igerisinde Kiwa TR Bas Denetgisine géndermelidir.

Kiwa TR cannot proceed with the certification approval until receipt of the proposals for resolution and corrective
actions are accepted by the Lead Auditor. / Kiwa TR, ¢éziim énerileri ve diizeltici faaliyetler Bas Denet¢i tarafindan
kabul edilinceye kadar sertifika onayina devam edemez..

The Lead Auditor shall assess the actions proposed; if accepted, they will be communicated to the Organisation. /
Bas Denetci énerilen eylemleri degerlendirir; kabul edilirse, bunlar Kuruluga iletilecektir.

All non-conformities (minor-major) must be eliminated for the audit to be concluded positively. Corrective actions for
non-conformities must be completed within a maximum of 60 days from the date of the audit and the relevant objective
evidence must be sent to Kiwa. If the manufacturer needs additional time to complete the corrective actions, it must
notify in writing, stating the reason for this. The Lead Auditor may grant additional time up to 30 days by evaluating the
request for additional time according to the following criteria. / Denetimin olumlu sonuglanabilmesi igin tim
uygunsuzluklar(minor-major) giderilmis olmalidir. Uygunsuzluklar igin diizeltici faaliyetlerin gerceklestiriimesi denetim
tarihinden itibaren maksimum 60 giin igerisinde tamamlanmali ve ilgili objektif kanitlar Kiwa’ya génderilmelidir.
Ureticinin diizeltici faaliyetleri tamamlamak igin ilave siireye ihtiyaci olursa bunu gerekgesini belirterek yazili olarak
bildirmelidir.Bas Denetci asagidaki kriterlere gbre ek slire talebini degerlendirerek, 30 gline kadar ek sdire verebilir.

e The issues that depend on 3rd parties for the elimination of non-conformity have not been completed, (For
example, relevant tests, validation studies, training and qualification activities, etc. have not been completed)
| Uygunsuzlugun giderilmesi igin 3.taraflara bagl olan hususlarin tamamlanmamis olmast,(Ornegin;ilgili
testlerin,validasyon calismalarinin, egitim ve kalifikasyon aktivitelerinin vb. tamamlanmamig olmasi)

e Existence of situations requiring investment (e.g. relocation, construction, equipment, recruitment of new
personnel, infrastructure requirements, the need to add new processes or make comprehensive changes to
existing processes, etc.) / Yatirim gerektiren durumlarin mevcut olmasi (Orn; tagsinma, insaat, ekipman, yeni
personel istihdami, altyapi gereklilikleri, yeni stire¢ eklenmesi veya mevcut slireclerde kapsamli degisiklik
yapllmasi ihtiyaci vb.)

e Occurrence of extraordinary situations (e.g. sudden deterioration in the health status of the personnel carrying
out the activity, change of existing personnel, natural disasters, fire, etc.) / Olagandistii durumlarin meydana
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gelmesi( Orn; faaliyeti yiiriiten personelin saglik durumlarindaki ani bozulmalar, mevcut personelin degigimi,
dogal afetler, yangin vb.)

e The need to add new suppliers/raw materials/materials or make extensive changes to existing ones / Yeni
tedarikci’lhammadde/malzeme eklenmesi veya mevcut olanlarda kapsamii degisiklik yapiimasi ihtiyaci

Evaluation of the corrective actions for nonconformities by the audit team must be completed within 90 days from the
date of the audit in total, including possible additional requests. / Uygunsuzluklara ait diizeltici faaliyetlerin denetim
ekibi tarafindan degerlendiriimesi; muhtemel ilave talepleri de dahil olmak lizere denetim tarihinden itibaren toplam 90
gln iginde tamamlanmalidir.

Tracking of the periods defined above is done by the Lead Auditor by creating an activity record for the relevant dates
via Microsoft Outlook application. / Yukarida tanimlanan siirelerin takibi; Bas Denetci tarafindan Microsoft Outlook
uygulamasi lizerinden ilgili tarihlere faaliyet kaydi olusturularak yapilir.

For NCs, approval cannot proceed until the implementation of changes and corrective actions has been verified
through an additional conformity assessment according to the assessment procedures established by the Lead Auditor
(audit at the Organisation’s premises and/or by means of documentary analysis, where possible). / NC'ler igin,
degisikliklerin ve dizeltici faaliyetlerin uygulanmasi, Bas Denetci tarafindan olugturulan degerlendirme prosediirlerine
glre ek bir uygunluk degerlendirmesi yoluyla dogrulanana kadar devam edemez (miimkiinse Kurulusun tesislerinde
ve/veya dokliman analizi yoluyla denetim) .

Said assessment must be carried out within 6 months from the audit certification; beyond said limit, Kiwa TR will decide
at its own discretion whether to assess subsequent actions. If the result of the additional assessment is positive, the
certification procedure will continue with the next steps for the approval of the certificate. / Sz konusu dederlendirme,
denetim sertifikasindan itibaren 6 ay icinde gerceklestiriimelidir; s6z konusu sinirin 6tesinde, Kiwa TR miiteakip
eylemleri degerlendirip degerlendirmeyecegine kendi takdirine bagl olarak karar verecektir. Ek degerlendirme
sonucunun olumlu ¢ikmasi halinde, belgelendirme prosediirii, belgenin onaylanmasi igin sonraki adimlar ile devam
edecektir.

The audit report and any eventual corrective action plan shall be subject to internal analysis and approval by Kiwa TR,
for the approval or otherwise of the certificate. / Denetim raporu ve herhangi bir nihai diizeltici eylem plani, sertifikanin
onaylanmasi veya baska sekilde onaylanmasi i¢in Kiwa TR'nin dabhili analizine ve onayina tabi olacaktir.

Certification decisions are made by different members with technical and clinical expertise, at different times. Members,
though in possession of all of the skills and qualifications required by the certification scheme, cannot in any way take
part in conformity assessment activities. / Sertifikasyon kararlari, teknik ve klinik uzmanliga sahip farkl lyeler
tarafindan farkli zamanlarda verilir. Uyeler, sertifikasyon programinin gerektirdigi tiim beceri ve niteliklere sahip
olmalarina ragmen, uygunluk degerlendirme faaliyetlerine hicbir sekilde katilamazlar.

During the certificate approval process, members may deem it necessary to request clarification, additional conformity
assessment activities or additions from the Audit Team, as well as limitations and/or conditions specific to the
certification (see Article 4.9). / Sertifika onay siireci sirasinda lyeler, Denetim Ekibinden acgiklama, ek uygunluk
degerlendirme faaliyetleri veya eklemeler ile belgelendirmeye 6zgli sinirlamalar ve/veya kosullar talep etmeyi gerekli
gorebilirler (bakiniz Madde 4.9).

Each different assessment with respect to what has been reported by the Audit Team shall be communicated to the
customer. / Denetim Ekibi tarafindan raporlananlara iliskin her farkli degerlendirme miisteriye iletilecektir.

If the approval process is positive, Kiwa TR issues a declaration of compliance that is sent to the Organisation. / Onay
strecinin olumlu olmasi durumunda Kiwa TR, Kurulusa gbénderilen bir uygunluk beyani diizenler.

Once it has received CE certification, the Organisation applies the notification number 1984 (identification number of
Kiwa TR) on certified devices. / Kurulug, CE belgesini aldiktan sonra, belgeli cihazlara 1984 (Kiwa TR kimlik numarasi)
bildirim numarasini uygular.

If certification is rejected, Kiwa TR shall send the Organisation a notification specifying the reasons for such denial as
established during the certification decision phase and the related actions, for eventually restarting the certification
process. The refusal shall be uploaded to the Eudamed system. / Belgelendirmenin reddedilmesi durumunda, Kiwa
TR, belgelendirme karar asamasinda belirlenen ret nedenlerini ve belgelendirme siirecini yeniden baglatmak icin ilgili
eylemleri belirten bir bildirimi Kurulusa génderir. Red, Eudamed sistemine yliklenecektir.

Denial of certification can also occur as a result of negative opinions expressed by other competent Authorities,
consulted as required by Regulation 2017/745. | Belgelendirmenin reddi, 2017/745 sayili Yénetmelik uyarinca istisare
edilen diger yetkili Otoriteler tarafindan ifade edilen olumsuz gérislerin bir sonucu olarak da gerceklesebilir.
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The validity of the certificate is established by Kiwa TR on the basis of the characteristics of the product to be certified
(e.g. the risk classification, the clinical evaluation aspects, etc.). However, it cannot exceed 5 years from the date of
issue. / Sertifikanin gecerliligi, sertifikalandirilacak lriindin ézelliklerine (6rn. risk siniflandirmasi, klinik degerlendirme
ybnleri vb.) dayali olarak Kiwa TR tarafindan belirlenir. Ancak, verilis tarihinden itibaren 5 yili asamaz.

4.5 Surveillance Audit / Gézetim Denetimi
4.5.1 Scheduled Surveillance Audits / Planlanmis Gézetim Denetimleri

Surveillance audits are performed once every 12 months. They are always carried out at the sites where activities related
to products subject to certification take place. / Gézetim denetimleri 12 ayda bir yapilir. Her zaman sertifikaya tabi
trdnlerle ilgili faaliyetlerin gerceklestigi sahalarda gercgeklestirilir.

Kiwa TR may shorten the 12-month surveillance period in cases such as devices with high risk potential, suspended
certificates, evaluation of change notifications, adverse event notifications, complaint follow-up, etc. / Kiwa TR,
cihazlarin yliksek risk potansiyeline sahip oldugu,sertifikalarin askida oldugu, dedgisiklik bildirimlerinin
degderlendiriimesi,olumsuz olay bildirimleri, sikayet takibi vb. gibi durumlarda 712 aylik gézetim periyodunu kisaltabilir.

The purpose of the surveillance audit is to ensure that the Organisation applies the approved quality management
system and the post-marketing surveillance plan®, verifies the maintenance of the conditions that led to the granting of
certification, as well as any changes to the process or products, if requested in advance (see Article 4.6.1) and
approved by Kiwa TR. / Gézetim denetiminin amaci, Kurulusun onaylanmis kalite y6netim sistemini ve piyasaya arz
sonrasi gézetim planini® uygulamasini, sertifika verilmesine yol acan kogullarin sirdirilmesini ve énceden talep
edilmesi ve Kiwa TR tarafindan onaylanmasi halinde siire¢ veya liriinlerde yapilacak dedisiklikleri dogrulamasini
saglamaktir..

Before the surveillance audit, KIWA TR will request the following updated documents / information from the
manufacturer: / Gézetim denetiminden énce Kiwa TR asagidaki giincellenmis dokiimanlari/bilgileri (reticiden talep
edecektir:

- documentation on the quality management system, / kalite yénetim sistemine iliskin dokiimantasyon,

-technical documentation of the devices sampled during the conformity assessment (as specified in the audit
programme), / uygunluk degerlendirmesi sirasinda (denetim programinda belirtildigi gibi) 6rnekleme yapilan
cihazlara ait teknik dokiimantasyon,

- Documentation of the findings and conclusions from the implementation of the post-market surveillance plan,
including the PMCF plan, and the vigilance provisions set out in Articles 87 to 92, / PMCF plani dahil olmak (lizere
piyasaya arz sonrasi gbézetim planinin ve 87 ila 92. maddelerde belirtilen vijilansa iliskin hikimlerin
uygulanmasindan elde edilen bulgulara ve sonuglara iliskin dokiimantasyon,

PSUR referred to in Article 86 and the post-market surveillance report referred to in Article 85, / 86. maddede atifta
bulunulan PSUR ve 85. maddede atifta bulunulan piyasaya arz sonrasi gézetim raporu,

-the SSCP referred to in Article 32 of Regulation 2017/745, where applicable. / uygulanabilir oldugu durumlarda
2017/745 sayih Tiizigin 32. Madde de atifta bulunulan SSCP.

number of sites, total number of employees, number of shift workers, number of part-time workers, if applicable, PRRC,
management representative / saha sayisi, toplam calisan sayisi, vardiyali ¢alisan sayisi, varsa yari zamanli ¢alisan
sayisi, PRRC, yénetim temsilcisi

It shall be the responsibility of the Organisation to send the correct and updated documentation to Kiwa TR, according
to the minimum time frequencies established by Regulation 2017/745 (based on the type of device subject to
certification). / 2017/745 sayili Yénetmelik tarafindan belirlenen minimum zaman sikliklarina gére (sertifikasyona tabi
cihaz tipine gére) dogru ve giincel belgeleri Kiwa TR'ye géndermek Kurulugun sorumlulugunda olacaktir.

The surveillance audit is based on a sampling of the activities subject to certification, ensuring a complete audit of the
management system and of the documentation during the certification cycle. / G6zetim denetimi, belgelendirmeye tabi
faaliyetlerden bir numune alinmasina dayanir ve belgelendirme déngiisi sirasinda ybnetim sisteminin ve belgelerin
eksiksiz bir sekilde denetlenmesini saglar.

In addition, the surveillance audit must include the verification of any crucial suppliers as defined in the audit
programme issued after the certification audit. / Ek olarak, gézetim denetimi, sertifikasyon denetiminden sonra
yayinlanan denetim programinda tanimlandigi gibi 6nemli tedarikgilerin dogrulanmasini icermelidir.

6 The post-marketing plan must be implemented in accordance with Chapter VIl and Annexes Ill and XIV of Regulation (EU) 2017/745.
(AB) 2017/745 sayili Yénetmeligi gére Piyasaya arz sonrasi gézetim plani Béliim VIl ve Ek Il ve XIV'e uygun olarak uygulanmalidir.
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During the surveillance audit, the evaluation of the resolution of non-conformities in previous audits is carried out, as
well as an assessment of the implementation and effectiveness of the corrective actions taken by the Organisation. /
Goézetim denetimi sirasinda, énceki denetimlerdeki uygunsuzluklarin ¢bézimiinin degerlendirilmesinin yani sira,
Kurulus tarafindan alinan dlizeltici faaliyetlerin uygulanmasinin ve etkinliginin bir degerlendirmesi yapilir.

During such audits, Kiwa TR can perform sampling and laboratory tests on the certified medical device (see Article
4.5.3). | Bu tiir denetimler sirasinda Kiwa TR, sertifikali tibbi cihaz lzerinde numune alma ve laboratuvar testleri
yapabilir (bkz. Madde 4.5.3).

For class Il MDs, tests will always be carried out on the parts and/or the approved materials, essential for the integrity
of the MD, including, where appropriate a check that the quantities of parts and/or materials produced or purchased
correspond to the quantities present in the finished MDs. / Sinif Ill md'ler igin, (iretilen veya satin alinan parga ve / veya
malzeme miktarlarinin bitmis md'lerde bulunan miktarlara karsilik geldiginin uygun oldugu durumlarda kontrol de dahil
olmak lizere, md'lerin blitlinl(ig icin gerekli olan pargalar ve / veya onaylanmis malzemeler lizerinde her zaman testler
yapilacaktir.

If Kiwva TR finds a difference between the sample taken from the manufactured devices and the specifications
mentioned in the technical documentation, Kiwa TR suspends or withdraws the relevant certificate or imposes
reductions/limitations (as applicable). / Kiwa TR, (retilen cihazlardan alinan numune ile teknik doklimantasyonda
belirtilen 6zellikler arasinda bir farklilik tespit ederse, Kiwa TR ilgili sertifikayi askiya alir veya geri ¢eker veya (uygun
oldugu sekilde) kapsam daraltma/sinirlamalar uygular.

At the end of the audit, Kiwa TR Audit Team gives a copy of the audit report to the Organisation, who signs it. / Denetim
sonunda Kiwa TR Denetim Ekibi denetim raporunun bir kopyasini imzalayan Kurulusa verir.

The report can be considered confirmed if within 60 calendar days no further notification is given to the Organisation.
/ 60 takvim glinii iginde Kurulusa herhangi bir bildirimde bulunulmazsa, rapor onaylanmig olarak kabul edilebilir.

If any NCs are encountered, the Organisation must send the proposed corrections and corrective actions identified
(upon the analysis and formalisation of the root causes that generated them), along with an implementation schedule,
to the Kiwa TR Lead Auditor via the appropriate form within 20 working days. / Herhangi bir NC'yle karsilasilirsa,
Kurulus o6nerilen diizeltmeleri ve belirlenen diizeltici faaliyetleri (onlari olusturan temel nedenlerin analizi ve
resmilestirilmesi lizerine) bir uygulama programi ile birlikte 20 is glinii igcinde uygun form aracilidiyla Kiwa TR Bas
Denetgisine géndermelidir.

The Lead Auditor shall assess the actions proposed; if accepted, they will be communicated to the Organisation within
30 calendar days. / Bas Denet¢i 6nerilen eylemleri degerlendirir; kabul edilmesi halinde 30 takvim giini iginde
Kurulusa bildirilecektir.

All non-conformities (minor-major) must be eliminated for the audit to be concluded positively. Corrective actions for
non-conformities must be completed within a maximum of 60 days from the date of the audit and the relevant objective
evidence must be sent to Kiwa. If the manufacturer needs additional time to complete the corrective actions, it must
notify in writing, stating the reason for this. The Lead Auditor may grant additional time up to 30 days by evaluating the
request for additional time according to the following criteria. / Denetimin olumlu sonuglanabilmesi igin tim
uygunsuzluklar(minor-major) giderilmis olmalidir. Uygunsuzluklar igin diizeltici faaliyetlerin gerceklestiriimesi denetim
tarihinden itibaren maksimum 60 glin igerisinde tamamlanmali ve ilgili objektif kanitlar Kiwa’ya génderilmelidir.
Ureticinin diizeltici faaliyetleri tamamlamak igin ilave siireye ihtiyaci olursa bunu gerekgesini belirterek yazili olarak
bildirmelidir.Bas Denetc¢i asagidaki kriterlere gére ek siire talebini degerlendirerek, 30 giine kadar ek stire verebilir.

e The issues that depend on 3rd parties for the elimination of non-conformity have not been completed, (For
example, relevant tests, validation studies, training and qualification activities, etc. have not been completed)
| Uygunsuzlugun giderilmesi igin 3.taraflara baglh olan hususlarin tamamlanmamig olmasi,(Ornegin;ilgili
testlerin,validasyon calismalarinin, egitim ve kalifikasyon aktivitelerinin vb. tamamlanmamig olmasi)

e Existence of situations requiring investment (e.g. relocation, construction, equipment, recruitment of new
personnel, infrastructure requirements, the need to add new processes or make comprehensive changes to
existing processes, etc.) / Yatirim gerektiren durumlarin mevcut olmasi (Orn; tagsinma, insaat, ekipman, yeni
personel istihdami, altyapi gereklilikleri, yeni slire¢ eklenmesi veya mevcut slireclerde kapsamli degisiklik
yapllmasi ihtiyaci vb.)

e Occurrence of extraordinary situations (e.g. sudden deterioration in the health status of the personnel carrying
out the activity, change of existing personnel, natural disasters, fire, etc.) / Olagandistii durumlarin meydana
gelmesi( Orn; faaliyeti yiiriiten personelin saglik durumlarindaki ani bozulmalar, mevcut personelin degisimi,
dogal afetler, yangin vb.)

e The need to add new suppliers/raw materials/materials or make extensive changes to existing ones / Yeni
tedarikci/lhammadde/malzeme eklenmesi veya mevcut olanlarda kapsamli degigiklik yapilmasi ihtiyaci
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Evaluation of the corrective actions for nonconformities by the audit team must be completed within 90 days from the
date of the audit in total, including possible additional requests. / Uygunsuzluklara ait diizeltici faaliyetlerin denetim
ekibi tarafindan degerlendiriimesi; muhtemel ilave talepleri de dahil olmak lizere denetim tarihinden itibaren toplam 90
glin igcinde tamamlanmalidir.

Tracking of the periods defined above is done by the Lead Auditor by creating an activity record for the relevant dates
via Microsoft Outlook application. / Yukarida tanimlanan sdrelerin takibi; Bas Denet¢i tarafindan Microsoft Outlook
uygulamasi lzerinden ilgili tarihlere faaliyet kaydi olusturularak yapilir.

For every Major NC, the implementation of corrections and corrective actions shall be evaluated with a supplementary
assessment, in accordance with the methods established by the Lead Auditor (audit at the Organisation’s premises
and/or by means of documentary evidence, where possible). / Her Major NC igin, diizeltmelerin ve diizeltici
faaliyetlerin uygulanmasi, Bas Denetgi tarafindan belirlenen yéntemlere uygun olarak (miimkiin oldugunda Kurulusun
tesislerinde velveya dokiimantasyon kanitlari aracilidiyla denetim) ek bir degerlendirme ile degerlendirilir.

Said assessment must be carried out within 6 months from the surveillance audit; beyond said limit, Kiwa TR will
decide at its own discretion whether to assess subsequent actions. / Séz konusu dederlendirme, gbzetim
denetiminden itibaren 6 ay iginde gerceklestiriimelidir; s6z konusu sinirin 6tesinde, Kiwa TR mdteakip eylemleri
degerlendirip degerlendirmeyecegine kendi takdirine bagli olarak karar verecektir.

If the above assessment is positive, certification is confirmed. / Yukaridaki degerlendirme olumluysa, sertifika
onaylanir.

If the Organisation fails to implement the agreed upon actions for the approval of irregularities within the granted
terms, certification may be suspended. / Kurulus, verilen gartlar dahilinde usulsizliiklerin onaylanmasi igin lizerinde
anlagsmaya varilan eylemleri yerine getiremezse, belgelendirme askiya alinabilir.

For Major NCs that can affect product safety, certification shall be suspended until the resolution of NCs is verified
(or for potential cases, reduced). / Uriin giivenligini etkileyebilecek Major NC'ler igin, NC'lerin ¢6zim(i dodrulanana
kadar (veya olasi durumlar igin azaltilana kadar) sertifikasyon askiya alinacaktir.

The performance of surveillance audits during the certification cycle is subject to the regular payment of invoices for
previous activities by the Organisation. / Belgelendirme dénglisii sirasinda gbézetim denetimlerinin gergeklestiriimesi,
Kurulus tarafindan énceki faaliyetlere iliskin faturalarin diizenli olarak 6denmesine tabidir.

Conversely, Kiwa TR reserves the right not to carry out the planned activities and proceed with certificate suspension
or withdrawal. / Aksine, Kiwa TR, planlanan faaliyetleri gergeklestirmeme ve sertifika askiya alma veya geri gekme
ile devam etme hakkini sakl tutar.

4.5.2 Unannounced Surveillance Audit / Habersiz Gézetim Denetimi

Kiwa TR performs unannounced audits at least once every 5 years, at sites where activities related to the products
subject to certification are carried out (these must also include local crucial suppliers), in order to verify the daily
compliance of the requirements by the Organisation (or its authorised representative). / Kiwa TR, Kurulug tarafindan
gerekliliklerin giinliik olarak uygunlugunu dogrulamak icin belgelendirmeye tabi (rtinlerle ilgili faaliyetlerin ydrtildigu
tesislerde (bunlar ayrica yerel kritik tedarikgileri de icermelidir) en az 5 yilda bir habersiz denetimler gergeklestirir (
veya yetkili temsilcisi).

Kiwa TR can increase the frequency of audits without notice, such as in cases where the devices have a high potential
of risk and/or are often non-compliant and/or specific reasons exist to suspect the non-conformity of the devices and/or
the Organisation. / Kiwa TR, cihazlarin yiiksek risk potansiyeline sahip oldugu ve/veya genellikle uyumsuz oldugu
ve/veya cihazlarin veya Kurulusun uygunsuzlugundan sliphelenmek icin belirli nedenlerin bulundugu durumlarda
oldugu gibi, denetimlerin sikligini bildirimde bulunmaksizin artirabilir.

In order to ensure the proper performance of unannounced audits, the Organisation agrees to provide Kiwa TR with
information on the periods of the year during which the manufacture of the medical devices subject to certification does
not take place (company closures, holidays, production stoppages, etc.). / Kurulug, habersiz denetimlerin dogru bir
sekilde yerine getirilmesini saglamak icin Kiwa Tr'ye sertifikasyona tabi tibbi cihazlarin lretiminin gergceklesmedigi yil
dénemleri (sirket kapaniglari, tatiller, liretim kesintileri vb.) hakkinda bilgi vermeyi kabul eder.

In addition, in agreements governing the relationship with its critical suppliers, the Organisation agrees to include prior
authorisation for Kiwa TR to access the premises/sites where the critical supplier carries out its activities. / Ek olarak,
kritik tedarikgileri ile iligkileri diizenleyen anlagsmalarda, Kurulus, kritik tedarikginin faaliyetlerini  ydrGttigi
tesislere/sitelere erisim igin Kiwa TR'ye énceden izin vermeyi kabul eder.
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In cases where a visa is required to carry out the on-site audit at the supplier's premises, the Organisation must provide
an invitation letter with open (signature and visit) dates. / Tedarikginin tesislerinde yerinde denetimi gerceklestirmek
i¢in onayin gerekli oldugu durumlarda, Kurulug, agik (imza ve ziyaret) tarihleri olan bir davet mektubu saglamalidir

Moreover, critical suppliers must agree to provide the Organisation, which in turn shall promptly inform Kiwa TR, with
information on the periods of the year (company closures, holidays, production stoppages, etc.) during which the latter
do not provide their business activities on behalf of the Organisation. / Ayrica, kritik tedarikgiler, Kurulug'a, Kiwa TR'yi
yihin dénemleri (sirket kapaniglari, tatiller, Gretim durmalari, vb.) hakkinda Kurulug adina bilgi vermeyi kabul etmelidir.

Kiwa TR Audit Team arrives at the sites where activities related to the products subject to certification are conducted,
identifying themselves by identification badges and letters of identification. / Kiwa TR Denetim Ekibi, belgelendirmeye
tabi lriinlerle ilgili faaliyetlerin ylrdtiildiigl sahalara yaka karti ve kimlik yazilari ile kendilerini tanitmaktadir.

The Organisation can contact Kiwa TR’s offices and request confirmation of the activities. / Kurulus, Kiwa TR ofisleri
ile iletisime gegerek faaliyetlerin onayini talep edebilir.

When carrying out unannounced audits, Kiwa TR performs checks on an appropriate sample of newly-manufactured
medical devices, preferably taken from the manufacturing process in progress at the time of the audit, in order to
ascertain compliance with the technical documentation and to the provisions of the law, also by means of tests. / Kiwa
TR habersiz denetimler gergeklestirirken, teknik doklimantasyona ve ilgili mevzuat hiiklimlerine uygunlugunu tespit
etmek igin, tercihen denetim sirasinda devam etmekte olan Ulretim sirecinden alinan yeni (retilmis tibbi cihazlarin
uygun bir numunesi lzerinde kanun hiikiimleri ve ayrica testler yoluyla kontroller yapar.

If a difference between the sample taken from the manufactured devices and the specifications mentioned in the
technical documentation is found, Kiwa TR suspends or withdraws the relevant certificate or imposes
reductions/limitations (as applicable). / Uretilen cihazlardan alinan numune ile teknik dokiimantasyonda belirtilen
ozellikler arasinda bir farklihk bulunmasi durumunda Kiwa TR ilgili sertifikay! askiya alir veya geri alir veya (uygun
oldugu sekilde) kapsam daraltma/sinirlamalar uygular.

In case the Organisation (or its critical suppliers), refuse to receive an unannounced audit it must formalise this refusal
(on letterhead paper with stamp and signature) and offer the reasons for which it has not been possible to carry out
with the audit. / Kurulusun (veya kritik tedarikgilerinin) habersiz bir denetimi almayi reddetmesi durumunda, bu ret
kararini (kaseli ve imzali antetli kagit lizerinde) resmilestirmeli ve denetim ile gergeklestirilememesinin nedenlerini
sunmalidir.

Kiwa TR shall reserve the right to assess the subsequent actions, which may lead to the suspension or withdrawal of
certification. The Organisation is informed promptly in relation to the decisions made. / Kiwa TR, sertifikanin askiya
alinmasina veya geri cekilmesine yol acabilecek miiteakip eylemleri degerlendirme hakkini sakli tutar. Alinan kararlarla
ilgili olarak Kurulus derhal bilgilendirilir.

In the event of lack of access to the Organisation’s premises (or of those of critical suppliers) during an unannounced
audit, Kiwa TR shall be entitled to terminate the agreement and withdraw the certification. / Habersiz bir denetim
sirasinda Kurulusun tesislerine (veya kritik tedarikgilerin tesislerine) erisimin olmamasi durumunda, Kiwa TR
sézlesmeyi feshetme ve sertifikayi geri cekme hakkina sahip olacaktir.

In case of availability of Kiwa TR auditors and of availability of the Organisation, the unannounced audit can be
combined with the regular surveillance audit. / Kiwa TR denetgilerinin uygunlugu ve Kurulusun uygunlugu durumunda,
habersiz denetim, dlizenli gbézetim denetimi ile birlegstirilebilir.

At the end of the unannounced audit, the Lead Auditor gives a copy of the audit report to the Organisation and files a
copy of the records of the tests carried out on the day of the audit and compiled by the Organisation’s and/or critical
supplier's officer who was in charge of carrying out the tests. / Habersiz denetimin sonunda Bas Denetci denetim
raporunun bir nishasini Kurulugsa verir ve Tetkik gininde gerceklestirilen ve Kurulusun ve/veya kritik tedarikginin
testleri yapmaktan sorumlu yetkilisi tarafindan derlenen testlerin kayitlarinin bir nishasini dosyalar.

If the tests are carried out by an external laboratory, or the test results require longer time frames than the days of the
audit, the report will only be closed by the Lead Auditor after the outcome of the tests, which is sent to the Organisation
together with the test reports from the external laboratory. / Testler harici bir laboratuvar tarafindan yapiliyorsa veya
test sonuglari denetim glinlerinden daha uzun slireler gerektiriyorsa, rapor ancak Bas Denet¢i tarafindan testlerin
sonucunun birlikte Harici laboratuvardan alinan test raporlari ile.Kuruma gbénderilmesinden sonra kapatilacaktir.

If the Organisation desires, a copy of the completed report can be issued. / Kurulus isterse, tamamlanmis raporun bir
kopyasi diizenlenebilir.

The management of the results of the announced audit occurs according to the same method described in Article
4.5.1. / llan edilen denetimin sonuglarinin yénetimi, Madde 4.5.1'de agiklanan ayni yénteme gére gerceklesir.
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4.5.3 Product testing activities / Uriin test faaliyetleri

The tests referred to in the previous paragraphs shall be carried out for all medical devices, with the exception of class
Il implantable devices, according to the test procedure specified by the Organisation in the technical documentation
and can be performed: / Onceki paragrafiarda belirtilen testler, Sinif Ill viicuda yerlegtirilebilir cihazlar harig tim tibbi
cihazlar igin, Kurulus tarafindan teknik dokiimantasyonda belirtilen test prosediiriine gére yapilabilir;

- at the site of the Organisation or crucial Supplier, directly by the personnel responsible and under the supervision
of the Audit Team, who shall also investigate the use of competent personnel, suitable environments and
measurement tools calibrated by accredited calibration centres and therefore with a metrological traceability
guarantee. / Kurulusun veya 6nemli Tedarikginin sahasinda, dogrudan yetkili personel, Denetim Ekibinin
gbézetiminde ve sorumlu personel tarafindan, uygun ortamlar ve akredite kalibrasyon merkezleri tarafindan kalibre
edilmis ve dolayisiyla metrolojik izlenebilirlik garantisi ile kalibre edilmig 6lgliim araglarinin kullanimi aragtirilir.

- atKiwa TR Laboratory or with external laboratories qualified by Kiwa TR. In special cases, when the tests comprise
protocols not easily performed by laboratories, laboratories recommended by the Organisation can be chosen,
provided that the test is performed under the supervision of a Kiwa TR expert. / Kiwa TR Laboratuvarinda veya
Kiwa TR tarafindan yetkilendirilmis harici laboratuvarlarda. Testlerin laboratuvarlar tarafindan kolaylikla
gercgeklestirilemeyen protokoller icerdigi 6zel durumlarda, testin bir Kiwa TR uzmani gézetiminde yapilmasi sartiyla
Kurulug tarafindan énerilen laboratuvarlar secilebilir.

If an external laboratory is used, the samples must be packaged and sent to the laboratory by the Organisation, as
specified by the Lead Auditor, ensuring the integrity of the packaging of the samples, without any alteration of the
same. / Harici bir laboratuvar kullaniliyorsa, numuneler, Bas Denetci tarafindan belirtildigi sekilde, numunelerin
ambalajinda herhangi bir degisiklik yapiimadan, ambalajlarinin bltiinl(igli sadlanacak sekilde Kurulug tarafindan
paketlenmeli ve laboratuvara génderilmelidir.

4.5.4 Samples from the market / Piyasadan numuneler

Kiwa TR reserves the right to test the product, also after taking a sample of medical devices from the market. / Kiwa
TR, piyasadan tibbi cihaz numunesi aldiktan sonra da (riinii test etme hakkini sakli tutar.

This can occur if, for example, during the unannounced audit there are not any products to sample, or in any other
phase of the certification process in the event of complaints, reports, or cases of suspected product non-conformities,
etc. / Bu, 6rnegin habersiz denetim sirasinda numune alinacak herhangi bir liriin yoksa veya sikayetler, raporlar veya
stpheli driin uygunsuzluklari vb. durumlarda sertifikasyon stirecinin baska herhangi bir asamasinda meydana gelebilir.

The applicable procedures for carrying out tests and the management of results follow that already described in the
previous paragraph. / Testlerin gerceklestiriimesi ve sonuglarin yénetimi icin gegerli prosediirler, énceki paragrafta
daha 6nce agiklananlari takip eder.

4.6 Changes or Extensions / Degigiklikler veya Uzantilar
4.6.1 Changes / Degisiklikler

The Organisation must inform Kiwa TR in advance in relation to the following changes: / Kurulug, asagidaki
degisikliklerle ilgili olarak Kiwa TR'yi 6nceden bilgilendirmelidir:

e changes to the approved 7quality management system or to the range/type of certified products; / onayli” kalite
ybnetim sisteminde veya sertifikali (ir(in yelpazesinde/tipinde degisiklikler;

e changes to the design® and to the software, approved for the device; / cihaz igin onaylanan tasarim® ve yazilimdaki
degigiklikler;

e changes to the intended use, to the conditions of use and to the claims attributed to the device; / amaclanan
kullanimda, kullanim kosullarinda ve cihaza atfedilen taleplerde yapilan degigiklikler;

e changes to any substance inserted or used for the manufacture of the device, with particular reference to medicinal
substances, tissues or cells of animal origin and their derivatives, other substances referred to in the specific
procedures of Annex VIl point 4.5.6 of Regulation 745; / Tibbi maddelere, hayvansal kaynakli dokulara veya hlicrelere

7 For example: production processes and technologies, human resources or equipment used, changes to production sites, changes to critical
suppliers, change of ownership/Legal Representative, change of the person responsible the release of the product or the person responsible for
compliance with applicable legislation. / Ornegin: iiretim siiregleri ve teknolojileri, kullanilan insan kaynaklari veya ekipmanlar, iiretim sahalarindaki
degisiklikler, kritik tedarikgilerdeki degisiklikler, miilkiyet / Yasal Temsilci degisikligi, lirlin(in serbest birakilmasindan sorumlu kisinin veya ydirtirliikteki
mevzuata uyumdan sorumlu Kiginin degigimi.

8 including materials, packaging, safety and performance requirements. / malzemeler, paketleme, glivenlik ve performans gereksinimleri dahil.
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ve bunlarin tirevierine ézellikle atifta bulunarak, cihazin imalati igin eklenen veya kullanilan herhangi bir maddede
degisiklikler, 745 sayili Yonetmeligin Ek VII madde 4.5.6'sinin 6zel prosediirlerinde atifta bulunulan diger maddeler.

e administrative changes such as, for example, a change in the company name. / érnegin sirket adindaki bir degisiklik
gibi idari degigiklikler.

e company-related changes such as, for example, mergers, demergers, business lease agreements. / 6rnegin
birlesmeler, béliinmeler, is kiralama sézlesmeleri gibi sirketle ilgili degdisiklikler.

Any requests for changes must be sent to Kiwa TR in writing, attaching the plan of changes and the related detailed
information. / Degisiklik talepleri, degdisiklik plani ve ilgili detayl bilgiler eklenerek yazili olarak Kiwa TR'ye iletilmelidir.

On the basis of the information and documents received, Kiwa TR shall assess the significance of the changes
communicated on a case-by-case basis, also taking as reference the documents issued by the Medical Device
Coordination Group (MDCG), and shall establish the consequent actions (including documentary and/or on-site
assessments, as described in the previous paragraphs) which shall be formally communicated to the Organisation. It
shall not be possible to process requests for changes that have not previously been communicated, during periodic
audits at the Organisation’s premises. / Alinan bilgi ve belgelere dayanarak, Kiwa TR, Tibbi Cihaz Koordinasyon Grubu
(MDCG) tarafindan verilen belgeleri referans alarak, vaka bazinda iletilen degisikliklerin nemini degerlendirecek ve
ortaya c¢ikan eylemleri (belgesel ve / veya belgesel dabhil) belirleyecektir.yerinde degerlendirmeleri, énceki
paragraflarda aciklandigi gibi) Kuruluga resmi olarak iletilecektir. Daha 6nce bildirilmemis dedisiklik taleplerini,
Kurulusun tesislerinde periyodik denetimler sirasinda islemek miimkiin olmayacaktir.

The Organisation shall not be able to implement any changes before receiving Kiwa TR’s formal approval. / Kurulus,
Kiwa TR'nin resmi onayini almadan herhangi bir degisikligi uygulayamaz.

4.6.2 Extensions / Kapsam Genigletme

Any extension relating to products or sites, as well as to the contents of the certificate, shall be considered an extension
of the certification. / Uriinler veya sahalarda ve ayrica sertifikanin igerigiyle ilgili herhangi bir kapsam genisletmesi,
sertifikanin bir uzantisi olarak kabul edilecektir.

The Organisation must inform Kiwa TR in advance in case of extensions to the certification, following the procedure
previously described starting from Article 4.2.1. It shall not be possible to process requests for extensions during the
periodic audits carried out at the Organisation’s premises. / Kurulus, Madde 4.2.1'den baslayarak daha énce agiklanan
prosedlirti izleyerek, sertifikasyonun kapsaminin genisletimesi durumunda Kiwa TR'yi 6nceden bilgilendirmelidir.
Kurulus yerlerinde yapilan periyodik denetimlerde kapsam genisletme taleplerinin isleme alinmasi mimkdin
olmayacaktir.

Based on the type of extension requested, Kiwa TR shall establish the correct certification procedure as described in
Article 4.2 to Article 4.4 (for the applicable parts). / Talep edilen uzatma tiiriine bagl olarak Kiwa TR, Madde 4.2 ila
Madde 4.4'te (uygulanabilir kisimlar igin) agiklandigi gibi dogru sertifikasyon prosedliriinii olusturacaktir.

The expiry date of the certificate cannot be changed, even if the certificate is extended. / Sertifika sliresi uzatilsa dahi
sertifikanin gecerlilik stiresi degistirilemez.

4.7 Recertification audits and certificate renewal / Yeniden belgelendirme denetimleri ve sertifika yenileme

At least 6 months before the expiry of the certificate, Kiwa TR must perform an audit for the renewal of the certificate,
which aims to facilitate an effective review, including at a documentary level, of the conformity of the products to be
certified. / Kiwa TR, sertifikanin gecerlilik siiresinin sona ermesinden en az 6 ay 6nce, belgelendirilecek (iriinlerin
uygunlugunun dokiimantasyon diizeyinde de dahil olmak lizere etkin bir incelemesini kolaylastirmayi amaclayan
sertifikanin yenilenmesi igin bir denetim yapmalidir.

The certification renewal audit follows the same rules indicated for the initial certification audit (including the
documentary analysis). / Belgelendirme yenileme denetimi, ilk belgelendirme denetimi igin belirtilen kurallarin aynisini
izler (doktimantasyon analizi dahil).

Before the renewal audit Kiwa TR shall request the following updated documents: technical documentation, evaluation
reports of clinical data including post-marketing surveillance and post-marketing clinical follow-up data (PMCF), PSUR
and PMSR, and where applicable the Summary of safety and clinical performance (SSCP) in accordance with Article
32 of Regulation 2017/745. | Yenileme denetiminden énce Kiwa TR, asagidaki glincellenmis belgeleri talep edecektir:
teknik dokiimantasyon, piyasaya arz sonrasi gézetim ve piyasaya arz sonras! klinik takip verileri (PMCF), PSUR ve
PMSR dabhil olmak (izere klinik verilerin degerlendirme raporlari ve uygun oldugunda, 2017/745 sayili Yénetmeliginin
32. Maddesi geregince agagidakilere uygun Glivenlilik ve klinik performans ézeti (SSCP);
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Upon renewal, the performance of the management system in the previous certification cycle shall be reviewed. /
Yenileme (izerine, ybnetim sisteminin énceki belgelendirme déngisiindeki performansi gézden gegirilecekdir.

During the renewal, the Organisation is required to submit a summary of the changes and of the scientific results
related to the device being certified, including, at a minimum: / Yenileme sirasinda, Kurulusun, asgari olarak
asagidakiler dahil olmak (izere, sertifikalandirilan cihazla ilgili bilimsel sonuglarin ve degisikliklerin bir 6zetini sunmasi
gerekmektedir:

a) all changes to the originally approved device, including those not yet notified; / heniiz bildirilmemis olanlar da dahil
olmak lizere, orijinal olarak onaylanmis cihazdaki tiim degigiklikler;

b) experience gained from post-market surveillance activities; / piyasaya arz sonrasi gézetim faaliyetlerinden elde
edilen deneyim;

¢) experience from risk-management activities; / risk yénetimi faaliyetlerinden elde edilen deneyim;

d) experience from updating the proof of compliance with the general safety and performance requirements set out
in Annex | of Regulation 745; / 745 sayili Yonetmelik Ek I'de belirtilen genel glivenlik ve performans gerekliliklerine
uygunluk kanitinin giincellenmesinden elde edilen deneyim;

e) experience from reviews of the clinical evaluation, including the results of any clinical investigations and PMCF; /
herhangi bir klinik arastirma ve PMCF'nin sonuglari da dahil olmak tzere klinik degerlendirme incelemelerinden
elde edilen deneyim;

f)  changes to the requirements, to components of the device or to the scientific or regulatory environment; /
gerekliliklerde, cihazin bilesenlerinde veya bilimsel veya duzenleyici ortamda yapilan degisiklikler;

g) changes to harmonised standards, applied or new ones, to Common Specifications or to equivalent documents;
[ Uyumlastiriimis standartlarda, uygulanan veya yeni standartlarda, Ortak Spesifikasyonlarda veya esdeger
belgelerde yapilan degisiklikler;

h) changes in medical, scientific and technical knowledge, such as: / tibbi, bilimsel ve teknik bilgilerdeki degisiklikler,
ornegin:
e new treatments, / yeni tedaviler,
= changes in test methods, / test yéntemlerindeki degisiklikler,

= new scientific findings on materials and components, including findings on their biocompatibility, /
Biyouyumluluklarina iliskin bulgular da dahil olmak (izere malzemeler ve bilesenler hakkinda yeni bilimsel
bulgular,

= experience from studies on comparable devices, / Karsilastirilabilir cihazlar lizerinde yapilan ¢alismalardan
elde edilen deneyim,

= data from registers and registries, / Kayit ve kayitlardan elde edilen veriler,

= experience from clinical investigations with comparable devices. / Kargilastirilabilir cihazlarla yapilan klinik
arastirmalardan elde edilen deneyim.

Management of the renewal audit results shall take place according to the same method described in Article 4.4. In
the event of a Major NC, it is not possible to proceed with certification renewal. / Yenileme denetimi sonuglarinin
yénetimi, Madde 4.4'te agiklanan yéntemle ayni sekilde gergeklestirilecektir. Major NC olmasi durumunda, sertifika
yenileme islemine devam etmek mimkdiin degildir.

Where it is not possible to close a Major NC by the expiry of the certificate, the renewal must take place within the
subsequent 6 months. / Bir Major NC'yi sertifikanin sona ermesiyle kapatmanin mimkin olmadigi durumlarda,
yenileme militeakip 6 ay icinde yapilmalidir.

After this deadline, Kiwa TR must reject the renewal application, uploading it to the Eudamed system and sending
communication to the Organisation in this regard. / Bu siire sonunda Kiwa TR'nin yenileme bagvurusunu reddetmesi,
Eudamed sistemine yiiklemesi ve bu konuda Kuruluga bildirimde bulunmasi gerekmektedir.

An organisation that wishes to regain EU certification shall have to initiate a new certification process. / AB
sertifikasyonunu yeniden kazanmak isteyen bir kurulug, yeni bir sertifikasyon siireci baslatmak zorunda kalacaktir.

In cases where the renewal is not completed by the time the certificate expires, the products may not display the
reference to the certification and may not be placed on the market with the CE marking no.1984. / Belge siiresi sona
erene kadar yenilemenin tamamlanmadigi durumlarda Uriinlerde belgelendirme referansi gésterilmeyebilir ve 1984
numarali CE isareti ile piyasaya arz edilemez.
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The execution of a renewal audit is subject to the regular payment of the aforementioned activities by the Organisation.
Otherwise, Kiwa TR reserves the right not to perform the activities planned for the renewal. / Bir yenileme denetiminin
ydrdtilmesi, yukarida belirtilen faaliyetlerin Kurulus tarafindan diizenli olarak 6denmesine tabidir. Aksi takdirde Kiwa
TR, yenileme i¢in planlanan faaliyetleri gerceklestirmeme hakkini sakl tutar.

4.8 Other conformity assessment procedures / Diger uygunluk degerlendirme prosediirleri

Importers, distributors and other physical or legal entities who carry out the activities referred to in Article 16 point 2 of
Regulation 745, must submit an application to Kiwa TR for certification of the quality management system as required
by Article 4.2. /| 745 sayili Yénetmeligin 16. maddesinin 2. fikrasinda belirtilen faaliyetleri yiiriiten ithalatgilar,
distriblitérler ve diger gercek veya tlizel kisiler, Madde 4.2 uyarinca kalite ybnetim sisteminin belgelendiriimesi igin
Kiwa TR'ye bagvuruda bulunmalidir.

Kiwa TR shall directly carry out the certification audit and the consequent activities, as provided for in Article 4.4.,
limiting the evaluation to aspects relating to the quality management system, with particular reference to the existence
of procedures that guarantee: / Kiwa TR, asagidakileri garanti eden prosediirlerin varligina 6zellikle atifta bulunarak,
degerlendirmeyi kalite ybnetim sistemi ile ilgili yonlerle sinirlandiran, Madde 4.4.'de belirtildigi gibi, belgelendirme
denetimini ve miiteakip faaliyetleri dogrudan ytiriitecektir:

- an accurate and updated translation process of the information provided with the MD; / MD ile saglanan bilgilerin
dogru ve glincel bir geviri stireci;

- that supply activities pertaining to all the information necessary to market the MD and changes to the outer
packaging, are carried out with means and based on conditions that preserve the original state of the MD; / MD'yi
pazarlamak igin gerekli tim bilgilere ve dis ambalajdaki degisikliklere iliskin tedarik faaliyetlerinin, MD'nin orijinal
durumunu koruyan araglarla ve kosullara dayali olarak gergeklestiriimesi;

- that the packaging is not defective, of poor quality or untidy; / ambalajin kusurlu, kalitesiz veya diizensiz olmamasi;

- that the manufacturer of the MD provides notice, on an ongoing basis, of any corrective actions taken for the
compliance of the MD; / MD'nin dreticisinin, MD'nin uygunlugu igin yapilan dizeltici faaliyetler hakkinda strekli
olarak bildirimde bulunmasi;

- that the packaging of the MD or an accompanying document provides information relating to the activity carried out
together with the company name or registered trademark, the registered office and the address where the latter
can be contacted. / MD'nin veya beraberindeki belgenin ambalajinin, sirket adi veya tescilli ticari marka, tescilli ofis
ve ikincisiyle iletisim kurulabilecek adres ile birlikte ydiriitiilen faaliyetle ilgili bilgileri saglamasi.

The activities concerning the surveillance and renewal of the certification shall follow the specifications set out in Article
4.5 to Article 4.7 and shall be aimed at evaluating the aspects described above. / Belgelendirmenin gbzetimi ve
yenilenmesi ile ilgili faaliyetler, Madde 4.5 ila Madde 4.7'de belirtilen spesifikasyonlari takip edecek ve yukarida
aciklanan hususlari degerlendirmeyi amacglayacaktir.

4.9 Additional evaluations / Ek degerlendirmeler

In addition to the provisions of the normal certification process, described in the previous paragraphs, Kiwa TR reserves
the right to perform other additional assessments (both documentary and on-site). / Onceki paragraflarda agiklanan
normal sertifikasyon siirecinin hiikiimlerine ek olarak, Kiwa TR, diger ek degerlendirmeleri (hem dokiimantasyon hem
de yerinde) gerceklestirme hakkini sakli tutar.

Additional or supplementary audits can even be carried out at short notice (5 working days from the date set for the
audit). / Ek veya tamamlayici denetimler, kisa stirede bile yapilabilir (denetim icin belirlenen tarihten itibaren 5 is giinii).

In this case, given the impossibility for the Organisation to refuse the members of the Audit Team commissioned by
Kiwa TR, maximum attention shall be given to their selection. / Bu durumda, Kiwa TR tarafindan gérevlendirilen
Denetim Ekibi liyelerinin Kurulug tarafindan reddedilmesinin imkansizligi géz éniine alindiginda, se¢imine azami 6zen
goésterilecektir.

The need to carry out these assessments may be due to: / Bu degerlendirmeleri gergeklestirme ihtiyaci sunlardan
kaynaklanabilir:

- reasons outlined in the Kiwa Certification Regulations / Kiwa Belgelendirme Ydé&netmeliklerinde belirtilen nedenler
- requests arising during the Certification Decision phase; / Belgelendirme Karari asamasinda ortaya ¢ikan talepler;

- the need to authorise the placement on the market of products in the warehouse; / depodaki (iriinlerin piyasaya
arzina izin verme ihtiyaci;
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- In case of information received pertaining to serious accidents, emergencies or malfunctions; / Ciddi kazalar, acil
durumlar veya arizalar hakkinda bilgi alinmasi durumunda;

- In case of reports or notices received regarding non-conforming aspects related to certified medical devices. /
Sertifikall tibbi cihazlarla ilgili uygun olmayan hususlara iligkin raporlarin veya bildirimlerin alinmasi durumunda.

The additional assessments shall be charged to the Organisation, they shall not replace or modify the procedure and
frequencies associated with periodic surveillance assessments and shall be communicated in advance to the
Organisation. / Ek degerlendirmeler Kurulusa aittir, bunlar periyodik gézetim degerlendirmeleriyle ilgili prosediir ve
sikliklari degistirmez veya degistirmez ve énceden Kuruluga iletilir.

In the event of unavailability of the Organisation to carry out those activities, Kiwa TR reserves the right to suspend or
revoke (in cases considered more serious) the certification issued. / Kurulusun bu faaliyetleri yerine getirememesi
durumunda, Kiwa TR, verilen sertifikayi askiya alma veya (daha ciddi oldudu diisiiniilen durumlarda) iptal etme hakkini
sakli tutar.

4.10 Specific conditions / Ozel kosullar

Depending on the type of device (innovation, risk class, etc.), Kiwa TR reserves the right to establish limitations, or
specific conditions for certification, at any stage of the process, formally communicating them to the Organisation. /
Cihazin tiriine (yenilik, risk sinifi, vb.) bagl olarak Kiwa TR, slirecin herhangi bir asamasinda, bunlari Kuruluga resmi
olarak ileterek, sinirlamalar veya sertifikasyon igin 6zel kosullar olusturma hakkini sakli tutar.

These specific conditions may include changes to the rules of the standard procedure set out in the previous
paragraphs such as, for example: limitations on the validity of the certificate issued, to the intended use of a device for
certain groups of patients, different frequencies of conformity assessments (e.g. for the evaluation of clinical data),
specific post-marketing clinical follow-up studies in accordance with Annex XIV, part B of Regulation 745. / Bu 6zel
kosullar, érnedin, énceki paragraflarda belirtilen standart prosediiriin kurallarinda yapilan dedisiklikleri icerebilir:
Verilen sertifikanin gegerliligine, belirli hasta gruplari igin bir cihazin kullanim amacina, farkl uygunluk degerlendirme
Sikliklarina (6rn. klinik verilerin degerlendiriimesi icin) 745 sayili Yénetmelik Ek X1V, béliim B uyarinca spesifik piyasaya
arz sonrasi klinik takip ¢alismalarna iliskin sinirlamalar.

5. CHANGE OF NOTIFIED BODY / ONAYLANMIS KURULUN DEGISIKLIGI
5.1 General requirements / Genel gereksinimler

An Organisation that wishes to change the Notified Body, must send a formal application to Kiwa TR. / Onaylanmig
Kurulugu degigtirmek isteyen bir Kurulug, Kiwa TR'ye resmi bir bagvuru géndermelidir.

The procedure for the transfer of the certification from the outgoing Body to Kiwa TR shall always be agreed upon with
the Organisation during the offer phase and, for the purpose of issuing the certificate, compliance with the provisions
set out in Article 4.2 to Article 4.4 shall be required. / Belgelendirmenin giden Kurulustan Kiwa TR'ye devredilmesine
iliskin prosed(ir, teklif asamasinda her zaman Kurulus ile kararlastirilir ve sertifikanin verilmesi amaciyla, Madde 4.2
ila Madde 4.4'te belirtilen hiikiimlere uyulmasi gerekir.

In addition to the required documentation identified in the aforementioned paragraphs, upon receipt of the accepted
offer, Kiwa TR shall also request the following documents: / Kiwa TR, yukaridaki paragraflarda belirtilen gerekli
belgelere ek olarak, kabul edilen teklifi aldiktan sonra asagidaki belgeleri de talep edecektir:

1. A copy of the complete audit reports for the first certification (or the last renewal) and the last surveillance report,
conducted by the former Notified Body. / llk Onaylanmis Kurulus tarafindan ydiriitiilen ilk belgelendirme (veya son
yenileme) ve son gézetim raporu igin eksiksiz denetim raporlarinin bir kopyasi.

2. A copy of the complete document assessment reports for the first certification (or the last renewal) and the last
surveillance, including evaluations of clinical and post-marketing data (including PSUR, PMCF, PMSR and SSCP),
for all certified products. / Tim sertifikali triinler igin klinik ve piyasaya arz sonrasi verilerin (PSUR, PMCF, PMSR
ve SSCP dahil) degerlendirmeleri dahil olmak lizere, ilk sertifikasyon (veya son yenileme) ve son gbézetim igin
eksiksiz belge degerlendirme raporlarinin bir kopyasi.

3. Any documentation outlining the management (treatment, corrective actions) of NCs identified; / Tanimlanan
NC'lerin ydnetimini (tedavi, diizeltici faaliyetler) 6zetleyen herhangi bir belge;

4. Complaints received, data on supervision and evidence of their management; / Alinan sikayetler, denetime iliskin
veriler ve bunlarin yénetimine iliskin kanitlar;

5. The audit plan of the former Notified Body; / Eski Onaylanmis Kurulusun denetim plani;
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6. A copy of EU certificates issued by the former Notified Body; / Eski Onaylanmis Kurulug tarafindan verilen AB
sertifikalarinin bir kopyasi;

7. A copy of quality system certificates or EU certificates (if any) for critical suppliers; / Kritik tedarikgiler i¢in kalite
sistemi sertifikasinin veya AB sertifikalarinin (varsa) bir kopyasi;

8. Communication to Kiwa TR of residual lots marked with the number of the former Notified Body; / Eski Onaylanmis
Kurulusun numarasi ile isaretlenmis kalan lotlarin Kiwa TR'ye iletilmesi;

9. Labelling of products certified by the former Notified Body and drafts of the new labelling; / Eski Onaylanmis Kurulus
tarafindan sertifikalandirilmis driinlerin etiketlenmesi ve yeni etiketlemenin taslaklari;

10.Declaration of conformity of certified products by the former Notified Body and drafts of the new declaration. / Eski
Onaylanmis Kurulus tarafindan onaylanmis driinlerin uygunluk beyani ve yeni beyanin taslaklari.

5.2 Voluntary change of Notified Body / Kurulusun goéniillii degisikligi

The voluntary change of the notified body is managed by Kiwa TR in compliance with the provisions of Article 58 of
EU Regulation 2017/745. | Onaylanmis kurulusun génlillii degisikligi, 2017/745 sayili AB Yénetmeliginin 58. Maddesi
hiikiimlerine uygun olarak Kiwa TR tarafindan yénetilmektedir.

In particular, Kiwa TR will ask the Organisation (or its authorised representative) to sign the S.M.FR.026 Transfer
Agreement that details the provisions of the aforementioned Article. / Ozellikle Kiwa TR, Kurulustan (veya yetkili
temsilcisinden) yukarida belirtilen Maddenin hiikiimlerini detaylandiran S.M.FR.026 Devir Soézlesmesini
imzalamasini isteyecekiir.

The certification transfer activity (issuing the certificate) can only be completed when Kiwa TR is certain that the
previous EU certificate has been revoked, through notification from the former Notified Body (where possible)
regarding the revocation of the existing EU certificate. / Sertifika transfer faaliyeti (sertifikanin verilmesi), yalnizca Kiwa
TR'nin mevcut AB sertifikasinin iptaline iliskin eski Onaylanmis Kurulustan (miimkiinse) bildirim yoluyla 6nceki AB
sertifikasinin iptal edildiginden emin olmasi durumunda tamamlanabilir.

5.3 Forced change of Notified Body / Onaylanmig Kurulugsun Zorunlu Degistirilmesi

The forced change of the notified body shall be managed by Kiwa TR according to the provisions of Article 46 of EU
Regulation 2017/745. | Onaylanmig kurulusun zorunlu degisikligi, 2017/745 sayili AB Yoénetmeliginin 46. Maddesi
hiikiimlerine gére Kiwa TR tarafindan yénetilecektir.

In case of: / Su durumlarda:

1. voluntary cessation of conformity assessment activities by the former Notified Body, / Eski Onaylanmis Kurulus
tarafindan uygunluk degerlendirme faaliyetlerinin gbniillii olarak durdurulmasi,

2. revocation of the designation by the Competent Authority, which has also formally confirmed that the certificates
have not been unduly issued and there are no problems in terms of the safety of the MDs / Sertifikalarin gereksiz
yere diizenlenmedigini ve MD'lerin glivenligi agisindan herhangi bir sorun olmadigini resmi olarak teyit eden Yetkili
Otorite tarafindan atamanin iptali.

Kiwa TR shall assume responsibility for the EU certification, if it decides to accept the change of Notified Body request.
IKiwa TR, Onaylanmis Kurulus talebinin degigikligini kabul etmeye karar verdigi takdirde, AB belgelendirmesinden
sorumlu olacaktir.

This responsibility shall be assumed for a maximum period of 9 months in the case referred to in point 1 and 12 months
in the case referred to in point 2. During this period, Kiwa TR shall conduct the entire assessment process as provided
for in Article 5.1 for the purpose of issuing the new certificate. / Bu sorumluluk, 1. maddede atifta bulunulan durumda
en fazla 9 ay ve 2. maddede atifta bulunulan durumda 12 ay sireyle (stlenilecektir. Bu siire zarfinda,yeni sertifikanin
verilmesi amaciyla Kiwa TR, Madde 5. 1'de belirtilen tiim degerlendirme siirecini yliriitecektir.

In the case of suspension or temporary limitation of the designation by the Authority responsible for another Body, if
the responsible Authority establishes that the other Body does not have the capability to maintain the certificates in
force and if Kiwa TR decides to accept the Organisation’s request, Kiwa TR shall temporarily take over responsibility
for surveillance activities pertaining to the EU certification for the suspension or limitation period set by the responsible
Authority. / Baska bir Kurulustan sorumlu Oftorite tarafindan atamanin askiya alinmasi veya gegici olarak
sinirlandirilmasi durumunda, sorumlu Oforite diger Kurulusun yiirirliikteki sertifikalari muhafaza etme kabiliyetine
sahip olmadigini tespit ederse ve Kiwa TR, Kurulusun talebini kabul etmeye karar verirse, Kiwa TR, sorumlu Otorite
tarafindan belirlenen askiya alma veya sinirlama stiresi icin AB sertifikasyonuna iliskin gbzetim faaliyetlerinin
sorumlulugunu gegici olarak (stlenir.
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In this case, Kiwa TR shall formulate an offer that includes the activities required for monitoring the EU certification,
depending on the stages of the process corresponding to the certificates to be monitored. / Bu durumda Kiwa TR,
izlenecek sertifikalara kargilik gelen slire¢ asamalarina bagli olarak AB sertifikasyonunun izlenmesi igin gerekli
faaliyetleri iceren bir teklif olugturur.

6.SUSPENSION, REVOCATION OR REDUCTION OF THE CERTIFICATION / SERTIFIKASYONUN ASKIYA
ALINMASI, IPTAL EDILMESIi VEYA KAPSAM DARALTMASI

Certification can be suspended, withdrawn or reduced for the reasons indicated in the Kiwa Regulation for Certification,
on request by the Organisation, or in the following additional cases: / Belgelendirme, Kiwa Belgelendirme
Yénetmeliginde belirtilen nedenlerle, Kurulusun talebi (izerine veya asagidaki ek durumlarda askiya alinabilir, geri
cekilebilir veya kapsami daraltilabilir:

o Serious reports from the market and/or Competent Authority, failure to promptly notify Kiwa TR regarding actions
of any kind by the public authority, and/or accidents or legal proceedings in progress; / Piyasadan ve/veya Yetkili
Oftoriteden gelen ciddi raporlar, kamu otoritesinin her tirlii eylemi ve/veya devam eden kazalar veya yasal islemler
hakkinda Kiwa TR'ye zamaninda bildirimde bulunulmamasi;

o Implementation of significant changes to the approved product or quality management system, without informing
Kiwa TR in advance and approval by Kiwa TR; / Kiwa TR'yi énceden bilgilendirmeden ve Kiwa TR'den onay
almadan onayli (riin veya kalite ybnetim sisteminde énemli degisikliklerin uygulanmasi;

o References to certification or use of Kiwa TR mark in such a manner as to deviate from the provisions of this
Regulation; / Kiwa TR isaretinin bu Ydnetmelik hlikiimlerinden sapacak sekilde sertifikalandiriimasi veya
kullaniimasina yapilan atiflar;

o Incorrect designation (the product cannot be categorised as a MD) or misclassification of MDs; / Yanlis tanimlama
(Giriin MD olarak siniflandirilamaz) veya MD'lerin yanlig siniflandiriimasi;

o Bankruptcy or cessation of activity. / iflas veya faaliyetin durdurulmasi.

In the event of suspension/withdrawal/reduction, Kiwa TR shall notify the Organisation in writing, communicating the
conditions that could be met. / Askiya alma/geri gekme/kapsam daraltma durumunda Kiwa TR, saglanabilecek kogullari
bildirerek Kurulusu yazili olarak bilgilendirecektir.

Based on the reasons that led to the suspension/withdrawal/reduction, Kiwa TR reserves the right to: / Askiya alma/geri
cekme/kapsam daraltmaya yol agan nedenlere dayanarak, Kiwa TR asadidakileri yapma hakkini sakli tutar:

- Request the Organisation to recall the products already placed on the market; / Kurulustan piyasaya arz edilmis
olan drlinleri geri gekmesini talep etmek;

- For suspension cases: allow the Organisation to continue marketing the products already manufactured and issued
at the date of the suspension for a period of 6 months from the date of suspension, upon receipt by the Organisation
of a communication signed by the Legal Representative, specifying the lots of products concerned in stock. / Askiya
alma durumlari igin: Kurulusun Partileri belirten Yasal Temsilci tarafindan imzalanmisg bir iletisimin alinmasi (izerine,
askiya alma tarihinden itibaren 6 aylik bir siire boyunca askiya alma tarihinde halihazirda (retilmis ve verilmis olan
stokta ilgili Griinleri pazarlamaya devam etmesine izin verir.

In this case, Kiwa TR reserves the right to conduct an audit at the Organisation’s premises before providing approval
for the products to be placed on the market. Said audit shall be charged to the Organisation. / Bu durumda Kiwa
TR, piyasaya arz edilecek driinler igin onay vermeden énce Kurulusun tesislerinde denetim yapma hakkini sakli
tutar. S6z konusu denetim Kurulusa aittir.

For revocation or reduction cases, the Organisation must communicate the last lot sold at the time of revocation or
reduction. Products in stock with certification mark no. 1984 can no longer be sold. / iptal veya kapsam daraltma
durumlarinda, Kurulug, iptal veya kapsam daraltma aninda satilan son lotu bildirmelidir. 1984 nolu sertifika isaretine
sahip stoktaki triinler artik satilamaz.

During the suspension period, the Organisation loses the right to refer to the certification and use the CE1984 marking
and relative certificate and must stop using all advertising material that contains relative references and return any
certification documents to Kiwa TR upon request. / Aski siiresi boyunca, Kurulus, sertifikaya atifta bulunma ve CE1984
isaretini ve ilgili sertifikay! kullanma hakkini kaybeder ve ilgili referanslari iceren tiim reklam materyallerini kullanmay:
birakmali ve talep lizerine herhangi bir sertifika belgesini Kiwa TR'ye iade etmelidir.

The conditions for reinstatement of the certificate (including the activities of the conformity assessment) shall be
established by Kiwa TR according to the reasons that led to the suspension and based on the duration of the
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suspension. / Sertifikanin geri alinmasina iliskin kosullar (uygunluk degerlendirmesi faaliyetleri dahil), askiya
alinmasina neden olan nedenlere ve askiya alma stiresine gére Kiwa TR tarafindan belirlenir.

Except in exceptional cases (approved by Kiwa TR or by the Competent Authority), the period of suspension may not
last longer than 6 months. / Istisnai durumlar disinda (Kiwa TR veya Yetkili Makam tarafindan onaylanan), askiya alma
suresi 6 ayl gegemez.

In the event that the Organisation fails to implement the actions indicated by Kiwa TR for the purpose of reinstatement
the suspended certification, the latter shall be withdrawn or, where possible, its scope shall be reduced. / Kurulusun,
askiya alinan belgeyi eski haline getirmek amaciyla Kiwa TR tarafindan belirtilen eylemleri yerine getirmemesi
durumunda, belge geri ¢ekilecek veya mimkiinse kapsami daraltilacaktir.

The reduction of the scope of application of the certification involves modifications to the certificate, specifying the type
of product for which the certification is still valid. / Sertifikasyonun uygulama kapsaminin azaltiimasi, sertifikanin halen
gecerli oldudu (riin tipini belirten sertifikada yapilan dedisiklikleri igerir.

The withdrawal of the certificate determines the automatic resolution pursuant to the Turkish Trade Code of the
agreement to which this Regulation applies, except, in any case, the compensation of any damages suffered by Kiwa
TR. / Belgenin geri alinmasi, Kiwa TR'nin ugradigi zararin tazmini hari¢ olmak lizere, bu Yénetmeligin uygulandigi
sézlesmenin Tiirk Ticaret Kanunu uyarinca otomatik ¢éziimiini belirler.

Following certification withdrawal, the Organisation loses the right to refer to the certification and use the CE 1984
marking and the related certificate. The Organisation can start the certification procedure again by submitting a new
application. / Belgenin geri alinmasinin ardindan Kurulug, belgeye atifta bulunma ve CE 1984 isaretini ve ilgili belgeyi
kullanma hakkini kaybeder. Kurulus, yeni bir bagvuru yaparak sertifikasyon stirecini yeniden baslatabilir.

The suspension, withdrawal and reduction of the certificate are communicated by Kiwa TR to the Competent Authority
using the Eudamed system, with information concerning the reasons and medical devices to which it applies. /
Sertifikanin askiya alinmasi, geri alinmasi ve kapsaminin daraltiimasi, Kiwa TR tarafindan, Eudamed sistemi
kullanilarak Yetkili Otoriteye gerekgeleri ve gegerli oldugu tibbi cihazlar ile ilgili bilgilerle iletilir.

Kiwa TR reserves the right to communicate the suspension, reduction or withdrawal to third parties that may request
it. / Kiwa TR, askiya alma, kapsam daraltma veya geri cekmeyi talep edebilecek (i¢linci kigilere bildirme hakkini sakli
tutar.

7.INCORRECT USE OF CERTIFICATION, THE CERTIFICATE AND CE MARK / BELGELENDIRME, SERTIFIKA
VE CE ISARETININ YANLIS KULLANIMI

The Organisation must use the CE mark as defined in Annex V of the EU Regulation 2017/745. | Kurulus, 2017/745
sayili AB Yénetmeliginin Ek V'inde tanimlandigi sekilde CE isaretini kullanmalidir.

The following rules below apply in addition to that indicated in the Kiwa Regulation for Certification. / Asagidaki kurallar,
Kiwa Belgelendirme Yénetmeliginde belirtilenlere ek olarak gecerlidir.

It is considered incorrect use of the certification or certificate when a third party is misled, or led to misinterpret the
nature, quality and origin of the device. / Ugiincii bir tarafin yanlis ydnlendiriimesi veya cihazin niteligi, kalitesi ve
kaynadinin yanls yorumlanmasina neden olmasi, sertifikanin veya sertifikanin yanlis kullanimi olarak kabul edilir.

In particular, it must be clear that the certification relates solely to the “product” certified. Partial copies of the certificate
are not allowed. / Ozellikle, sertifikanin yalnizca sertifikalandirilmig “lriin” ile ilgili oldugu a¢ik olmalidir. Sertifikanin
kismi kopyalarina izin verilmez.

The CE marking is used incorrectly if: / CE isareti asagidaki durumlarda yanhg kullanilir:

- The marking is applied to devices that are not compliant with the scope described in the certificates; / isaretleme,
sertifikalarda acgiklanan kapsam ile uyumlu olmayan cihazlara uygulanir;

- The certificate has expired and has not been renewed; / Sertifikanin siiresi dolmusg ve yenilenmemis;

- The devices refer to certification not yet requested or denied; / Cihazlar, heniiz talep edilmemis veya
reddedilmemis sertifikaya atifta bulunur;

- The devices have certification that has been withdrawn/suspended/reduced; / Cihazlarin geri ¢ekilmis/askiya
alinmig/kapsami daraltilmig sertifikalari vardir;

- The Organisation has not implemented the changes requested by Kiwa TR. / Kurulus, Kiwa TR tarafindan talep
edilen degisiklikleri uygulamamistir.
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If incorrect use of the certification, certificate or CE marking is found, Kiwa TR withdraws the certification and notifies
the Competent Authority. / Belgelendirme, sertifika veya CE isaretinin hatali kullanimi tespit edilirse Kiwa TR, belgeyi
geri cekerek Yetkili Otoriteyi bilgilendirir.

In severe cases (such as unlawful marking, fraudulent use) Kiwa TR shall also provide notice to the Turkish Public
Prosecutor. / Agir durumlarda (kanunsuz isaretleme, hileli kullanim gibi) Kiwa TR ayrica Cumhuriyet Bassavciligina
bildirimde bulunacaktir.

6. COMPLAINTS, APPEALS AND DISPUTES / SIKAYET, ITIRAZ VE ANLASMAZLIKLAR
8.1 Complaints / Sikayetler

The Organization may present documented complaint regarding its dealings with the certification activities provided
by Kiwa TR. / Kurulus, Kiwa TR tarafindan sadlanan sertifikasyon faaliyetleriyle ilgili islemlerine iliskin belgelenmis
sikayette bulunabilir.

The complaint may arise from problems encountered during the certification process, such as delays in completing
the various phases and/or incorrect conduct by staff who performs Kiwa TR conformity assessments. / Sikayet, ¢esitli
asamalarin tamamlanmasindaki gecikmeler ve/veya Kiwa TR uygunluk degerlendirmelerini yapan personelin hatali
davraniglari gibi sertifikasyon slirecinde kargilagilan sorunlardan kaynaklanabilir.

Complaints must be sent in written form (any type of support is accepted) and must describe the situation for which
the complaint is made in detail. / Sikayetler yazili olarak génderilmelidir (her tiirlii destek kabul edilir) ve sikayetin
yapildigi durumu ayrintili olarak agiklamalidir.

Kiwa TR records all complaints, examines them, and informs the claimant of the actions taken within 60 days of
receiving the complaint. / Kiwa TR, tiim sikayetleri kayit altina alir, inceler ve sikayeti aldiktan sonra 60 giin iginde
yapilan islemler hakkinda davaciyi bilgilendirir.

Kiwa TR will establish with the claimant whether and to what extent the content of the complaint and its resolution
should be made public. / Kiwa TR, sikayetin igeriginin ve ¢éziimiiniin kamuya ag¢iklanip agiklanmayacagini ve ne
Olglide yapilacagini davaci ile birlikte belirleyecektir.

A detailed description of how to lodge complaints is available on the https://www.kiwa.com/tr/tr website /
https.//www.kiwa.com/tr/tr web sitesinde sikayetlerin nasil yapilacagina dair ayrintili bir agiklama mevcuttur.

8.2 Appeals / itirazlar

If the claimant is not satisfied with the response received, or intends to appeal against the decision of Kiwa TR, it can
present an appeal in writing. / Davaci aldigi yanittan memnun degilse veya Kiwa TR'nin kararina itiraz etmek niyetinde
ise yazili olarak itiraz edebilir.

The petitioner must state the grounds for its appeal and, where the appeal refers to a decision made by Kiwa TR, it
must be presented to Kiwa TR within 10 calendar days of the decision being communicated. / Dilek¢e sahibi, itiraz
gerekgesini belirtmeli ve itirazin Kiwa TR tarafindan verilen bir karara iliskin olmasi halinde, kararin tebliginden itibaren
10 takvim glini iginde Kiwa TR'ye sunulmalidir.

Kiwa TR will give the petitioner a written reply and will give notification of any actions to be taken within 120 days of
the date of receiving the appeal. / Kiwa TR, dilekge sahibine yazili bir cevap verecek ve itirazin kendisine ulastigi
tarihten itibaren 120 giin icinde yapilmasi gerekenleri bildirecektir.

A detailed description of how to make appeals is available on the https://www.kiwa.com/tr/tr  website /
https.//www.kiwa.com/tr/tr adresinde itirazlarin nasil yapilacagina dair ayrintili bir agiklama mevcuttur.

8.3 Disputes / Anlagmazliklar

If the result of the appeal is not accepted by the complainant, any dispute between the Organisation and Kiwa TR
shall be managed in compliance with Article 18 paragraph 1 of the General Terms and Conditions of Kiwa TR for the
performance of orders. / ltirazin sonucunun sikayetgi tarafindan kabul edilmemesi durumunda, Kurulus ve Kiwa TR
arasindaki herhangi bir ihtilaf, sipariglerin ifasi icin Kiwa TR Genel Hiikiim ve Kogullari'nin 18. maddesinin 1. fikrasina
uygun olarak yénetilecektir.

9.UNILATERAL CHANGE OF THE CONTRACT / SOZLESMENIN TEK TARAFLI DEGISIKLIGI
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Kiwa TR reserves the right to modify this Regulation at any time. Any new clauses/changes shall be effective from the
time they are communicated to the Organisation in writing. / Kiwa TR, bu Yénetmelikte diledigi zaman degisiklik yapma
hakkini sakli tutar. Her tirlii yeni madde/degisiklik, Kurulusa yazili olarak bildirildigi andan itibaren gecerli olacaktir.

Any organisation that does not intend to accept the changes may withdraw from the contract by giving written notice
by registered letter with return receiptor or by certified mail within 30 calendar days from the day following the
communication to Kiwa TR, under penalty of forfeiture. / Degisiklikleri kabul etmeyen kurulus, Kiwa TR'ye tebligini
takip eden glinden itibaren 30 takvim glini iginde iadeli taahh(itlii mektupla veya taahh(tlii mektupla yazil bildirimde
bulunarak sézlesmeden cayma cezasi ile sézlesmeden dénebilir.

The withdrawal shall be effective from the last business day of the month the Organisation receives the notice. / Geri
cekme, Kurulugun bildirimi aldigi ayin son ig gliniinden itibaren gegerli olacaktir.

10. RIGHT OF UNILATERAL WITHDRAWAL FROM THE CONTRACT / SOZLESMEDEN TEK TARAFLI CAYMA
HAKKI

Kiwa TR may freely withdraw from the Agreement with the Organisation by giving written communication to the
Organisation Organisation with a notice of six months from the effective date of withdrawal. / Kiwa TR, caymanin
ylrtrliik tarihinden itibaren alti ay icinde Kurulus, Kurulusa yazil bildirimde bulunarak Kurulug ile yaptigi S6zlesmeden
serbestge geri ¢ekilebilir.

The withdrawal by Kiwa TR determines the withdrawal of the issued certification. The Organization is in any case
obliged to pay Kiwa TR the amounts due for the services received during the notice period, as established in the last
valid quotation. / Kiwa TR tarafindan geri cekilmesi, verilen sertifikanin geri gcekilmesini belirler. Kurulus, her haliikarda,
son gegerli fiyat teklifinde belirlendigi sekilde, bildirim sliresi icinde alinan hizmetler icin 6denmesi gereken tutarlari
Kiwa TR'ye 6demekle ylkimlidiir.

If the Organisation wishes to terminate the contract, unilateral withdrawal during the period of Certification validity
requires compliance with the notification time frames established in the General Terms and Conditions and the Kiwa
Regulation for Certification. / Kurulusun sézlesmeyi feshetmek istemesi halinde, Sertifikasyonun gecerlilik siresi
boyunca tek tarafli geri ¢ekilme, Genel Hiikiim ve Kosullarda ve Kiwa Belgelendirme Yénetmeliginde belirlenen
bildirim stirelerine uyulmasini gerekirir.

In particular, for notice of less than three months and more than two weeks from the scheduled Audit, the Organisation
must pay 50% of the amount relative to the cost foreseen for the subsequent activity as agreed upon in the Agreement.
| Ozellikle, planlanan Denetimden (i¢ aydan kisa ve iki haftadan daha uzun bir siire énce bildirimde bulunulmasi
durumunda, Kurulug, Anlagsmada kararlastirilan sonraki faaliyet icin 6ngériilen maliyete gére miktarin %50'sini 6demek
zorundadir.

For periods of notice of less than two weeks, the conditions specified in the General Terms and Conditions shall apply.
! Iki haftadan kisa ihbar stireleri icin Genel Hiikiim ve Kosullarda belirtilen kosullar gegerli olacaktir.

Kiwa TR will issue an invoice for the expenses of closing the certification file, in accordance with the last valid
quotation. / Kiwa TR, belgelendirme dosyasinin kapatilmasi masraflari igcin son gecerli teklife gére fatura kesecektir.

ANNEX-A Documents to be submitted by the manufacturer to KIWA TR / EK-A imalatgi Tarafindan KiIWA
TR’ye Sunulmasi Gereken Dokiimanlar

Techical Documentation/ Teknik Dokiimantasyon

Device Description and Specification / Cihaz Tanimi ve Ozellikleri

General description, including intended purpose and intended users(MDN, MDA, MDS-codes (refer to MDCG 2019-
14)) as well as information whether device is for single use only, multiple use, reprocessing and its number of cycles)
(including description of packaging) / Kullanim amaci ve hedeflenen kullanicilar dahil olmak lizere genel tanim (MDN,
MDA, MDS kodlari (MDCG 2019-14'e bakin) ve cihazin tek kullanimlik, ¢coklu kullanim, yeniden isleme ve déngii sayisi
olup olmadigi bilgisi) (ambalajin tanimi dahil)

Clear identification of device by unambiguous reference allowing traceability / izlenebilirlik saglayan kesin referans ile
cihazin net tanimlanmasi

Basic UDI-DI(Additional guidance on Basic UDI-DI may be found in the MDCG documents published on the EU
Commission website.) EMDN code(European Medical Device Nomenclature (EMDN code) shall be identified, refer
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to guidance published on the EU Commission website) / Temel UDI-DI (Temel UDI-D/ ile ilgili ek kilavuz AB Komisyonu
web sitesinde yayinlanan MDCG belgelerinde bulunabili) EMDN kodu (Avrupa Tibbi Cihaz Nomenklatiirii (EMDN
kodu) tanimlanmalidir, AB Komisyonu web sitesinde yayinlanan kilavuza bakin)

Intended patient population and medical condition to be diagnosed, treated and/or monitored (incl. e.g. patient
selection criteria, indications, contraindications, warnings) / Tegshis edilecek, tedavi edilecek ve/veya izlenecek
amaclanan hasta poplilasyonu ve tibbi durum (érn. hasta seg¢im kriterleri, endikasyonlar, kontrendikasyonlar, uyarilar)

Principles of operation of the device and its mode of action, scientifically demonstrated if necessary / Cihazin ¢alisma
prensipleri ve etki sekli, gerekirse bilimsel olarak kanitlanmig

Rationale for the qualification of the product as a device, justification for the risk class and classification rule (Annex
VIII, Chapter Ill) / Uriintin cihaz olarak nitelendirilmesinin gerekgesi, risk sinifi ve siniflandirma kuralinin gerekgesi (Ek
VIII, Bliim 111)

Explanation of any novel features / Herhangi bir yeni ézelligin agiklanmasi

Description of all accessories/product intended to be used with the device / Cihazla birlikte kullaniimasi amaglanan
tiim aksesuarlarin/iiriinlerin agiklamasi

Description of all configurations/variants of the product / Uriiniin tiim konfigiirasyonlarinin/varyantlarinin agiklamasi

General description of key functional elements (parts/components, formulation, composition, functionality and, where
relevant, qualitative and quantitative composition) / Temel islevsel unsurlarin genel tanimi (pargalar/bilesenler,
formiilasyon, bilesim, islevsellik ve ilgili oldugu durumlarda niteliksel ve niceliksel bilesim)

Mechanical drawings, photographs / Mekanik cizimler, fotograflar
Electrical circuits, block diagrams / Elektrik devreleri, blok diyagramlar

Raw materials incorporated into key functional elements and those making either direct contact with the human body
or indirect contact with the body / Temel islevsel unsurlara dahil edilen ve insan viicuduyla dogrudan ya da dolayli
temas eden hammaddeler

Technical specifications as typically claimed in e.g. catalogues, brochures (e.g. features, dimensions, performance
attributes, etc.) of the device and the accessories / Cihazin ve aksesuarlarin tipik olarak kataloglarda, brostirlerde
belirtilen teknik 6zellikleri (6rnegin bzellikler, boyutlar, performans nitelikleri, vb.)

Previous and Similar Generations of the Device / Cihazin Onceki ve Benzer Nesilleri

Previous generation produced by the manufacturer / Similar devices available on the Union or International market

Uretici tarafindan retilen énceki nesil | Birlik veya Uluslararasi pazarda mevcut benzer cihazlar

Labelling/Etiketleme

Complete set of Labels (as on the device, on the (e.g. single unit) packaging, sales packa- ging, transport in case of
specific conditions) / Eksiksiz Etiket seti (cihaz lizerinde, (6rn. tek linite) ambalajda, satis ambalajinda, 6zel kosullarda
nakliye)

Instruction for use (IFU) / Kullanim Talimati (IFU)
Electronic Instructions for Use / Elektronik Kullanim Talimatlari

Implant card and information to be supplied to the patient with an implanted device / implant karti ve implante edilmig
bir cihazla birlikte hastaya verilecek bilgiler

Design and Manufacturing/ Tasarim ve Uretim

Information on design stages applied to the device / Cihaza uygulanan tasarim asamalari hakkinda bilgi

Manufacturing processes, their validation, their adjuvants (including identification of the respective manufacturing
line) / Uretim sdiregleri, validasyonlari, yardimci maddeleri (ilgili (iretim hattinin tanimlanmasi dabhil)

Complete specifications (product specification, packaging specification, incoming inspection, continuous monitoring,
in process controls, final product testing, installation specification) / Eksiksiz spesifikasyonlar (lriin spesifikasyonu,
ambalaj spesifikasyonu, gelen denetim, sirekli izleme, sire¢ i¢i kontroller, nihai (r(in testi, kurulum spesifikasyonu)
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Site(s), including subcontractor(s), supplier(s) where design and manufacturing activities are performed / Alt
yliklenici(ler), tedarikgi(ler) dahil olmak lizere tasarim ve Uiretim faaliyetlerinin gerceklestirildigi tesis(ler)

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. / Steril veya tanimlanmig mikrobiyolojik kogullarda
piyasaya siirtilen cihazlar séz konusu oldugunda, ilgili tretim adimlari i¢in cevresel kogullarin bir agiklamasi.

General Safety & Performance Requirements / Genel Giivenlik ve Performans Gereklilikleri

General safety and performance requirements” document / Genel giivenlik ve performans gereklilikleri" dokiimani

Benefit-Risk Analysis and Risk Management / Fayda-Risk Analizi ve Risk Yénetimi

Risk Management: / Risk Yénetimi:
Risk management plan / Risk yénetim plani
Risk assessment including risk control / Risk kontrolii dahil risk degerlendirmesi

Information from production phase and PMS on hazards and the frequency of oc-currence thereof, risk acceptability
including possibly adaption of control measures / Uretim asamasi ve PMS'den tehlikeler ve bunlarin meydana gelme
sikligi, kontrol énlemlerinin muhtemelen uyarlanmasi da dahil olmak lizere risk kabul edilebilirligi hakkinda bilgi

Overall residual risk evaluation including residual risk evaluation / Artik risk degerlendirmesi dahil genel artik risk
degerlendirmesi

Usability Evaluation / Kullanilabilirlik Degerlendirmesi

Pre-Clinical (Product Validation/Performance) Data/ Klinik Oncesi (Uriin Dodrulama/Performans) Verileri
Test laboratory accreditation (GLP/EN 1SO 17025) / Test laboratuvari akreditasyonu (GLP/EN ISO 17025)

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 / Cihazin klinik éncesi
glivenligine ve spesifikasyonlara uygunluguna iliskin olarak, kullanim amaci dikkate alinarak cihaza veya benzer
cihazlara uygulanabilir yayinlanmisg literatiiriin degerlendiriimesi

Chemical characterization / Kimyasal karakterizasyon

Biocompatibility including identification of all materials in direct or indirect contact with the patient and user Biological/
chemical tests/studies in animal models / Hasta ve kullanici ile dogrudan veya dolayll temas halindeki tim
malzemelerin tanimlanmasini igeren biyouyumluluk Hayvan modellerinde biyolojik/kimyasal testler/calismalar

Performance and safety (physical/ mechanical tests) / Performans ve glivenlik (fiziksel/mekanik testler)
Electrical safety and electromagnetic compatibility / Elektrik glivenligi ve elektromanyetik uyumluluk

Software verification and validation including information on all of the different hard- ware configurations and, where
applicable, operating systems identified in the information supplied by the manufacture / imalatgi tarafindan saglanan
bilgilerde tanimlanan tiim farkli donanim konfigiirasyonlari ve varsa igletim sistemleri hakkinda bilgi iceren yazilim
dogrulama ve onaylama

Simulated use testing/testing in animal models / Hayvan modellerinde simiile kullanim testi/testleri

Shelf Life / Transport Simulation / Raf Omrii / Tasima Simiilasyonu

Product and packaging stability Tests, (up to the claimed shelf life) / Transport evaluation/validation (product and
packaging)

Uriin ve ambalaj stabilite testleri, (talep edilen raf émriine kadar) | Nakliye dederlendirmesi/validasyonu (iiriin ve
ambalaj)

Specific Cases — Devices Incorporating a Substance Considered to be a Medicinal Substance / Ozel Durumlar - Tibbi
Madde Olarak Kabul Edilen Bir Madde Iceren Cihazlar
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Medicinal substances / Tibbi maddeler
Source of medicinal substance (including manufacturer) / Tibbi maddenin kaynagi (liretici dahil)
Drug Master File (DMF) (available for review) / llag Ana Dosyasi (DMF) (incelemeye hazir olarak)

Test(s) conducted to assess its safety, quality and usefulness, taking account of the intended purpose of the device /
Cihazin kullanim amacini dikkate alarak giivenligini, kalitesini ve kullanisliigini degerlendirmek igin yapilan test(ler)

Usefulness of the substance as part of the device taking account of the intended purpose of the device / Cihazin
kullanim amaci dikkate alinarak maddenin cihazin bir pargasi olarak kullanislihgi

Specific Cases — Dgavices Incorporating Materials to be Absorbed by or Locally Dispersed in The Human Body /
Spesifik Vak_alar - Insan Viicudu Tarafindan Absorbe Edilecek veya Insan Viicudunda Lokal Olarak Dagilacak
Materyalleri Iceren Cihazlar

Materials intended to be absorbed by or locally dispersed in the human body / insan viicudu tarafindan absorbe
edilmesi veya insan viicudunda lokal olarak dagilmasi amaglanan malzemeler

Absorption, distribution, metabolism and excretion tests / Absorpsiyon, dagilim, metabolizma ve atilim testleri

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 /
Hedef poplilasyon ve iliskili tibbi durumlar géz 6niinde bulundurularak, bu maddelerin veya insan viicudundaki
metabolizma diriinlerinin diger cihazlar, tibbi triinler veya diger maddelerle olasi etkilesimleri

Local tolerance / Yerel tolerans

Toxicity, including single-dose toxicity, repeat-dose toxicity, genotoxicity, carcinogenicity and reproductive and
developmental toxicity, as applicable depending on the level and nature of exposure to the device. / Justification in
case above mentioned studies on absorbable or locally dispersed materials are not performed/provided

Tek doz toksisite, tekrar doz toksisite, genotoksisite, karsinojenite ve lreme ve gelisim toksisitesi dahil olmak (lizere
toksisite, cihaza maruz kalma seviyesine ve niteligine bagli olarak uygulanabilir. | Absorbe edilebilir veya lokal olarak
dagiimig malzemeler (izerinde yukarida belirtilen ¢alismalarin yapiimamasi/saglanmamasi durumunda gerekge

Specific Cases — Devices Incorporating Substanqes which are CMR or Endocrine Disrupting Substances / Ozel
Durumlar - CMR veya Endokrin Bozucu Maddeler Iceren Cihazlar

Substances which are carcinogenic, mutagenic or toxic to reproduction (CMR) and/or endocrine disrupting
substances / Kanserojen, mutajenik veya treme igin toksik (CMR) ve/veya endokrin bozucu maddeler

CMR concentration above 0.1 % weight by weight (w/w) where justified pursuant to Annex |, #10.4.2 / Ek I, #10.4.2
uyarinca gerekcgelendirildigi durumlarda agirlikca (w/w) %0, 1'in (zerinde CMR konsantrasyonu

Specific Cases — Devices with a Measuring Function / Ozel Durumlar - Olgiim Fonksiyonlu Cihazlar

Devices with a measuring function including evidence of accuracy as specified / Belirtildigi gibi dogruluk kaniti da
dahil olmak (lizere 6lgiim islevine sahip cihazlar

Specific Cases — Combination, Connection to Other Devices / Ozel Durumlar - Kombinasyon, Diger Cihazlara Badlanti

Accessories and detachable parts, other devices needed to operate as intended, including proof of safety and
performance of the combination / Aksesuarlar ve sékiilebilir pargalar, amaglandigi gibi ¢alismasi i¢in gereken diger
cihazlar, kombinasyonun glivenlik ve performansinin kaniti da dahil olmak (izere

Specific Cases — Sterile Devices or Devices in Defined Microbiological Condition / Spesifik Vakalar - Steril Cihazlar
veya Tanimlanmis Mikrobiyolojik Durumdaki Cihazlar

Microbiological characterization: bioburden testing, pyrogen testing / Mikrobiyolojik karakterizasyon: biyolojik ylik testi,
pirojen testi

Packaging validation (for sterile devices) / Ambalaj validasyonu (steril cihazlar igin)
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Description of sterilization method (including location) / Sterilizasyon yénteminin tanimi (konum dabhil)
Validation of sterilization method / Sterilizasyon yénteminin validasyonu

Testing for sterilant residues / Sterilant kalintilari igin testler

Usage of preservatives / Koruyucularin kullanimi

Reprocessing / sterilization before use / Kullanmadan énce yeniden isleme / sterilizasyon

Aseptic filling / sterilization filtration / Aseptik dolum / sterilizasyon filtrasyonu

Clinical Data / Klinik Veriler

Clinical evaluation report and clinical evaluation plan / Klinik dederlendirme raporu ve klinik degerlendirme plani
Clinical investigation / Klinik arastirma

Outcome of the Clinical evaluation consultation/ notification (class Ill implantable devices/class llb active devices
intended to administer and/or remove a medicinal product) (MDR Article 61, #2) / Kilinik dederlendirme
konstiltasyonunun/ bildiriminin sonucu (sinif Il implante edilebilir cihazlar/sinif IIb bir tibbi lriini uygulamak ve/veya
cikarmak igin tasarlanmis aktif cihazlar) (MDR Madde 61, 2)

Summary of Safety and Clinical Performance (SSCP) Note:SSCP for implantable devices and class Ill devices /
Giivenlik ve Klinik Performans Ozeti (SSCP) Not: Implante edilebilir cihazlar ve sinif lll cihazlar icin SSCP

Post Market Surveillance/ Piyasa Sonrasi Gézetim
PMS plan / PMS plani

Post-market clinical follow-up plan and evaluation report (update of clinical evaluation) / Pazar sonrasi klinik takip
plani ve degerlendirme raporu (klinik degerlendirmenin giincellenmesi)

Periodic Safety Update Report (PSUR) Note: PSUR for class lla, llb , Il / Periyodik Glivenlik Giincelleme Raporu
(PSUR) Not: Sinif Ila, 1Ib, Ill icin PSUR

EU Declaration of Conformity / AB Uyqunluk Beyani

EC Declaration of Conformity /AT Uygunluk Beyani

Quality Management System Documentation / Kalite Yonetim Sistemi Dokiimantasyonu

Documentation on the quality management system such as quality programs, procedures, quality plans and quality
manuals including / addressing; / Kalite programlari, proseddirleri, kalite planlari ve kalite el kitaplari gibi asagida
listelenen hususlari iceren/ adresleyen kalite y6netim sistemine iliskin dokiimantasyon;

e a strategy for regulatory compliance, including compliance with conformity assessment procedures and
procedures for management of modifications to the devices covered by the system / Uygunluk degerlendirme
prosediirlerine uygunluk ve sistemin kapsadigi cihazlardaki modifikasyonlarin yénetimine iliskin prosedtirler dahil
olmak lizere mevzuata uygunluk igin bir strateji

e identification of applicable general safety and performance requirements and exploration of options to address
those requirements / Uygulanabilir genel giivenlilik ve performans gerekliliklerinin belirlenmesi ve bu gerekliliklerin
karsilanmasina iliskin segeneklerin arastiriimasi

e responsibility of the management / Yénetimin sorumiulugu,

e resource management, including selection and control of suppliers and sub-contractors; / Tedarikgilerin ve
ytiklenicilerin secimi ve kontrolii déhil olmak lizere kaynak yénetimi,

o verification of the UDI assignments made in accordance with Article 27(3) to all relevant devices and ensuring
consistency and validity of information provided in accordance with Article 29 / llgili tiim cihazlara 27 nci maddenin
tglincl fikrasi uyarinca yapilan UDI tahsisinin dogrulanmasina ve 29 uncu madde uyarinca saglanan bilgilerin
tutarliliginin ve gecerliliginin saglanmasi

e adocumented description of the procedures in place to fulfil the obligations arising from the quality management
system and required under the MDR and the undertaking by the manufacturer in question to apply those
procedures / Kalite ybnetim sisteminden kaynaklanan ve MDR kapsaminda gerekli olan yikimllliikleri yerine
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getirmek igin isleyen prosediirlerin dokiimante edilmis agiklamasi ve bu prosediirleri uygulamak igin s6z konusu
imalatginin taahhidii,

e 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, / Kalite yénetim sisteminin yeterli
ve etkili kalmasini saglamak igin isleyen prosediirlerin agiklamasi ve bu prosediirleri uygulamak igin imalatginin
taahhidli,

e 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 / imalatginin piyasaya arz sonrasi gézetim sistemine ve uygulanabildigi
hallerde PMCF planina iliskin dokiimantasyon ve 85 ila 89 uncu maddelerde belirtilen vijilansa iliskin hiikiimlerden
kaynaklanan ylikimliliiklere ve Komisyonca kabul edilen ilgili tasarruflara uygunlugu saglamak igin olusturulan
prosedlirler,

e 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 / Piyasaya arz sonrasi gbzetim sistemini ve uygulanabildigi hallerde PMCF planini glincel tutmak igin
isleyen prosediirlerin tanimi; 85 ila 89 uncu maddelerde belirtilen vijilansa iliskin hiikiimlerden kaynaklanan
yliktmlliliklere ve Komisyonca kabul edilen ilgili tasarruflara uygunlugu saglayan prosediirler; bu prosediirleri
uygulamak igin imalat¢inin taahhidd,

e the manufacturer's quality objectives / imalatginin kalite hedefleri

e the organisational structures with the assignment of staff responsibilities in relation to critical procedures, the
responsibilities of the managerial staff and their organisational authority / Kritik prosediirilere iliskin personel
sorumluluklarinin atanmasi ile ilgili organizasyonel yapilari, idari personelin sorumluluklari ile organizasyonel
yetkileri

e Procedure for the management of documents and of records pertaining to the manufacturer’'s quality system,
including the technical documentation / Teknik dbkiimantasyon da dahil olmak lizere Ureticinin kalite sistemine
iliskin dokiimanlarin ve kayitlarin yénetimi igin prosed(ir

e Procedure designed to identify the measurable objectives of the quality management system at all levels, and
which describes the relative methods, responsibilities and frequencies for their control and periodic review / Tim
seviyelerde kalite yénetim sisteminin Olgiilebilir hedeflerini belirlemek igin tasarlanmis ve bunlarin kontrolii ve
periyodik gbzden gegirmesi igin ilgili yontemleri, sorumluluklari ve sikliklari tanimlayan proseddir

e Procedure for the internal control of processes relating to the quality management system (audit), describing the
relative methods, responsibilities and frequencies / Kalite yénetim sistemi ile ilgili siireglerin i¢ kontrolii (denetim)
icin ilgili ybntemleri, sorumluluklari ve sikliklari tanimlayan prosediir.

e Procedure for the management of corrective and preventive actions, describing the relative methods,
responsibilities and frequencies / Diizeltici ve énleyici faaliyetlerin yénetimi igin ilgili yéntemleri, sorumluluklari ve
Sikliklar tanimlayan proseddir

e processes for monitoring and measurement of output, data analysis and product improvement / Ciktilarin
izlenmesine ve élglimiine, veri analizine ve Uriin geligtirme siiregleri

e Procedure for the management of communications with the Competent Authorities (CA), Regulatory Bodies,
Notified Bodies and the European Commission in reference to all those registration, surveillance and market
surveillance activities / Tim bu kayit, gbzetim ve piyasa gbézetimi faaliyetlerine iliskin olarak Yetkili Otoriteler (CA),
Diizenleyici Kuruluslar, Onaylanmig Kuruluglar ve Avrupa Komisyonu ile iletisimlerin yénetimi icin prosedtir

e Procedure that manages the strategy for the identification of the relevant mandatory documents applicable to the
product (rules, guidelines, CSs, etc.), their impact on the quality management system and on documents and their
correct updating, on a continuous basis, in case of changes. / Uriin igin gegerli olan ilgili zorunlu dokiimanlar
(kurallar, kilavuziar, OS'ler, vb.), bunlarin kalite y6netim sistemi ve dokiimanlar (izerindeki etkileri ve siirekli olarak
dogru glincellenmesi ve degisiklik durumulari igin stratejiyi yéneten bir prosediir

e Procedure for Risk Management / Risk ybénetimi igin proseddir

e Procedure for planning, developing, documenting and controlling the design process associated with the device(s)
| Cihaz(lar)la ilgili tasarim siirecini planlama, gelistirme, dokiimante ve kontrol etme igin prosed(ir

e Procedure for handling changes that have an impact on the design and manufacture of the device(s) / Cihaz(lar)in
tasarimi ve (retimi (zerinde etkisi olan degigiklikleri ele alma prosed(irii

e Procedure designed to ensure that the products/services supplied comply with what has been defined in the
technical documentation / Saglanan drtinlerin/hizmetlerin teknik doklimantasyonda tanimlananlara uygun olmasini
saglamak igin tasarlanmis prosediir

e Procedure for planning, executing, monitoring, verifying and documenting production activities / Uretim
faaliyetlerinin planlanmasi, ydr(tiilmesi, izlenmesi, dogrulanmasi ve belgelenmesi igin prosed(ir
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e Procedures for process monitoring and measurement during production / Uretim sirasinda siireg izleme ve élgiim
igin prosediirler

e Procedure for the management of non-conforming products (identification, isolation, treatment, disposal,
reprocessing) / Uygun olmayan driinlerin yénetimi icin bir prosediir (tanimlama, izolasyon, tamirat, bertaraf,
yeniden isleme)

e Procedures for the repackaging and relabelling of devices already on the market, carried out by economic
operators referred to in Article 16, point 2 adequately documented, providing a link with the original device / Madde
16, bent 2'de atifta bulunulan ekonomik operatérler tarafindan gercgeklestirilen, halihazirda piyasada bulunan
cihazlarin yeniden ambalajlanmasi ve yeniden etiketlenmesine iligskin prosedtirler

e Procedure for planning, conducting, verifying, documenting and where appropriate, updating pre-clinical
assessment / Klinik éncesi dederlendirmeyi planlamak, ylriitmek, dogrulamak, belgelemek ve uygun oldugunda
glincellemek igin bir prosedtir

e Procedure which specifies the methods for planning, conducting on an ongoing basis, evaluating, documenting,
transmitting and updating clinical data relating to the device, which provides sufficient clinical evidence to confirm
the general safety and performance requirements under normal conditions as provided for in Annex I, points 1 and
8, as well as the evaluation of undesirable side-effects and the acceptability of the risk-benefit ratio. / Normal
kosullar altinda Ek I'in 1 ila 8 numarali bentlerinde verilen genel glivenlilik ve performans gerekliliklerini
dogrulamak, ayrica istenmeyen yan etkilerin degerlendiriimesi ve risk-fayda oraninin kabul edilebilirligi icin yeterli
klinik kanit saglayan cihazla ilgili klinik verileri planlama, sirekli olarak yiiriitme, degerlendirme, belgeleme,
aktarma ve glincelleme ybntemlerini belirten prosediir

e Procedure for planning, establishing, documenting, implementing, maintaining and updating an active post-market
surveillance system (PMS) in a manner that is proportionate to the risk class and appropriate for the type of device
| Aktif bir piyasaya arz sonrasi gézetim sisteminin (PMS) planlanmasi, kurulmasi, belgelenmesi, uygulanmasi,
sdrdiirilmesi ve glincellenmesi igin risk sinifiyla orantili ve cihaz tipine uygun prosed(ir

e Procedure that describes the approaches adopted by the manufacturer to meet specific requirements applicable
to the information to be supplied with the device, as required in Annex |, chapter Il / Ek I, Béliim lIl'te belirtildigi
gibi, cihazla birlikte saglanacak bilgilere uygqulanabilir ézel gereklilikleri karsilamak icin dretici tarafindan
benimsenen yaklagimlari tanimlayan proseddr
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