BELGELENDIRME BASVURULARININ ALINMASI & DEGERLENDIRILMESI PROSEDURU

1. AMAG / PURPOSE

Bu prosedurin amaci, EN 1ISO 13485 Tibbi Cihazlar KYS ve AB 2017/745 MDR uygunluk dederlendirme
on bagvurularinin alinmasi ve degerlendiriimesi metodunu, resmilesmis basvurular icin bagvurunun gecerliligi,
NOTICE kapsaminda olup olmadigi ve NOTICE kaynaklarinin yeterliliginin degerlendiriimesi icin metotlari
aciklamak.

The purpose of this procedure is to explain the method EN ISO 13485 medical devices QMS and Medical
Devices Regulation EU 2017/745 MDR conformity pre-applications are received and evaluated.

2. KAPSAM/SCOPE

Bu prosedur EN ISO 13485 tibbi cihazlar KYS ve AB 2017/745 MDR urin uygunluk belgelendirme
basvurularini kapsar.

This procedure covers EN ISO 13485 medical devices QMS and Medical Devices Regulation EU 2017/745
MDR product conformity certification applications.

3. SORUMLULUKLAR / RESPONSIBILITIES

EN ISO 13485 tibbi cihazlar KYS ve AB 2017/745 (TCR) tibbi cihazlar uygunluk 6n basvurularinin
alinmasindan Satis Pazarlama Sorumlusu (SPS) ve pazarlama temsilcilikleri, 6n basvurunun pazarlama
temsilcilikleri tarafindan alinmasi durumunda urin bilgisi alma formunun doldurulmasinin saglanmasindan
Pazarlama Temsilcilikleri, Grlin bilgisi iletilen musteriler ile iletisimden ve bagvuru formunun iletiimesinden Satis
Pazarlama Sorumlusu (SPS), gelen 6n basvurunun degerlendiriimesinden ve uygun bulunan basvurulari Satig
Pazarlama Sorumlusuna (SPS) iletmekten Genel Koordinatér (GK), ve basvurularin degerlendirme
asamasinda cihazin tibbi cihaz olup olmadigi ile ilgili goris vermekten ve gerektiginde klinik uzmanlardan bu
konuda gériis almaktan ¢ Klinisyen (IC) mesuldir. Bagvuru yapan misteri ile cihazin siniflandirmasi veya
tibbi cihaz olup olmadidi konusundan ihtilafa distlmesi durumunda ilgili yetkili otorite ile iletisimden
Akreditasyon ve Notifikasyon Sorumlusu (ANS) mesuldir. Resmi bagvurunun alinmasinin ardindan bagvuru
sahibi tarafindan goénderilen dokimanlar ve 6n-basvuru formu referans alinarak, basvurunun gecerliligi,
NOTICE kapsaminda olup olmadigi ve NOTICE kaynaklarinin yeterliliginin degerlendiriimesinden GK
sorumludur. Belgelendirme slrecine iliskin musterilerden gelen sorularin cevaplandiriimasindan TCS
sorumludur.

Sales and Marketing Responsible (SMR) and marketing representatives are responsible for receiving EN
ISO 13485 medical devices QMS and EU 2017/745 (MDR) medical devices product conformity certification
pre-applications. In case the pre-application is received by the marketing representatives, marketing
representatives are responsible for ensuring that the product information receipt form is filled in. Sales and
Marketing Responsible (SMR) for communicating with customers whose product information is communicated
and for submitting the application form and General Coordinator (GC) for evaluation of incoming pre-
applications and forwarding the eligible ones to Sales and Marketing Responsible (SMR) are responsible.
Internal Clinician (IC) is responsible for giving an opinion on whether or not the device is a medical device
during the evaluation phase of the applications and receiving opinions from clinical specialists when necessary.
In case of dispute with the applicant about the classification of the device or whether or not it is a medical
device, Accreditation and Notification Responsible (ANR) is responsible for communicating with the relevant
competent authority. GC is responsible for evaluating the validity of the application, whether or not it is within
the scope of NOTICE, and the adequacy of NOTICE resources, with reference to the documents sent by the
applicant after the official application and the pre-application form. MDDR is responsible for responding to
customer inquiries regarding the certification process.
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TANIMLAR / DEFINITIONS

AB 2017/745
EU 2017/745

Yetkili Otorite
Competent Authority

Tibbi Cihaz
Medical Device
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5 Nisan 2017 de onaylanmigs Tibbi Cihaz Regulasyonu MDR

Medical Device Regulation MDR issued on 5 April 2017

Turkiye Cumhuriyeti Saglik Bakanhg ilag ve Tibbi Cihaz Kurumu

Medicines and Medical Devices Agency of Ministry of Health of Republic of
Turkey

insan viicudu icerisinde veya (izerinde amagclanan asli fonksiyonunu
farmakolojik, immiinolojik veya metabolik etkiler ile sadlamayan; fakat
fonksiyonunu yerine getirirken bu etkiler tarafindan desteklenebilen ve

- hastaligin; tanisi, 6nlenmesi, izlenmesi, tahmini, prognozu, tedavisi veya
hafifletiimesi,

- yaralanma veya sakathdin; tanisi, izlenmesi, tedavisi, hafifletimesi veya
kompanse edilmesi,

- anatomik bir yapinin veya islevin veya bir fizyolojik ya da patolojik surecin
veya durumun; arastirilmasi, ikame edilmesi veya modifikasyonu,

- organ, kan ve doku bagislari dahil olmak tizere, insan viicudundan elde edilen
orneklerin in vitro muayenesi vasitasiyla bilgi saglanmasi, &6zel tibbi
amaglarindan biri veya daha fazlasi i¢in, imalatgi tarafindan, insan Gzerinde tek
basina veya birlikte kullaniimak Uzere tasarlanan alet, aparat, techizat, yazilim,
implant, reaktif, materyal veya diger malzemedir.

Any instrument, apparatus, appliance, software, implant, reagent, material or
other article intended by the manufacturer to be used, alone or in combination,
for human beings for one or more of the following specific medical purposes:

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

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

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

- providing information by means of in vitro examination of specimens
derived from the human body, including organ, blood and tissue
donations, and which does not achieve its principal intended action by
pharmacological, immunological or metabolic means, in or on the
human body, but which may be assisted in its function by such means.

Ayrica:

- gebelik kontroli veya destedi icin cihazlar

Yukarida acgiklanan cihazlarin;

- spesifik olarak temizligi, dezenfeksiyonu veya sterilizasyonu amaglayan

cihazlar

- onlarin aksesuarlari

ve

- AB 2017/745 TCR EK XVI da listelenmis cihazlar

Also:

- devices for the control or support of conception;

of devices as explained above;

- products specifically intended for the cleaning, disinfection or

sterilization,

- the accessories thereof

and

- products listed in Annex XVI of Medical Devices Regulation EU

2017/745 (MDR)
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insan Kani Tiirevi
Human Blood
Derivative

Kullanim Amaci
Intended purpose

Tibbi Madde ihtiva
Edern Tibbi Cihaz
Medical device
incorporating
medicinal substance

Farmakoloji Etki
Pharmacological
Effect

immiinokolojik etki
Immunological effect

Metabolik Etki
Metabolic Effect
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insan kani veya plazmasindan tiiretilen ve tibbi cihazdan ayri kullanildiginda,
Beseri Tibbi Uriinler Ruhsatlandirma Yénetmeliginde ifade edilen kan Griini
bileseni veya kan UrlnU olarak degerlendirilebilen ve tibbi cihazin insan vicudu
Uzerindeki etkisine yardimci olan maddeler.

Substances derived from human blood or plasma, which are assessed as blood
product component or blood product under the Regulation on Licensing of
Medicinal Products for Human Use, when used alone, which help the medical
device to influence on the human body.

imalatg tarafindan teknik dosyada ayrintili olarak ifade edilen ve tibbi cihazin
kullanim kilavuzunda, tanitim materyalinde veya etiketinde belirtilen kullanim
maksadi.

The use for which a device is intended according to the data supplied by the
manufacturer on the label, in the instructions for use or in promotional or sales
materials or statements and as specified by the manufacturer in the clinical
evaluation.

Tek basina kullanildiginda Beseri Tibbi  Uriinler Ruhsatlandirma
Yoénetmeliginde yer alan tibbi Uriin kapsaminda degerlendirilen bir maddeyi,
tibbi cihazin insan viicudu Uzerindeki fonksiyonunu destekleyen tamamlayici
bir pargasi olarak kullanan tibbi cihazlar.

Medical device that use as a substance which is assessed under the Regulation
on Licensing of Medicinal Products for Human Use, when used alone. As a
complementary part of the medical device for supporting the function on the
human body.

S6z konusu maddenin bilesenleri ve genellikle reseptor olarak bilinen bir direkt
yanitla sonuglanan veya bagka bir ajani bloklayan hiicresel madde arasindaki
etkilesim. Tamamen guvenilir bir kriter olmasada doz-tepki iligkisi farmakolojik
etkinin belirtisidir.

An interaction between the molecules of the substance in question and a
cellular constituent, usually referred to as a receptor, which either results in a
direct response, or which blocks the response to another agent. Although not a
completely reliable criterion, the presence of a dose-response correlation is
indicative of a pharmacological effect.

Stimulasyon ve/veya hucrelerin mobilisazyonu (hareket ettirmesi) ve/veya
spesifik bir bagisik reaksiyon icerisine dahil olan Urtnler ile vucutun iginde veya
Uzerinde yapilan bir etki.

An action in or on the body by stimulation and/or mobilization of cells and/or
products involved in a specific immune reaction.

Normal viicut fonksiyonu igin uygulanan ve viicut fonksiyonu igerisine katilan
normal kimyasal prosesin hizini degdistirme veya baslama, durdurma gibi
degisiklikleri iceren bir etki.

An action which involves an alteration, including stopping, starting or changing
the speed of the normal chemical processes patrticipating in, and available for,
normal body function.

notice
AV
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MDR Kodlari : AB 2017/745 regulasyonu tibbi cihaz alaninda onaylanmis kurulus olarak

MDR codes atama kapsamini belitme amaci i¢in cihazin tirlerini yansitan kodlardir (MDA:
Aktif Cihazlar, MDN: Non-aktif cihazlar, MDS&MDT: Horizonal kodlar)
Codes reflecting corresponding types of devices for the purpose of specifying
the scope of the designation as notified bodies in the field of medical devices
under Regulation (EU) 2017/745, (MDA: Active Devices, MDN: Non-active
devices, MDS & MDT: Horizontal Codes)

M-Files : NOTICE Dokuman Ydnetim Sistemi Yazilimi
NOTICE Documentt Management System Software

4. UYGULAMA / DESCRIPTION

ISO 13485 Tibbi Cihazlar Kalite Yonetim Sistemi sertifikasyonu ve Tibbi Cihaz Yénetmeligi Uriin Uygunluk
Degerlendirme sertifikasyonu icin NOTICE’e 6n basvuruda bulunacak kuruluglarin 6n basvuru sirecinde
bilgilendirilmesi M.TL.07.01 On Basvuru Talimati yoluyla gerceklestirilir. On basvurularin alinmasindan
sertifikasyon siirecinin tamamlanmasina kadar ki sire¢ M.FR.07.03 ISO 13485 Belgelendirme Akis Semasi
ve M.FR.07.04 MDR Belgelendirme Akis Semasi formlarinda gdsterilmistir. On bagvuru sirasinda, basvuru
sirasinda ve belgelendirme slrecinin tim asamalarinda musteriler; NOTICE ile iletisimini, belgelendirme
surecine ait sorularini M.FR.07.07 Yapilandiriimig Diyalog Formu ile NOTICE’ye iletir. NOTICE’ye belirtilen
sorular ile ilgili cevaplarini ayni form ile musteriye iletir. M.FR.07.07 Yapilandirilmig Diyalog formu ile gelen
sorular icin musteri ile iletisimden TCS sorumludur

Organizations that will make a pre-application to NOTICE for ISO 13485 Medical Devices Quality Management
System certification and Medical Device Regulation Product Conformity Assessment certification are informed
through the M.TL.07.01 Pre-Application Instructions. The process from receiving the pre-applications to the
completion of the certification process is shown in the M.FR.07.03 ISO 13485 Certification Flow Chart and
M.FR.07.04 MDR Certification Flow Chart forms. During the pre-application phase, during the application
and at all stages of the certification process customers communicate with NOTICE and submit their questions
related to the certification process using the form M.FR.07.07 Structured Dialogue Form. NOTICE provides
its responses to the specified questions using the same form. MDDR is responsible for communicating with
the customer regarding the questions submitted through the M.FR.07.07 Structured Dialogue Form.

NOTICE notifikasyonu kapsaminda yapilan 6n bagvuru sureglerinde, AB 2017/745 MDR dogrultusunda hem
ilk kez belgelendirilecek tibbi cihazlar hem de halihazirda piyasada bulunan miras (legacy) cihazlar igin
asagida belirtilen 6n basvuru sure¢ adimlari uygulanir. Fakat miras cihazlarla ilgili istisnai durumlar s6z konusu
oldugunda, ilgili prodesiir adimlari ile birlikte ek olarak M.TL.07.04 Kalit Cihazlar igin istisnai Durumlar
Talimati'nda belirtilen surecler gerceklestirilir.

Within the scope of the NOTICE notification, the pre-application process steps outlined below are applied in
accordance with Regulation (EU) 2017/745 (MDR) for both medical devices undergoing initial certification and
legacy devices that are already available on the market. However, in cases where exceptional circumstances
apply to legacy devices, the procedures defined in the relevant process steps are supplemented by the
processes specified in the M.TL.07.04 Exceptional Circumstancesinstruction for Legacy Devices
Instructions.

5.1 On Bagvurunun Alinmasi / Receiving Pre-Applications:

Uretici veya yetkili temsilci tarafindan onaylanmis EN ISO 13485 tibbi cihazlar KYS ve AB 2017/745
uygunluk belgelendirme 6n basvurulari SPS tarafindan alinir.
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EN ISO 13485 medical devices QMS and EU 2017/745 conformity certification pre-applications, confirmed
by a manufacturer or an authorized representative are received by SMR.

Sirket telefonu, mail yolu, web sitesi tGzerinden veya NOTICE ofisine gerceklestirilen ziyaretler ile yapilan
o6n basvurularda SPS basvuruda bulunan firmaya M.FR.07.01 Basvuru Formu’'nu gonderir. Gonderilen
M.FR.07.01 Basvuru Formu’nun doldurulmasi ile ilgili takibi SPS yapar ve formun eksiksiz olarak
doldurulmasini saglar. Musteriyle kurulan iletisim sirasinda danismanlik kapsamina girebilecek musteri
Ozelinde bilgi paylasilmaz, musterinin cihazina 6zel olmayan teknik bilgi, mevzuata iliskin kilavuz,
belgelendirme surecleriyle ilgili genel bilgilendirmede bulunulabilir. Uygulanacak uygunluk degerlendirme
faaliyetinin musteriye daha erken piyasaya erisimi sunacagi ya da diger onaylanmis kuruluslara nazaran daha
hizl, daha kolay veya daha az zorlayici olacagdi ¢ikarimini higbir sekilde ima etmez ya da bdyle bir ¢ikarima
yol agabilecek agiklamalarda bulunmaz.

SMR sends M.FR.07.01 Application Form to applicants who have lodged the applications over the
company phone, via e-mail, through website or with visits to NOTICE office. SMR follows up the sent
applications and ensures the forms are thoroughly filled out and signed. During the communication with the
customer over, customer-specific information that may be within the scope of consultancy is not shared,
technical information that is not specific to the customer's device, a guide regarding the legislation, general
information about the certification processes can be provided. It does not imply or make any statements that
might lead to the conclusion that the conformity assessment activity to be implemented will provide the
customer with earlier market access or that it will be faster, easier, or less challenging than other notified
bodies.

Mail yolu veya web sitesi tizerinden yapilan 6n basvurularda SPS basvuruda bulunan firmaya M.FR.07.01
Basvuru Formu’nu gonderir. Gonderilen M.FR.07.01 Bagvuru Formu’nun doldurulmasi ile ilgili takibi SPS
yapar ve formun eksiksiz olarak doldurulmasini saglar.

SMR sends M.FR.07.01 Application Form to pre-applicants who have lodged the applications via mail or
through website. SMR follows up the sent applications and ensures the forms are thoroughly filled out and
signed.

On bagvurunun NOTICE'’in pazarlama temsilcilikleri araciligiyla alinmasi durumunda, ilgili temsilcilikler
M.FR.23.03 Uriin Bilgisi Alma Formu’nu firmaya ileterek 6n bagvuru siirecini baglatir. Temsilcilikler
tarafindan M.FR.23.03 Uriin Bilgisi Alma Formu’nun eksiksiz olarak doldurulmasi saglandiktan sonra form
NOTICE Satis ve Pazarlama Sorumlusu’na iletilir. Bu asamadan itibaren SPS, 6n-basvuruda bulunan firma ile
telefon veya e-posta ile iletisime geger ve M.FR.07.01 Basvuru Formunu e-posta ile génderir. Formun
eksiksiz doldurulmasini saglar.

In case the pre-application is received through the marketing representatives of NOTICE, the relevant
representatives initiate the pre-application process by submitting the M.FR.23.03 Product Information
Receipt Form to the company. After the representatives ensure that the M.FR.23.03 Product Information
Receipt Form is filled out completely, the form is sent to NOTICE Sales and Marketing Responsible. From
this stage onwards, SMR contacts the pre-applicant company by phone or e-mail and sends the M.FR.07.01
Application Form by e-mail. He/she ensures that the form is filled completely.

5.2 On Bagvurunun Degerlendirilmesi / Pre-Application Evaluation:

Eksiksiz doldurulmus M.FR.07.01 Basvuru Formunun SPS’ye ulasmasinin ardindan M-files'ta yeni 6n
bagvuru karti olusturulur. On-Basvuru yapan firma daha énce NOTICE’e 6n basvuru yapmis bir kurulus degil
ise, 6n bagvuru olusturulmadan 6énce yeni kurum/kurulus kartt SPS tarafindan olusturulur ardindan yeni 6n
basvuru karti agihr. M.FR.07.01 Bagvuru formu ve 6n-basvuru dékimanlari M-files’ta ilgili 6n basvurunun
doékimanlari olarak kaydedilir. On bagvuru bilgileri SPS tarafindan GK’ya ve IC’ye MFiles ile bildirilir. (IC goriist
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icin gerektiginde GK, IC ile iletisime geger.). On bagvuru GK tarafindan M.FR.07.05 On-Bagvuru
Degerlendirme Formu kullanilarak degerlendirilir. Form M-files’a ilgili bagvuru dosyasina GK tarafindan
yuklenir. GK, basvuru kapsaminda yer alan cihaz(lar)in, tibbi cihaz olup olmadigini, MDR EK VIl madde 4.2’ye
gére cihazin siniflandirma kuralni, risk sinifini ve ilgili MDR/MDS/MDT kodlarini M.FR.07.05 On-Basvuru
Degerlendirme Formu kullanarak degerlendirir.

A new pre-application card is created in M-files after the fully completed M.FR.07.01 Application Form
has reached to SMR. If the pre-applicant company has not previously placed a pre-application to NOTICE, a
new institution/organization card is created prior to creating the pre-application and then a new pre-application
card is opened by SMR. M.FR.07.01 Application Form is recorded as documents of the relevant pre-
application in M-files. Pre-application information is forwarded by SMR to GC by MFiles. (When necessary for
IC opinion, GK contacts IC.). The pre-application is evaluated by GC through M.FR.07.05 Pre-Application
Evaluation Form prepared by CG. The form is uploaded to the relevant application file in M-files. GC evaluates
whether the device(s) included in the application are medical devices, the device's classification rule according
to Article 4.2 of Annex VII of the MDR, its risk class, and the relevant MDR/MDS/MDT codes using the
M.FR.07.05 Pre-Application Evaluation Form.

5.3 Resmi Basvuru ve Resmi Bagvurunun Degerlendirmesi / Official Application and Evaluation of
Official Application

M.FR.07.01 Basvuru Formu ile birlikte firmadan gelen bagvurunun GK tarafindan M.FR.07.05 On-
Basvuru Degerlendirme Formu ile degerlendirmesinin yapilmasi sonrasi SPS tarafindan M.FR.23.04 Teklif
Formu ile teklif hazirlanir ve firmaya SPS tarafindan iletilir. Teklifin firma tarafindan kabul edilmesi sonrasi
firma M.FR.07.06 Resmi Bagvuru Formu ve eklerini (basvuru ile birlikte génderilmesi gereken KYS ve MDR
EK Il ve EK III'e gbre hazirlanmis teknik dokiimantasyonu) iceren dosya ile birlikte resmi bagvurusunu yapar.
Resmi basvurunun degerlendirmesi GK tarafindan M.FR.07.02 Basvuru Degerlendirme Formu ile
gerceklestirilir.

After the application from the company is evaluated by GC with the M.FR.07.02 Pre-Application
Evaluation Form along with the M.FR.07.01 Application Form, the quoatation is prepared by SMR with the
M.FR.23.04 Quotation Form and sent to the company by SMR. In order for the offer to be accepted by the
company, the company makes its official application with the file containing the M.FR.07.06 Official
Application Form and its annexes (QMS and technical documentation prepared in accordance with MDR
Annex Il and Annex Il that must be sent with the application). The evaluation of the official application is carried
out by GC with the M.FR.07.02 Application Evaluation Form.

Eksiksiz dolduruimus M.FR.07.01 Basvuru Formu ve M.FR.07.06 Resmi Basvuru Formu &
Dokiimantasyon Eklerinin GK’e ulasmasinin ardindan basvuru GK tarafindan M.FR.07.02 Basvuru
Degerlendirme Formu kullanilarak Bélim 5.3.1°de belirtilen sartlara gére degerlendirilir. Form, M-files’a ilgili
bagvuru dosyasina GK tarafindan yiiklenir. i¢ klinisyen tarafindan gergeklestirilen gézden gecirme
yorumlar,GK tarafindan hazirlanan M.FR.07.02 Basvuru Degerlendirme Formu’nun “Cihaz ile llgili i¢
Klinisyen / Klinik Uzman Goérisi” bélimine kaydedilir ve form M-files’'ta glincellenir.

After the completely completed M.FR.07.01 Application Form and M.FR.07.06 Official Application Form
& Documentation Annexes reach GC, the application is evaluated by GC using the M.FR.07.02 Application
Evaluation Form according to the conditions specified in Section 5.3.1. The form is uploaded to the relevant
application file in M-files by GC. The review comments made by the internal clinician are recorded in the
“Internal Clinician / Clinical Expert Opinion on the Device” section of the M.FR.07.02 Application Evaluation
Form prepared by GC and the form is updated in M-files.

5.3.1 Resmi Basgvuru (Basvuru) Degerlendirilmesi / Evaluating the Official Application (Application):
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BELGELENDIRME BASVURULARININ ALINMASI & DEGERLENDIRILMESI PROSEDURU

Basvuru tamhdi kontrol edilirken asagidaki maddeler dikkate alinir:
Application completeness is checked. The following items are taken into consideration:

a)

b)

d)

e)

a)

h)

Basvuruda bulunulan kapsamda yer alan trin/urtinler AB 2017/745 TCR kapsaminda olmalidir, (bu
degerlendirmede 6zellikle tibbi cihaz tanimi ve MDCG 2022 — 5 Guidance on borderline between
medical devices and medicinal products under Regulation (EU) 2017/745 on medical devices
dokimanlari kontrol edilir).

Product(s) in the application form shall be covered by the scope of 2017/745 MDR, (this is specifically

checked according to medical device description and MDCG 2022 — 5 Guidance on borderline
between medical devices and medicinal products under Regulation (EU) 2017/745 on medical
devices).

Basvuru kapsami, NOTICE akreditasyon/notifikasyon kapsaminda olmalidir.

Scope of the application shall be covered by NOTICE accreditation/notification scope.

Basvuruda bulunulan kapsamda, NOTICE personellerinden en az bir Son Gézden Gegirici, Karar Alici,
Urin Gézden Gegirici, Klinik Uzman bulunmaldir. Bu personeller en azindan iki farkh kisi olmalidir.
Bu personellerin 6n bagvuruda bulunan firma ile M.PR.20 Tarafsizlik Prosediiri’'nde belirtilen
gerekliliklere gore bir iliskisi olmamalidir.

Within the scope of the application, there must be at least one Final Reviewer, Decision Maker, Product
Reviewer, Clinical Specialist from the NOTICE personnel. These personnel must be at least two
different persons. These personnel should not have a relationship with the company that made the
pre-application, according to the requirements specified in the M.PR.20 Impartiality Procedure.

NOTICE tarafindan sadece 1SO 13485 Tibbi Cihazlar Kalite Yonetim Sistemi denetimleri ve AB
2017/745 Tibbi Cihaz Regulasyonu Uygunlugu denetimleri entegre olarak gerceklestiriimektedir. Diger
entegre denetim talepleri kabul edilmez.

NOTICE only carries out ISO 13485 Medical Devices Quality Management System audits and EU

2017/745 Medical Devices Regulation Conformity Assessment audits in an integrated manner. Other
integrated audit applications are not accepted.

Uriin uygunlugu kapsaminda sdz konusu tibbi cihazin belgelendirilmesi igin baska bir Onaylanmig
Kurulusla s6zlesme imzalanmamis olmalidir veya tibbi cihaz igin gecerli bir Grin uygunluk belgesi
olmamalidir. UrGiniin bagka bir onaylanmis kurulus tarafindan belgelenmis ve belge siiresi sonra ermis
ya da iptal edilmis bir sertifikasi mevcut ise, yeniden belgelendiriimeme, iptal nedenleri arastirilacaktir.
Basvuru kapsaminda yer alan Urtnlerin iptal edilmis bir sertifikanin kapsaminda bulunmasinin nedeni
urinun gavenlik ve performans gerekliliklerinin kargilanamamasi olmamalidir.

In the context of product conformity, no agreement with any other Notified Body shall have been signed
for certification of the medical device in question, or there shall not be a valid product conformity
certificate for the medical device. If the product has been certified by another notified body and the
certificate is expired or the product has a withdrawn certificate, the reasons for cancellation will be
investigated. In case the products in the scope of the application are in the scope of a cancelled
certificate, the reason of cancellation shall not be the failure to meet safety and performance
requirements of the product.

Uriin risk sinifi dogru belirlenmis olmaldir.
Product risk class shall be determined correctly.

Piyasada Urin esleniginin olup olmadidi degerlendirilir.
It is checked whether or not equivalent products are available in the market.

Basvuru sahibi tarafindan segilmis AB 2017/745 MDR altindaki uygunluk degerlendirme prosediriniin
s6z konusu cihaz igin uygulabilirligi kontrol edilir.

It is checked whether or not the conformity assessment procedures chosen under EU 2017/745 MDR
by the applicant are applicable to the device in question.

Basvuru kapsamindaki Urtn igin yayinlanmig bir ortak spesifikasyon veya yayinlanacagi bilinen bir
ortak spesifikasyonun kapsaminda olup olmadidi degerlendirilir.

It is evaluated whether or not the product related to the application is within the scope of a published
or to be published CS.
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BELGELENDIRME BASVURULARININ ALINMASI & DEGERLENDIRILMESiI PROSEDURU +
RECEIVING & EVALUATING CERTIFICATION APPLICATIONS PROCEDURE nome"
j) Basvurusu yapilan cihaz igin uygun test taseronunun olup olmadigi kontrol edilir.
It is checked whether or not there is a suitable test subcontractor for the device applied for.
k) Basvuru kapsaminda yer alan her bir cihaz icin MDR Ek IV gerekliliklerine uygun olarak uygunluk beyanlarinin
varligi kontrol edilir.
For each device included in the application, the existence of declarations of conformity in accordance
with the requirements of MDR Annex IV is checked.
[) Basvuru kapsaminda MDR Ek IX Madde 2.1 & 2.2 gerekliliklerine uygun olarak KYS dokiimantasyonu varlgi
kontrol edilir.
Within the scope of the application, the existence of QMS documentation in accordance with the
requirements of Articles 2.1 & 2.2 of MDR Annex IX is checked.
m) Basvuru kapsaminda MDR EK X| Madde 6.1&6.2&10 ve MDR EK IX madde 4 gerekliliklerine uygun olarak( KYS

dokimantasyonu varhdi ve teknik dokiimantasyonun varligi kontrol edilir.

Within the scope of the application, the presence of the Quality Management System (QMS)
documentation and the technical documentation is verified in accordance with the requirements of
MDR Annex XI, Sections 6.1, 6.2, and 10, as well as MDR Annex IX, Section 4."

Yukarida beliritilen kriterlere gore degerlendirme yapilirken asagidaki kontroller yapilir.
The following checks are made to evaluate according to the criteria specified above.

a)

b)

“Basvuruya konu olan Urin tibbi cihaz olmahdir.” Basvuru formunda ve uretici tarafindan saglanan
urtiin dokiimantasyonunda belirtilen kullanim amaci kontrol edilir. Kullanim amaci tibbi cihaz tanimi
tibbi cihaz tanimi igerisinde olmalidir.
The product subject to the application must be a medical device. The intended purpose stated in the
application form and in the product documentation provided by the manufacturer is checked. The
intended purpose shall be included in the medical device description.
- Uriinlin tani ve/veya tedavi, bir hastaligi dnleme veya hafifletme amaci ile kullanilip kullaniimadigi
kontrol edilir.
it is checked whether or not the product is used for diagnosis, prevention, monitoring, prediction,
prognosis, treatment or alleviation of disease, an injury or disability,

- Urlin ana iglevini yerine getirirken farmakolojik, immiinolojik veya metabolik etki ile saglayip
saglamadigi kontrol edilir. Uriiniin etki mekanizmasi kontrol edilir.
It is checked whether or not the product has pharmacological, immunological, or metabolic effect
when it fulfills its main function. The mechanism of action of the product is controlled.

Basvuru kapsamindaki cihazin tibbi cihaz olup olmadigina karar verirken, cihazin ana etki
mekanizmasi dikkate alinmalidir.

When deciding whether or not the device covered by the application is a medical device, the
main mechanism of action of the device should be taken into account.

Tipik olarak, tibbi cihaz islevi fiziksel yollarla elde edilir (mekanik eylem, fiziksel bariyer, organlarin
veya vicut islevlerinin degistiriimesi veya desteklenmesi dahil...).

Typically, the medical device function is achieved by physical means (including mechanical action,
physical barrier, replacement of or support to organs or body functions ...)

“Bagvuru, NOTICE akreditasyon/notifikasyon kapsaminda olmalidir.” Kalite ydnetim sistemi
belgelendirme bagvurularinda Notice A.S. akreditasyon kapsami Akreditasyon Sertifikasi Gzerinden,
Urin  uygunlugu degerlendirme  basvurularinda  Notice A.S. notifikasyon  kapsami
http://ec.europa.eu/growth/tools-databases/nando/index.cfm?fuseaction=notifiedbody.main linkinden
notified body numarasi ile kontrol edilir.

Basvuruya konu olan drin icin MDR kodlari, (AB) 2017/2185 sayih Tuzuk' teki hiyerarsik
siralamalarina gore segilir. Birden fazla MDA / MDN kodunun uygulanabilir oldugu durumda, listede
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c)

d)

BELGELENDIRME BASVURULARININ ALINMASI & DEGERLENDIRILMESI PROSEDURU

en Ust olan segilir. Bazi durumlarda birden fazla MDA/MDN kodu segilebilir. Bu durum M.TL.07.02
MDR Kodlarinin Belirlenmesi Talimati’na gore gerekgelendiriimelidir.

MDCG 2019-14 dokimanindan MDR kodlari altina diisen cihaz 6rnekleri kontrol edilir ve cihazin
NOTICE kapsaminda oldugundan emin olunur. Cihaz i¢in MDS ve MDT kodlari birden fazla olabilir.
Birden fazla olmasi durumunda ilgili tim kodlar NOTICE kapsaminda olmaldir. MDR kodlarinin
belirlenmesi M.TL.07.02 MDR Kodlarinin Belirlenmesi Talimati’ na gore yapilir.

“The product subject to the application must be within the accreditation/notification scope of NOTICE”.

For quality management system applications, NOTICE accreditation scope is controlled through its
accreditation certificate, and for product conformity assessment pre-applications, NOTICE notification
scope is checked from http://ec.europa.eu/growth/tools-
databases/nando/index.cfm?fuseaction=notifiedbody.main using the Notified Body number.

MDR codes for the product subject to application are selected according to their hierarchical order in
the Regulation (EU) 2017/2185. Where more than one MDA / MDN code is applicable, the top one in
the list is selected. In some cases, more than one MDA/MDN code may be selected. This situation
shall be justified according to the M.TL.07.02 Instruction for Determination of MDR Codes.
Device samples falling under MDR codes from the MDCG 2019-14 document are checked and it is
ensured that the device is within the scope of NOTICE. There may be more than one MDS and MDT
codes for the device. In case of more than one, all relevant codes must be covered by NOTICE. MD
codes are identified according to M.TL.07.02 Instruction for Identification of MDR Codes.

“Basvuruya konu olan Griiniin ilgili MDR kodunda tarafsiz en az bir Son Gézden Gegirici, Karar Alici,

Uriin Gézden Gegirici, Klinik Uzman bulunmalidir’. M.FR.35.18 TCR Degerlendirme Personeli
Havuzu Formu dokimanindan s6z konusu Urinin ilgili MDR kodunda atanmis denetgi/uzman
kontrolt yapilir. Sinirlandirma isareti (*) olan personelin sinirlama bilgisi icin M.FR.35.18 TCR
Degerlendirme Personeli Havuzu Formu sinirlama bdlima ve personel dosyasi kontrol edilir.
Basvuruda bulunan firma veya belgelendirme basvurusunda bulunulan Urin veya Uretici igin
sinirlandirma olup olmadigi kontrol edilir. Gérevlendirilecek personelin ilgili firmanin kendisinden veya
taseronlarinin herhangi birinden son 3 yil igerisinde egitim almamis olmasina dikkat edilir. ilgili MDR
kodunda atanmis denetgilerin sinirlandirma kontroli TCS tarafindan yapilir, TCS’ nin ilgili kodda
atanmis olmasi durumunda sinirlandirma kontroli Akreditasyon & Notifikasyon Sorumlusu tarafindan
yapilir. Personel kaynaginin kontrolii M.TL.07.03 Uygunluk Degerlendirme Faaliyetleri igin
Kaynaklarin Belirlenmesi, Kontrolii ve Tahsisi Talimat’na gore yapilir. Uygun personel yok ise
basvuru kabul edilmez.

“There must be at least one Final Reviewer, Decision Maker, Product Reviewer, Clinical Specialist in
the relevant MDR codes of the product subject to the application”. Auditors/experts assigned for the
related MDR codes are checked through M.FR.35.18 MDR Assessment Personnel List. The
restriction section of the M.FR.35.18 MDR Assessment Personnel List and the file of personnel with
restriction mark* is controlled. It is checked whether or not there is a restriction regarding the applicant
company or the product for which certification application has been made. It is noted that the personnel
to be appointed have not received training from the relevant company itself or any of its subcontractors
in the last 3 years. The restriction control is performed by DANR in case of that DANR is assigned in
related MDR codes, restriction control is performed by Accreditation & Notification Responsible.
Control of personnel resources is carried out in accordance with M.TL.07.03 Instruction for
Determination, Control and Allocation of Resources for Conformity Assessment Activities. If
there are no suitable personnel, the application will not be accepted.

“Entegre denetim talebi olmamalidir’. Bagvuru formundan firmanin hizmet talebi kontrol edilir. EN ISO
13485 Tibbi Cihazlar Kalite Yonetim Sistemi ve/veya AB 2017/745 Tibbi Cihaz Regllasyonu
Uygunlugu Belgelendirmesi diginda bir yonetim sistemi veya uriin belgelendirme talebinin olup
olmadidi, var ise s6z konusu ydnetim sistemi ile ISO 13485 kalite ydnetim sisteminin entegre olarak
hazirlanip hazirlanmadigi kontrol edilir.

“The requested service shall not include Integrated audit.” The client’s service request is checked from
the application form. It is checked whether or not there is a request for any management system or
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e)

BELGELENDIRME BASVURULARININ ALINMASI & DEGERLENDIRILMESI PROSEDURU

product certification other than EN ISO 13485 Medical Devices Quality Management System and/or
2017/745 Medical Devices Regulation Product Conformity Certification, if so, it is checked whether or
not the ISO 13485 quality management system is prepared in an integrated manner with the
management system in question.

“S6z konusu Urln igin firmanin bagka bir onaylanmis kurulusla imzali s6zlesmesi veya hali hazirda
baska onaylanmis kurulustan gecerli bir AB 2017/745 Tibbi Cihaz Reglilasyonuna gore Griin uygunluk
sertifikasi bulunmamalidir’. Firma tarafindan génderilen basvuru formu lzerinden sertifika sorgulama
bélimleri kontrol edilir. Ayrica bagvuruda bulunan firmanin web sitesinden basvuruda bulundugu trin
icin sertifikasinin olup olmadigi kontrol edilir. iptal edilmis bagka bir onaylanmis kurulug tarafindan
belgelenmis ve belge sliresi sonra ermis ya da iptal bir sertifika olmasi durumunda, yeniden
belgelendiriimeme ya da iptal nedeni ureticiden talep edilir. Ek olarak, EUDAMED uzerinden firma
veya basvuru kapsamindaki triin ile ilgili iletilmis bir bilgilendirme olup olmadigi kontrol edilir. iptal ya
da yeniden belgelendirmeme nedeninin Uriin givenligi ya da performansi ile ilgili olabilecegi
disinuldugunde, sertifika yeniden belgelendirme sirecini baglatmamis ya da iptal etmis onaylanmig
kurulustan nedeni ile ilgili bilgi istenir. Eger Uretici bagka bir onaylanmig kurulus tarafindan reddedilmis
bir basvuruya sahip ise reddedilme nedeni dikkate alinir. Bagvuru Uriin performans veya givenlik
nedenleri ile reddedildi ise bagvuru kabul edilmez. Eger basvuru finansal sorunlar veya baska sebepler
nedeniyle reddedildiyse, bagvurunun kabul edilip edilmeme karari TCS tarafindan verilir.

“An agreement shall not be signed with another notified body for the product subject to application, or
the product shall not have a valid conformity certificate according to 2017/745 Medical Devices
Regulation from another Notified Body”. Certificate inquiry part in the application form is checked. In
addition, the product’s certificates are checked through the applicant's web site. In case of a withdrawn
certificate or product has been certified by another notified body and the certificate is expired, the
reason for cancellation or not starting the recertification process is requested from the manufacturer.
In addition, it is checked whether or not there are any notices forwarded through EUDAMED regarding
the company or the product covered by the application. Given that the cause of cancellation or denial
of recertification may be related to product safety or performance, the notified body that has revoked
the certificate or denied the recertification is asked for information on the cause. If the manufacturer
has an application rejected by another notified body, the reason for the rejection is considered. If the
application is rejected due to product performance and safety reasons, the application will not be
accepted. If the application is rejected due to financial problems or other reasons, the decision whether
or not to accept the pre-application is made by MDDR.

“S6z konusu Urdnin basvuru formunda belirtilen MDR risk sinifi dogru belirlenmis olmalidir’. Bagvuru
formundan Uretici tarafindan tanimlanmig MDR risk sinifi kontrol edilir. Uriin kullanim amacina ve (riin
Ozelliklerine (icerdigi madde, kullanim suresi, temas ettigi dokular) gére AB 2017/745 MDR, EK VI
Siniflandirma bélimine uygun olarak siniflandiriimasi kontrol edilir. Siniflandirma kontroll yapilirken
“‘MDCG 2021-24 Guidance on classification of medical devices” dokimanindan faydalanilir.

Yapilan degerlendirme sonucunda basvuru sahibinden daha farkli bir siniflandirma sz konusu ise
firmaya gerekgeli agiklama, M.FR.07.02 Bagvuru Degerlendirme Formu’na yazilarak mail veya faks
yolu ile bildirilir. Bu konuda firma ile anlagsmazliga dusulur ise yetkili otoriteye basvurulur.

The MDR risk category specified in the product application form shall be correctly identified. The MDR
risk class defined by the manufacturer is checked from the application form. The suitability of
classification is controlled based on the intended purpose of the product and the product
characteristics (contained substance, period of use, contacted tissues) according 2017/745 Medical
Devices Regulation Annex VIII Classification. It makes use of the document “MDCG 2021-24
Guidance on classification of medical devices” while performing the classification control.

If as a result of the evaluation, classification is decided different than the applicant, the reasoned
explanation is sent to the company in written through M.FR.07.02 Application Evaluation Form by
mail. In case of disagreement with the company, the competent authority shall be consulted.
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g)

h)

BELGELENDIRME BASVURULARININ ALINMASI & DEGERLENDIRILMESI PROSEDURU

“Piyasada urln eglenirliginin olup olmadiginin dederlendirmesi yapilmalidir”. Bagvuru formundan ve
uretici tarafindan saglanan driin dokiimantasyonundan Urtn kullanim amaci, etki mekanizmasi ve
teknik ozellikleri kontrol edilir. Web Uzerinden basvuru formunda belirtilen Griin 6zelliklerinde ve
kullanim amacinda esdeg@er uUrtin olup olmadigi kontrol edilir. Piyasadaki Grtin esleniklerinin bagvurusu
yapilan driinden daha yaygin ve daha riskli bir kullanim alani mevcut ise, en riskli kullanima gére
siniflandirma ve teknik alan belirlemesi yapilir. Yapilan dederlendirme sonucunda basvuru sahibinden
daha farkli bir siniflandirma s6z konusu ise firmaya gerekgeli agiklama, M.FR.07.02 Basvuru
Degerlendirme Formu’na yazilarak mail veya faks yolu ile bildirilir. Bu konuda firma ile anlagsmazliga
dusuldr ise yetkili otoriteye basvurulur.

“It shall be evaluated whether or not there are equivalent products on the market.” From the application
form and product documentation provided by the manufacturer, the intended purpose of the product,
its mechanism of action and its technical characteristics are checked. It is checked on the web whether
or not there are products equivalent to the product specifications and intended use defined in the
application form. If the equivalent products have more widespread use with higher risk, classification
and technical area determination is made according to use highest risk. If as a result of the evaluation,
classification is decided different than the applicant, the reasoned explanation is sent to the company
in written through M.FR.07.02 Application Evaluation Form by mail. In case of disagreement with
the manufacturer, the competent authority shall be consulted.

“Basvuru sahibi tarafindan secilmis AB 2017/745 MDR altindaki uygunluk degerlendirme
prosediiriniin s6z konusu cihaz igin uygulabilirigi kontrol edilir.” Uretici tarafindan talep edilen
uygunluk degerlendirme metodunun, triin MDR sinifi ile uygunlugu AB 2017/745 MDR madde 52 ye
gore kontrol edilir. Segilen uygunluk degerlendirme proseduri igin NOTICE yetkilendirilmis olmahdir.
NOTICE’ in yetkilendirilen uygunluk degerlendirme prosedirleri “http://ec.europa.eu/growth/tools-
databases/nando/index.cfm?fuseaction=notifiedbody.main” tizerinden kontrol edilebilir.

“It is checked whether or not the conformity assessment procedures chosen under EU 2017/745 MDR
by the applicant are applicable to the device in question.” Conformity of MDR class of the product with
specified conformity assessment procedure by manufacturer is checked according to EU 2027/745
MDR article 52. NOTICE must be authorized for the selected conformity assessment procedure.
NOTICE's authorized conformity assessment procedures can be checked at
"http://ec.europa.eu/growth/tools-databases/nando/index.cfm?fuseaction=notifiedbody.main".
“Basvuru kapsamindaki Urin igin yayinlanmis bir ortak spesifikasyon veya yayinlanacag bilinen bir
ortak spesifikasyonun kapsaminda olup olmadidi degerlendirilir.” Bagvuru kapsamindaki drtn ile ilgili
bir OS nin yayinlanacadi duyurulmussa basvuru kabul edilmez. OS ler https://eur-
lex.europa.eu/search.html?name=collection%3Aeu-law-
legislation&type=named&qid=1661212172563 web sitesinden kontrol edilir.

“It is evaluated whether or not the product related to the application is within the scope of a published
or to be published CS.” The application is not accepted if it is announced that a CS will be published
about the product covered by the application. CSs are checked from https://eur-
lex.europa.eu/search.html?name=collection%3Aeu-law-
legislation&type=named&qid=1661212172563 website.

“Basvurusu yapilan cihaz igin uygun test taseronunun olup olmadidi kontrol edilir” NOTICE
M.FR.27.02 Taseron ve Bagh Kuruluslar Listesi’nden s6z konusu cihaz igin tip standardina veya
OS’ ine gore test yapabilecek kurulugun varligi kontrol edilir. Ayrica firma tarafindan doldurulan
M.FR.07.01 Basvuru Formu’ndan firmanin NOTICE’ in web sitesinde beyan ettigi taseronlar ile
baglantisinin olup olmadidinin kontroli yapilir. Baglantisi var ise; baglantisinin olmadigi test
kurulugunun varligi kontrol edilir. ilgili cihaz igin test yapabilecek veya baglantisiz test kurulusu yok ise
basvuru kabul edilmez.

"It is checked whether or not there is a suitable test subcontractor for the device applied for" The
existence of an organization that can test for the device in question according to the type of standard
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or CS is checked from the NOTICE M.FR.27.02 Subcontractor and Affiliated Organizations List.
In addition, from the M.FR.07.01 Application Form filled by the company, it is checked whether or
not the company has a connection with the subcontractors declared on NOTICE's website. If there is
a connection; the existence of the test organization that has no connection is checked. If there is no
test institution that can test for the relevant device or is no unconnected testing organization, the
application will not be accepted.

k) Basvuru kapsaminda yer alan her bir cihaz icin MDR Ek IV gerekliliklerine uygun olarak uygunluk beyanlarinin
varligi ve igerigi kontrol edilir.
For each device included in the application, the existence and content of declarations of conformity in
accordance with the requirements of MDR Annex IV is checked.
Uygunluk beyaninin igerik kontrollii asagida tanimlanan kriterlere gére gerceklestirilir.
The content of the Declaration of Conformity is verified based on the following criteria:
- Imalatginin ve var ise yetkili temsilcisinin bilgileri(kayith ticari unvani, adresi, ticari markasi vb.)

- Information about the manufacturer and, where applicable, the authorized representative
(registered trade name, address, trademark, etc.)
- Beyanin imalatginin tamamen kendi sorumlulugunda dizenlendiginin agik, net ve anlasilabilir

ifadesi(beyanin hazirlandid yer, kisi ve tarih bilgileri)

- Aclear, explicit, and understandable statement that the declaration has been drawn up under
the sole responsibility of the manufacturer (including place, name of the responsible person, and
date of issuance)

- Cihaz tanimi(Cihaza ait Temel UDI-DI, risk sinifi,kurali, EMDN kod bilgileri, ortak spesifikasyon

atiflari vb.)

- Description of the device (including the Basic UDI-DI, risk class and applicable rule, EMDN code,
references to common specifications, etc.)
- MDR uyarinca uygulanan uygunluk degerlendirme kriterine referans(EK IX veya EK XI-Part A vb.)

- Reference to the conformity assessment procedure applied in accordance with the MDR (e.g.,
Annex IX or Annex XI — Part A)"

- Cihaz adina dizenlenen veya diizenlenecek sertifikalarin tanimlanmasina dair bilgiler
- ldentification of certificates issued or to be issued for the device
- Onaylanmis kurulus bilgileri
- Information about the notified body involved

[) Basvuru kapsaminda MDR Ek IX Madde 2.1 & 2.2 gerekliliklerine uygun olarak KYS dokiimantasyonu varlii
kontrol edilir.
Within the scope of the application, the existence of QMS documentation in accordance with the
requirements of Articles 2.1 & 2.2 of MDR Annex IX is checked.

m) Basvuru kapsaminda MDR EK XI Madde 6.1&6.2&10 ve MDR EK IX madde 4 gerekliliklerine uygun olarak( KYS
dokUmantasyonu varligi ve teknik dokiimantasyonun varligi kontrol edilir.
Within the scope of the application, the presence of the Quality Management System (QMS)
documentation and the technical documentation is verified in accordance with the requirements of
MDR Annex XI, Sections 6.1, 6.2, and 10, as well as MDR Annex IX, Section 4."

5.3.2 Bagvuru Degerlendirmede Klinik Uzman Goériigii / Internal Clinician’s Opinion in Application
Evaluation:

Basvuru degerlendirmesi sirasinda, i¢ klinisyen (M.FR.35.18 TCR Degerlendirme Personeli Havuzu
Formundan segilmisg), cihazin kullanim amaci ve etki mekanizmasi bilgisini kontrol ederek, cihazin bir tibbi
cihaz olup olmadigi yoéniinde gérisini M.FR.07.02 Basvuru Degerlendirme Formu’na kaydeder. Ig
klinisyen, basvuru yapilan cihazin esdegerinin olmamasi veya cihazin yaygin olmayan yeni bir teknoloiji igeriyor
olmasi durumunda;basvuruda bulunan firma ile iletisime geger, cihazin teknik dokimantasyonunun kullanim
amacini, endikasyonlarinin, kontraendikasyonlarinin, hasta populasyonu, kullanim sekli ve etki
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mekanizmasinin agiklandigi bolimler ile klinik degerlendirme raporunu da talep eder. Degerlendirmesini bu
dokiimanlara gére yapar ve gorisiinii M.FR.07.02 formuna yazar. i¢ klinisyen sdz konusu cihazin tibbi cihaz
olup olmadigi yéniinde bir karar verememesi durumunda;

During the application evaluation, the internal clinician (selected from the M.FR.35.18 MDR Assessment
Personnel List Form) checks the purpose of use and the mechanism of action of the device and records
his/her opinion on whether or not the device is a medical device in the M.FR.07.02 Application Evaluation
Form. If there is no equivalent of the applied device or if the device contains new technology that is not

common, the |nternal clinician contacts the apphcan company ahd—tf—he#she—agt:eeS—the—teehmeal

makes his/her evaluat|on accordmg to these documents and writes its opinion on the M.FR.07.02 form. If the
internal clinician cannot make a decision as to whether or not the device in question is a medical device;

ilgili MDR kodunda atanmis bir klinik uzmandan gériis alma karari verir ve bunu TCS’ ye e-posta ile bildirir.
TCS, M.FR.35.18 TCR Degerlendirme Personeli Havuzu Formu ile gériis alinacak klinik uzmani belirler. i¢
klinisyen, ilgili MDR kodunda atanmis klinik uzmana Uretici tarafindan iletiimis M.FR.07.01 Bagvuru Formu’nu,
uretici gerekli dékiimanlarini iletir ve goris talep ettigi konuyu belirtir. Klinik uzmanin gérisini e-posta ile
belitmesinin ardindan M.FR.07.02 Basvuru Degerlendirme Formu’'nu doldurur, ek olarak i¢ klinisyen Griin
uygunlugu degerlendirme saha denetimi sirecglerine klinik uzmanin de katilmasi gerektigine karar verdiginde
M.FR.07.02 Bagvuru Degerlendirme Formu’na kararini ekler ve e-posta ile TCS'’ye iletir.

Makes the decision to seek opinion from a clinical specialist assigned in the relevant MDR code and notifies
MDDR by e-mail. MDDR determines the clinical specialist to be consulted with the M.FR.35.18 MDR
Assessment Personnel List Form. The internal clinician transmits the M.FR.07.01 Application Form
submitted by the manufacturer to the clinical specialist assigned in the relevant MDR code, and necessary
documents if the manufacturer has sent it and indicates the subject for which he or she requests an opinion.
After the clinical specialist gives his/her opinion via e-mail, internal clinician fills out the M.FR.07.02
Application Evaluation Form. In addition, when the internal clinician decides that the clinical specialist should
also participate in the product conformity assessment site audit processes, he/she adds his/her decision to the
M.FR.07.02 Application Evaluation Form and sends it to MDDR by e-mail.

5.4 Resmi Bagvuru Degerlendirmenin Sonuglandirilmasi / Finalizing Official Application Evaluation:

Yukarida belirlenen sartlara goére basvurunun kabul edilmesi durumunda M.FR.07.02 Basvuru
Degerlendirme Formu SPS ye M-Files Uzerinden iletilerek bagvuru igin s6zlesme hazirlanmasi saglanir.
If the pre-application is accepted according to the requirements set out above, M.FR.07.02 Application
Evaluation Form is submitted to the SMR through M-Files so that the agreement for the pre-application is
prepared.

Basvuruda bulunan firma ile s6z konusu cihazin tibbi cihaz olup olmadigi ile ilgili anlagsmazliga dugulmesi
durumunda firma ile gérusulerek firmanin/yetkili temsilcinin (veya atanacak yetkili temsilcisinin ve taslak yetki
ve niyet mektubu olan) AB liyesi Yetkili Otoritesi (Tiirkiye icin TITCK) ile iletisime gecilecegi son kararin Yetkili
Otorite tarafindan verileceginin bilgisi, NOTICE antetli evrakinda yazili olarak TCS tarafindan e-posta yoluyla
evrakin gonderilmesiyle verilir. Bu bildirim yapilirken Yetkili Otoriteye gonderilmesi gereken dokimanlarin
bilgiside ilgili evrakta verilir. Bagvuruda bulunan firmanin antetli evrakiyla yazili onayi alinir. Bagvuruda bulunan
firma Yetkili Otorite inceleme Ucretini yatirdiktan sonra Yetkili Otoriteye asagidaki evraklar ile birlikte basvuruda
bulunulur.
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In the event of a dispute arising between the applicant company and NOTICE on whether or not the device
falls into medical devices category, the company will be informed through sending the document via e-mail by
MDDR in writing on the NOTICE letterhead that the decision is made by the Competent authority of the Member
State (TITCK for Turkey) in which the manufacturer/authorized Representative (or the authorized
representative to be appointed and whose draft mandate and letter of intention exists) has its registered place
of business. While this notification is being made, the information about the documents to be sent to the
Competent Authority is given in the relevant document. The applicant company’s written approval is obtained
with letterhead in this regard. Once the applicant has paid the Competent Authority’s review fee, they must
apply to the Competent Authority together with the following documents.

- S0z konusu cihaz igin detayli olarak yazilmis kullanim amaci ve etki mekanizmasini igeren Urin bilgisi
Product information containing the intended use and mechanism of action in detail

- S0z konusu cihazin kullanim talimati
Instructions for use

- 806z konusu cihaz igin hazirlanmis klinik degerlendirme raporu
Clinical evaluation report

Yetkili Otoritenin karari dogrultusunda basvuru, Yetkili Otoritenin cevabi eklenerek yazili olarak
sonlandirilir veya s6zlesme hazirlanmasi icin M.FR.07.02 Bagvuru Degerlendirme Formu SPS’ye M-Files
Uzerinden gonderilir.

In line with the decision of the Competent Authority, the application is finalized in writing by adding the
response of the Competent Authority or M.FR.07.02 Application Evaluation Form is sent to SMR via M-Files
for the preparation of the contract.

Basvuruda bulunan firma ile Grin risk sinifi konusunda anlasmazliga distlmesi durumunda karar
firmanin/yetkili temsilcinin (veya atanacak yetkili temsilcisinin ve taslak yetki ve niyet mektubu olan) AB Uyesi
Yetkili Otoritesi (Turkiye igin TITCK) tarafindan verilir. Prosediir yukarida anlatildigi sekilde isletilir. Yetkili
Otoritenin karari sonucunda M.FR.07.02 Basvuru Degerlendirme Formu SPS’ye M-Files Uzerinden
gonderilir veya 6n bagvuru, Yetkili Otoritenin cevabi eklenerek yazil olarak sonlandirilir

In case of dispute with the company applying for the product risk class, the decision is made by the EU
member Competent Authority (TITCK for Turkey) of the company/authorized representative (or the authorized
representative to be appointed and whose draft mandate and letter of intention exists). The above-mentioned
process will be proceeded. After the decision is made by the Competent Authority, M.FR.07.02 Application
Evaluation Form is sent to SMR via M-Files, or the application is finalized in writing by adding the response
of the Competent Authority.

55 Uriin Sinifina Goére Uygunluk Degerlendirme Metodunun ve Teknik Dokiimantasyonun
Degerlendirme Kapsaminin Belirlenmesi / Determination of Conformity Assessment Procedure and
Technical Documentation Evaluation Scope based on Device Risk Class

Uriin sinifina gére uygunluk degerlendirme metodu ve teknik dokiimantasyonun degerlendirmesi kapsami
asagidaki tabloya gore belirlenir.

Conformity Assessment Method and Technical Documentation Evaluation Scope based on Device Risk
Class is determined according to the following table.

Teknik D6kiimantasyon
Degerlendirmesi /
Technical Documentation
Evaluation

Uygunluk Degerlendirme
Cihaz Risk Sinifi / Device Risk Class | Metodu / Conformity
Assessment Method
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Sinif lll — implante edilebilir cihazlar
Class Il - implantable devices

Ek IX: BAlum | + Bolum |l
Madde 4, Madde 5.1 + Bolim
11

Annex IX: Chapter | + Chapter Il
Section 4, Section 5.1 +
Chapter IlI

Batln cihazlar igin
For every device

Sinif Ill- tibbi madde igeren (Ek VIII,
Kural 14’ e gore)

Class Il - incorporating medicinal
substances (acc. to Annex VIII, Rule
14)

Ek IX: BOlim | + Bolim 11
Madde 4, Madde 5.2 + BAIUim
11

Annex IX: Chapter | + Chapter Il
Section 4, Section 5.2 +
Chapter IlI

Batdn cihazlar igin
For every device

Sinif lll-insan viicudu tarafindan emilen
ya da lokal olarak dagilan (Ek VI,
Kural 21’ e gére)

Class Il - absorbed by or locally
dispersed in the human body (acc. to
Annex VIII, Rule 21)

Ek IX: Bolum | + Bolim I
Madde 4, Madde 5.4 + Bolim
11

Annex IX: Chapter | + Chapter Il
Section 4, Section 5.4 +
Chapter Il

Batdn cihazlar igin
For every device

*Sinif lll Ek IX: BOlim | + Bolim 1l
*Class llI Madde 4+ Bolum Il Batln cihazlar igin
Annex IX: Chapter | + Chapter Il | For every device
Section 4+ Chapter IlI
Sinif lIb ot i Jenerik cihaz grubu basina
Class lIb Ek IX: Bolam | + Bolum |l en az bir temsiligcihaz i(}:in§
Madde 4+ Bolim lll For at least one
Annex IX: Chapter | + Chapter Il . .
representative  device per

Section 4+ Chapter IlI

generic device group

For at least one
Ek IX: BSlim | + Bslim Il representative device per
Sinif lIb (Ek VIII, Kural 12'ye gére) Madde 4 ve Madde 5.1 generic device group
Class lIb (acc. to Annex VIII, Rule 12) Annex IX: Chapter | + Chapter Il . 3 o
. . Not: Klinik degderlendirmenin
Section 4 and Section 5.1 degerlendirmesi tim cihazlar igin
gerceklestirilir.

Genel cihaz grubu basina en
az bir temsili cihaz igin

Note: Assesment of the clinical
evaluation is performed for all
devices.

Sinif lIb implante edilebilir cihazlar,
suturler, zimba telleri, dental dolgular,
dental teller, dental kronlar, vidalar,
kiskilar, plakalar, teller, pimler, klipsler
ve konektor disinda

Class IIb implantable devices, except
sutures, staples, dental fillings, dental
braces, tooth crowns, screws,
wedges, plates, wires, pins, clips and
connector

Ek I1X: BAlUm | + Bolum |l
Madde 4+ Bolum Ill

Annex IX: Chapter | + Chapter Il
Section 4 + Chapter llI

Batdn cihazlar igin
For every device
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Sinif lla Ek IX: Bélum | + Bolum 1l Cihaz kategorisi basina en
Class lla Madde 4 + Bolim Il az bir temsili cihaz igin
veya For at least one
Ek XI: Kisim A Madde 10 representative device per

Annex IX: Chapter | + Chapter | device category
Il Section 4+ Chapter I

or
Annex XI: Part A Section 10

Sinif Is Ek IX: Boélum I+ Balum Il -

Class Is Annex IX: Chapter |+ Chapter IlI

Steril kosullarin olusturulmasi,
guvence altina alinmasi ve
surdurilmesine iliskin bolimler
The sections on establishing,
securing and maintaining sterile

conditions
Sinif Im Ek IX: Boélum I+ Balum 1l -
Class Im Annex IX: Chapter |+ Chapter IlI

Cihazlarin metrolojik
gerekliliklere uygunlugu ile ilgili
bolimler

Parts relating to the conformity
of the devices with metrological
requirements

Yeniden kullanilabilir cerrahi aletler Ek IX: Bolum I+ Bolam Ill --
Reusable surgical instruments Annex IX: Chapter |+ Chapter IlI
Cihazlarin temizligi,
dezenfeksiyonu, sterilizasyonu,
bakimi ve fonksiyonel testi ile
ilgili bélimleri ve ilgili kullanim
talimatlari / The sections
relating to the cleaning,
disinfection, sterilization,
maintenance and functional
testing of the devices and
related instructions for use

*Insan kaynakl dokular veya hiicreler veya bunlarin tiirevlerini ve hayvan kaynakli dokular veya hiicreler veya
bunlarin tirevlerini iceren sinif lll cihazlar harigtir.

*Excluding class Il devices containing tissues or cells of human origin or their derivatives, and tissues or cells
of animal origin or their derivatives

5.6 Belgelendirme Sézlesmesi Oncesi Bagvuruya Dair Son Kontroller / Final Controls Regarding
Application Before Certification Contract

Eksiksiz ve imalatgl ya da imalatginin yetkili temsilcisi tarafindan kase ve tarih olacak sekilde imzalanmig
basvuru formlarinin kontrolii SPS tarafindan yapilir. SPS, firmanin ticaret sicil gazetesinin veya is lisansinin,
eger basvuruyu yetkili temsilcisi yapmis ise; yetkili temsilcilik sdzlesmesini veya niyet mektubunu kontrol

Dok. No/Doc. No: M.PR.07; Yay. Tar./Iss. Date: 15.02.2021; Rev. No:10; Rev. Tar./Rev. Date:30.07.2025 ; Yur. Tar./Eff. Date: 30.07.2025 Sy./Pg: 16

Onaylayan / Approved by

Akreditasyon ve Notifikasyon Sorumlusu / Accreditation and Notification
Responsible

S. Burcu OZKAVAK

Hazirlayan / Prepared by
Kalite Yoénetim Sorumlusu / Quality Management Responsible
Nursel YAHSI




BELGELENDIRME BASVURULARININ ALINMASI & DEGERLENDIRILMESI PROSEDURU

L]
RECEIVING & EVALUATING CERTIFICATION APPLICATIONS PROCEDURE n0t|ce |v

A

ederek bagvuru formunun imalatgi veya imalatginin kendisinin veya yetkili temsilcisi tarafindan dolduruldugunu

dogrular.

The complete and signed application forms, stamped and dated by the manufacturer or the manufacturer's
authorized representative, are controlled by SMR. SMR verifies that the application form has been completed
by the manufacturer or the manufacturer himself or his authorized representative by checking the company's
trade registry gazette or business license if the application is made by the authorized representative; by

checking the authorized representative agreement or letter of intent.

Bagvurusunun alinmasinin ardindan basvuruda olusabilecek revizyon durumlarinda, her bir giincelleme,
versiyon numarasi verilerek SPS tarafindan M-files’ta ilgili basvuru klasérinde kayit altina alinir. Her bir
glinceleme i¢in SPS basvuru formunun tarih kisminin gincel olmasini, tarih ile birlikte versiyon numarasi
yazilmasini ve imzalanmasini, bagvuru yapan imalatgi veya yetkili temsilciden talep eder. Her bir revizyon
durumunda GK tarafindan basvuru degerlendirmesi revize edilir, giincel tarih ve versiyon numarasi verilip
imzalandiktan sonra m-filesda ilgili basvuru klasérinde kayit altina alinir. Revize edilen bagvurunun
degerlendirmesi madde 5.1 ~ 5.4 de anlatildigi sekilde yapilir. Revize edilen basvuru formunun kontroli birinci

paragrafta anlatildigi sekilde yapilir.

In case of revisions that may occur in the application after the application is received, each update is
recorded by SMR in the relevant application folder in M-Files by giving a version number. For each update,
GC requests from the manufacturer or authorized representative that the date part of the application form is
up-to-date, that the version number is written and signed along with the date. In case of each revision, the
application evaluation is revised by MDDR, and after the current date and version number is given and signed,
it is recorded in the relevant application folder in M-Files. Evaluation of the revised pre-application is done as
described in clauses 5.1 ~ 5.4. The revised application form is checked as described in the first paragraph.

Hazirlanan teklifin imalat¢i tarafindan kabul edilmesi durumunda, imalatgiya M.PR.23 Denetim

Ucretlerinin Belirlenmesi Prosediiriine hazirlanan belgelendirme sézlesmesi génderilir.

In case the prepared quotation is accepted by the manufacturer, the certification contract prepared for the

M.PR.23 Determination of Audit Fees Procedure is sent to the manufacturer.
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MDR Certification Flow Chart
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