TCR BELGELENDIRME PROSEDURU ‘ A
MDR CERTIFICATION PROCEDURE notice 'v

1. AMAG / PURPOSE

Bu prosedirin amaci firmamizda AB 2017/745 Tibbi Cihaz Regllasyonu uriin belgelendirmenin ne
sekilde gergeklestirilecedini anlatmaktir.

The purpose of this procedure is to describe the method of implementation of Medical Devices
Regulation EU 2017/745 product certification in our company.

2. KAPSAM/SCOPE

Bu prosedir AB 2017/745 Tibbi Cihaz Regilasyonu Uriin Uygunlugu belgelendirme denetimini ve
belgelerin yayinlanmasini kapsar.
This procedure covers the audits and issue of certificates of Medical Devices Regulation EU 2017/745.

3. SORUMLULUKLAR / RESPONSIBILITIES

AB 2017/745 Tibbi Cihaz Regiilasyonu Uriin Uygunlugu én basvurularinin sézlesmesinin imzalanmasinin
ardindan Tibbi Cihaz Departmanina sézlesmenin iletiimesinden Satis Pazarlama Sorumlusu (SPS), s6zlesme
imzalanmasinin ardindan basvuru gézden gegirme sirecinin yuritilmesinden, kaynaklarin belirlenmesi ve
uygunlugunun kontrolinden Genel Koordinator (GK), kaynaklarin tahsisinden Proje Lideri (PL), belgelendirme
denetim planinin hazirlanmasindan Tibbi Cihaz Departmani Sorumlusu (TCS) ve Planlama Sorumlusu (PS),
hazirlanan denetim planina uygun olarak denetimin gergeklestiriimesinden Proje Lideri (PL) ve Denetim Ekibi
mesuldir. Belgelendirme denetimi ve uygunsuzluklarin onaylanmasi sonrasinda misteri denetim dosyasinin,
Notice prosedurlerine ve ilgili dizenleyici dokimanlara uygunlugunun kontrolinden Proje Lideri, final
raporunun hazirlanmasindan Son G6zden Gegiriciler sorumludur. Final raporunun onaylanmasi sonrasinda
belgelendirme komitesi degerlendirme toplantisinin organize edilmesinden Tibbi Cihaz Departmani Sorumlusu
(TCS), Planlama Sorumlusu (PS) ve Proje Lideri, denetim ve degerlendirme doékimanlarina goére karar
vermekten Karar Alicilar sorumludur. Karar alma ekibinin kararina gére belgenin yayinlanmasindan ANS ve
Sertifika YOnetimi Sorumlusu, yayinlanan sertifikanin muisteriye goénderilmesinden veya yayinlanmama
kararinin musteriye iletiimesinden TCS mesuldar.

After signing the agreement of accepted pre-applications of Medical Devices Regulation 2017/745, Sales
Marketing Responsible (SMR) is responsible for submitting the agreement to Medical Devices Department,
General Coordinator (GC), Project Leader (PL) responsible for allocation resources, are responsible for
conducting the application review process after agreement signing, identifying resources and checking their
suitability, Medical Devices Department Responsible (MDDR) and Planning Responsible (PR) are responsible
for preparing certification audit plan, Project Leader (PL) together with the audit team are responsible of
carrying out the audit according to the prepared plan. After the certification audit and confirming non-
conformities, the Project Leader is responsible for controlling client audit file according to Notice procedures
and relevant regulatory documents, Final Reviewers are responsible for preparing final report. After
confirmation of final report, Medical Devices Department Responsible (MDDR), Planning Responsible (PR)
and the Project Leader are responsible for organizing the Certification Committee’s meeting. Decision Makers
are responsible for decision making according to the assessment documents. According to the decision of the
decision-making team, Accreditation and Notification Responsible (ANR) and Certificate Management
Responsible are responsible for issuing the certificate and MDDR is responsible for sending the issued
certificates to the customers or informing the customer of certification refusal decision.
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4. TANIMLAR / DEFINITIONS

AB 2017/745
EU 2017/745

Yetkili Otorite
Competent Authority

Akreditasyon Kurumu
Accreditation Agency
OK

NB

KEK

QM

MD Kodlari
MD codes

M-Files

5 Nisan 2017 de onaylanmig Tibbi Cihaz Regilasyonu (TCR)

Medical Device Regulation issued on 5 April 2017 (MDR)

Turkiye Cumhuriyeti Saglik Bakanhgi ilag ve Tibbi Cihaz Kurumu

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

TURKAK

Onaylanmis Kurulus

Notified Body

Kalite El Kitabi

Quality Manual

AB 2017/745 regiilasyonu tibbi cihaz alaninda onaylanmis kurulus olarak
atama kapsamini belirtme amaci i¢in cihazin turlerini 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)

NOTICE Dokiiman Yoénetim Sistemi Yazilimi

NOTICE Documentt Management System Software

5. UYGULAMA / DESCRIPTION
5.1 Belgelendirme Organizasyonu / Organizing Certification,;

M.FR.23.01 Belgelendirme So6zlegsmesi’nin imzalanmasinin ardindan basvuru sureci baslatilir.
After the signing of M.FR.23.01 Certification Agreement, the application process is started.

notice
AV

A

SPS, sdzlesmenin imalat¢inin imzaya yetkili kisi tarafindan imzalandigini, yasal bagvuru ile birlikte

gonderdigi yetkili kisi imza sirkuleri veya buna denk evraki (yetkili kiginin belirtildigi is lisansi, ticaret sicil
gazetesi vb.), sdzlesmede yazan isim ile karsilastirarak kontrol eder. Yetkili kisi tarafindan imzalanmamis ise
basvuru gézden gegirme baslatiimaz. SPS'yi e-posta ile bilgilendirir ve s6zlesmenin imalatginin imzaya yetkili
kisisi tarafindan imzalatiimasini saglar.

SMR checks that the contract is signed by the manufacturer's authorized signatory, by comparing the
authorized signature circular or equivalent documents (business license in which the authorized person is
indicated, trade registry gazette, etc.) sent together with the legal application with the name written in the
contract. If it is not signed by the authorized person, the application review is not started. He/she informs the
SMR by e-mail and ensures that the contract is signed by the manufacturer's authorized signatory.

Basvuru sureci ilk olarak firma basvurusunun gézden gegcirmesi ile baslar. Bagvuru gézden gegirmesi GK
tarafindan gerceklestirilir. Bu gézden gecirme iki asamahdir.

The application process first starts with the review of the company application. Application review is
handled by GC. This review is in two stages.

1. Asama; Basvuru tamliginin kontroli
Stage 1; Checking the application completeness

M.FR.35.21 Bagvuru G6zden Gegirme Formu’ nun firma bilgileri bolim firmanin én-basvuru formu ve
sbzlesmenin imzalanmasi sonrasinda ilettigi resmi evraklar temelinde doldurulur. Doldurulan form, basvuru
sahibinin 6n-basvuru formunda belirttigi mevzuata uyumdan sorumlu kisi’ ye e-posta yoluyla génderilir. Formun
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“Basvuru Dokimanlarinin Tamlik Kontrol(” bélimunde siralanmis gerekliliklerin karsilandigini gésteren, kalite
yonetim sistemi ve teknik dokimantasyon dokimanlarinin yazilmasi saglanir. Bu asamada gerekiyor ise ANS,
ilgili misterinin mevzuattan sorumlu kKigisi ile irtibata geger ve formun doldurulmasi ile ilgili bilgilendirme yapar.

The company information section of the FR.35.21 Application Review Form is filled in on the basis of
the company's pre-application form and the official documents submitted after the signing of the agreement.
The completed form is sent via e-mail to the person responsible for compliance with the legislation specified
by the applicant in the pre-application form. It is ensured that the quality management system and technical
documentation documents are written, showing that the requirements listed in the "Completeness Control of
Application Documents” section of the form are met. At this stage, if necessary, ANR contacts the relevant
customer's person responsible for the legislation and informs them about filling out the form.

ilgili bélim bagvuru sahibi tarafindan doldurulduktan sonra, GK, M.FR.35.21 Bagvuru Gézden Gegirme
Formu’nu imalat¢inin kendisi veya yetkili temsilcisi tarafindan dolduruldugunu, imalat¢inin resmi evraklari
veya yetkili temsilci s6zlesmesinde/yetkili temsilcilik niyet mektubunda belirtilen firma yasal ismi ve yetkili
kisilerin isimlerinin karsilastirimasi ile yapar. Form imzalaticinin kendisi veya yetkili temsilcisi tarafindan
doldurulmamis ise; SPS, musterinin mevzuattan sorumlu kisisi ile e-posta yolu ile iletisime gecger ve formun
kendileri tarafindan ya da yetkili temsilcisi tarafindan yeniden doldurulmasini saglar.

After the relevant section is filled in by the applicant, GC makes the M.FR.35.21 Application Review
Form, which is filled by the manufacturer himself or his authorized representative, by comparing the legal
name of the company and the names of the authorized person specified in the manufacturer's official
documents or the authorized representative agreement/authorized representative letter of intent. If the form is
not filled by the signatory himself/herself or his authorized representative; SMR contacts the customer's
regulatory person via e-mail and ensures that the form is refilled by them or their authorized representative.

TCS, M.FR.35.21 Basvuru Go6zden Geg¢irme Formu’nun imalat¢inin kendisi veya yetkili temsilci
tarafindan dolduruldugunun dogrulamasi yapildiktan sonra, GK bagvurunun tamlik kontroliini yapar.

After MDDR verifies that the M.FR.35.21 Application Review Form has been completed by the
manufacturer itself or by the authorized representative, GC conducts a completeness check of the application.

M.FR.35.21 Basvuru Goézden Gecgirme Formu’nda verilen referanslara goére basvuruyu KYS
dokimantasyonu ve Teknik Dokimantasyonu tGzerinden GK kontrol eder ve sonucunu ilgili blimde belirtir.
Eksikler var ise formun son bdlimuinde belirtilir ve bagvuru sahibine e-posta yoluyla TCS tarafindan génderilir.
Eksikler tamamlanip, Notice’e gonderildikten sonra tekrar tamlik kontroli GK tarafindan gergeklesir ve basvuru
dokimanlari tamamlanana kadar bu streg tekrar eder.

According to the references given in the M.FR.35.21 Application Review Form, GC checks the
application through the QMS documentation and Technical Documentation and states the result in the relevant
section. If there are deficiencies, they are stated in the last part of the form and sent to the applicant via e-mail
by MDDR. After the deficiencies are completed and sent to the Notice, the completeness check is performed
by GC and this process repeats until the application documents are completed.

2. Asama; Basgvuru Degerlendirme
Stage 2; Application Evaluation

Bu asamada basvuru sahibi tarafindan goénderilen dokimanlar ve én-basvuru formu referans alinarak,
basvurunun gegerliligi, NOTICE kapsaminda olup olmadigi ve NOTICE kaynaklarinin yeterliligi degerlendirilir.
Kaynak yeterliligi M.TL.07.03 Uygunluk Degerlendirme Faaliyetleri igin Kaynaklarin Belirlenmesi,
Kontrolii ve Tahsisi Talimati’na gére degerlendirilir.

At this stage, the validity of the application, whether it is within the scope of NOTICE and the adequacy of
NOTICE resources are evaluated by reference to the documents sent by the applicant and the pre-application
form. Resource adequacy is evaluated according to M.TL.07.03 Instruction for Determination, Control and
Allocation of Resources for Conformity Assessment Activities.

Bu gozden gegirme vyapilirken M.PR.07 On-Bagvurularin Alinmasi ve Degerlendirilmesi
Prosediiriinde tanimlanan esaslar dikkate alinir. Uygunluk dederlendirme metodu se¢imi ayni prosedire gére
gerceklestirilir.
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While making this review, the principles defined in the M.PR.07 Receiving & Evaluating Certification
Pre-Applications Procedure are taken into account. The selection of the conformity assessment method is
carried out according to the same procedure.

Basvuru goézden gegirmenin sonucunda basvuru kabul edilir ise bir sonraki basvuru degerlendirme
surecine gegilir.

If the application is accepted as a result of the application review, the next application evaluation process
begins.

Basvuru gozden gecirme faaliyetinin sonucunda NOTICE, asagida belirtilenlerin olusmasi durumunda
basvuruyu reddetme karari alma hakkina sahiptir.

As a result of the application review activity, NOTICE has the right to take a decision to reject the
application if the following occur.

e Cihaz(lar)in NOTICE’ in degerlendirme kapsaminda olmamasi,
The device(s) is not within the scope of NOTICE's assessment,

e Cihaz(lar)la ilgili kalite ydnetim sistemi icin bagka bir onaylanmis kurulusa basvuru yapilmis olmasi,
An application has been made to another notified body for the quality management system for the
device(s),

¢ Cihaz(lar)in daha 6nce piyasaya arzi olmus ise klinik giivenlik performansi yénunden kotu bir gegmise
sahip olmasi
If the device(s) has been placed on the market before, it has a poor track record in clinical safety
performance.

e Cihaz(lar)la ilgili gonderilen dokiimanlarin degerlendirme faaliyetinin baglatiimasi igin yetersiz olmasi
Insufficient documents sent regarding the device(s) to initiate the assessment activity.

e Cihaz(lar)in AB 2017/745 MDR’ ye gore uygunluk degerlendirmesinin yapilabilmesi igin ihtiya¢ duyulan
kaynaklara NOTICE’ in sahip olmamasi,
NOTICE does not have the resources needed to carry out the conformity assessment of the device(s)
according to EU 2017/745 MDR,

Basvuru kabul edilmez ise basvuru ret olarak kayit altina alinir. Bagvurunun reddedildigi gerekgesi ile
basvuru sahibine M.FR.35.21 Basvuru G6zden Gegirme Formu’ nun “Basvuru Gézden Gegirme Sonucu”
bélimi kullanilarak e-posta yoluyla bildirilir.

If the application is not accepted, the application is recorded as a rejection. The applicant is notified of
the rejection of the application via e-mail using the "Application Review Result" section of the M.FR.35.21
Application Review Form.

GK’nin basvuruyu go6zden gegirmesi sonucunda, 5.1.1. ve 5.1.7 arasinda tanimlanan uygunluk
degerlendirme faaliyetleri sirasinda tespit edilen uygunsuzluklardan dolaysi, final gézden gegirme ve karar alma
sirasinda basvurunun reddedilmesi veya firma tarafindan geri ¢ekilmesi durumunda, bu bilgi Yetkili Otoriteye
AB 2017/745 MDR 57. Maddede atifta bulunulan elektronik sistem (EUDAMED) lizerinden M.PR.12 Yetkili
Otorite, Komisyon ve Diger NB’ ler ile iletisim Prosediirii’ne gére bildirilecektir ve diger Onaylanmis
Kurulusglarin erigsimine agik olacaktir.

In case the application is rejected or withdrawn by the company during the final review and decision-
making due to nonconformities detected during conformity assessment activities defined between 5.1.1. and
5.1.7. as a result of the GC review of the application, this information shall be submitted to the Competent
Authority in accordance with the M.PR.12 Communication with the Competent Authority, Commission and
Other NBs Procedure via the electronic system (EUDAMED) referred to Article 57 of the EU 2017/745 MDR
and will be accessible to other Notified Bodies.
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Bagsvuru kabull sonrasi dederlendirme faaliyetleri;
Evaluation activities after application acceptance;

GK basvuruyu kabul ettikten sonra TCS’ yi Sirket Dokiiman Yo&netimi Yazilimi Gizerinden bilgilendirir ve
ilgili basvuru igin proje agilmasini saglar.

After GC accepts the application, he/she informs MDDR through the Company Document Management
Software and ensures that a project is opened for the relevant application.

Proje acgildiktan sonra ANS tarafindan projeye, M.FR.35.18 Degerlendirme Personeli Havuzu igerisinde
yer alan ve M.TL.07.03 Uygunluk Degerlendirme Faaliyetleri igin Kaynaklarin Belirlenmesi, Kontrolii ve
Tahsisi Talimati’na gére uygunlugu belirlenen, yetkilendirmesi yapilmis bir Proje Liderini ve bir i¢ Klinisyeni
M.FR.35.22 Proje Lideri ve i¢ Klinisyen Gérevlendirme Formu’nu kullanarak atar. Personellerin
gorevlendiriimeleri yapiilmadan énce M.FR.20.07 Personel Tarafsizlik Beyani ile uygunluk degerlendirmesi
yapilacak firma ve cihazi ile igili tarafsizlik, bagimsizlik ve objektiflik yéniinden bir gikar iligkisinin olmadigi
dogrulanir.

After the project is opened, an authorized Project Leader and an Internal Clinician, who are included in
the M.FR.35.18 Assessment Personnel List and determined according to M.TL.07.03 Instruction for
Determination, Control and Allocation of Resources for Conformity Assessment Activities, are
assigned to the project by ANR. Assigns using the M.FR.35.22 Project Leader and Internal Clinician
Assignment Form. Before the assignment of the personnel is made, it is verified that there is no conflict of
interest in terms of impartiality, independence and objectivity regarding the company and its device to be
evaluated with the M.FR.20.07 Personnel Impartiality Declaration.

5.1.1 Belgelendirme Programi / Certification Programme

Basvuru sahibinin kalite yodnetim sisteminin tim kapsamini gostermek ve AB 2017/745 MDR'’in
gerekliliklerini karsilayip karsilamadigini belilemek icin gereken faaliyetlerin sayisini ve sirasini acgikga
tanimlayan bir degerlendirme programi, proje igin atanan Proje Lideri tarafindan M.FR.35.05 MDR
Belgelendirme Programi izerinde, M.TB.35.01 MDR Belgelendirme Programi Tablosu temel alinarak
olusturulur. Bu program, Firmanin tim tesislerinde ve tedarikgilerin/tagseronlarin sahasinda denetim yapmayi
icerebilir. Hazirlanan program dogrultusunda faaliyetler baslatilir. NOTICE, belgelendirme faaliyetlerinin herhangi
bir asamasinda gerekli olmasi durumunda, bu programda degisiklik yapma, faaliyet ekleme hakkina sahiptir.
Program Uzerinde yapilacak degisikliklerin agiklamasi, programin son bdélimune yazilir. Yapilan degisiklikler PL
tarafindan onaylanir.

An assessment program that clearly defines the number and sequence of activities required to
demonstrate the full scope of the applicant's quality management system and determine whether it meets the
requirements of EU 2017/745 MDR, by the Project Leader appointed for the project on M.FR.35.05 MDR
Certification Program, and it is created based on TB.35.01 MDR Certification Program Table. This program
may include audits at all Firm's facilities and at suppliers/subcontractors. Activities are started in line with the
prepared program. NOTICE has the right to make changes in this program and add activities, if necessary at any
stage of the certification activities. The explanation of the changes to be made on the program is written in the
last part of the program. Changes made are approved by PL.

Proje Lideri, s6z konusu basvuru igin belgelendirme programini hazirlarken asagidaki hususlardan emin
olur.

The Project Leader makes sure of the following points while preparing the certification program for the
application in question.
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- Uygunluk degerlendirme prosesinde gorevlendirilecek degerlendirme personelininin, bagvuru
kapsaminda yer alan tum drinler igin yetkilendiriimis olmasi, personelin tarafsizlik agisindan bir risk
olusturmamasi.

The assessment personnel to be assigned in the conformity assessment process should be authorized
for all products within the scope of the application, and the personnel should not pose a risk in terms of
impartiality.

- Gergeklestirilecek uygun dederlendirme faaliyetlerinin NOTICE prosediirlerine uygun belirlenmesi,
Determination of appropriate assessment activities to be carried out in accordance with NOTICE
procedures,

- Basvuru kapsaminda yer alan cihazlarin érnekleme yapilarak degerlendiriimesi gerekiyor ise,
orneklemenin belgelendirme gevrimi igerisinde tiim cihazlari kapsamasi,

If the devices within the scope of the application need to be evaluated by sampling, the sampling should
cover all devices within the certification cycle,

- Basvuru kapsaminda yer alan tum lokasyonlarin denetlenmesi, 6rnekleme vyapilacak ise bu
orneklemenin Urln kritik proseslerini ve var ise kritik taseronlari icermesi, saha segiminin M.PR.22
Denetim Siiresi Belirleme ve Planlama Prosediiriinde belirtilen hususlara uygun olarak yapilmasi,
Audit of all locations within the scope of the application, if sampling is to be carried out, this sampling
should include product critical processes and critical subcontractors, if any, site selection should be
made in accordance with the issues specified in the M.PR.22 Audit Duration Determination and
Planning Procedure,

- Basvuru kapsaminda yer alan Urtnler igin uygulanabildigi durumda kritik tedarikgilerin 6rneklemesinin
planlanmasi,

Planning the sampling of critical suppliers, where applicable, for the products included in the application,

- Saha denetimi i¢in gevirmen, rehber (dil ve kiltur farkhliklarindan kaynakl ihtiyaglar) ihtiyaglarinin
olup olmadigi,
whether translator and guide (language and cultural diversity needs) is needed for on-site audit

- Ek teknik uzman ihtiyacinin olup olmadigi
If additional technical experts are needed

Proje Lideri, belgelendirme programini hazirlama ile birlikte tim stregte asagida belirtilen gorevleri de yerine
getirir.

The Project Leader also performs the following tasks throughout the entire process, along with preparing the
certification program.

- Basvuru kapsaminda yer alan cihazlarin, teknik dokiimantasyonunun (sertifikanin kapsadigi tim

cihaz gaminin sertifikanin gecerlilik slresi boyunca o6rneklenmesini saglayacak sekilde), firma
lokasyonlarinin, tedarikgi/tagseronlarinin gerekli ise érnekleme planini, projede gdérevlendirilen Urln
gbzden gegiriciden destek alarak olusturmak. Bu érnekleme plani, M.PR.22 Denetim Siirelerinin
Belirlenmesi ve Planlama Prosediirii madde 5.3’te dokimante edilmis metotlara gére yapilir.
Ornekleme planini M.PR.22 Denetim Siirelerinin Belirlenmesi ve Planlama Prosediirii madde
5.4'te dokiimante edilmis metotlara gore gerektiginde gunceller.
To create the sampling plan, if necessary, of the devices, technical documentation (in such a way as
to ensure that the entire range of devices covered by the certificate is sampled during the validity
period of the certificate), company locations, suppliers/subcontractors included in the application, with
the support of the product reviewer assigned in the project. This sampling plan is made according to
the methods documented in article 5.3 of M.PR.22 Audit Duration Determination and Planning
Procedure. He/she update the sampling plan if necessary according to the methods documented in
M.PR.22 Determination of Audit Periods and Planning Procedure, item 5.4.
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- Her bir degerlendirme surecinin (AB) 2017/45 MDR ve NOTICE prosedurlerine uygun olarak
yurataldaguana takip etmek, gerekiyor ise dizenleme yapmak.
To monitor that each evaluation process is carried out in accordance with (EU) 2017/45 MDR and
NOTICE procedures, and to make adjustments if necessary.

- Saha denetimleri 6ncesinde denetim planini kontrol etmek.
Checking the audit plan before site audits.

- Degerlendirme sirasinda tespit edilen uygunsuzluklarin ¢é6ziimlenmesi slrecinde basvuru sahibi ve
degerlendirme ekibi arasinda iletisimi saglamak.
Ensuring communication between the applicant and the assessment team in the process of resolving
the nonconformities identified during the assessment.

- Uygunsuzluklarin, uygun ve tam olarak ¢éziimlendigini kontrol etmek.
Checking that nonconformities are resolved appropriately and fully.

- Son gozden gegirme ve karar alma sireci 6ncesinde basvuru dosyasinin tam ve (AB) 2017/45 MDR
ve NOTICE prosediirlerine uygun oldugunu kontrol etmek.
Checking that the application file is complete and in compliance with (EU) 2017/45 MDR and NOTICE
procedures prior to final review and decision making.

- Uygun son gbézden gecirme ve karar alma ekibini belirlemek. Toplanma organizasyonu i¢in Planlama
Sorumlusuna destek vermek.
Identify the appropriate final review and decision-making team. To support the Planning Responsible
for the assembly organization.

Proje Lideri, ilgili basvuru icin ihtiya¢ duyulan belgelendirme faaliyetlerini Belgelendirme Programinda
belirledikten sonra dokiiman ve saha degerlendirme suregleri baslatilir.

After the Project Leader determines the certification activities needed for the relevant application in the
Certification Program, the document and field evaluation processes are started.

Belgelendirme tamamlanmadan 6nce veya tamamlandiktan sonra M.TL.35.08 Kapsam Genigletme ve
Degisiklik Degerlendirme Talimati madde 4.1.1° de tanimlanan konularda musteri tarafindan bir degisiklik
bildirimi olur veya NOTICE tarafindan yapilan herhangi bir degerlendirme asamasinda bir degisiklik/beyan
edilen bilgiden farklilik tespit edilir ise PL yeni bilgiye gére s6z konusu musteri i¢in hazirlanan M.FR.35.05
Belgelendirme Programini gézden gegcirir ve gerekiyor ise gunceller. PL, gézden gegirme ve gincelleme
islemini M.TL.35.08 Kapsam Genigletme ve Degisiklik Degerlendirme Talimatina gore degisiklik
basvurusunun gézden gegirmesinin tamamlanip onaylanmasindan sonra yapar. Degisiklik basvurusunun
onaylanmasinin ardindan egder s6z konusu degerlendirme prosesi (belgelendirme, gdzetim, kapsam
genisletme, yeniden belgelendirme) heniz tamamlanmamis ise ilgili proses i¢in gdrevlendiriimis PL’ye
degisiklik bilgisi TCS tarafindan verilir. Dederlendirme tamamlanmis ise degisiklik ile faaliyetlerin yonetilmesi
icin bir PL gorevlendirmesi M.TL.35.08 Kapsam Genigletme ve Degisiklik Degerlendirme Talimatina gore
yapilir.

If there is a notice of change by the customer in the matters described in M.TL.35.08 Scope Extension
and Changing Assessment Instruction, item 4.1.1 before or after the completion of the certification, or if a
change/difference from the declared information is detected at any assessment stage made by NOTICE, PL,
shall review the M.FR.35.05 Certification Program prepared for the customer according to the new
information and update it if necessary. PL carries out the review and update after the review and approval of
the application review in accordance with TL.35.08 Scope Extension and Changing Assessment
Instruction. Following the approval of the application review, if the assessment process in question
(certification, surveillance, scope extension, re-certification) has not yet been completed, the change
information is provided by MDDR to the PL assigned for the relevant process. If the evaluation has been
completed, a PL assignment to manage the activities regarding to the change is made in accordance with the
M.TL.35.08 Scope Expansion and Change Evaluation Instruction.
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Belgelendirme programindaki degisiklik, uygulanabiliyor ise Teknik dokiimantasyon 6rneklemesi ve/veya
¢coklu saha 6rneklemesi ve/veya kritik tedarik¢i érneklemesini igerebilir. PL érnekleme planinda yapilacak
degisiklikleri, M.PR.22 Denetim Siiresi Belirleme ve Planlama Prosediirii, madde 5.4’ de belirtilen kurallara
yapar.

A change in the certification program may include, if applicable, technical documentation sampling and/or
multi-site sampling and/or critical supplier sampling. PL makes the changes to be made in the sampling plan

according to the rules specified in M.PR.22 Audit Duration Determination and Planning Procedure, item
5.4.

Proje lideri uygunluk degerlendirme faaliyetlerini ve sirasini belirledikten sonra her bir faaliyet i¢in gerekli
olacak kaynaklari M.FR.35.21 Basvuru G6ézden Geg¢irme Formunda GK tarafindan belirtilen kaynaklari
referans alarak M.TL.07.03 Uygunluk Degerlendirme Faaliyetleri igin Kaynaklarin Belirlenmesi, Kontrolii
ve Tahsisi Talimatina gdre tahsis eder.

After determining the conformity assessment activities and their sequence, the project leader allocates
the resources that will be required for each activity in accordance with the M.TL.07.03 Instruction for
Determination, Control and Allocation of Resources for Conformity Assessment Activities, by referring
to the resources specified by GC in the M.FR.35.21 Application Review Form.

Uygunluk degerlendirme faaliyetleri icin M.TB.35.02 Denetim Ekibi Gorevlendirme Tablosu’ na gore
gérev dagihmi yapilir. Degerlendirme ekibi gdérevlendirmesi, atamasi tamamlanmig personel icerisinden
gerceklestirilir. Degerlendirme ekibi igerisinde degerlendirmesi yapilacak Griinin MDA/MDN/MDS/MDT
kodlarinda atanmig personelin bulunmasi zorunludur.

For conformity assessment activities, task distribution is made according to M.TB.35.02 Audit Team
Assignment Table. Assignment of the assessment team is carried out from among the personnel whose
assignment has been completed. Personnel assigned for the related MDA/MDN/MDS/MDT codes shall be
present in the assessment team.

Proje Lideri, her bir uygunluk degerlendirme faaliyeti icin personel, dokiiman ve gercgeklestirilecek ise
cihaz test kaynaklarini M.TL.07.03 Uygunluk Degerlendirme Faaliyetleri igin Kaynaklarin Belirlenmesi,
Kontrolii ve Tahsisi Talimatina goére belirleyip tahsis eder.

The Project Leader determines and allocates personnel, documents and, if any, device test resources for
each conformity assessment activity in accordance with M.TL.07.03 Instruction for Determination, Control
and Allocation of Resources for Conformity Assessment Activities.

Personel gérevlendirmesini M.FR.08.01 Denetim Ekibi Gérevlendirme Formu ile yapar. Personellerin
gorevlendiriimeleri yapiimadan 6énce M.FR.20.07 Personel Tarafsizlik Beyani ile uygunluk degerlendirmesi
yapilacak firma ve cihazi ile igili tarafsizlik, bagimsizlik ve objektiflik yéninden bir ¢ikar iligkisinin olmadigi
dogrulanir. Proje Lideri gérev dagilimini yaptiktan sonra M.FR.08.01 Denetim Ekibi Géreviendirme Formunu
gorevlendirilen personellere imzalatir. Kendisi tarafindan onaylandiktan sonra ANS’nin onayina sunar. ANS,
personellerin dogru MDR kodunda ve dogru rol ile gérevlendirildigini M.FR.35.18 Degerlendirme Personeli
Havuzundan kontrol eder, dogru gdrevlendirmeler yapilmis ise formu imzalar ve ilgili faaliyet i¢in personellerin
gorevlendiriimesi tamamlanir.

Personnel assignments are made with the M.FR.08.01 Audit Team Assignment Form. Before the
assignment of the personnel is made, it is verified that there is no conflict of interest in terms of impartiality,
independence and objectivity regarding the company and its device to be evaluated with the M.FR.20.07
Personnel Impartiality Declaration. After the Project Leader distributes the tasks, he/she has the assigned
personnel sign the M.FR.08.01 Audit Team Assignment Form. After it is approved by himself/herself, he/she
submits it to ANR for approval. ANR checks from the M.FR.35.18 Assessment Personnel List that the
personnel are assigned with the correct MDR code and the correct role, if the correct assignments are made,
they sign the form and the assignment of the personnel for the relevant activity is completed.
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Uygunluk degerlendirme ekibinin gdrevlendirmesi tamamlandiktan sonra, ilgili uygunluk degerlendirme
faaliyeti sirasinda dergerlendirme ekibinin degisikligi gerektiginde bu degisiklik M.TL.07.03 Uygunluk
Degerlendirme Faaliyetleri igin Kaynaklarin Belirlenmesi, Kontrolii ve Tahsisi Talimatina gore yapilr.
Yeni uygunluk degerlendirme ekibinin gérevlendirmesi ilk gérevlendirmede anlatildigi sekilde yapilr.

After the assignment of the conformity assessment team is completed, when a change in the
assessment team is required during the relevant conformity assessment activity, this change is made in
accordance with the M.TL.07.03 Identification, Control and Allocation of Resources for Conformity
Assessment Activities Instruction. The assignment of the new conformity assessment team is made as
described in the first assignment.

5.1.2 Asama 1 Saha Denetimi / Stage 1 Site Audit

Uygunluk degerlendirmesi yapilacak olan firmanin IAF’a lye akredite bir kurumdan saglanmis ISO
13485 sertifikasi var ise veya daha 6nce baska bir onaylanmis kurulustan AT/AB uygunluk sertifikasi
(degerlendirme kapsaminda olmayan) saglanmis ise asama 1 denetimi yUritilmez. Aksi halde asama 1
denetimi M.PR.08 13485 Belgelendirme Prosediirii’ne gore yurutilir.

In case the company to be evaluated for conformity has 1SO 13485 certificate obtained from an
accredited institution which is member of IAF or CE/EU certificate (not in the scope of conformity) has been
issued from another notified body previously, the Stage 1 audit is not performed. Otherwise, the Stage 1 audit
is performed according to M.PR.08 13485 Certification Procedure.

NOTICE, bir 6nceki paragrafta belirtilen sart karsilanmis olsa dahi gerektigi durumlarda firmanin imalat
tesisinde, uygunluk degerlendirme faaliyetlerini baslatmadan énce saha alt yapisi ve kalite yonetim sistemi
dokimantasyonunun uygunlugu kontrol etmek icin Asama 1 saha incelemesi gerceklestirebilir. Bu karar, firma
tarafindan sunulan kalite ydnetim sistemi ve alt yapi sartlarinin uygun oldugundan emin olunamamasi veya
yeni bir teknoloji icermesi durumunda verilir.

Even if the requirement set out in the previous paragraph has been met, NOTICE may conduct a Stage
1 site audit at the firm's manufacturing facility to check the conformity of the site infrastructure and quality
management system documentation prior to initiating conformity assessment activities, if necessary. This
decision is made when it is not certain that the quality management system and infrastructure conditions
offered by the company are suitable or if it includes a new technology.

Asama 1 denetimlerinin nasil gergeklestirildigi M.TL.08.02 Asama 1 Degerlendirme Talimati’nda
aciklanmistir.
How Stage 1 audits are carried out is explained in M.TL.08.02 Stage 1 Evaluation Instructions.

5.1.3 Teknik Dokiimantasyon Degerlendirmesi /Technical Documentation Review

Teknik dokiimantasyon degerlendirmesi ilgili teknik alanda atamasi tamamlanmis en az bir Urlin
Go6zden Gegirici (MDA/MDN/MDS) tarafindan gergeklestirilir. Degerlendirme igin her bir teknik kodda en az bir
uygunluk degerlendirme personeli olmalidir. Bu degerlendirme M.PR.13 Teknik Dokiimantasyon
Degerlendirme Prosediiriine gore gerceklestirilir. Tibbi madde, tibbi madde 6zelligi tasityan bir madde iceren
Urtnlerin veya insan vicudu tarafindan absorbe edilen ya da insan vicudunda lokal olarak dadilan maddeler
iceren veya madde kombinasyonlarindan olusan cihazlarin degerlendirmesi s6z konusu oldugunda, M.PR.13
ile birlikte degerlendirme M.PR.17 ilag Kombinasyonlu Tibbi Cihaz Bagvuru ve Degerlendirme Prosediirii’
de dikkate alinarak yaratalGr.
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Technical documentation review is carried out by at least one Product Reviewer (MDA/MDN/MDS)
whose assignment is completed in relevant technical field. At least one conformity assessment personnel is
involved in assessment for each technical code. This assessment is carried out according to M.PR.13
Technical Documentation Review Procedure. When it comes to the evaluation of medicinal substances,
products incorporating a substance with medicinal substance properties or devices incorporating substances
that are absorbed by the human body or locally dispersed in the human body, or a combination of substances,
the evaluation is made together with M.PR.13 and M.PR.17 Receiving and Evaluating Applications of
Medical Devices Incorporating Medicinal Substance Procedure.

Degerlendirmeyi yapacak olan Uriin Gézden Gegirici(ler) M.FR.08.01 Denetim Ekibi Gérevlendirme
Formu ile, Akreditasyon&Notifikasyon Sorumlusu tarafindan atanir. Personellerden gérevlendiriimeden 6nce
M.FR.20.06 UDP Tarafsizlik Form’u ile gérevlendirilecekleri musteri projesine yonelik tarafsizliklari ile ilgili
degerlendirme icin beyanlari alinir.

The Product Reviewers to make assessment is assigned through M.FR.08.01 Audit Team
Assignment Form by Accreditation & Notification Responsible. Before they are assigned, statements are
taken from the personnel for the evaluation of their impartiality towards the customer project to which they will
be assigned with the M.FR.20.06 CAP Impartiality Form.

5.1.4 Klinik Degerlendirmenin Degerlendirmesi ve Satis Sonrasi Gézetim Teknik Dokiimantasyonunun
Degerlendirmesi / Clinical Evaluation Assessment and Evaluation of Post Market Surveillance
Technical Documentation

Musteri tarafindan hazirlanan klinik degerlendirme dosyasi ve satis sonrasi gbzetim teknik
dokiimantasyonunun degderlendirmesi ilgili teknik alanda atamasi tamamlanmis bir i¢ Klinisyen ve/var ise klinik
uzman tarafindan gerceklestirilir. Bu degerlendirme M.PR.16 Klinik Degerlendirmenin Degerlendirmesi
Prosediirii ve M.PR.13 Teknik Dokiimantasyon Degerlendirme Prosediiriine gbre yapllir.

Initial clinical evaluation file prepared by the client and evaluation of post market surveillance technical
documentation are carried out by a Internal Clinician whose assignment is completed in relevant technical field
and Clinical Specialist if available. This evaluation is carried out according to M.PR.16 Clinical Evaluation
Assessment and M.PR.13 Technical Documentation Review Procedure.

Klinik Degerlendirmenin Degerlendiriimesi ve Satis Sonrasi Goézetim Teknik Dokiumantasyonun
Degerlendirmesi igin ¢ Klinisyen atamasi, M.FR.35.22 Proje Lideri ve i¢ Klinisyen Gérevlendirme Formu
ile M.TL.07.03 Uygunluk Degerlendirme Faaliyetleri icin Kaynaklarin Belirlenmesi, Kontrolii ve Tahsisi
Talimatr’na goére yapilir. ilgili teknik alanda i¢ Klinisyenin uzmanhgi yok ise M.FR.35.18 TCR Degerlendirme
Personeli Havuzu dokimaninda belirlenmis ve ilgili alanda atamasi tamamlanmis Klinik Uzmanlardan bir
secim yapilr. Gérevlendirme M.FR.16.01 Klinik Degerlendirmenin Degerlendirmesi Raporu — Bélum B
ile i¢ Klinisyen tarafindan yapilir. i¢ Klinisyenin ve/var ise Klinik Uzmanin teknik yeterliligi ve tarafsiziiginin
kontrolti PL ve ANS tarafindan kontrol edilir. Uygun ise; degerlendirme ekibi tyeleri, ANS ve PL tarafindan
imzalanir. Uygun degil ise ANS ve PL’nin geri bildirimini dikkate alarak i¢ Klinisyen klinik uzmani yeniden
belirler. Yeni degerlendirme ekibi igin stire¢ ayni sekilde tekrar edilir.

The assignment of Internal Clinician for the assessment of clinical evaluation and post market
surveillance technical documentation is carried out through M.FR.35.22 Project Leader and Internal
Clinician Assigment Form and M.TL.07.03 Instruction for Determination, Control and Allocation of
Resources for Conformity Assessment Activities. If Internal Clinician has not expertise in relevant technical
field, a selection of clinical specialists whose assignment is completed and designated in M.FR.35.18 MDR
Conformity Assessment Personnel List is performed. The assignment is carried out through M.FR.16.01
Clinical Evaluation Assessment Report — Section B by Internal Clinician. The control of Internal Clinician
and, technical competence and impartiality of Clinical Speacialist if applicable is performed by PL and ANR. If
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favorable, it is assigned by the members of assessment team, ANR and PL. If unfavorable, the Internal
Clinician re-identifies the clinical specialist, taking into account the feedback of the ANR and PL. The process
is repeated in the same way for the new assessment team.

NOT: Klinik degerlendirmenin degerlendirmesi igin atanan i¢ Klinisyen, degerlendirmesi yapilacak iriin igin
ayni zamanda Klinikk Uzman ise; I¢ Klinisyen tarafindan gerceklestirien Klinik Degerlendirmenin
Degerlendirmesi atamasi tamamlanmis baska bir i¢ Klinisyen tarafindan kontrol edilir.

NOTE: If Internal Clinician assigned for the assessment of clinical evaluation is Clinical Specialist for the
product to be evaluated at the same time, the assessment of clinical evaluation carried out by Internal Clinician
is controlled by an other Internal Clinician whose assignment is completed.

Klinik degerlendirmenin degerlendirmesi ve Satis Sonrasi Goézetim Teknik Dokiumantasyonun
degerlendirmesi mimkin ise Teknik Dokiimantasyon degerlendirmesinden 6nce tamamlanmig olmalidir. Degil
ise saha denetiminden énce tamamlanmis olmasi PL tarafindan saglanmaldir.

The assessment of clinical evaluation and assessment of post market surveillance technical
documentation shall have been completed before technical documentation assessment if it is possible. If it is
not, their completeness shall be provided by PL before on-site audit.

PSUR (Periyodik Guvenlik Guincelleme Raporu) degerlendirmesi Satis Sonrasi Gozetim (PMS) Teknik
Dokiumantasyonu degerlendirmesi ile birlikte, s6zlesmede belirlenen degderlendirme suresi kadar PMS Teknik
Dokiimantasyon Degerlendirme siiresine eklenerek M.TL.13.02 PSUR Degerlendirme Talimatina gére I¢
Klinisyen tarafindan gerceklestirilir.

PSUR (Periodic Safety Update Report) evaluation is carried out together with the Post Market
Surveillance (PMS) Technical Documentation Evaluation by the Internal Clinician in accordance with
M.TL.13.02 PSUR Evaluation Instruction, by adding to the PMS Technical Documentation Evaluation
duration as much as the assessment duration determined in the agreement.

SSCP (Klinik Performans ve Glvenlik Ozeti) dogrulamasi Klinik Degerlendirmenin Degerlendirmesi ile
birlikte, s6zlesmede belirlenen degerlendirme suresi kadar klinik degerlendirmenin degerlendirmesi siiresine
eklenerek M.TL.16.03 SSCP Dogrulama Talimatina gore Klinik Uzman tarafindan gergeklestirilir.

SSCP (Summary of Safety and Clinical Performance) validation is performed together with the Clinical
Evaluation Assessment by the Clinical Specialist in accordance with the M.TL.16.03 SSCP Validation
Instructions, by adding to the assessment duration of the clinical evaluation as much as the assessment
duration determined in the contract.

Teknik dokimantasyon degerlendirmesi, PMS teknik dokimantasyon degerlendirmesi, PSUR
degerlendirmesi, klinik degerlendirmenin degerlendirmesi, SSCP validasyonu sonucunda tespit edilen bulgular
M.FR.08.10 Uygunsuzluk ve Takip Raporu’na kaydedilir. Her bir degerlendirme igin ayri bir uygunsuzluk
raporu degerlendiriciler tarafindan hazirlanir. Uygunsuzluk raporu, her bir degerlendirici tarafindan M-files’a
yuklenir ya da PL’ye e-posta ile iletilir. CS raporunu IC’ye iletir. Rapor, musteri tarafindan imzalanmasi ve
uygunsuzluklarin kapatiimasi igin degerlendiriciler tarafindan her bir uygunsuzluga 6zel olarak belirlenen max.
sirelerin gorusulmesi igin saha degerlendirme ekibine PL tarafindan iletilir ya da saha degderlendirme ekibine
bu dokiimanlara nasil ulasilacagi hakkinda PL bilgi verir.

Findings determined as a result of technical documentation assessment, PMS technical
documentation assessment, PSUR evaluation, clinical evaluation assessment, and SSCP validation are
recorded in the M.FR.08.10 Nonconformity and Follow-up Report. A separate nonconformity report is
prepared by the assessors for each assessment. The nonconformity report is uploaded to M-files by each
assesor or emailed to the PL. CS transmits his/her report to IC. The report is forwarded to the site assessment
team by the PL for the client to sign and for the closing of the nonconformities, to discuss the maximum times
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determined by the assessors for each nonconformity, or the PL informs the site assessment team about how
to access these documents.

5.1.5 Saha Denetimi / Site Audit

Uriin Gézden Gegirici/ic Klinisyen/Klinik Uzman tarafindan degerlendirmesi yapilan iriiniin teknik
dokUimantasyon, satis sonrasi godzetim teknik dokimantasyonu ve klinik degerlendirme dosyasinin
degerlendirme sonuglari M.FR.35.01 Teknik Dokiimantasyon Degerlendirme Formu ve ilgili ekleri,
M.FR.16.01 Klinik Degerlendirmenin Degerlendirmesi Raporu, M.FR.35.02 PMS Teknik Dokiimantasyon
inceleme Raporu, M.FR.35.23 PSUR Degerlendirme Raporu, M.FR.16.02 SSCP Dogrulama Raporu ile
uygunsuzluklari ise M.FR.08.10 Uygunsuzluk ve Takip Formu ile saha denetimi 6ncesinde, denetimi
gerceklestirecek denetim ekibine bildirilir. Saha denetiminde dikkat edilmesi gereken hususlar denetim ekibine,
M.FR.35.05 2017/745 MDR Belgelendirme Programi dokiimani igerisinde “Teknik Dokimantasyon”, “Klinik
Degerlendirmenin Degerlendirmesi’, “PSUR Degerlendirmesi”, “SSCP DogrulamasI” boélimlerinin “Var ise
sonraki denetim icin notlar” maddesine yazilarak bildirilir. Belgelendirme programi PL tarafindan Saha Bas
Denetgisine iletilir. Saha degerlendirme ekibi kendisine iletilen notlara gore; saha denetimi sirasinda bu
hususlara gerekli 6nemi vererek denetimi gercekletirir. Bu notlar, PR’nin, IC’nin, CS’nin ofis degerlendirmeleri
sirasinda anlasilamayan(¢oziilememis) hususlari igeriyor ise; saha degerlendirme ekibi bu hususlari misteri
ile gorusur ve edindigi bilgiyi M.FR.08.06 Denetim Raporu “Notlar” kismina kaydeder. Rapor, m-filesada firma
dosyasina eklenir ve PL bilgilendirilir. PL ilgili PR/IC/CS’yi bilgilendirir ve rapora ulagmalarini saglar.

The audit team is informed of the assessment result of technical documentation, post market surveillance
technical documentation and clinical evaluation file of the product assessed, by Product Reviewer/Internal
Clinician/Clinical Specialist through M.FR.35.01 Technical Documentation Assessment Form and its
relevant annexes, M.FR.16.01 Clinical Evaluation Assessment Report, M.FR.35.02 PMS Technical
Documentation Review Report, M.FR.35.23 PSUR Evaluation Report, M.FR.16.02 SSCP Validation
Report and non-conformities are notified to the audit team through M.FR.08.10 Non-Conformities and
Follow-Up Form prior to on-site audit. The audit team is informed of the rules to be observed on-site audit by
filling “Technical Documentation Assessment”, “Clinical Evaluation Assessment”, “PSUR Evaluation”, “SSCP
Validation” sections of M.FR.35.05 2017/745 MDR Certification Programme document. The certification
program is forwarded to the Site Lead Auditor by the PL. According to the notes conveyed to the site
assessment team; during the site audit, they give the necessary importance to these issues and perform the
audit. If these notes include issues that could not be understood (unsolved) during the office assessments of
PR, IC, CS; The site assessment team discusses these issues with the customer and records the information
in the "Notes" section of the M.FR.08.06 Audit Report. The report is added to the company file in M-files and
PL is informed. The PL informs the relevant PR/IC/CS and gives them access to the report.

Uriin Gézden Gegirici/Klinik Uzman talep ederse saha denetimine de katilabilir. Katilmalari durumunda
Uriin Gézden Gegirici; M.FR.35.01 Teknik Dokiimantasyon Degerlendirme Formu ve ilgili eklerini ve Klinik
Uzman; M.FR.16.01 Klinik Degerlendirmenin Degerlendirmesi Raporu, M.FR.16.02 SSCP Dogrulama
Raporu’na ofis dederlendirmesinde ¢6zilememis boélimler ile ilgili degerlendirmelerini kaydeder.
Product Reviewer/Clinical Specialist can attend on-site audit in his/her request. The Product Reviewer/Clinical
Specialist may also participate in the site audit if requested. In case of participation, Product Reviewer; records
his/her assessments of unresolved segments in the office assessment to the M.FR.35.01 Technical
Documentation Assessment Form and its annexes, and Clinical Specialist to the M.FR.16.01 Clinical
Evaluation Assessment Report, M.FR.16.02 SSCP Validation Report.

Saha denetimlerinin nasil gergeklestirildigi M.TL.35.03 Saha Degerlendirme Talimatinda acgiklanmistir.
How Stage 2 audits are carried out is explained in M.TL.35.03 Site Evaluation Instructions.
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Saha degerlendiriimesi sirasinda dederlendirmesi yapilan cihazin uygunlugunun kontroli kapsaminda yeni bir
test ihtiyacinin belirlenmesi veya Uretici tarafindan gerceklestirilen testlerin NOTICE tarafindan tekrar edilmesi
gerektigi durumlarda (yerinde yapilan denetimde Uriin glivenligi siphesi veya sunulan test raporlarindaki
tutarsizliklardan kaynakh) NOTICE, M.TL.35.01 Numune Alma Talimati’na uygun sekilde test islemlerini
gergeklestirir.

In cases where the need for a new test is determined within the scope of the conformity control of the assessed
device during the site assessment or the tests performed by the manufacturer need to be repeated by NOTICE
(due to suspicion of product safety in the on-site audit or inconsistencies in the test reports submitted), NOTICE
carries out the testing procedures in accordance with M.TL.35.01 Sampling Instructions.

Bu test faaliyetinin NOTICE'nin test tageronlari aracilidi ile yapilabilecegi bilgisi www.notice.com.tr adresinde
kamuya acgik olarak beyan edilmistir. S6zlesme 6ncesinde, M.FR.07.01 Basvuru Formu ile belgelendirme
sirecinin baslangicindan itibaren test taseron kuruluslarindan firmanin haberdar olmasi saglanir ve
M.FR.23.02 Belgelendirme Kurallari ve Genel Sartlar Metni ile s6zlesme siirecinde resmi olarak kayit altina
alinarak bildirilir. Saha denetimi sirasinda firmaya, gerektiginde test faaliyetinin taseron araciig ile
yapilabilecegine dair bilginin, M.FR.23.02 Sertifika Kurallari ve Genel Sartlar Metni ve S6zlesme ile resmi
olarak verildigi tekrar hatirlatilir.

Test gerekmesi durumunda ise M.FR.35.12 Numune Alma Formu ile testi gergeklestirilecek taseron kurulus
bilgisi firmaya verilir.

The information that this test activity can be done through the test subcontractors of NOTICE has been publicly
declared at www.notice.com.tr. With the M.FR.07.01 Application Form, the company is informed about the
testing subcontractors from the beginning of the certification process, and it is officially recorded and notified
in the contract process with the M.FR.23.02 Certification Rules and General Conditions. During the site
audit, the company is reminded again that the information that the test activity can be carried out through a
subcontractor when necessary, is officially given with the M.FR.23.02 Certification Rules and General
Conditions. If the test is required, the information of the subcontractor to be tested is given to the company
with M.FR.35.12 Sample Receipt Form.

Denetim Kapsaminda Sinif Is, Im, Ir, MDR EK XVI iirtinleri, Sistem ve i§lem Paketleri icin Degerledirme
/ Assessment for class Is, Im, Ir, MDR Annex XVI products, Systems and Procedure Packs

SinifIs / Class Is
Sinif Is cihazlarin degerlendirmesinde asagidaki konular Uzerinde durulur.
The assessment of Class Is devices focuses on the following.
- Alt Yapi / Infrastructure
- Galisma Ortami / Working Environment
- Sterilizasyon Riskleri / Sterilization Risks
- Temizlik, sterilizasyon, paketleme, etiketleme prosesleri / Cleaning, sterilization, packaging, labelling
processes
- Temizlik, sterilizasyon, paketleme proses validasyonu / Cleaning, sterilization, packaging process
validation
- Sterilizasyon ve paketleme kontroll / Control of sterilization and packing
- Belirleme ve izleme / Identify and tracing
- Uriintin korunmasi / Product protection
- Izleme ve élgiim cihazlarinin kalibrasyonu / Calibration of monitoring and measuring devices
- Uygun olmayan Grtndn kontrolu / Control of non-conforming product
- Satig sonrasi gozetim faaliyetleri / Post Market Surveillance activities
- Yetkili Temsilcisi / Authorized Representative
- Mevzuattan sorumlu kisi / Person responsible for regulatory compliance
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Etiket, uygulaniyor ise kullanim kilavuzu / Label, user manual if applicable
uDlI
Finansal teminatlar / Financial guarantees

Sinif Im / Class Im
Sinif Im cihazlarin degerlendirmesinde asagidaki konular tzerinde durulur.
The assessment of Class Is devices focuses on the following.

Alt Yapi / Infrastructure

Calisma Ortami / Working Environment

Olgiim fonksiyonu Riskleri / Risks of the measurement function

Metrolojik 6lciim proseslerinin dogrulamasi / Verification of metrological measurement processes
Belirleme ve izleme / Identify and tracing

Uriiniin korunmasi / Product protection

izleme ve 6lgiim cihazlarinin kalibrasyonu / Calibration of monitoring and measuring devices
Uygun olmayan ariiniin kontroli / Control of non-conforming product

Satis sonrasi gozetim faaliyetleri / Post Market Surveillance activities

Yetkili Temsilcisi / Authorized Representative

Mevzuattan sorumlu kisi / Person responsible for regulatory compliance

Etiket, uygulaniyor ise kullanim kilavuzu / Label, user manual if applicable

uDI

Finansal teminatlar / Financial guarantees

SinifIr / Class Ir
Sinif Is cihazlarin degerlendirmesinde asagidaki konular tGzerinde durulur.
The assessment of Class Is devices focuses on the following.

MDR EK

Alt Yapi / Infrastructure

Calisma Ortami / Working Environment

Temizleme, Dezenfeksiyon, Sterilizasyon, Bakim, Fonksiyonellik Riskleri / Cleaning, Disinfection,
Sterilization, Maintenance, Functionality Risks

Temizleme, Dezenfeksiyon, Sterilizasyon validasyonlari / Cleaning, Disinfection, sterilization,
validation

Bakim faaliyetleri, fonksiyonellik kontrolleri / Maintenance activities, functionality checks

Belirleme ve izleme / Identify and tracing

izleme ve 6lglim cihazlarinin kalibrasyonu / Calibration of monitoring and measuring devices
Uygun olmayan urlnin kontrolli / Control of non-conforming product

Satis sonrasi gozetim faaliyetleri / Post Market Surveillance activities

Yetkili Temsilcisi / Authorized Representative

Mevzuattan sorumlu kisi / Person responsible for regulatory compliance

Etiket, kullanim kilavuzu / Label, user manual

uDI

Finansal teminatlar / Financial guarantees

XVI Uriinleri / MDR Annex XVI Products

Bu cihazlarin dederlendirmesi eder degerlendirilen cihaz icin OS yayinlanmis ise; OS gereklilikleri temelinde
degerlendirilir. OS yayinlanmamis ise cihazin degerlendirmesi, MDR EK IX, EK Il ve EK Ill sartlarina uygun
sekilde yapilir.

The assessment of these devices if the CS for the assessed device has been published; It is assessed on the
basis of IC requirements. If the CS has not been published, the assessment of the device is carried out in
accordance with the requirements of MDR ANNEX IX, ANNEX Il and Annex .
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Sistem ve iglem Paketleri / System and Procedure Packs
Sistem ve iglem paketleri degerlendirmesinde asagidaki konular izerinde durulur.
The assessment of system and procedure packs devices focuses on the following.

- Alt Yapi / Infrastructure

- Calisma Ortami / Working Environment

- Uygulaniyor ise sterilizasyon riskleri / Sterilization risks if applicable

- Paketleme, etiketleme prosesleri / Packaging, labelling processes

- Uygulaniyor ise temizlik ve sterilizasyon prosesleri / Cleanning and sterilization proses, if applicable

- Uygulaniyor ise temizlik, sterilizasyon, paketleme proses validasyonu / Cleaning, sterilization,
packaging process validation

- Uygulaniyor ise sterilizasyon ve paketleme kontroll / Control of sterilization and packing if applicable

- Cihazlarin ya da diger urinlerin karsilikli uyumlulugunun dogrulamasi ve dogrulama faaliyetleri igin
talimatlar / Verification of the intercompatibility of devices or other products and instructions for
verification activities

- Sistemi veya islem paketini ambalajladigini ve bir araya getirilen cihazlarin ya da dider Grinlerin
imalatgilari tarafindan temin edilenler de dahil olmak Gizere kullaniciya saglanan bilgiler / Information
provided to the user, including that the system or process package is packaged and provided by
manufacturers of the assembled devices or other products

- Belirleme ve izleme / Identify and tracing

- Urlinin korunmasi / Product protection

- Izleme ve dlgim cihazlarinin kalibrasyonu / Calibration of monitoring and measuring devices

- Uygun olmayan Urtntn kontroll / Control of non-conforming product

- Satig sonrasi gozetim faaliyetleri / Post Market Surveillance activities

- Yetkili Temsilcisi / Authorized Representative

- Mevzuattan sorumlu kisi / Person responsible for regulatory compliance

- UDI

- Finansal teminatlar / Financial guarantees

5.1.6 Dig Kaynakh Siireglerin ve Kritik Tedarik¢ilerin Denetlenmesi / Auditing Outsourced Processes
and Critical Suppliers;

Degerlendirmeyi yapacak olan saha denetgileri, PL tarafindan, basvuru gézden gecirmesi sirasinda ANS
tarafindan belirlenen listeden M.TL.07.03 Uygunluk Degerlendirme Faaliyetleri icin Kaynaklarin
Belirlenmesi, Kontrolii ve Tahsisi Talimati’na gére secilir. M.FR.08.01 Denetim Ekibi Goérevlendirme
Formu ile PL tarafindan gérevlendirilir. Akreditasyon&Notifikasyon Sorumlusu tarafindan ayni form
kullanilarak kontrol edilir ve atanir. Personellerden gérevilendiriimeden dnce M.FR.20.06 Personel Tarafsizlik
Formu ile gorevlendirilecekleri musteri projesine yonelik tarafsizliklari ile ilgili degerlendirme igin beyanlari
alinir.

The site auditors who will make the assessment are selected by the PL from the list determined by ANR
during the application review according to the M.TL.07.03 Instruction for Determination, Control and
Allocation of Resources for Conformity Assessment Activities. Assigned by the PL with the M.FR.08.01
Audit Team Assignment Form. They are checked and assigned by the Accreditation & Notification
Responsible using the same form. Before they are assigned, declarations are taken from the personnel for the
evaluation of their impartiality towards the customer project to which they will be assigned with the M.FR.20.06
Personnel Impartiality Form.
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Bagvuru gbézden gecgirme, belgelendirme programinin olusturulmasi sirasinda ve/veya teknik
dokimantasyon ve/veya saha denetimi sirasinda belirlenmis olan dis kaynakli sureg ve tedarikgilerin denetimi
M.PR.14 Kritik Tedarik¢i Denetimi Prosediirii’ne gore gerceklestirilir.

The audit of the outsourced processes and suppliers determined during the application review, creation
of the certification program and/or technical documentation and/or site audit is carried out according to the
M.PR.14 Critical Supplier Audit Procedure.

Degerlendirme Raporlarinin Teslimi / Submission of Assessment Reports;

Saha denetiminin tamamlanmasinin ardindan; teknik dokimantasyon degerlendirmesi, PMS teknik
dokimanatasyon degerlendirmesi, klinik degerlendirmenin degerlendirmesi, SSCP validasyonu, PSUR
degerlendirmesi raporlari, ofis degerlendirmesi sirasinda anlasiimayan hususlar nedeni ile tamamlanamamis
ise; saha denetimi sirasinda edinilen bilgi ile degerlendirme raporlari ilgili uygunluk degerlendirme personelleri
tarafindan tamamlanir. Ofis degerlendirmesinde ve saha degerlendirmesinden edilen bilgiye goére tespit
edilmis uygunsuzluklar M.FR.08.10 Uygunsuzluk ve Takip Raporu ile raporlanir. Bu raporlar imzalanmasi
ve her bir uygunsuzlugun kapatilmasina ydnelik verilen max. sireler zerinde imalatgi ile anlagsma saglanmak
Uzere PL'ye M-files’a ylklenerek ya da e-posta ile iletilir. Klinik uzman uygunsuzluk raporunu ve degerlendirme
raporunu ilk olarak IC’ye iletir. IC, CS'nin raporlarini ve kendisi tarafindan hazirlanmis degerlendirme
raporlarini, var ise uygunsuzluk raporlari ile birlikte M-files’a ilgili firmanin dosyasina yUkler. PL'yi bilgilendirir.
PL, uygunsuzluklarin kapatilma suresi igin imalatgi ile anlasma sagladiktan sonra uygunsuzluk raporlarinin
imzalanmasini saglar ve imzal raporlari M-files’ta misteri dosyasina ekler.

After the completion of the site audit; technical documentation assessment, PMS technical documentation
assessment, clinical evaluation assessment, SSCP validation, PSUR evaluation reports, could not be
completed due to issues not understood during office assessment; the information obtained during the site
audit and the assessment reports are completed by the relevant conformity assessment personnel.
Nonconformities determined according to the information obtained from the office assessment and site
assessment are reported with the M.FR.08.10 Nonconformity and Follow-up Report. These reports are
uploaded to M-files or e-mailed to PL in order to agree with the manufacturer on the max. deadlines for signing
and closing each nonconformity. The clinical specialist first forwards the nonconformity report and the
assessment report to the IC. IC uploads the reports of CS and the assessment reports prepared by him/her,
together with the nonconformity reports, if any, to the M-files of the relevant company. He/she informs PL. After
PL has agreed with the manufacturer for the closing time of the nonconformities, he/she ensures that the
nonconformity reports are signed and adds the signed reports to the customer file in M-files.

Tim degerlendirme raporlari, teknik dokimantasyon degerlendirme veya klinik degerlendirmenin
degerlendirmesi ve satis sonrasi gobzetim teknik dokimantasyonunun degerlendiriimesi (var ise
¢bzimlenmemis durumlarin ¢6zimlenmesi de dahil degerlendirmeler) raporlarinin tam anlamiyla
tamamlanmasindan sonra saha denetim raporlari ile birlikte 7 is guinu icerisinde musteriye teslim edilir.

All assessment reports are delivered to the customer within 7 business days, together with the site audit
reports, after the technical documentation assessment or clinical evaluation assessment and post-market
surveillance technical documentation assessment (assessments including the resolution of unresolved
situations, if any) reports are fully completed.

Uygunsuzluklarin Takibi / Follow-up of Nonconformities;
1. Musteri 15is gunu icerisinde tespit edilen uygunsuzluklar ile ilgili k6k neden analizi ve yapilacak dizeltme

ve duzeltici faaliyetler ile ilgili bilgiyi M.FR.08.10 Uygunsuzluk ve Takip Raporu dokumanini kullanarak
NOTICE’e génderir.
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The customer defines the root cause for the detected nonconformities and the related corrections and
corrective actions to be taken in M.FR.08.10 Nonconformity and Follow-up Report and submits itto NOTICE
within 15 business days.

2. Musteri tarafindan iletilen M.FR.08.10 Uygunsuzluk Takip Raporu, M-Files proje dokiimanlari igerisinde
musteri iletisim klasoriinde saklanir.

M.FR.08.10 Non-conformity and Follow-up Report sent by the customer is recorded in the M-Files
project documents under customer communication documents.

3. 15is gunu icerisinde musteri tarafindan génderilmez ise PL miusteri ile iletisime geger ve gonderiimesini
saglar.

Unless the related document is received from customer in 15 business days, PL contacts the customer
and has them send the form.

4. Gelen dokiiman lzerinde Saha Bas Denetgisi, saha sirasinda tespit edilen uygunsuzluklar igin yapilacak
¢alismalarin etkinligini kontrol eder.

Site lead auditor controls the effectiveness of the work to be performed for non-conformities detected
during on-site audit.

5. Teknik dokiimantasyon uygunsuzluklari igin yapilacak galismalarin etkinligi, degerlendirmeyi yapan Uriin
Go6zden Gegirici tarafindan kontrol edilir.

The effectiveness of the work to be performed for non-conformities of technical documentation is
controlled by Product Reviewer who carries out assessment.

6. Klinik degerlendirme, SSCP Dogrulamasi, PSUR Degerlendirmesi ve satis sonrasi gozetim teknik
dokiimantasyon uygunsuzluklari igin yapilacak ¢alismalarin etkinligi, degerlendirmeyi yapan i¢ Klinisyen ve/var
ise Klinik Uzman tarafindan kontrol edilir.

The effectiveness of the work to be performed for non-conformities of clinical evaluation, SSCP validation,
PSUR evaluation and post market surveillance technical documentation is controlled by Internal Clinician who
carries out assessment and if available Clinical Specialist.

7. Kontrol sonucunda; planlanan faaliyetlerin etkinligi onaylanabilir veya gerekiyorsa ek faaliyet yapilmasi
yoénlnde karar verilebilir. Kontrol sonucu M.FR.08.14 Diizeltici Faaliyet Eylem Plani ve Diizeltici Faaliyet
inceleme Formu kullanilarak kayit altina alinir ve miisteri, PL tarafindan bilgilendirilir.

As a result of the control; the effectiveness of the activities planned can be confirmed, or if necessary, it

can be decided to carry out additional activities. Result of the control is recorded by using M.FR.08.14
Corrective Action Plan and Corrective Action Review Form and the client is informed by PL.

8. Bilgilendirme, musteriye e-posta ile ayni form kullanilarak yapilr.
The customer is informed using the same form sent by e-mail.

9. PL’nin yaptidi madde 3’'de belirtilen uyariya ragmen musteri tarafindan yine goénderilmez ise sire¢
sonlandirilir. Masterinin kararina bagli olarak sire¢ 6n basvuru asamasindan itibaren yeniden basglatilir
(M.PR.07 Belgelendirme On Bagvurularinin Alinmasi ve Degerlendirilmesi Prosediirii). On bagvurunun
yenilenmemesi durumunda AB 2017/745 Tibbi Cihaz Yoénetmeligi Uriin Uygunlugu Degerlendirme
Belgelendirmesi kapsaminda olan bagvurularin sonlandirildiyi M.PR.12 Yetkili Otorite, Komisyon ve Diger
NB’ler ile iletisim Prosediirii’ ne gore ilgili kurumlara bildirir.

The process is terminated if the client does not provide the information despite the warning from the lead
auditor stated in clause 3. Depending on the client's decision, the process will be restarted from the pre-
application stage (M.PR.07 Receiving & Evaluating Certification Pre-Applications Procedure). If the pre-
application is not renewed, the applicants under the EU 2017/745 Medical Device Regulation Product
Conformity Assessment Certification are terminated. Relevant entities are notified according to M.PR.12
Communication with Competent Authority, Commission, and other NB's Procedure.
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10. Musteri ile anlasma saglanmis surenin sonuna kadar, etkinligi onaylanan, planlanmis dizeltici ve
dizeltme faaliyetlerinin kanitlarini misterinin géndermesi beklenir. Uygunsuzluklarin kapatiimasi, musteri ile
birlikte belirlenen sireyi gegmis fakat musteri bu durumu hakh gerekgelerini icerecek sekilde yazili olarak
beyan etmis ise Saha Bas Denetgisi, PL ile musterinin beyan ettigi hakh gerekgeleri degerlendirir.
Degerlendirme sonucunda belgelendirme slrecinin devam ettiriimesi veya denetimin tekrarlanmasi karari
verilir.

By the end of the agreed period with the client, the client is expected to send evidence of planned
corrective and preventive actions, the effectiveness of which has been confirmed. If the closing of the non-
conformities has passed the period determined together with the customer, but the customer has declared this
situation in writing, including its justified reasons, the Site Lead Auditor evaluates the justifications declared by
the customer with the PL. As a result of the assessment, it is decided to continue the certification process or
to repeat the audit.

11. Denetimin tekrar edilmesi karar verilir fakat firma denetimi kabul etmez ise musterinin basvurusu diser.
Musterinin kararina bagli olarak slreg, 6n basvuru asamasindan itibaren yeniden baglatilir (M.PR.07
Belgelendirme On Basvurularinin Alinmasi ve Degerlendirilmesi Prosediirii). Basvurunun
yenilenmemesi durumunda AB 2017/745 Tibbi Cihaz Yoénetmeligi Uriin Uygunlugu Degerlendirme
Belgelendirmesi kapsaminda olan bagvurularin sonlandirildiyi M.PR.12 Yetkili Otorite, Komisyon ve Diger
NB’ler ile iletisim Prosediirii’ ne gére ilgili kurumlara bildirilir.

In case decision that audit shall be repeated has been taken and the customer does not accept the audit,
the application will be cancelled. Depending on the customer’s decision, the process starts from application
stage (M.PR.07 Receiving & Evaluating Certification Applications Procedure). If the application is not
renewed, termination of applications of product under EU 2017/745 Medical Device Regulation is notified to
the relevant authorities according to the M.PR.12 Communication with Competent Authority, Commission,
and other NB’s Procedure.

12. Bu prosedirde tanimlanan degerlendirmeler sirasinda tespit edilen uygunsuzluklara yonelik musteri
tarafindan gergeklestirilen dizeltici ve duzeltme faaliyetlerin kanitlari ve guncel teknik dokiimantasyon, PMS
Teknik dokiimanrasyon, Klinik Degerlendirme, SSCP dokimani, kalite ydnetim sistemi dokimantasyonu,
musteri ile birlikte belirlenen siire igerisinde uygun givenlik dnlemleri alinarak e-posta ile NOTICE’e gonderilir.
Musteri tarafindan goénderilen dokimantasyon PL tarafindan M-filesda ilgili proje altinda agilan proje
dokiimanlari altindaki musteri dokiimanlari klasériine PDF olarak yuklenir. Yikleme sirasinda ilk yuklenen
teknik dokiimantasyon ile glncel teknik dokimantasyon ayrimi dosya isimlendirmesi ile yapilir. Yikleme
sonrasi uygunsuzluk dogrulamalari uygunsuzlugu tespit eden Saha Bas Denetgisi/Uriin Gézden Gegiricisi/ig
Klinisyen/Klinik Uzman tarafindan yapillir.

Evidence of corrective and preventive actions taken by the customer and up-to-date technical
documentation, PMS Technical documentation, Clinical Evaluation, SSCP document, quality management
system documentation for the nonconformities identified during the assessments defined in this procedure,
taking appropriate security measures within the time specified with the customer, sent by e-mail to NOTICE.
The documentation sent by the customer is uploaded by PL as PDF to the customer documents folder under
the project documents opened under the relevant project in M-files. During the installation, the distinction
between the first uploaded technical documentation and the current technical documentation is made by file
naming. Post-installation nonconformity verifications are made by the Site Lead Auditor/Product
Reviewer/Internal Clinician/Clinical Specialist who detects the nonconformity.

13. Uygunsuzluk kapatmalarinin kontrolli sonucunda; gerceklestirilen faaliyetlerin etkinligi onaylanabilir veya
gerekiyorsa ek faaliyet yapilmasi yoninde karar verilebilir. Kontrol sonucu M.FR.08.14 Diizeltici Faaliyet
Eylem Plani ve Diizeltici Faaliyet inceleme Formu kullanilarak kayit altina alinir ve miisteri, PL tarafindan
bilgilendirilir. Ek faaliyet talep edilmigse, ek faaliyetler ve gince teknik dokimantasyon, PMS teknik
dokimnatasyonu, kalite ydnetim sistemi dokiimantasyonu, klinik degerlendirme dosyasi, SSCP dokimani
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madde 12 de anlatildidi gibi teslim alinir ve stire¢ ayni sekilde uygunsuzluklar tam olarak kapatilana kadar
devam eder. ilk Belgelendirme ve Yeniden Belgelendirme faaliyetleri igin bu siire 365 glinii gegemez. Gézetim
ve diger degerlendirme faaliyetleri icin 200 giinii gegemez.

As a result of the control of non-conformity closures; the effectiveness of the activities carried out can be

approved or, if necessary, a decision can be made to carry out additional activities. The control result is
recorded using the M.FR.08.14 Corrective Action Plan and Corrective Action Review Form and the
customer is informed by the PL. If additional activities are requested, additional activities and daily technical
documentation, PMS technical documentation, quality management system documentation, clinical evaluation
file, SSCP document are received as described in article 12, and the process continues until the
nonconformities are fully closed. This period cannot exceed 365 days for Initial Certification and Recertification
activities. It cannot exceed 200 days for surveillance and other assessment activities.
14. Uygunsuzluklarin tam olarak kapatiimasinin ardindan; 7 is gunu igerisinde glincel dokiimantasyona gore
son klinik degerlendirmenin degerlendirmesi ve SSCP validasyonu raporlari klinik uzman tarafindan yazilir.
Son degerlendirme raporlarinin uygunlugunun kontroli IC tarafindan yapilir, M.FR.16.01.Ek1 CEAR Go6zden
Gegirme Raporu ve M.FR.16.02.EK1 SSCP Gozden Gegirme Raporu ile gézden gegirmenin sonuglarini
kayit altina alinir. Bu degerlendirme M.PR.16 Klinik Degerlendirmenin Degerlendirmesi Prosediiriine goére
yapilir.

After the nonconformities are fully closed; assessment of the final clinical evaluation and SSCP validation
reports are written by the clinical specialist within 7 business days according to the updated documentation.
The conformity of the final assessment reports is checked by the IC, and the results of the review are recorded
with the M.FR.16.01.Annex1 CEAR Review Report and the M.FR.16.02.Annex1 SSCP Review Report. This
assessment is made according to the M.PR.16 Clinical Evaluation Assessment Procedure.

Bu asamadan sonra uygulanabiliyor ise danisma prosesleri yuratalir. Uygulanmiyor ise belgelendirme karar
sureci agsamasina gegilir.

After this stage, consultation processes are carried out if applicable. If it is not implemented, the certification
decision process phase is started.

5.1.7 Danigma Prosediirleri / Consuntation Prosedures

Cihaz sinifina gére danisma prosediirlerinin uygulanmasi gerektiginde sirec M.PR.17 llag
Kombinasyonlu Tibbi Cihaz Bagvuru ve Degerlendirme Prosediiri ve/veya M.TL.16.02 Klinik
Degerlendirme Danigsma Talimati dokiimanlarina gére yUrutalar.

In case of application of consultation procedures, according to device class the process is proceeded
according to M.PR.17 Receiving and Evaluating Applications of Medical Devices Incorporating
Medicinal Substance and/or M.TL.16.02 Instruction for Clinical Evaluation Consultancy.

5.2 Denetimde Denetim Ekibi Tarafindan Uygulanmasi Gereken Kurallar / Rules to be observed by the
audit team in Audits;

Denetimde denetim ekibi tarafindan uygulanmasi gereken kurallar, M.TL.35.04 Denetimde Denetim Ekibi
Tarafindan Uygulanmasi Gereken Kurallar Talimati’'nda agiklanmistir.

The rules to be observed by the audit team during audit is explained in M.TL.35.04 Rules to be Observed
by the Audit Team in Audits.
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5.3 Belgelendirme Karari / Certification Decision

Uygunsuzluklarin uygunluk degerlendirme personelleri tarafindan dogrulanmasi ve/veya degerlendirme
sonrasinda direkt belgelendirme tavsiyesinin verilmesi durumunda degerlendirme dosyasi Proje Lideri
tarafindan gézden gegirilir. Goézden gecirme M.FR.35.24 Proje Kontrol Formu ile kaydedilir. Gbézden
gecirmenin sonucunda belgelendirme slrecinin Notice dokimanlarina ve ilgili dizenleyici dokimanlara
uygunlugunun onay: verilir ise dosya, belgelendirme karari igin ilk olarak final gézden gegirici, son gézden
gecirme sirecinin tamamlanmasinin ardindan karar alicinin onayina sunulur. Proje Lideri tarafindan yapilan
kontrol sonucu uygun degil ise degerlendirme ekibi tarafindan gerekli diizeltici faaliyetlerin gergeklestiriimesi
icin dosya degerlendirme ekibine geri gonderilir.

In case the non-conformities are verified and/or the certification has been recommended by the conformity
assessment personnel after the assessment, the assessment file is reviewed by the Project Leader. The review
is recorded with the M.FR.35.24 Project Control Form. As a result of the review, if the compliance of the
certification process with the Notice documents and related regulatory documents is approved, the file is first
submitted to the final reviewer for the certification decision, and to the decision maker after the final review
process is completed. If the control of the Project Leader does not result in favorable, the file is resent to the
conformity assessment team to carry out the corrective actions required.

Dosyanin uygun sekilde hazirlanmasi tamamlandiktan sonra belgelendirme karari igin Proje Lideri, Planlama
bélimind bilgilendirir. Planlama Bolimd, belgelendirme komitesi toplantisinin planlamasini M-files Gzerinde
“Belgelendirme Komitesi Karti” acarak gergeklestirir (belgelendirme karar ekibinde yer alacak Uyeler, s6z
konusu musterinin degerlendirmesinin herhangi bir agamasinda bulunmamig olmalidir. Ayrica Proje lideri de
belgelendirme komitesinde yer alamaz). Belgelendirme karar ekibi bir ya da birden fazla katilimcidan olusabilir.
Belgelendirme karar ekibinde yer alabilecek Son Gdézden Gegiriciler, Karar Alicilar; ANS tarafindan basvuru
gdzden gegirme sirasinda belirlenmis listeden M.TL.07.03 Uygunluk Degerlendirme Faaliyetleri igin
Kaynaklarin Belirlenmesi, Kontrolii ve Tahsisi Talimati’na gére;M.FR.35.18 Degerlendirme Personeli
Havuzu Formu’nda yer alan MDA/MDN/MDS/MDT kodlarinda atanmis i¢ kaynakli Karar Alici, Son Gézden
Gegirici olarak isaretlenmis degderlendirme personellerinden segilir. Sectigi personelleri M.FR.08.01 Denetim
Ekibi Gorevlendirme Formu ile gorevlendirir. Her personel bu form ile birlikte M.FR.20.06 Personel
Tarafsizlik Beyanr’ni imzalar. Yapilan gérevlendirmelerin tarafsizlik ve yeterlilik agisindan uygunlugu ANS
kontrol eder. Uygun ise imzalar. Uygun degil ise PL yeniden goérevlendirme yapar. ANS tarafindan
onaylandiktan sonra Planlama Boélumu ilk olarak son gézden gegirme faaliyetinin 3 is glnl igerisinde
yapilmasini saglar.

After the preparation of the file is completed properly, the Project Leader informs Planning Department for
certification decision. The Planning Department plans the meeting of the Certification Committee throughout
M-Files by opening “The Card of the Certification Committee” (The members of the certification decision team
shall not be participated in any assessment stage of the client in question. Additionally, the Project Leader
shall not be the member of the Certification Committee). Certification decision team can consist of one or more
participant. Final Reviewers, Decision Makers who may be involved in the certification decision team;
according to the M.TL.07.03 Instruction for Determination, Control and Allocation of Resources for
Conformity Assessment Activities from the list determined by ANR during the application review; the internal
decision maker assigned in the MDA/MDN/MDS/MDT codes in the M.FR.35.18 Assessment Personnel List
Form is selected from the assessment personnel marked as Final Reviewer. He/she assigns the personnel
he/she chooses with the M.FR.08.01 Audit Team Assignment Form. Each personnel signs the M.FR.20.06
Personnel Impartiality Declaration together with this form. ANR checks the compliance of the assignments
in terms of impartiality and adequacy. Sign, if appropriate. If unsuitable, PL reassigns. After approval by ANR,
the Planning Department ensures that the initial review activity is done within 3 business days.
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Son Gozden Gegirme;
Final Review;

Karar ekibinde yer alan Son Gézden Gegirici teknik dokiimantasyonun, PMS teknik dokiimantasyonun ve
kalite yonetim sistemi degerlendirmesinin degerlendirmesini gerceklestirir.Son gézden gecirci yapacagdi bu
gbzden gecgirmeyi mdusterinin goénderdigi glncel dokimantasyon, uygunluk degerlendirmesini yapan
personellerin hazirladigi M.FR.35.03 Final Raporu’nda tanimlanmis degerlendirme raporlari, tespit edilen
uygunsuzluklar ve uygunsuzluk kapatma kanitlari dokimanlari tzerinden yapar. Klinik degerlendirmenin
degerlendirmesinin ve SSCP validasyonunun uygunlugun degerlendirmesini IC tarafindan yapilan gézden
gecgirmenin sonug raporlarina gére degerlendirir.

The Final Reviewer in the decision team assesses the technical documentation, the PMS technical
documentation, and the quality management system assessment. The final reviewer will make this review
based on the updated documentation sent by the customer, the assessment reports defined in the M.FR.35.03
Final Report prepared by the personnel carrying out the conformity assessment, the detected nonconformities
and the nonconformity closure evidence documents. Evaluates the assessment of clinical evaluation and the
eligibility of SSCP validation based on the final reports of the review by the IC.

Son gbézden gegirici degerlendirmesini yaparken asagidaki kriterleri dikkate alir.

The final reviewer considers the following criteria when making his/her assessment.

- Musteri tarafindan hazirlanan degerlendirmesi yapilan cihazin teknik dokimantasyonunun AB
2017/745 TCR EK Il de belirtilen gereklilikleri karsilamal.
The technical documentation of the evaluated device, prepared by the customer, must meet the
requirements specified in EU 2017/745 MDR Annex II.

- Teknik dokimantasyon, degerlendirmesi yapilan tibbi cihazin AB 2017/745 TCR EK | GSPR
icerisinde cihaza uygulanabilen gerekliliklerin karsilandigini ispatliyor olmalidir.
The technical documentation must prove that the medical device under evaluation meets the
requirements applicable to the device in the EU 2017/745 MDR Annex | GSPR.

- PMS Teknik dokimantasyonu AB 2017/745 TCR EK llI'de belirtilen gereklilikleri ispatliyor olmalidir.
PMS Technical documentation must prove the requirements set out in EU 2017/745 MDR Annex lll.

- Mdsterinin kalite yonetim sistemi dokimantasyonu AB 2017/745 TCR EK IX gerekliliklerini karsihyor
olmalidir.
The client's quality management system documentation must meet the requirements of EU 2017/745
MDR Annex IX.

- Degerlendirmeler sirasinda tespit edilen herbir uygunsuzluk tam ve yeterli olarak ¢ézimlenmis
olmalidir.
Any nonconformities identified during the assessments must be fully and adequately resolved.

- Gergeklestirilen uygunluk degerlendirme faaliyeti 6n-basvurunun alinmasindan itibaren NOTICE
prosedurlerine uygun olarak gerceklestirilmis olmalidir.
The conformity assessment activity carried out must have been carried out in accordance with
NOTICE procedures since the receipt of the pre-application.

Son gbdzden gegirici yaptigi kontroliinin sonucunu M.FR.35.03 TCR Final Raporu ile kayit altina alinir. Bu
rapor g Klinisyenin yaptigi son gdzden gegirmenin de sonucunu igerir.

The Final Reviewer records the result of his control through M.FR.35.03 MDR Final Report. This report
includes the result of the final review performed by Internal Clinician.

Son gbzden gegirici yaptigi degerlendirmede teknik dokimantasyon, PMS teknik dokiimantasyon veya
kalite yonetim sistemi dokiimantasyonunda bir eksiklik bulmasi durumunda bu eksikleri M.FR.35.03 TCR Final
Raporuna ve M.FR.35.03.Ek1 Kurulug Degerlendirme Dosyasi Bilgileri Formu ile kayit altina alir. Form M-
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files’ta ilgili musteri dosyasinin igerisinde son gézden gegirme klasoériine yuklenir ve PL son gézden gegirmeyi
yapan personel tarafindan bilgilendirilir. PL, eksikliklerin giderilmesi igin uygun faaliyetlerin, uygunluk
degerlendirme faaliyetlerini gerceklestiren PR/CS/IC ile iletisime gegerek yapilmasini saglar. Gerekiyor ise bu
prosedlrde anlatilan prosesler tekrarlanir.

If the last reviewer finds a defect in the technical documentation, PMS technical documentation or quality
management system documentation in his/her assessment, he/she records these deficiencies in the
M.FR.35.03 MDR Final Report and with the M.FR.35.03.Annex1 Organization Evaluation File Information
Form. The form is uploaded to the final review folder in the relevant customer file in M-files and the PL is
informed by the personnel who made the final review. The PL ensures that appropriate actions are taken to
correct the deficiencies by contacting the PR/CS/IC that carries out the conformity assessment activities. If
necessary, the processes described in this procedure are repeated.

Son gb6zden gegcirici tarafindan tespit edilen dosya eksikleri giderildikten sonra PL dosya gbdzden
gegirmesini son dosyaya gore yeniden yapar ve M.FR.35.24 Proje Kontrol Formu ile kayit altina alinir. Dosya
uygun ise Planlama bélimu bilgilendirilir ve son gézden gegirme faaliyetinin yeniden yapilmasini igin sireci
baslatir. Gérevlendirme madde 5.3, paragraf 2 ye gore yapilir.

After the file deficiencies identified by the final reviewer are corrected, the PL re-reviews the file according
to the last file and is recorded with the M.FR.35.24 Project Control Form. If the file is appropriate, the Planning
department is informed and initiates the process to re-do the final review activity. The assignment is made in
accordance with article 5.3, paragraph 2.

Son goézden gegirici dosya incelemesini yeniden gergeklestirir ve degerlendirme sonuglari kaydedilir.
Gergeklestirilen gozden gegirme sonucunda belgenin verilmesi yoniinde tavsiyede bulunur ise karar alma
slreci baslatilir.

The final reviewer re-examines the file and the assessment results are saved. If, as a result of the review,
a recommendation is made to issue the document, the decision-making process is initiated.

Karar Alici ile Son Gézden Gegiricinin ayni kisi olmasi durumunda; ayri bir gérevlendirme yapilmadan karar
alma sureci, son gézden gecirme faaliyetinin hemen ardindan baslatilir. Son gbézden gegirici ve karar alici
farkh kisiler ise; Son Gozden Gegirici M.FR.35.03 Final Raporu’nu ve ekini M-files'ta ilgili musterinin
dosyasinda yer alan son goézden gegirme klasoriine yukler ve PL'yi bilgilendirir. PL, karar alma slrecinin
organize edilmesi icin Planlama Sorumlusunu bilgilendirir ve 3 is gunu icerisinde karar alma faaliyenin
gerceklesmesi saglanir.

If the Decision Maker and the Final Reviewer are the same person; without a separate assignment, the
decision-making process is initiated immediately after the final review activity. If the final reviewer and decision
maker are different people; the Final Reviewer uploads the M.FR.35.03 Final Report and its attachment to
the final review folder in the relevant customer's file in m-files and informs the PL. PL informs the Planning
Responsible to organize the decision-making process and the decision-making activity is realized within 3
business days.

Karar Alma;
Desicion Making;

Son Goézden Gegirici, final raporunu onayladiktan sonra karar alici, uygunluk degerlendirme faaliyetinin
tamaminin uygunlugunun kontroliin gergeklestirir ve sonucunu M.FR.35.17.01 MDR Belgelendirme Karar
Tutanagi - ilk & Yeniden Belgelendirme ile kayit altina alr.

After the Final Reviewer approves the final report, the decision maker checks the conformity of the entire
conformity assessment activity and records the result with M.FR.35.17.01 MDR Certification Decision
Report — Initial & Recertification.
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Son Gdézden Gegirici ve Karar Alici galismasini M.PR.25 Belgelendirme Komitesi Galisma Prosediirii
doékimanina gore yuratar.

Final Reviewer and Decision Maker carry out their work according to the M.PR.25 Certification Committee
Working Procedure document.

Kalite yonetim sisteminin AB 2017/745 TCR ilgili hikimlerine uygun oldugu kanitlanirsa, NOTICE bir AB
kalite yonetim sistemi sertifikasi verir. Sertifikanin verilmesi karari, M.FR.35.04 AB 2017/745 TCR
Degerlendirmesine gore Karar Beyani ile imalat¢ciya denetimin sonuglari ve sertifikanin verilmesinin
gerekgesi ile iletilir.

If the quality management system is proved to conform to the relevant provisions of 2017/745, NOTICE
issues an EU quality management system certificate. The decision to issue the certificate is communicated to
the manufacturer through M.FR.35.04 Statement Of Decision According to (EU) 2017/745 MDR
Assessment together with the conclusions of the audit and the justification for granting the certificate.

Cihazin AB 2017/745 TCR ilgili hukumlere uygun olduguna karar verilirse, NOTICE bir AB Teknik
Dokiimantasyon Degerlendirme Sertifikasi verir. (Sinif Il ve Sinif llb implant -AB 2017/745 MDR madde 52,
paragraf 4’ de tanimli Grtinler harig- igin)

If it is decided that the device conforms to the relevant provisions of 2017/745, NOTICE issues an EU
technical documentation assessment certificate.(For Class Il and Class llb Implant -except for products
defined in article 52, paragraph 4 of EU 2017/745 MDR-)

Firma igin ISO 13485 kalite yonetim sistemi ve AB 2017/745 MDR’ a goére uygunluk degerlendirmesi
belgelendirme siregleri birlikte yuritildiginde belgelendirme komitesi tarafindan ISO 13485 kalite yonetim
sistemi ve Urdn uygunluk dederlendirmesi sertifikalarin her biri icin ayri Karar Tutanagi hazirlanir.

When the ISO 13485 quality management system and according to EU 2017/745 MDR conformity
assessment certification processes are carried out together for the company, separate Decision Forms are
prepared by the certification committee for certificates of the ISO 13485 quality management system and for
technical documentation assessment.

5.4 Belgenin Diizenlenmesi ve Verilmesi / Preparation and Granting the Certificate

Belge Uzerinde bulunmasi gereken kritik bilgileri ve belge kapsamina iligkin bilgileri iceren, M.FR.08.13
Belge Kapsami Bilgi Formu saha denetimi sirasinda degerlendirme ekibi lideri (Saha Bas Denetgisi) ve firma
temsilcisinin aralarinda teyitlesmeleri sonucu imzalanir ve kayit altina alinir.

During the audit, the leader of conformity assessment team (the Site Lead Auditor) and company
representative confirm and sign M.FR.08.13 Certificate Scope Information Form which contains the critical
information to be written on the certificate.

Firmanin denetim sonucunun ilgili standarda ve belirtilen sartlara uygun bulunmasi ve belgelendirme karar
ekibi karari sonrasinda belge almaya hak kazanir. Misteriye verilecek olan belgenin taslagi M-Files sertifika
nesnesi ile hazirlanir ve musteriye génderilir. MUsteriden sertifikaya yazilan bilgilerin dogrulugu ile ilgili onay
alinir. Masteri onayi alindiktan sonra, imzaya hazir sertifika ve karar tutanagi Yénetim Kurulu Baskaninin
onayina Sertifika Yénetim Sorumlusu tarafindan sunulur. Yonetim Kurulu Bagkani kontrollni yaptiktan sonra
imzalar ise sertifika yayinlanmig olur. Sertifika Yénetim Sorumlusu tarafindan yayinlanan sertifika M-Files da
firmanin proje dokiimanlarina eklenir ve www.notice.com.tr adresinde sertifika kayit bélimuine M.TL.01.01
Web Sayfasi Sertifika Yiikleme-Giincelleme-Silme Talimati dokimanina uygun olarak kaydedilir.

Certificate once the audit results prove the compliance with the relevant standard and specified
requirements and after the certification decision team has decided upon granting the certification. The draft of
the certificate is prepared with M-files certificate item and sent to the customer. The approval of the information
written on the certificate is obtained from the customer. After the customer's approval is received, the certificate
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and decision report ready for signature are submitted to the approval of the Chairman of the Board by the
Certificate Management Responsible. If the Chairman of the Board signs it after checking, the certificate is
issued. Certificate Management Responsible uploads the issued certificate to the company’s project
documents in M-Files and www.notice.com.tr according to M.TL.01.01 Instructions of Certificate
Uploading/Updating/Erasing to Web Site.

Web sitesinde musterinin belgesi ile ilgili asagidaki bilgiler yer alir.
The website contains the following information regarding customers’ certificates:

- Firma Adi
Company name

- Firma Cografik Lokasyonu
Company’s geographical location

- Belge Tirl
Certificate type

- Belge Numarasi
Certificate number

- Belge Yayin Tarihi
Certificate issue date

- Gegerlilik Suresi
Validity period

- Gegerlilik Durumu
Validity status

- Revizyon Durumu
Revision status

- Revizyon Tarihi
Revision Date

- Giincel Belge Kapsami
Updated certificate scope

Yayinlanan tim sertifikalarin orijinalleri musteriye posta yolu ile en ge¢ 10 is glinu igerisinde TCS tarafindan
gonderilir.

The original copies of all the issued certificates are sent to customers by MDDR within 10 business days
the latest.

Sertifikalar M.TL.35.02 TCR Sertifika Hazirlama Talimatina gére hazirlanir. Sertifikalarin icerigi talimat
icerisinde aciklanmistir.

The certificates are prepared according to M.TL - 35.02- MDR Certificate Preparation Instructions. The
contents of the certificates are explained in the mentioned instructions.
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5.5 Zaman Tablosu / Time Table

. VA
notlceAv

Asama / Stage

Zaman / Time

Asama 1 (var ise) / Stage 1 (if applicable)

Plan
Plan

Denetimden 2 giin 6nce
2 days before audit

Musteriye denetim raporunun saglanmasi
Audit report is submitted to the customer

Asama 1 denetiminden sonra 7 is glinu igeresinde
Within 7 work days after stage 1 audit

Uygunsuzluklar igin diizeltici faaliyet planlar
The corrective actions plans of nonconformities

Asama 1 den sonra 15 is gunu igerisinde mugteri
tarafindan gonderilir.

Sent by the customer within 15 work days after
stage 1 audit

Musteriden uygunsuzluk kapatma bilgisi
The nonconformities closing information from
costumer

Asama 1 den sonra musteri ile mitabakata varilmis
sureler igerisinde musteri tarafindan gonderilir.
After Stage 1, sent by the customer within the time
agreed with the customer.

Saha Denetimi / Site Audit

Plan
Plan

Denetimden 2 giin 6nce
2 days before audit

Musteriye denetim raporunun saglanmasi
Audit report is submitted to the customer

Saha denetiminden sonra 7 is gunu icerisinde
Within 7 work days after on-site audit

Uygunsuzluklar i¢in kdk neden ve duzeltici faaliyet
planlari

The root clause and corrective actions plans of
nonconformities

Saha denetiminden sonra 15 is gunu i¢erisinde
musteri tarafindan gonderilir.

Sent by the customer within 15 work days after on-
site audit

Uygunsuzluk kapatma
The nonconformities closing

Saha denetiminden sonra musteri ile mitabakata
varilmig sureler icerisinde musteri tarafindan
gonderilir.

After Site Audit, sent by the customer within the
time agreed with the customer.

Belgelendirme Karari /

Certification Decision

Belgelendirme Komitesi Toplantisi
Certification committee meeting

Dosya onayindan sonra 3 is gunu igerisinde
Within 3 work days after file approval

Sertifikanin Yayinlanmasi
Issue of the Certificate

Komite kararindan sonra 3 is guinl igerisinde
Within 3 work days after committee decision

Sertifikanin Gonderilmesi
Sending Certificate

Yayin sonrasi 10 is glnu igerisinde
Within 10 work days after issuing

5.6 Belgelendirme Sonrasi Faaliyetler / Activities After Certification

5.6.1 Gozetim Faaliyetleri / Surveillance Activities

Uygunluk degerlendirmesi tamamlandiktan sonra ve sertifika yayinlandiktan sonra en fazla 12 aylik periyotlarla
gbzetim denetimleri M.TL.35.05 Gézetim Talimatina uygun sekilde gerceklestirilir.

After the conformity assessment is completed and the certificate is issued, surveillance audits are carried out
in at most 12 months of periods in accordance with M.TL.35.05 Surveillance Instructions.
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Notice, periyodik olarak, asgari her 12 ayda bir, s6z konusu imalatginin onaylanmis kalite yénetim sistemini ve
piyasaya arz sonrasi gézetim planini uyguladigindan emin olmak igin, uygun denetimleri ve degerlendirmeleri
M.TL.35.05 Gozetim Talimatina gore yurGtir. Bu denetimler ve degerlendirmeler, imalat¢inin ve uygun
goruldagu takdirde tedarikgilerinin ve/veya altytklenicilerinin tesislerindeki denetimleri igerir. Bu tlr yerinde
denetimler sirasinda Notice, gerekli oldugu durumlarda, kalite yonetim sisteminin diizgun bir sekilde isledigini
kontrol etmek icin testler yapar veya talep eder. Notice, imalatgiya gdzetim denetimi raporunu ve eger test
yapilmis ise test raporunu sunar. Gézetim denetim sikhidi, Notice’ e ulasan musteri sikayetleri, bulunan
uygunsuzluklarin derecesi ve belgelendirme ekibinin gérisleri dogrultusunda artirilabilir.

Notice periodically, at least once every 12 months, carries out appropriate audits and assessments according
to M.TL.35.05 Surveillance Instructions to make sure that the manufacturer in question applies the approved
quality management system and the post market surveillance plan. Those audits and assessments include
audits on the premises of the manufacturer and, if appropriate, of the manufacturer's suppliers and/or
subcontractors. At the time of such on-site audits, Notice, where necessary, carries out or asks for tests in
order to check that the quality management system is working properly. It provides the manufacturer with a
surveillance audit report and, if a test has been carried out, with a test report. Surveillance audit frequency;
however, the frequency can be increased due to customer complaints received by Notice, degree of detected
nonconformities and opinions of certification team.

1. (birinci) G6zetim denetimi belgelendirme kararinin alindidi tarihten itibaren 12 ay igerisinde yapilamamasi
durumunda firmanin belgesi, 12 aylik sirenin doldugu tarihten itibaren ANS tarafindan PR.10 Belgelerin
Askiya Alinmasi, Kapsam Daraltmasi, iptali ve Bildirimi Prosediirii’ne gére askiya alinir.

If the first surveillance audit cannot be completed within 12 months from the certification date, the certificate
will be suspended by the ANR from the date on which the 12-month validity is completed. PR.10 Certificates
Suspension, Scope reduction, Withdrawal & Notification Procedure is proceeded in this regard.

Her gézetim denetimi, belgelendirme karari tarihi referans alinarak maksimum 12 aylik periyotlari gegmeyecek
sekilde belirlenir.

Each surveillance audit is determined by referring certification decision date, not exceeding 12 months of
periods.

5.6.2 Habersiz Saha ve Kisa ihbar Denetimi / Unannounced and Short Notice Audits

Uygunluk degerlendirmesi tamamlandiktan sonra musterinin tesisinde maksimum 5 yilda bir kez (bu slre
musteriye saglanmis sertifikanin siresine ve M.TB.35.01 MDR Belgelendirme Programina gore daha kisa
olabiliry M.TL.35.07 Habersiz Saha ve Kisa ihbar Denetimleri Talimatina uygun olacak sekilde habersiz
saha denetimleri gergeklestirilir.

After the conformity assessment is completed, unannounced site audits are carried out on the facilities of the
client maximum once within 5 years (this duration may be shorter according to the duration of the certificate
provided to the customer and the M.TB.35.01 MDR Certification Program) in accordance with M.TL.35.07
Unannounced Site and Short Notice Audits Instructions.

Uygunluk degerlendirmesi tamamlandiktan sonra belgelendirmesi yapiimig urin hakkinda gelen sikayetler
mevcut oldugunda M.TL.35.07 Habersiz Saha ve Kisa ihbar Denetimleri Talimatina uygun olacak sekilde
kisa ihbar denetimleri gerceklestirilebilir.

After the conformity assessment is completed, in case of complaints regarding the product certificated, short
notice audits can be carried out in accordance with M.TL.35.07 Unannounced Site and Short Notice Audits
Instructions.
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5.6.3 Kapsam Genigletme ve Degisiklik Degerlendirmeleri / Scope Extension and Changing
Assessments

Uygunluk degerlendirmesi tamamlandiktan sonra belgelendirmesi yapilmig Urlin Uzerinde yapilan
degisikliklerde ve/veya misteri tesisinde meydana gelen degisikliklerde veya saglanan sertifika kapsamindaki
degisikliklerde (urin ekleme, model ekleme vs.) sireg M.TL.35.08 Kapsam Genisletme ve Degisiklik
Degerlendirmesi Talimati uygun olacak sekilde yuratuldr.

After the conformity assessment is completed, in case of the changes on the product certificated and/or the
facilities of the client or the certificate issued (adding product, adding model), the process is proceeded in
accordance with M.TL.35.08 Scope Extension and Changing Assessments Instructions.

5.6.7 Yeniden Belgelendirme Faaliyetleri / Re-Certification Activities

ik Belgelendirme faaliyetleri sonunda misteriye saglanan, AB 2017/745 Tibbi Cihaz Yénetmeligi Kalite
Yonetim Sistemi ve Teknik Dokiimantasyon Deg@erlendirme sertifikalarinin gegerlilik siiresi maksimum 5 yildir.
Sertifika gegerlilik siresinin sonuna gelmeden Once misteri tarafindan talep edilirse ve tarafimizdan
degerlendirilip bagvuru kabul edilirse yeniden belgelendirme siireci yiratilir. Bu sire¢ M. TL.35.06 Yeniden
Belgelendirme Talimatina goére yuratuldr.

The validation of EU 2017/745 Medical Device Regulation Quality Management System and Technical
Documentation Assessment certificates provided at the end of the initial certification activities to the client are
maximum 5 years. Prior to the end of validation date of the certificate, recertification process is proceeded in
request of the client and if the application is accepted from us after the assessment. This process is proceeded
according to M.TL.35.06 Recertification Instructions.

5.7 Belgelerin Askiya Alinmasi, Kapsam Daraltmasi, iptali ve Bildirimi / Certificates Suspension, Scope
reduction, Withdrawal and Notification

Belgelerin askiya alinmasi, kapsam daraltmasi, iptali ve bildirimi ANS tarafindan M.PR.10 Belgelerin Askiya
Alinmasi, Kapsam Daraltmasi, iptali ve Bildirimi Prosediirii'ne gére gerceklestirilir.

Suspension, scope reduction, withdrawal and notification of certificates are carried out by ANR in accordance
with M.PR.10 Certificates Suspension, Scope reduction, Withdrawal & Notification Procedure.
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M.PR.14 Critical suppliers’ audit procedure
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M.TL.08.02 Stage 1 Evaluation Instructions

M.TL.13.02 PSUR Evaluation Instructions

M.TL-35.01 Sampling Instructions

M.TL-35.02 Certificate Preparation Instructions

M.TL-35.03 Site Evaluation Instructions

M.TL-35.04 Rules to be Observed by the Audit Team in Audits Instructions

M.TL.35.05 Surveillance Instructions

M.TL.35.06 Recertification Instructions

M.TL.35.07 Unannounced Site and Short Notice Audits Instructions

M.TL.35.08 Scope Extension and Changing Assessments Instructions

M.FR.08.01 Audit Team Assignment Form

M.FR.08.03 Audit Plan

M.FR.08.05 Stage 1 On-Site Audit Report

M.FR.08.06 Audit Report

M.FR.08.10 Non-Conformities & Follow-Up Report

M.FR.08.11.04 Certificate Suspension Withdrawal Decision Form

M.FR.08.11.05 Certificate Reinstatement Decision Form

M.FR.08.13 Certificate Scope Information Form
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M.FR.08.15 Change Notification Form
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M.FR.16.01 Clinical Evaluation Assessment Report
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M.FR-35.01 Technical Documentation Assesment Report
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M.FR.35.13 EU QMS Certificate 6
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