BELGELENDIRME KURULUSU/ONAYLANMIS KURULUS DEGISIKLIGI

CHANGE OF CERTIFICATION BODY/NOTIFIED BODY PROCEDURE

1. AMAG
PURPOSE

Bu proseduriin amaci, AB 2017/745 Tibbi Cihaz Yoénetmeligi ve EN ISO 13485 Tibbi Cihazlar Kalite yonetim
sistemi kapsaminda belgeli olup firmamiza belge transferinin yapilmasi konusunda gelen taleplerin nasil
degerlendirilecegi ve siurecin nasil yonetilecegi ile ilgili bilgili vermek.

The purpose of this procedure is to provide information on the process of evaluating requests from certified
companies under EN ISO 13485 Medical Devices quality management system & EU 2017/745 Medical Device
Regulation for certificate transfer and the transfer process.

2. KAPSAM
SCOPE

Bu prosedir EN ISO 13485 Tibbi Cihazlar Kalite Yonetim Sistemi ve AB 2017/745 Tibbi Cihaz Yo&netmeligi
uygunluk kapsamindaki yapilan bagvurulari ve sertifikalari kapsar.

This procedure covers the applications and certificates in the scope of EN ISO 13485 quality management
system & EU 2017/745 Medical Device Regulation.

3. SORUMLULUKLAR
RESPONSIBILITIES

EN ISO 13485 Tibbi Cihazlar Kalite Yonetim Sistemi ve AB 2017/745 Tibbi Cihaz Y6netmeligi kapsaminda
tranfser taleplerinin 6n-degerlendiriimesinden Tibbi Cihaz Sorumlusu (TCS), transfer teklif ve s6zlesmelerinin
hazirlanmasindan Satis ve Pazarlama Sorumlusu (SPS), basvuru gbézden gegirmesinden, kaynaklarin
belirlenmesinden, kontroliinden Akreditasyon ve Notifikasyon Sorumlusu (ANS), kaynaklarin tahsisinden Proje
Lideri (PL) sorumludur.

Medical Device Directive Responsible (MDDR) is responsible for the pre-evaluation of the transfer requests in
the scope of the EN ISO 13485 Medical Devices Quality Management System and EU 2017/745 Medical
Device Regulation, Sales and Marketing Responsible (SMR) is responsible for the preparation of transfer
proposals and contracts, the Accreditation and Notification Responsible (ANR) is responsible for the
application review, identification and control of resources, and the Project Leader (PL) is responsible for the
allocation of resources.

4. TANIMLAR
DEFINITIONS
Yetkili Otorite : T.C. Saglik Bakanligi ilag ve Tibbi Cihaz Kurumu
Competent Authority : Medicines and Medical Devices Agency of Ministry of Health of Republic of Turkey
NB : Onaylanmis Kurulus
NB . Notified Body

Akreditasyon Kurumu: TURKAK
Accreditation Agency : TURKAK

5. UYGULAMA
DESCRIPTION

5.1 Transfer Bagvurusu Alma
Receiving Transfer Application

Musterilerin bagka bir akredite kurumdan ISO 13485 ve baska bir onaylanmis kurulustan AB 2017/745
belgelerinin NOTICE’e transfer talepleri, M.FR.07.01 Basvuru Formu ile alinir. Belgelendirme Kurulusu
degisiklik talebi, 1ISO 13485 sertifikasyonu igin gonulli degisiklik ise, sureg ilk belgelendirme seklinde yarutaldr.
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On kabul igin yukarida bahsedilen kuruluslarin IAF sistemine kayitli bir akreditasyon enstitiisii tarafindan
akredite edilmis olmasi gereklidir. Onaylanmis Kurulus degisiklik talebi AB 2017/745 MDR belgelendirmesi
icin gonulli degisiklik ise, Misteriden Basvuru Formu ile birlikte dnceki Onaylanmis Kurulusa transfer niyetini
bildirdigi beyan alinir.

Customers' requests to transfer ISO 13485 documents from another accredited institution and EU 2017/745
documents from another notified body to NOTICE are received with the M.FR.07.01 Application Form. If the
Certification Body change request is voluntary change for ISO 13485 certification, the process is carried out in
the form of initial certification. For pre-admission, the above-mentioned organizations must be accredited by
an accreditation institute registered in the IAF system. If the Notified Body change request is voluntary change
for EU 2017/745 MDR certification, a declaration of intent to transfer to the previous Notified Body is received
from the Client together with the Application Form.

Her iki 6n-basvurunun da degerlendirmesi M.TL.07 On-Basvurularin Degerlendirmesi Prosediiriine gore
TCS tarafindan yapilir. Degerlendirme sireleri belirlenirken, Asama 1 i¢in dederlendirme siiresi kadar azaltim
yapilir ve Asama 1 denetimi yapilmayacak sekilde program belirlenir. Ayrica gdézetim degerlendirmesi adeti,
onceki belgelendirme/onaylanmis kurulus tarafindan verilen sertifikanin stiresine gore belirlenir.

The evaluation of both pre-applications is made by MDDR according to M.TL.07 Pre-Application Evaluation
Procedure. While determining the evaluation durations, a reduction is made for Stage 1 as much as the
evaluation duration and the program is determined so that no Stage 1 audit is made. In addition, the number
of surveillance assessments is determined by the duration of the certificate issued by the previous
certification/notified body.

On-bagvuru kabul edilir ise; TCS, sézlesmenin hazirlanmasindan énce firmadan asagidaki dokiimanlari talep
eder.

If the pre-application is accepted; MDDR requests the following documents from the company before the
preparation of the agreement.

- Eski belgelendirme kurulusu tarafindan saglanan sertifikalar.

Certificates provided by the former certification body.

- Eski belgelendirme kurulusu tarafindan gerceklestiriimis degerlendirmelerin raporlari.

Reports of assessments carried out by the former certification body.

- Eski belgelendirme kurulusu tarafindan gergeklestiriimis son degerlendirmede tespit edilmis
uygunsuzluklar var ise bu uygunsuzluklarin bagarili bir sekilde kapatildigini gésteren/beyan eden
sonug raporlari.

If there are nonconformities detected in the last evaluation carried out by the old certification
body, the result reports showing/declaring that these nonconformities have been successfully closed.
- Firmanin guncel kalite yonetim sistemi dokiimanlari

Company's current quality management system documents

. Kalite El Kitabi

Quality Manual

. Organizasyon El Kitabi veya esdeger diger dokiimanlar
Organization Manual or other equivalent documents

. Prosedurler
Procedures

3 Calisma Talimatlari

Operating Instructions

Dokumanlarin kontroll sonrasinda transfer talebini reddini gerektirecek bir durum yok ise transfer talebi ile ilgili
ANS bilgilendirir ve 6n-bagvurunun son kontrolini yapar. Degerlendirme ve kontrol M.FR.11.03 Belge
Transferi On-Bagvurusu Degerlendirme Formu ile kayit altina alinir. Form TCS ve ANS tarafindan
imzalanir.

If there is no reason to reject the transfer request after checking the documents, ANR informs regarding the
transfer request and makes the final check of the pre-application. Evaluation and control are recorded with the
M.FR.11.03 Certificate Transfer Pre-Application Evaluation Form. The form is signed by MDDR and ANR.
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Transfer talebinin reddi s6z konusu ise, M.FR.11.03 Belge Transferi On-Basvurusu Degerlendirme
Formu’na red gerekgesi yazilir, TCS ve ANS tarafindan imzalanir. Bilgilendirme firmaya bu form ile yapilir.
If the transfer request is rejected, the reason for rejection is written on the M.FR.11.03 Certificate Transfer
Pre-Application Evaluation Form and signed by MDDR and ANR. Notification is made to the company with
this form.

On incelemede;
In preliminary review;

- Eski kurumun akreditasyon kapsami ile sertifika kapsami karsilastirilir.
The certificate scope of the former body is compared with its accreditation scope.
- Sirket kapsami ve NOTICE kapsami karsilastirilir.
The company scope and NOTICE scope are compared.
- Transfer nedenleri arastinlir. Bu arada, uygulama kapsamindaki saha(larin) sertifikali olup olmadigi
kontrol edilir.
Transfer reasons are investigated. Meanwhile, it is checked whether the site(s) in the application scope
is(are) certified.
- Sikayetler (varsa) ve durumlari kontrol edilir.
Complaints (if any) and their status are checked.
- Yasal ylikumliltkler géz éninde bulundurulur.
Legal obligations are taken into consideration.

Normal kosullarda, uygunsuzluklarin 6nceki belgelendirme kurulusu tarafindan onaylanmasi gerekir, ancak bu
kurulus is faaliyetlerini durdurduysa ve ulasilmasi mimkiin degilse, NOTICE bu durumu nedenlerle birlikte
kaydeder.

In normal conditions, nonconformities must be approved by the previous certification body, but if this
organization has stopped its business activities and it is not possible to be reached, NOTICE will record this
case together with the reasons.

Kurulus eski denetim raporlarini sunamiyorsa, uygulama yeni bir uygulama olarak kabul edilir.
If the organization cannot present old audit reports, the application is accepted as a new application.

Onaylanmis Kurulus/Belgelendirme Kurulusu degisikligi nedeni, kurulusun yetkilendiriimesi ya da
akreditasyonunun sona ermesi ise, sonra erme tarihi dikkate alinarak gecis icin bir stre belirlenir.

If Notified Body / Certification Body change reason is termination of notification or accreditation of the
organization, the duration for transition is determined by considering expiration date.

Yetkili Otoritenin bir gegis dénemi tanimlamasi halinde bu slire uygulanir.
In case Competent Authority has defined a transition period, this period is applied.

Transfer bagvurusunda bulunan kurulusun sertifikasi askida ya da iptal durumunda ise basvuru transfer
kapsaminda degerlendiriimez.

If the certificate to be transferred is suspended or withdrawn, the application is not considered within transfer
scope.

Transfer, ancak onceki belgelendirme kurulusu tarafindan gergeklestirilen son denetimden bu yana en fazla
12 ay gegmis olmasi durumunda mamkuanddr.

Transfer is only possible in case not more than 12 months have passed since the last audit performed by the
previous certification body.

Onceki onaylanmis kurulustan alinan sertifikanin gegerliligi 6 aydan fazla olmalidir.
The validity of the certificate from the previous certification body must be more than 6 months.
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Eger eski kurulusun akreditasyonu alinmigsa, daraltiimissa ya da askiya alinmigsa, NOTICE eski kurulusun
baglh oldugu akreditasyon kurumui ile iletisime gecerek ve onlarin onayini alarak sertifikasyon gerceklestirebilir.
If the accreditation of the previous organization is withdrawn, narrowed or suspended, NOTICE can perform
the certification by contacting and receiving confirmation of the accreditation body to which the former
organization is affiliated.

5.2 Belge Transferleri igin Sézlegsme
Agreement for Certificate Transfers

Belge transferi dn-basvurusu kabul edildikten sonra TCS, basvuruyu M-Files yoluyla Satig Pazarlama
Sorumlusuna (SPS) yonlendirir. SPS, 6n-basvuru degerlendirme formu temelinde M.FR.23.01 Belgelendirme
Soézlesmesini M.PR.23 Denetim Ucreti Belirleme Prosediirii’ ne gére hazirlar.

After the certificate transfer pre-application is accepted, MDDR forwards the application to the Sales Marketing
Responsible (SMR) via M-Files. Based on the pre-application evaluation form, SMR prepares the M.FR.23.01
Certification Agreement in accordance with the M.PR.23 Audit Fee Determination Procedure.

Belgelendirme sézlesmesi ile birlikte;
Along with the certification agreement;

ISO 13485 Kalite Yénetim Sistemi belge transferleri icin M.FR.11.01 Belgelendirme Kurulusu Degisiklik
Sozlesmesi (3’ U s6zlesme), AB 2017/745 MDR belgeleri transferi igin FR.11.02 Onaylanmis Kurulusg
Degisiklik Sozlesmesi hazirlanir.

For 1ISO 13485 Quality Management System certificate transfers, M.FR.11.01 Certification Body Change
Agreement (agreement with 3) is prepared, for EU 2017/745 MDR certificate transfers, FR.11.02 Notified
Body Change Agreement is prepared.

M.FR.23.01 Belgelendirme Soézlesmesi, hem NOTICE hem de firma tarafindan imzalanir. M.FR.11.01
Belgelendirme Kurulugsu Degisiklik S6zlesmesi ve/veya FR.11.02 Onaylanmis Kurulus Degisiklik
Sozlesmesi ise, Firma, Notice ve dnceki belgelendirme/onaylanmis kurulus tarafindan imzalanir.
M.FR.23.01 Certification Agreement is signed by both NOTICE and the company. If it is M.FR.11.01
Certification Body Change Agreement and/or FR.11.02 Notified Body Change Agreement, it is signed by
the Company, Notice and previous certification/notified body.

3’ li sdzlesme asagidaki bilgileri icerir.
The agreement with 3 contains the following information.

- Eski belgelendirme/onaylanmis kurulus tarafindan verilen sertifikalarin gecersiz oldugu tarih

the date on which the certificates issued by the outgoing certification/notified body become invalid
- Eski onaylanmis kurulugsun kimlik numarasinin, belgelendirme/onaylanmis kurulusun tanitim
materyalleri dahil olmak Gzere imalat¢i tarafindan temin edilen bilgilerde hangi tarihe kadar gdsterilebilecegi

the date until which the identification number of the outgoing notified body may be indicated in the
information supplied by the manufacturer, including any promotional material of outgoing certification/notified
body.
- Gizlilik hususlari ve miuilkiyet haklari da dahil olmak tzere dokiimanlarin devri,

the transfer of documents, including confidentiality considerations and property rights
- Eski  belgelendirme/onaylanmis  kurulusun  uygunluk  degerlendirme  gdrevlerinin  yeni
belgelendirme/onaylanmis kurulusa hangi tarihten sonra verilecegi

the date after which the conformity assessment tasks of the outgoing certification/notified body is
assigned to the incoming certification/notified body
- AB 2017/745 MDR belge transferi igin 6nceki onaylanmis kurulusun sorumlu oldugu son seri numarasi
ya da LOT numarasi,

the last serial number or LOT number for which the previous notified body was responsible for the EU
2017/745 MDR certificate transfer,

3’ 10 s6zlesmenin imzalanmasinin ardindan belge transferi streci baglatilir.
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After the signing of the agreement with 3, the certificate transfer process is started.

AB 2017/745 MDR belgelerinin transferinde, transfer dederlendirmesi baslamadan 6énce, firmadan 5.1’ de
belirtilen dokimanlara ek olarak basvuru kapsaminda yer alan urtinlerin eksiksiz Teknik dokiimantasyonu
temin edilir ve M.PR.35 MDR Belgelendirme Prosediirii, Basvurunun Gézden Gegirmesi maddesine goére
ANS tarafindan bagvuru gdézden gecgirmesi yapilir. Basvuru gézden gegirmesi onaylanan basvurular igin
transfer sureci baslatilir.

In the transfer of EU 2017/745 MDR documents, before the transfer evaluation starts, complete Technical
documentation of the products included in the application is obtained from the company in addition to the
documents specified in 5.1 and the application is reviewed by ANR according to the application review clause
of the M.PR.35 MDR Certification Procedure. The transfer process is initiated for the applications whose
application review is approved.

5.3 Transfer Siireci
Transfer Process

Transfer denetimleri, transfer taleplerinin degerlendiriimesi sonucunda denetimin gerekli gorilmesi halinde
yapilan denetimlerdir.

Transfer audits are those carried out in case the audit is deemed necessary as a result of evaluating transfer
requests.

Kalite Yonetim Sistemi sertifikalari igin, NOTICE herhangi bir sertifika diizenlemeden dnce s6z konusu firmanin
onaylanmis KYS’si ve piyasaya arz sonrasi gézetim planini uyguladigindan emin olmak amaciyla M.PR.35
MDR Belgelendirme Prosediiriine goére yerinde denetim ve degerlendirmeler gerceklestirir.

For Quality Management System certificates, NOTICE performs on-site audits and assessments according to
M.PR.35 MDR Certification Procedure to ensure that the firm in question has implemented its approved QMS
and post-market surveillance plan before issuing any certificates.

NOTICE, degerlendirmesi yapilacak firmanin teknik dokimantasyonun o&rnekleme esasina goére
degerlendiriimesi agisindan, bir dnceki onaylanmis kurulusun degerlendirme sonuglarini 6nceki onaylanmis
kurulugun incelemelerini gergeklestirdigi bir teknik dokiimantasyon 6rnegi ile birlikte gézden gegirir. Gézden
gecirme sonrasinda NOTICE, M.PR.22 Denetim Siiresi Belirleme ve Planlama Prosediiriine gére yeni bir
ornekleme plani hazirlar

NOTICE reviews the results of the previous notified body's assessment together with a sample of technical
documentation for which the previous notified body has carried out its examinations, in order to evaluate the
technical documentation of the company to be evaluated on a sampling basis. After the review, NOTICE
prepares a new sampling plan according to the M.PR.22 Audit Period Determination and Planning Procedure.

Yukarida belirtilen hususlara ek olarak NOTICE asagida belirtilen durumlarda transfer sireci igin tam bir
uygunluk degerlendirmesi gergeklestirir. ISO 13485 Kalite Yonetim Sisteme Sertifikalarinin transferlerinde
sahada denetim yapma karari verilir.

In addition to the above-mentioned points, NOTICE conducts a full eligibility assessment for the transfer
process in the following cases. In the transfer of ISO 13485 Quality Management System Certificates, it is
decided to conduct an audit on site.

- Degerlendirmesi yapilacak firmanin sahasinda eski onaylanmis kurulus denetiminin Uzerinden 12
aydan fazla sure ge¢gmis olmasi.
More than 12 months have passed since the audit of the previous notified body in the field of the
company to be evaluated.

- Degerlendirmesi yapilacak firmanin eski onaylanmis kurulus tarafindan gerceklestirilen
degerlendirmelerin raporlarinin saglanamamasi.
Failure to provide reports of the evaluations carried out by the previous notified body of the company
to be evaluated.
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- Degerlendirmesi yapilacak firmanin eski onaylanmis kurulus tarafindan gergeklestirilen
degerlendirmede tespit edilen uygunsuzluklar igin eski onaylanmis kurulus dogrulama kayitlarinin
saglanamamasi.

Failure to provide the previous notified body verification records for nonconformities identified in the
assessment carried out by the previous notified body of the firm to be evaluated.

- Transfer dederlendirmesi yapilacak cihazin yeni bir teknoloji igeriyor olmasi ve cihazin AB sertifikasi
onayinin bir yil veya daha az sureli olmasi.

The device to be transferred must contain new technology and the approval of the device's EU
certification must be one year or less.

- Transfer degerlendirmesi yapilacak cihazin onaylanmis AB sertifikasinda sinirlandirmalarin mevcut
olmasi.

The device to be assessment for transfer has limitations on the approved EU certificate.

Musteri, Onaylanmis Kurulus/Belgelendirme Kurulusu degisiklik denetimi ile olusabilecek bedelleri kabul etmig
olmalidir.

The customer must have accepted to pay the audit fee occurred by Notified Body/Certification Body Change
audits.

Degerlendirme personeli, M.TL.07.03 Kaynaklarin Belirlenmesi ve Kontrolii Talimatinda belirtilen personel
kaynak kriterlerine gére ANS tarafindan belirlenir.

Assessment personnel are determined by ANR according to personnel resource criteria specified in
M.TL.07.03 Identification and Control of Resources Instruction.

AB 2017/745 MDR igin degerlendirme, degerlendirme faaliyetleri, klinik degerlendirme, teknik dokiimantasyon,
PMS teknik dokimantasyonu, kalite yonetim sistemi dokimantasyonu temelinde gergeklestirilir.
Degerlendirme bulgulari ve sonuglari M.PR.35 MDR Belgelendirme Prosediiriinde belirtilen formlara
kaydedilir.

For the EU 2017/745 MDR, the assessment is carried out on the basis of previous notified body assessment
reports, clinical assessment, technical documentation, PMS technical documentation, quality management
system documentation. Assessment findings and results are recorded in the forms specified in the M.PR.35
MDR Certification Procedure.

Bu degerlendirme sonunda Uriin Gézden Gegirici ve/veya Klinik Uzman bir dosyadan daha fazla dosyanin
izlenmesi ydonunde goéras bildirir ise PL, belirtilen dosyalarin incelenmesii¢cin M.FR.35.05 MDR Belgelendirme
Prosegraminda degisiklik yaparak gerekli planlamayr M.PR.35 MDR Belgelendirme Prosediiriine gore
yapar.

If, at the end of this evaluation, the Product Reviewer and/or Clinical Specialist expresses an opinion in favor
of monitoring more files than one file, the PL makes the necessary planning according to M.PR.35 MDR
Certification Procedure by amending the M.FR.35.05 MDR Certification Program for the examination of
the specified files.

Uygunluk degerlendirme suresi M.PR.22 Denetim Siiresi Belirleme ve Planlama Prosediirii’ne goére
belirlenir. Degerlendirmesi yapilacak cihazin risk sinifina gére teknik dokimantasyon ve PMS teknik
dokimantasyon sireleri M.TB.22.01 ve M.TB.22.02 tablolarina gdre belirlenir.

The conformity assessment period is determined according to the M.PR.22 Audit Duration Determination
and Planning Procedure. According to the risk class of the device to be evaluated, the technical
documentation and PMS technical documentation periods are determined according to the tables M.TB.22.01
and M.TB.22.02.

Kalite yonetim sistemi degerlendirmesi siresi firmanin ¢alisan sayisina gére M.PR.22 Denetim Siiresi
Belirleme ve Planlama Prosediirii Tablo.01' de tanimlanan sirenin %70’ i hesaplanarak belirlenir. AB
2017/745 Urin Uygunlugu belgelendirmesi icin, bu siire Tablo.04 de tanimlanan slreden daha kisa ise
Tablo.04 de belirtilen strenin %70’i hesaplanir.

Quality management system assessment duration is determined according to the number of employees of the
company by calculating 70% of the duration defined in M.PR.22 Audit Duration Determination and Planning

PROSEDURU noticeAv

A

Dok. No/Doc. No: M.PR.11 ; Yay. Tar./Iss. Date: 15.02.2021 ; Rev No: 03 ;Rev Tar./Rev Date: 19.12.2022 ; Y{r. Tar./Eff. Date: 24.11.2022 Sy/Pg: 6
Hazirlayan / Prepared by Kontrol Eden / Controlled by Onaylayan / Approved by

Dokiman Yoénetim Sorumlusu / Kalite Yonetim Sorumlusu / Quality Akreditasyon ve Notifikasyon Sorumlusu /
Document Management Responsible Management Responsible Accreditation and Notification Responsible

Zeynep EMIRDAG S. Burcu OZKAVAK Namiye CENGIZ



BELGELENDIRME KURULUSU/ONAYLANMIS KURULUS DEGISIKLIGI

CHANGE OF CERTIFICATION BODY/NOTIFIED BODY PROCEDURE

Procedure Table.01. For EU 2017/745 Product Conformity certification, 70% of the duration specified in Table
4 is calculated if this duration is shorter than the period defined in Table.04.

Kalite yonetim sistemi degerlendirmesi icin hesaplanan sture, 1 a/g den daha az ¢ikar ise bu sire 1 a/g’ ye
tamamlanir.

If the calculated time for the quality management system evaluation is less than 1 a/g, this period is completed
to 1 a/g.

ISO 13485 Kalite Yonetim Sistemi Igin Transfer Siireci
Transfer Process for ISO 13485 Quality Management System

Yerinde denetim yapmama karari verilmis ise;
If it has been decided not to conduct an on-site audit;

ISO 13485 Tibbi Cihazlar Kalite Yonetim Sistemi dederlendirmesi, dnceki Belgelendirme kurulusu raporu ve
firma tarafindan goénderilmis kalite yonetim sistemi dokimanlari Gzerinden gercgeklestirilir. Degerlendirme
bulgulari ve sonuglari M.PR.08 ISO 13485 Belgelendirme Prosediiriinde belirtilen formlara kaydedilir.
Degerlendirme sonucuna gére Bas Denet¢i yerinde denetim yapma karari alabilir. Yerinde denetimi, 2 kisi 1
guin olacak sekilde, degerlendirme igin atanmis Bas Denetgi ve Griin uzmani gergeklestirir.

ISO 13485 Medical Devices Quality Management System evaluation is carried out over the previous
Certification body report and quality management system documents sent by the company. Evaluation findings
and results are recorded in the forms specified in M.PR.08 ISO 13485 Certification Procedure. Based on the
results of the evaluation, the Lead Auditor may decide to conduct an on-site audit. The on-site audit is carried
out by the Lead Auditor and product specialist appointed for evaluation, with 2 people for 1 day.

ISO 13485:2016 Sertifikalari icin Yerinde denetim yapma karari alinmis ise;

If it has been decided to conduct an on-site audit for ISO 13485:2016 Certificates;

denetim igin, degerlendirme personeli atamasi, denetimin planlanmasi ve gergeklestirimesi ISO 13485 Kalite
Yonetim Sistemi belgeleri icin M.PR.08 Belgelendirme Prosediiriine, gére gergeklestirilir.

for the audit, the assignment of assessment personnel, planning and performing of the audit is carried out
according to the M.PR.08 Certification Procedure for ISO 13485 Quality Management System certificates,

inceleme sonucu uygun olursa firmaya belge diizenlenir. Belgenin siresi eski kurulusun verdigi belge
suresinden fazla olamaz.

In case transfer is deemed suitable as a result of the review, the certificate is issued. The certificate validity
period shall not exceed the validity of the certificate of the previous body.

Gozetim denetim araliklari 6nceki onaylanmis kurulusun/belgelendirme kurulusunun araliklarina goére
ayarlanir.

The surveillance audit intervals are set according to the intervals of the previous notified body/certification
body.

Transfer belgelendirme gerceklestirildikten sonra Uretici, 6nceki eski onaylanmis kurulusunun onayi ile
piyasaya surdigu Uriinler tamamlaninca, NOTICE'i bilgilendirmelidir. Eski NB nosu ile etiketlenmis piyasada
yer alan ve/veya deposunda yer alan uriinlerin sayisi ve lot numaralari yeni ve eski NB'ye Uretici tarafindan
bildirilmis olmalidir. Bu bilginin alinmasi ile birlikte eski NB ile iletisime gecilir ve teyitlesilir.

After finalizing the certification transfer, the manufacturer must inform NOTICE of the products that have been
marketed with the prior approval of the previous notified body. The manufacturer shall report to the former and
new NB the quantity and lot numbers of products labeled with the previous NB number which are placed on
the market or are in the manufacturer’s warehouse. Upon receipt of this information, the previous NB is
contacted and the information is verified.

PROSEDURU ﬂOtiCEAv

A

Dok. No/Doc. No: M.PR.11 ; Yay. Tar./Iss. Date: 15.02.2021 ; Rev No: 03 ;Rev Tar./Rev Date: 19.12.2022 ; Y(r. Tar./Eff. Date: 24.11.2022 Sy/Pg: 7
Hazirlayan / Prepared by Kontrol Eden / Controlled by Onaylayan / Approved by

Dokiman Yoénetim Sorumlusu / Kalite Yonetim Sorumlusu / Quality Akreditasyon ve Notifikasyon Sorumlusu /
Document Management Responsible Management Responsible Accreditation and Notification Responsible

Zeynep EMIRDAG S. Burcu OZKAVAK Namiye CENGIZ



BELGELENDIRME KURULUSU/ONAYLANMIS KURULUS DEGISIKLIGI A

L]
PROSEDURU notice
CHANGE OF CERTIFICATION BODY/NOTIFIED BODY PROCEDURE Av

Piyasada ve/veya depoda yer alan eski NB kimlik numaralari Griinlerin durumu her gozetim degerlendirmesi
sirasinda ayrica sorgulanir.

The status of the old NB identification numbers and products in the market and/or warehouse is also asked
during each surveillance assessment.

Mdusteri Sertifikalarinin Dizenlenmesi
Issue of Customer Certificates

NOTICE, transfer sureci tamamlanan musteriler igin sertifika gegerlilik sireleri en fazla bir dnceki onaylanmis
kurulus/Belgelendirme kurulugu tarafindan belirlenen gecerlilik slresi ile ayni olacak sekilde transfer
belgelendirmesi gergeklestirir.

NOTICE performs transfer certification for customers whose transfer process has been completed, so that the
validity period of the certificate is at most the same as the validity period determined by the previous notified
body/certification body.

54 NOTICE’ten Goniillii Transfer
Voluntary Transfer from NOTICE

Firma, NOTICE tarafindan yayinlanan sertifikalarini génulli olarak baska bir Onaylanmis Kuruluga transfer
etme hakkina sahiptir.
The company has the right to voluntarily transfer its certificates issued by NOTICE to another Notified Body.

Onaylanmis kurulus degisikligi icin detayli diizenlemeler; Firma, yeni onaylanmis kurulus NOTICE arasinda
imzalanacak en azindan asagidakileri iceren s6zlesmede acik¢a tanimlanacaktir.

Detailed regulations for notified body change, will be clearly identified in the agreement to be signed between
the company, the new notified body and NOTICE, which includes at least the following.

¢ NOTICE tarafindan duzenlenen sertifikalarin gegersiz olacagi tarih;
the date on which certificates issued by NOTICE will become invalid;

e NOTICE kimlik numarasinin, tanitim materyalleri dahil olmak Uzere, imalat¢i tarafindan temin edilen
bilgilerde hangi tarihe kadar gosterilebilecegi;

the date by which the NOTICE identification number may appear in information supplied by the
manufacturer, including promotional materials;

¢ Gizlilik hususlar ve mulkiyet haklari dahil olmak tzere, dokimanlarin iletiimesi;
transmission of documents, including confidentiality and property rights;

e NOTICE’ in uygunluk degerlendirme goérevlerinin yeni onaylanmis kurulusa hangi tarihten sonra verilecegi;
after which date the conformity assessment tasks of NOTICE will be given to the new notified body;

e NOTICE’ in sorumlu oldugu en son seri numarasi veya lot numarasi.
the latest serial number or lot number for which NOTICE is responsible.

NOTICE belgelerinin bagka bir onaylanmis kurulusa transferi sirasinda, NOTICE transferi gerceklestirecek
onaylanmis kurulusun proseslerinin uygulanmasi igin Gzerine disen sorumluluklari yerine getirir.

During the transfer of NOTICE documents to another notified body, NOTICE fulfills its responsibilities for the
implementation of the processes of the notified body that will carry out the transfer.
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