BELGELENDIRME KURULUSU/ONAYLANMIS KURULUS
notice DEGISIKLIK PROSEDURU
Av CHANGE OF CERTIFIED BODY & NOTIFIED BODY

PROCEDURE
Doc. No: PR.11 Yayin Tarihi/lssue Date: 15.12.2015 Rev. No: 06 Rev. Tarihi/Rev. Date: 10.07.2019
AMAC
PURPOSE

Bu prosediriin amaci firmamiza 93/42/AT Tibbi Cihaz Yonetmeligi ve EN 1SO 13485 Tibbi Cihazlar Kalite
yonetim sistemi kapsaminda belgeli olup firmamiza belge transferinin yapilmasi konusunda gelen taleplerin
nasil degerlendirilecegi ve slrecin 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 & 93/42/EEC Medical Device
Directive for certificate transfer and the transfer process.

1. KAPSAM
SCOPE

Bu prosediir EN ISO 13485 Tibbi Cihazlar Kalite Yénetim Sistemi ve 93/42/AT Tibbi Cihaz Yénetmeligi Uriin
Uygunlugu kapsamindaki yapilan basvurulari ve sertifikalari kapsar.

This procedure covers the applications and certificates in the scope of EN ISO 13485 quality management
system & 93/42/EEC Medical Device Directive.

2. SORUMLULUK
RESPONSIBILITIES

EN ISO 13485 Tibbi Cihazlar Kalite Yonetim Sistemi ve 93/42/AT Tibbi Cihaz Ydénetmelidi kapsaminda
tranfser taleplerinin degerlendiriimesinden ve transfer ile ilgili incelemeleri yapacak degerlendirme ekibinin
atanmasindan Akreditasyon ve Notifikasyon Sorumlusu (ANS) mesuldur.

Accreditation and Notification Responsible (ANR) is responsible for the evaluation of the transfer requests in
the scope of the EN ISO 13485 Medical Devices Quality Management System and 93/42/EEC Medical
Device Directive as well as assigning the team to carry out the controls related to the transfer.

3. TANIMLAR
DEFINITIONS
Yetkili Otorite : T.C. Saglik Bakanhi§ Turkiye ilag ve Tibbi Cihaz Kurumu
Competent Authority : Medicines and Medical Devices Agency of Ministry of Health of Republic of Turkey
NB . Notified Body (Onaylanmis Kurulus)
NB . Notified Body

Akreditasyon Kurumu : TURKAK
Accreditation Agency : TURKAK

4. UYGULAMA
DESCRIPTION

51 Belgelendirme Kurulugu/Onaylanmig Kurulug Degisikligi Bagvurusunun Alinmasi
Receiving Transfer Application

(1) Mdsterilerin bagka bir akredite kurumdan ISO 13485 ve baska bir onaylanmis kurulustan 93/42/AT
belgelerini NOTICE'e transfer istekleri /SO 13485 icin FR.11.01 Onaylanmis Kurulug/Belgelendirme
Kurulusu Degisiklik Formu, 93/42/AT icin FR. 11.02 AT Uygunluk Sertifikasi Transfer Sézlesmesi ile
birlikte alinir ve bir 6n inceleme yapilir. Belgelendirme Kurulusu degisiklik talebi ISO 13485 sertifikasyonu igin
goénalla degisiklik ise, sire¢ ilk belgelendirme seklinde yuritalir ve 6n kabull icin yukarida bahsedilen
kuruluslarin 1AF sistemine kayith bir akreditasyon enstitist tarafindan akredite edilmis olmasi gereklidir.
Onaylanmis Kurulus degisiklik talebi Urin belgelendirme icin goénullli degisiklik ise, sure¢ yeniden
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belgelendirme seklinde yiritiliir. incelemeyi ANS tarafindan FR.05.08 Degerlendirme Personeli Havuzu
Formu Gzerinden ilgili MD ve MDS kodlarinda atanmis olan bir de§erlendirme personeli yapar.

In case the customers intend to transfer 1ISO 13485 and 93/42/EEC certificates from a certification body/
notified body to NOTICE the application is received with FR.11.01 Change of Notified Body/Certification
Body Form for ISO 13485, FR. 11.02 EEC Conformity Certificate Transfer Agreement for 93/42/EEC, a
preliminary review is carried out. If the Certification Change application is voluntary change for ISO 13485
certification, and initial certification process applied. For the change request to be preliminary accepted, the
certificate to be transferred shall be from an organization accredited by an IAF member accreditation agency.
If the Notified Body change application is voluntary change for product certification, recertification process
applied. The review will be performed by a person assigned for the related MD & MDS codes selected by
ANR from FR.05.08 List of Assessment Personnel.

(2) Firmanin basvurusu PR.07 Belgelendirme Basvurularinin Alinmasi ve Degerlendiriimesi
Prosediiriine gore alinir ve PR.23 Denetim Ucreti Belirleme Prosedurune gore fiyatlandirilir.

The company’s application is received according to PR.07 Receiving & Evaluating Certification
Procedure and the audit fee is defined according to PR.23 Determination of Audit Fee Procedure.

(3) Asagidaki dokiimanlar misteriden temin edilir;
The customer is requested to provide the following items:

- FR.07.01 Bagvuru Formu uzerinde belirtilen dokimanlar,

Documents defined in FR.07.01 Application Form
- Zorunlu Belgelendirme Kurulusu/Onaylanmis Kurulus Degisikligi talebi mevcut ise, kurulusun gegerli
sertifikasini yayinlamis olan belgelendirme kurulusu/onaylanmis kurulus denetim raporlari,

If there is an enforced change of Notified Body/Certification body, audit reports from the certification
body/notified body having issued the company’s current certificates
- Zorunlu Belgelendirme Kurulugu/Onaylanmis Kurulug Dedisikligi talebi mevcut ise, temin edilen
raporlarda herhangi bir uygunsuzluktan bahsedilmis ise bu uygunsuzluklarin giderildigine dair kanitlar,

If there is an enforced change of Notified Body/Certification body, evidence of corrections of any
nonconformity identified in the provided reports
- Musterinin eski kurulusuna yaptigi yazili transfer bildirimi

Written notice of transfer from customer to the previous body;
- Eski kurulustan alinmis, transfer igin taninan stireyi ve cevabi gosterir yazilar,

Reply letter from the previous body indicating the defined transfer process
- Musterinin KYS dokiimantasyonu ve urin teknik dosyasi istenir.
- Customer's QMS documentation and product technical file

5.2 Belgelendirme Kurulugu/Onaylanmis Kurulus Degisikligi Bagvurusunun Degerlendirilmesi

(4) Zorunlu Belgelendirme Kurulusu/Onaylanmis Kurulug Degisikligi talebi mevcut ise, dokimanlarin
incelemesi  yapilmadan 6nce goérevlendiriimis  degerlendirme  personeli eski  belgelendirme
kurulusu/onaylanmis kurulusla irtibata gecer ve transfer talebinin gerekgelerinin dogrulamasini yapar.
Talepte bulunan kurulugun Urdnleri veya kalite ydnetim sistemi ile ilgili olumsuz geri bildirimlerin olup
olmadigi ile ilgili bilgi alinir. Herhangi bir olumsuz bildirim yok ise inceleme baslatilir. Olumsuz bir bildirim var
ise durum hakkinda gdrevlendirilen degerlendirme personeli ve ANS birlikte degerlendirme yapar.
Degerlendirme sonucuna gore transfer talebi igin red karari verilir veya kabul edilir. Red karar verilir ise hakl
gerekceler antetli kagit ile yazil olarak kurulusa bildirilir.

If there is an enforced change of Notified Body/Certification body, before the document review, the assigned
assessment team contact the previous certification body/notified body and verify the reasons for transfer. In
case there is no negative feedback, the review starts. Otherwise, the assigned personnel together with ANR
evaluate the situation. Based on the evaluation results, transfer request is either accepted or rejected. If
rejected, the company shall be informed about the justified reasons in writing on letterhead paper.
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(5) Basvuru kabul edilir ise kurulug ile sézlesme imzalanir. S6zlesmenin imzalanmasinin ardindan detayl
incelemeler baslatilir. Bu inceleme ofis ortaminda 1 ginlik strede yapilir. Yapilan incelemeler FR.08.06
Denetim Raporu’ na kaydedilir.

In case the application is accepted, agreement will be signed between NOTICE and the company and
detailed review will start. The review will be performed in the office and will take 1 day. The results are
recorded in FR.08.06 Audit Report.

(6) Denetim yapilmadan belge dizenlenecekse, yerinde Belgelendirme Kurulusu/Onaylanmis Kurulus
Degisikligi denetimi yapilmamasinin nedenleri kayit edilir.

If the certificate is issued without on-site audit, the justifications to not to perform on site audit for notified
body/certification body change will be recorded.

5.3 Genel
General

(7) On incelemede;

In preliminary review

- Eski belgelendirme kurulusunun belge kapsami ile bu kurulusun akreditasyon kapsami karsilastirilir.
The certificate scope of the former body is compared with its accreditation scope.

- Firma kapsami ile NOTICE kapsami karsilastirilir.
The company scope and NOTICE scope are compared

- Transfer nedeni arastirilir. Ayni zamanda bagvuru kapsamindaki saha veya sahalarin sertifikalarinin
olup olmadigi kontrol edilir.
Transfer reasons are investigated. Meanwhile, it is checked whether the site(s) in the application
scope is(are) certified.

- Varsa sikayetler ve bu sikayerlerin durumu arastirilir.

- Complaints (if any) and their status are checked

- Yasal yukumlulikler dikkate alinir.

- Legal obligations are taken into consideration

(8) Normal kosullarda uygunsuzluklar eski belgelendirme kurulusu tarafindan onaylanmalidir ancak bu
kurulus ticari aktivitelerini durdurmussa ve bu kurulusa ulagsmak mumkin degilse NOTICE bu durumu
gerekgeleriyle beraber 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.

(9) Kurulus eski denetim raporlarini sunamaz ise basvuru yeni basvuru niteliginde kabul edilir.
If the organization cannot present old reports, the application is accepted as a new application.

(10) Onaylanmis Kurulug/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 accreditation/notification, the date of end
accreditation/notification is considered to define the latest date for change of NB/CB

(11) Transfer belgelendirme gergeklestirildikten sonra Uretici, dnceki eski onaylanmis kurulusunun onay! ile
piyasaya surdugu Urtunler tamamlaninca, NOTICE'i bilgilendirmelidir. Eski NB nosu ile etiketlenmis piyasada
yer alan ve/veya deposunda yer alan urlnlerin 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. Transfer
basvurusu yapan miusterinin basvuru dokimanlari ve dosyasi 6n incelemeye tabi tutulur. Yapilan 6n
inceleme sonuglarinin yeterli bulunmamasi durumunda musteriye bildirim yapilir ve transfer denetimi
gergeklestirilecegdi bildirilir.
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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. The applicant’s application documents and file are subject to
a preliminary review. If the results of the preliminary review are found insufficient, the customer is informed
and necessity of transfer audit is communicated.

(12) Transfer basvurusunda 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.

(13) Transfer ancak eski belgelendirme kurulusunun son denetim tarihinden 12 ay gecmis olmadigi durumda
yapilabilir. Ancak mdasterinin yazili talebiyle gdzetim siresinin eski belgelendirme kurulusunun onayi ile
uzatilmasi durumunda bu uzatma dikkate alinir.

Transfer is only possible in case not more than 12 months have passed since the last audit performed by the
previous certification body. However, if the surveillance period is extended by the written request of the
customer with the approval of the previous certification body, this extension shall be taken into account.

(14) Eski belgelendirme kurulusunun belgesinin gegerlik suresi 6 aydan fazla olmalidir.
The validity of the certificate from the previous certification body must be more than 6 months.

(15) Eski belgelendirme kurulusu/onaylanmis kurulusla irtibata gegilemezse yerinde transfer denetimi yapilir.
If the previous certification body/notified body cannot be reached, on-site transfer audit will be carried out.

(16) Eger eski kurulusun akreditasyonu alinmigsa, daraltimissa ya da askiya alinmissa, NOTICE eski
kurulusun bagh oldugu akreditasyon kurumu ile iletisime gegerek 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 the accreditation body to which the former organization is affiliated.

(17) inceleme sonucu transfer uygun olursa firmaya belge dizenlenir. Belgenin slresi 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.

(18) Belge verilen firmanin gézetim periyotlari eski kurulusun periyotlarina gére ayarlanir.
The surveillance audit intervals are set according to the intervals of the previous body.

(19) Eger eski onaylanmis kurulugs Onceki uygunsuzluklarin kapatmalarini onaylamamigsa ve bu
uygunsuzluklar saha denetimi gerektirmeyen uygunsuzluklarsa NOTICE yerinde transfer denetimi yapmadan
ofis incelemesi ile uygunsuzluklarin kapatmalarini onaylayip belge diizenleyebilir.

If the former notified body has not approved the previous nonconformities closing, and the verification of
closing of these nonconformities does not require site audit, NOTICE can approve the nonconformities
closing and issue the certificate without carrying out a site transfer audit and just by office review.

(20) inceleme sonucu degisiklik iptali, transfer denetimi karari ya da yeni bir belgelendirme karari ¢ikabilir.
The review can result in a cancellation of the change, a transfer audit decision or a new certification

(21) Onaylanmis Kurulug/Belgelendirme Kurulusu degisiklik streci 6 ay icerisinde tamamlanmalidir.
The Notified Body/Certification Body Change process is completed in 6 months.
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5.4 Onaylanmis Kurulus/Belgelendirme Kurulusu Degisiklik Denetimleri
The Notified Body/Certification Body Change Audits

(22) Kurulus degisikligi talebi ile yapilan inceleme sonucu transfer denetimine ihtiyag duyulmasi halinde
yapilan denetimlerdir.

The Notified Body/Certification Body Change audits are those carried out in case the audit is deemed
necessary as a result of evaluating transfer requests.

(23) Musteri Onaylanmis Kurulus/Belgelendirme Kurulusu degisiklik denetimi ile olusabilecek bedelleri kabul
etmis olmalidir.
The customer must accept to pay the audit fee.

(24) ANS tarafindan degerlendirme personeli belgelendirme denetimlerinde oldugu gibi gorevlendirilir.
Assessment personnel are assigned by ANR as in certification audits.

(25) Denetim sliresi 6n inceleme sonucu ortaya gikan eksiklikleri giderecek nitelikte ayarlanir. Denetim siresi
1 adam/giindir ancak arttirma ve azaltma kriterleri uygulanabilir.

The audit duration is determined based on the deficiencies resulting from the preliminary review. Audit
duration is 1 man/day; however, criteria to increase or decrease the duration can be applied.

(26) Onaylanmis Kurulug/Belgelendirme Kurulusu degisiklik denetimleri sahada gergeklestirilir.
The Notified Body/Certification Body Change audits are carried out on site.

(27) Onaylanmis Kurulug/Belgelendirme Kurulusu degisiklik denetimi yapilacak firmanin eski belgelerinin IAF
Uyesi bir akreditasyon kurulusunun akredite ettigi bir belgelendirme firmasindan ya da bir onaylanmig
kurulugtan olmasi gerekir.

The old certificate of the company to be transferred shall be from a certification company accredited by an
IAF member accreditation agency or a notified body.

(28) Eski kurulus tarafindan askiya alinan ya da iptal olan belgeler icin Onaylanmis Kurulug/Belgelendirme
Kurulusu degisiklik denetimi yapiimaz.

The Notified Body/Certification Body Change audit is not carried out for the certificates suspended or
withdrawn by the previous NB.

(29) Onaylanmis Kurulug/Belgelendirme Kurulugsu degisiklik denetimlerinde; firmanin Onaylanmis
Kurulus/Belgelendirme Kurulusu degisiklik sebebi, gerceklestiriimis son denetimin siresi ve tarihleri; dnceki
denetim raporlari ve gézlemler, alinan sikayet ve gergeklestirilen faaliyetler degerlendirilir.

In Notified Body/Certification Body Change audits, the reasons for In Notified Body/Certification Body; date
and duration of the last audit, previous audit reports and observations; received complaints and the taken
actions are evaluated.
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