BELGELERIN ASKIYA ALINMASI, KAPSAM DARALTMASI, iPTALI VE BILDIRIMi

SUSPENSION, SCOPE REDUCTION & WITHDRAWAL OF CERTIFICATES AND THEIR
NOTIFICATION PROCEDURE

1. AMAG /PURPOSE

Bu prosedirin amaci firmamiz’ da EN ISO Tibbi Cihazlar 13485 KYS ve AB 2017/745 Tibbi Cihaz
Regulasyonu kapsaminda verilmis olan KYS, Kalite Glvence ve Teknik Dokimanatasyon Degerlendirme
sertifikalarin askiya alinmasi, iptali ve Uriin uygunlugdu sertifikalar i¢in Yetkili Otoriteye (ve/veya EUDAMED)
bildirim surecini anlatmaktir.

The purpose of this procedure is to describe the process of suspension and withdrawal of QMS, Quality
Assurance and technical documentation assessment certificates issued in the scope of EN ISO 13485 Medical
Devices QMS and EU 2017/745 Medical Devices Regulation as well as notifying the Competent Authority
(and/or EUDAMED) regarding the suspension and withdrawal of product conformity certificates.

2. KAPSAM/SCOPE

Bu prosedir EN ISO 13485 Tibbi Cihazlar Kalite Yonetim Sistemi ve AB 2017/745 Tibbi Cihaz
Regulasyonu kapsaminda verilmis olan KYS, Kalite Glivence ve Teknik Dokimantasyon Degerlendirme
sertifikalarini kapsar.

This procedure covers QMS, Quality Assurance and Technical Documentation Assessment certificates
issued in the scope of EN ISO 13485 Medical Devices Quality Management System and EU 2017/745 Medical
Devices Regulation.

3. SORUMLULUKLAR / RESPONSIBILITIES

NOTICE tarafindan EN ISO 13485 Tibbi Cihazlar Kalite Yonetim Sistemi ve AB 2017/745 Tibbi Cihaz
Regllasyonu kapsaminda belgelendirmesi tamamlanmis olan mudsterilerin sertifikalarinin askiya alinmasi
ve/veya iptal edilmesi kararini vermekten belgelendirme komitesi ve Akreditasyon ve Notifikasyon Sorumlusu
(ANS) mesuldir. Askiya alinmis ve/veya iptal edilmis olan sertifikalarin (Grin uygunlugu icin) Yetkili Otoriye
(ve/veya EUDAMED) bildirilmesinden ANS sorumludur.

The certification committee and the Accreditation and Notification Responsible (ANR) are responsible for
making the suspension and/or withdrawal decision for the customers certified by NOTICE under EN ISO 13485
Medical Devices Quality Management System and EU 2017/745 Medical Devices Regulation. ANR is
responsible for notifying the Competent Authority (and/or EUDAMED) of the suspended/ withdrawn certificates
(for product conformity).

4. TANIMLAR / DEFINITIONS

Yetkili Otorite . Turkiye Cumhuriyeti Saglik Bakanhgi ilag ve Tibbi Cihaz Kurumu

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

Akreditasyon Kurumu : TURKAK

Accreditation Agency

OK : Onaylanmis Kurulug

NB Notified Body

5. UYGULAMA / DESCRIPTION

51 Sertifikalarin Askiya Alinmasi ve Kapsamin Daraltilmasi / Suspension and reducing the scope
of certificates

Sertifikalarin kapsaminin tamaminin veya bir béliminin askiya alinmasi, sertifika iptali éncesinde
uygulanan ara bir tedbirdir. Sertifikalarin askiya alinma siresi 4 aydir. Hakl gerekgeler bildirilerek ek stire talep
edilmesi durumunda en fazla 2 ay daha uzatilabilir. Aski sliresi 6 ay1 agamaz.

Suspension of all or part of the scope of certificates is an interim measure applied prior to certificate
withdrawal. The suspension period is 4 months in case additional time is requested with justified reasons, the

PROSEDURU notice
AY

A

Dok. No/Doc. No: M.PR.10 ; Yayin Tar./Issue Date: 15.02.2021; Rev No: 01 ;Rev Tar./Rev Date: 01.03.2022 ; Yur. Tar./Eff. Date: 31.08.2022 Sy./Pg: 1
Hazirlayan / Prepared by Kontrol Eden / Controlled by Onaylayan / Approved by

Dokiiman Yénetim 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



BELGELERIN ASKIYA ALINMASI, KAPSAM DARALTMASI, iPTALI VE BILDIRIMi

SUSPENSION, SCOPE REDUCTION & WITHDRAWAL OF CERTIFICATES AND THEIR
NOTIFICATION PROCEDURE

PROSEDURU notice
AY

period can be extended for maximum 2 months. The suspension period of certificates cannot exceed 6

months.

NOTICE, asagidaki kosullarin olusmasi halinde musteri sertifikalarini askiya alma hakkini sakh tutar:
NOTICE reserves the right to suspend customer certificates if the following conditions occur:

Firmanin 6nemli degisiklikler icine girmesi ya da faaliyetlerine ara vermesi (musteri talebi Uzere)

The company enters into significant changes or interrupts its activities (upon customer’s request)
Uretilen cihazlarin veya piyasadan alinan numuneler ile cihazin onaylanmis teknik
dokimantasyonunda belirtilen spesifikasyonlar veya onaylanan cihaz tasarimi arasinda bir farklilk
tespit edilmesi

A discrepancy between manufactured devices or samples from the market and the specifications
specified in the approved technical documentation of the device or the approved device design.
Firmanin yonetim sisteminde aksamaya yol agan uygunsuzluklarin var olmasi.

There are nonconformities in the company's management system that cause disruption;

Ara denetimlerin programlanamamasi, habersiz saha, kisa ihbar denetimlerinin kabul edilmemesi
ve/veya degerlendirme ekibinin incelemesinin engellemesi

Surveillance audits cannot be planned, denial of short notice, unannounced site audits and/or
obstruction of review by the assessment team

Degerlendirmeleri sirasinda belirlenen uygunsuzluklari ortadan kaldirmak lizere dizeltici faaliyetlerin
60 is gunu icinde ylurutilmemesi.

Corrective actions to remove specified nonconformities during assessments are not carried out within
60 working days.

Musterinin, belgelendirme sistemi ya da NOTICE prosedurlerinde yapilan dedisiklikleri sistemine
adapte etmemekte direnmesi

Customer's resists against adapting its system to the changes made in the certification system or
NOTICE procedures

Belgelendirme isleminin yanlis yansitilmasi, logo, sertifika, ilgili dokiimanlarin kétliye ya da hatali
kullanimi.

The company misrepresents the certification process, logo, certificate, misuses or abuses the related
documents.

Musterinin, belgelendirme slrecinin sayginhdini zedeleyecek sekilde ydnetim sistemi ruhuna aykiri
davraniglarda bulunmasi.

The client is found to behave inconsistently with the spirit of the management system so as to damage
the reputation of the certification process;

Musterinin, NOTICE ile olan hizmet s6zlesmesine ve belgelendirme kurallari ve genel sartlar metni
dokimanina aykiri hareketlerde bulunmasi.

The customer breaches the service agreement with NOTICE and the certification rules and general
conditions document;

Musterinin NOTICE e kars! finansal yukumlillklerini yerine getirmemesi

Customer does not fulfill financial obligations against NOTICE;

Belgelendirme sonrasinda tespit edilen major ya da minor uygunsuzluklarin kapatilamamasi

Major or minor nonconformities are identified after certification and the company fails to close them;
Musterinin belge almasina esas tegkil eden yasal sartlara uygunluk durumunu muhafaza edememesi
The company fails to maintain compliance with legal requirements that constitute basis for the
certificate;

Musterinin, belge almis oldugu standart esaslarini ihlal ettijine uygunlugu surdiremedigine delalet
eder sekilde kaza veya olaylara karigmasi (6rnek: halk sagligi ciddi tehdit eden olaylar)

The customer is involved in accidents or incidents that indicate that the customer is unable to maintain
compliance with the standard that constitutes the basis of the certification (e.g. serious public health
threats)

Musterinin kendi talebi tzerine

The customer voluntarily requests suspension

Firmanin mensei oldugu ulkeye Birlesmis Milletler, Avrupa Birligi ve ABD tarafindan ilgili sektor (saglik,
tibbi cihaz) icin ambargo uygulanmasi durumunda
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In case of sanctions placed on the company’s origin country in the related sector (Health, medical
device) by United Nations, European Commission and the United States

Kurulus belgelendirme kapsaminin bir kismi igin belgelendirme sartlarini karsilamada devamli veya ciddi
basarisizlik gosterdiginde, NOTICE musterinin belgelendirme kapsamini, sartlari karsilamayan kisim disarida
kalacak sekilde daraltir.

When the organization exhibits a continuous or severe failure to meet the certification requirements for a
part of the certification scope, NOTICE narrows the customer’s certification scope to the extent that the
requirements are not met.

Gozetim denetimini kabul etmeme ve mali yikimlulikleri yerine getirmeme, uygunsuzluklarin zamaninda
kapatilmamasi, misterinin kendi talebi gibi teknik degerlendirme gerekmeyen tim durumlarda aski karart ANS
tarafindan alinir. Diger konularda aski karari belgelendirme komitesi tarafindan alinir.

The ANR takes suspension decisions in all cases not needing technical evaluation such as not accepting
surveillance audits, failing to fulfill financial obligations, not closing nonconformities in due time, or upon the
customer’s request. In other cases, the decision is taken by certification committee.

NOTICE belgelerin askiya alinmasi ile ilgili olarak 5 is guni icinde musteriye M.FR.35.17.04 MDR Belge
Askiya Alma-iptal Karar Tutanagim kullanarak, dokiimaninin ilgili bélimiinde hakli gerekgeleri belirterek
yazili bilgi verir.

Within 5 business days, NOTICE informs the customer through M.FR.35.17.04 MDR Certification
Suspension/Withdrawal Decision Form indicating the justified reasons in relevant part of the document.

Sertifikalarin askiya alinmasini gerektiren kosullarin basar ile ortadan kaldiriimasi ardindan veya
musterinin kendi talebi ile askiya alinan sertifikalarda ilgili askiya alinma talebinin igerigine bagli olarak askidan
indirmede *faaliyet gerceklestiriimesi sonrasi, misteri NOTICE tarafindan belgelendirme silrecinin devam
ettigi yonunde bilgilendirilir ve konu ile ilgili tim haklarini geri alir. Askiya alma sureci boyunca musteri
sertifikasini elinde tutabilir ancak haklarindan yararlanamaz.

Once the conditions requiring suspension have been removed or in case of voluntary suspension
requests, necessary actions to remove the suspension have been taken*, NOTICE informs the customer of
the certification process progression and the customer retrieves all its rights in this regard. During the
suspension process, the customer can keep the certificate but cannot take advantage of it.

*Musteri talebi ile aski slreci baglatilmasi halinde aski sebebinin dogru anlagiimasi, musterinin askidan
indirme talebi olmasi sonrasinda, askidan indirme islemleri icin dnemlidir. Sertifikanin askidan indirilmesi igin
misterinin beyan ettigi aski durumunun ortadan kalktiginin dogrulanmasi gereklidir. Ornegin firma adres
degisikligi sebebi ile aski istemigse; askidan indirme talebi sonrasinda adres degisikligi denetimi
gerceklestiriimeli ve sonrasinda yeterli sartlarin saglandigi tespit edilmis ise ilgili sertifika askidan indirilmelidir.
Diger bir konu olarak mali sebeplerden dolayi aski talebi olmasi muhtemel durumlardan biridir, bu duruma
iliskin olarak ilgili mali problemin ortadan kalkmasi ile askidan indirme talebi gelmesi halinde firmanin
belgelendirme programindaki durumu kontrol edilir. Firma aski talebi 6ncesi gdzetim denetimini yeni gegmis
ve askidan indirme istedigini bir sonraki gdzetim/belgelendirme denetimi 6ncesinde bildirdiyse, firmanin adres
ve belge kapsaminda bir degisiklik olmadigi yoninde beyan alinir. Bahsedilen alanlarda bir degisiklik olmasi
halinde gerekli prosedir (adres degisikligi, kapsam genigletme vb) igletilir ancak bir degdisiklik olmamasi halinde
bir sonraki denetim tarihine kadar devam edecek sekilde belge askidan indirilir.

* |f the suspension process is initiated upon the customer's request, correct understanding of the suspension
reasons is important to start correct processes after customer’s request to lift the suspension. The removal of
the suspension reasons declared by the customer shall be verified before the suspension is revoked. For
instance, in case the certificate is suspended upon customer’s request due to the address change and later
the customer requests the suspension to be revoked, address change audit shall be conducted and once the
fulfillment of conditions have been verified, the suspension shall be lifted. Another issue is the possibility of
suspension requests due to financial reasons. When a request for lifting the suspension is received after the
financial problems are resolved, the company’s status in certification program is controlled. If the surveillance
audit has just been carried out in the company before suspension request is placed, and the suspension
revocation is requested before the next surveillance/certification audit, a no change declaration regarding the
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company’s address and certificate scope is taken and in case it is verified, necessary procedure (address
change, scope extension, etc.) is followed and the certificate suspension is lifted until the next audit date.

Belgenin askidan indirilmesi karari ve gerekgesi M.FR.35.17.05 MDR Belge Askidan indirme Karar
Tutanagi ile kayit altina alinir ve musteriye yine bu dokiiman kullanilarak yazih bilgi verilir.

The decision of withdrawal of the certificate and its reason are recorded in M.FR.35.17.05 MDR
Certification Reinstatement Decision Form and the client is informed in writtten by utilizing this document.

Belgenin tamaminin ya da bir kisminin askiya alinmasi kararinda belgenin durumu ilgili sertifikanin M-
Files data kartinda sertifika durumu aski olarak belirtilir. Sertifika durumu www.notice.com.tr web sitesinde de
aski olarak degistirilir. Aski durumu ortadan kalktiginda M-Files da ve web sitesinde sertifika aktif olarak
belirtilir.

Once the decision to suspend all or part of the certificate scope is taken, the status of the certificate is
specified as suspended in the data card of the related certificate in M-Files. Certificate status is changed to
suspended on www.notice.com.tr as well. When the suspension is revoked, the certificate will be marked as
active in M-files and on the website.

Belgelerin askiya alinmasini gerektiren durumlar 4 ay igersinde ortadan kaldirilamazsa s6z konusu
sertifika iptal edilir. Hakh gerekcgeler gdOsterilerek ek siire talep etmesi durumda, aski siresi maksimum 2
uzatilabilir. Aski siresi 6 ay1 gegemez.

In the event the conditions requiring the suspension of the certificate are not removed within 4 months,
the certificate is withdrawn. In case additional time is requested with justified reasons, the period can be
extended for maximum 2 months. The suspension period cannot exceed 6 months.

5.2 Sertifikanin Geri Gekilmesi/ Certificate Withdrawal

NOTICE, 5.1’de verilen kosullarin olusmasi halinde musteri sertifikalarini geri gekme hakkina sahiptir.
Geri gcekme 6ncesinde sertifikalar askiya alinir, uygunsuzlugunun boyutuna (musterinin, belge almis oldugu
standart ve yonetmelik esaslarini bilerek ihlal ettigini gdsteren durumlar) gére ve asagida belirtilen durumlarda
direkt geri cekilebilir.

NOTICE is entitled to withdraw customer certificates in case of the conditions specified in 5.1. Prior to the
withdrawal, the certificates are suspended; the certificates are directly withdrawn depending on the
nonconformities’ magnitude (situations in which the customer intentionally infringes the standards and
regulations for which they are certified) and in the following cases:

- Firmanin iflasi veya faaliyetlerine son vermesi
The company’s goes bankrupt or terminates its activities
- Firmanin belgeyi lzerinde belirtilen kapsam ve adres i¢in kullanmamasi
The company does not use the certificate for the scope and address stated on that
- Firmanin tetkik sirasinda sahte ve yaniltici bilgiler vermesi
The company provides fake and misleading information during the audit
- Uretilen cihazlarin veya piyasadan alinan numuneler ile cihazin onaylanmis teknik
dokiimantasyonunda belirtilen spesifikasyonlar veya onaylanan cihaz tasarimi arasinda bir farkhlik
tespit edilmesi
A discrepancy between manufactured devices or samples from the market and the specifications
specified in the approved technical documentation of the device or the approved device design
- Yapilan denetimlerde firma ydnetim sisteminin uygunlugunun tamamen vyitirildiginin tespit edilmesi
It is proved during the audit that the company’s management system has totally lost the conformity
- Firmanin belge ve eklerde tahribat yapmasi
The company destroys the certificate or the annexes

Bu durumlarin diginda misteriler belgelendirme iglemlerinin iptal ediimesini talep edebilirler. iptal talebi
yazili olarak alinir. Gelen talep ANS tarafindan incelenir ve onaylanmasinin ardindan musteriye,
M.FR.35.17.04 MDR Belge Askiya Alma-iptal Karar Tutanagini kullanarak, dokiimaninin ilgili bélimiinde
gerekgesi belirtilerek bilgi verilir.
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In circumstances, other than the mentioned ones, customers may request the cancellation of the
certificate. Cancellation requests are received in writing. The incoming request is examined by ANR and after
the approval, the customer is informed through M.FR.35.17.04 MDR Certification Suspension/Withdrawal
Decision Form, indicating the reasons in relevant parts of the document.

Musteriden sertifikayi ve var ise tim eklerini geri gdndermesi talep edilir.

The customer is requested to send back the certificate and all attachments, if any.

Sertifikalarin geri c¢ekilmesi/iptal edilmesi yonlinde karar alindiginin musteriye bildiriimesi ardindan,
musteri derhal NOTICE, Akreditasyon Kurumu (TURKAK), CE logolarinin ve belgelendiriimis oldugunu
yansitan diger ibarelerin kullanimini durdurur. Bu kapsamda reklam, tesislerde kullanilan logo ve markalarda
yer alir.

After the customer is notified of the withdrawal/cancellation decision, he shall immediately cease to use
NOTICE & Accreditation Agency (TURKAK) logos, CE mark and other statements indicating certification.
Advertisement, logos and brands used in the facilities are included in this context.

Belgenin geri ¢ekilme/iptal kararinda belgenin durumu ilgili sertifikanin M-Files data kartinda sertifika
durumu iptal olarak belirtilir. Sertifika durumu www.notice.com.tr web sitesinde de geri ¢ekilmis/iptal olarak
degigtirilir.

Once certificate withdrawal/cancellation decision is made, the certificate status is specified as withdrawn
in the data card of the related certificate in M-Files. Certificate status is changed to withdrawn/cancellation on
www.notice.com.tr as well.

Belgenin geri ¢gekilmesi/iptal edilmesi durumda belgesini geri almak isteyen musterinin tim belgelendirme
surecini bastan gecirmesi gereklidir.

For customers with withdrawn/cancelled certificate who wish to have the certificate back, the whole
certification process shall be started over.

NOTICE, musterilerine sertifika askiya alma, kapsam daraltma ve geri gekme/iptal durumlarinda gerekli
bilgileri yazil olarak bildirir. NOTICE, sertifika askiya alma, kapsam daraltma ve geri cekme/iptal durumlarinda
topluma gerekli bilgileri verme hakkina sahiptir. Musterilere sertifika askiya alma, kapsam daraltma ve geri
cekme islemine itiraz etmeleri halinde hukuki yollar acgiktir. NOTICE, askiya alinan, kapsami daraltilan ve geri
cekilen/iptal edilen belgeleri Akreditasyon Kurumuna ve Yetkili Otoriteye bildirir. Ayrica askiya alinan, kapsami
daraltilan ve geri gekilen/iptal edilen belgeler www.notice.com.tr adresinde ilan edilir.

NOTICE informs the customers in writing of the necessary information in case of certificate suspension,
scope reduction and withdrawal/cancellation. NOTICE is entitled to inform the public of certificates suspension,
scope reduction and withdrawal/cancellation. Customers can use legal ways to object to suspension,
withdrawal or scope reduction. NOTICE, informs the Accreditation Agency and the Competent Authority about
suspended, withdrawn/cancellation certificates or certificates with reduced scope. In addition, suspended,
withdrawn/cancellation or reduced scope certificates are announced at www.notice.com.tr.

5.3 Askiya Alinan, Kapsami Daraltilan ve Geri gekilen/iptal Edilen Sertifikalarin Yetkili Otoriteye
Bildirimi / Notifying the Competent Authority of suspended certificates, certificates with reduced scope
and withdrawn/cancellation certificates

5.1 ve 5.2 maddelerinde belirtilen durumlar Yetkili Otoriteye (Saglik Bakanligi Tiirkiye ilag ve Tibbi Cihaz
Kurumu) ANS tarafindan 3 gin icinde NBOG F 2010-1 dokimaninda istenilen bilgiler doldurularak
md.nb@titck.gov.tr e-posta adresine (ve/veya EUDAMED yiuklenir) iletilir.

ANR notifies the Competent Authority (Ministry of Health of Turkey) in case conditions specified in Articles
5.1 and 5.2 occur. For this purpose, ANR fills out the information required in NBOG F 2010-1 and sends it to
md.nb@titck.gov.tr (and/or EUDAMED).

iLGILi DOKUMANLAR / RELATED DOCUMENTS

NBOG F 2010-1 Certificate Notification to the Commission and other Member States
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ISO/IEC 17021-1:2015 Conformity assessment - Requirements for bodies providing audit and certification of

management systems

IAF MD 9:2017 Application of ISO/IEC 17021-1:2015 in the field of Medical Device Quality

Management Systems (ISO 13485)

EU 2017/745 Medical Device Regulation

M-Files Document Management System
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