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1. AMAG
PURPOSE

Bu prosediriin amaci firmamizda EN ISO 13485 Tibbi Cihazlar KYS ve 93/42/AT Tibbi Cihaz Yonetmeligi
kapsaminda gozetim denetimlerinin ve diger denetimlerinin ne sekilde gergeklestirilecegini anlatmaktir.

The purpose of this procedure is to describe how our surveillance and other audits are carried out in
accordance with EN ISO 13485 Medical Devices QMS and 93/42/EEC Medical Device Directive.

2. KAPSAM
SCOPE

Bu prosedir EN ISO 13485 Tibbi Cihazlar Kalite Yénetim Sistemi ve 93/42/AT Tibbi Cihaz Yénetmeligi Uriin
Uygunlugu goézetim denetimlerini, takip denetimlerini, habersiz saha denetimlerini, belge yenileme
denetimlerini, kisa ihbar denetimlerini, Gnvan, adres, kapsam degisikligi denetimlerini kapsar.

This procedure covers EN ISO 13485 Medical Devices Quality Management System and 93/42/EEC Medical
Device Directive Product Conformity surveillance audits, follow-up audits, unannounced site audits,
certificate renewal audits, short notice audits, and audits for change of titles, addresses and scope.

3. SORUMLULUK
RESPONSIBILITIES

NOTICE tarafindan EN ISO 13485 Tibbi Cihazlar Kalite Yonetim Sistemi ve 93/42/AT Tibbi Cihaz
Ydénetmeligi kapsaminda belgelendirmesi tamamlanmis olan musterilere gerceklestirlecek olan denetim
organizasyonlarindan, denetim planlarinin hazirlanmasindan Tibbi Cihaz Departmani Sorumlusu (TCS) ve
Planlama BOlimi sorumludur. Musterilerde gergeklestiriliecek olan habersiz saha ve kisa ihbar
denetimlerinin periyodunun belirlenmesinden, adres, Unvan, kapsam degisikligi ve yeniden belgelendirme
basvurularinin alinmasindan Akreditasyon ve Notifikasyon Sorumlusu (ANS) mesuldur.

Medical Device Department Responsible (MDR) and Planning department are responsible for organizing and
preparing audit plan for the audits to be carried out for certified customers by NOTICE under EN ISO 13485
Medical Devices Quality Management System and 93/42/EEC Medical Device Directive. Accreditation and
Notification Responsible (ANR) is responsible for determining the duration of unannounced site audits and
short notice audits and receiving title and scope change and re-certification applications.

4. TANIMLAR
DEFINITIONS
Yetkili Otorite : T.C. Saglik Bakanhi§ Trkiye 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
KEK : Kalite El Kitabi
QM : Quality Manual

Akretditasyon Kurumu: TURKAK
Accreditation Agency : TURKAK

5. UYGULAMA
DESCRIPTION

Uluslararasi bir pandemi ilan edilmesi durumlarinda denetim faaliyetlerinde PR.32 Pandemi Guvenlik
Prosedurine uyulmasi gerekmektedir.

In cases where an international pandemic is declared, it is necessary to comply with the PR.32
Pandemic Safety Procedure in audit activities.
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Habersiz saha denetimleri ve kisa ihbar denetimleri harig olmak tizere NOTICE' in saha denetimi yapma
yetenegini kisitlayan olaganusti olaylar veya durumlarda uzaktan denetimler gercgeklestirilebilir. Uzaktan
denetim yapip yapmama karari PR.31 Uzaktan Denetim Prosedurine goére verilir.

The remote audits may be carried out in In extraordinary actions or situations that limit NOTICE's ability
to perform field inspection except for unannounced field inspections and short notice inspections. The
decision whether to carry out the remote audit or not is made according to PR.31 Remote Control Procedure.

51 Gozetim Denetimleri;
Surveillance Audits:

(1) NOTICE tarafindan belgelendiriimesi tamamlanmig olan kuruluslarin belgelendirme sartlari ile
uygunlugunu sirdirdigini dogrulamak igin gergeklestirdigi periyodik denetimlerdir. Bu denetimlerde
kurulugsun yodnetim sisteminin izlenmesi saha denetimi yapilarak gergeklestirilir. Denetim ekibi denetim
sirasinda kurulusun elektronik veya kagit Gzerinde saglanmis dokiimanlari ve kayitlari talep eder. Kurulusa
sorular yonlendirir. Kurulusun kapsamini ve faaliyetlerini beyan ettigi (acikladigi) web sitesi, brosirler gibi
ilgili reklam metaryallerini kontrol eder.

Surveillance audits are periodic audits carried out to verify that certified organizations by NOTICE maintain
compliance with the certification requirements. In these audits, site audit is carried out to monitor quality
management system of the company. During the audit, audit team requests electronic or hardcopy version of
the company’s documents and records. Questions are asked. The company’s advertising materials declaring
its scope of activities such as website, brochure, etc. are controlled.

(2) Gozetim denetimleri belgelendirme kararinin alindigi tarihten itibaren en fazla 12 aylik periyotlarda
gerceklestirilir. Gozetim denetim sikhdi firma tarafindan belirlenmekte olup, NOTICE’ e ulasan musteri
sikayetleri, bulunan uygunsuzluklarin derecesi ve belgelendirme ekibinin gorusleri dogrultusunda artirilabilir.
Surveillance audits are conducted at a maximum period of 12 months from the date of certification decision.
Surveillance audit frequency is defined by the customer; however, the frequency can be increased due to
customer complaints received by NOTICE, degree of detected nonconformities and opinions of certification
team.

(3) 1. (birinci) Gozetim denetimi belgelendirme kararinin alindidi tarihten itibaren 12 ay icerisinde
yapilamamasi durumunda firmanin belgesi, 12 aylik stirenin doldugu tarihten itibaren ANS tarafindan PR.10
Belgelerin Askiya Alinmasi, Kapsam Daraltmasi, iptali ve Bildirimi Prosediiriine 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.

(4) 2. (ikinci) Gozetim denetimi igin kuruluglardan gelen erteleme talepleri hakli gerekgesi belirtiimis olmak
kaydi ile, ANS tarafindan degerlendirilerek, gegici durumlar igin (6rnegin Fuar, Konferans, is Gezisi, Yodun is
Yiikii, Gegici Saglik Sorunlari, Gegici Olarak Uretim ve Hizmetin Durmasi gibi) en fazla t¢ aya kadar
erteleme yapilabilir. Erteleme talebi yazili olarak alinir (e-posta yada faks). 2. Goézetim bir takvim yil
igerisinde bir kez gergeklestirimelidir. (Orn: Belgelendirme karari 20 Ocak 2016 da alinmistir. 1. Gézetim igin
son tarih 20 Ocak 2017dir. 2. Gdzetim icin son tarih 20 Aralik 2018 dir).

For the second surveillance audit, postponement requests including reasonable justifications received from
the customers, are evaluated by ANR, the audits can be postponed max. for 3 months in temporary
conditions (e.g. exhibitions, conference, business trips, intensive work loads, temporary health problems,
temporary pause in production and services). Postponement requests are received in writing (email or fax).
The second surveillance shall be conducted once in a calendar year. (e.g. If the certification decision is taken
on 20.01.2016, the latest date for first surveillance is 20.01.2017, and for the second surveillance is
20.12.2018)

(5) Gozetim denetimleri asagidaki hususlari igermelidir.
Surveillance audits shall cover the following items:
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a) g tetkikler ve yonetim gdzden gecirme kayitlari
Records of internal audits and management reviews;

b) Bir dnceki denetimde tespit edilen uygunsuzluklara yonelik gercgeklestirilen faaliyetlerin dogrulamasi
Verification of the activities taken to rectify the nonconformities detected in the previous audits;

c) Sikayetler, olumsuz olay bildirimleri, geri ¢agirmalar, tavsiye niteligindeki bildirimler, satis sonrasi
klinik takip faaliyetlerinden elde edilen bilgiler
Information obtained regarding complaints, adverse events, recalls, advisory notices, post market
clinical follow-up;

d) Belgelendirilmis musterinin hedeflerini gerceklestirmesi ile ilgili yonetim sisteminin etkinligi
The effectiveness of the certified customer's management system regarding the fulfillment of the
objectives;

e) Siurekli iyilestirmeyi amaglayan planlanmis faaliyetlerin ilerlemesi
Progress of planned activities aimed at continuous improvement

f) Operasyonel fonksiyonlarin surekliligi
Continuity of operational functions;

g) Degisikliklerin gézden gegiriimesi
Review of the changes;

h) isaretlerin kullanimi veya belgelendirmeye yapilan diger atiflar
Use of marks or other references to certification.

(6) Gozetim denetim periyodu firma tarafindan belgelendirme bagvurusu sirasinda belirlenmekte olup,
belgelendirme teklifi s6zlesmesinde belirtilir (12 aydan daha uzun olamaz) ve NOTICE’e ulasan musteri
sikayetleri, bulunan uygunsuzluklarin derecesi ve belgelendirme ekibinin gorisleri dogrultusunda artirilabilir.
Frequency of surveillance audit is defined by the customer while applying for certification. This frequency is
mentioned in certification agreement (cannot be more than 12 months) and can be increased as a result of
customer complaints received by NOTICE, degree of detected nonconformities and opinions of certification
team.

(7) Yonetim sistemleri belgelerinin gecerlilik suresi boyunca ilgili standardin tim maddeleri en az 1 kez
denetlenir. Standart maddelerinin takibi denetim raporunda yer alan denetim matrisi ile takip edilir. Firma
standardin zorunlu tuttugu i¢c denetim ve ydnetim gbézden gecgirme ile ilgili kayitlari tGm gd6zetim
denetimlerinde denetim ekibine sunmalidir.

During the validity period of the management systems certificates, all articles of the relevant standard are
audited at least once. Standard articles are followed up using the audit matrix in the audit report. The
company shall present records of internal audit and management review related to the compulsory articles of
the standard.

(8) Urlin uygunlugu degerlendirmelerinde belgenin gegerlilik stireci boyunca kuruluga ait belgelendirmesi
yapilmis Urtnlerin tim teknik dosyalari incelenir. Eger ilk belgelendirme slirecinde, PR.22 Denetim siiresi
Belirleme ve Planlama Prosediiriinde tanimlanan érnekleme metoduna uygun olarak drnekleme yapildi ise
gbzetim denetiminde, FR.08.17 93/42/AT Belgelendirme Cevrimi Plani ile belirlenmis teknik dékimantasyon
icin tam teknik dokimantasyon incelemesi yapilir. Gozetim denetimi sirasinda teknik doékimantasyon
orneklemesi yapilirken Uretim, kalite kontrol, saha, personel gibi kisimlada risk tespit edilmesi halinde PR.22
Denetim siiresi Belirleme ve Planlama Prosediiriinde belirtilen sartlara ek olarak riskli Grlnlerin teknik
dokimantasyon incelemesi 6ncelik kazanir veya tim teknik dokiimantasyon tamaminin incelenmesine karar
verilebilir (belgelendirme denetminde hazirlanmis 6rnekleme planinin disina ¢ikilabilir).

In product conformity assessments, all technical documentation of certified products are examined during the
certificate validity period. If during the initial certification process, sampling is carried out in accordance with
the sampling method defined in PR.22 Audit Duration Determination and Planning Procedure, a full technical
documentation review is done for the technical documentation specified in the FR.08.17 93/42 |/ EC
Certification Cycle Plan.During technical documentation sampling in the surveillance audit, in cases where
risk is identified in parts such as production, quality control, site and personnel, technical documentation
review of risky products takes precedence in addition to defined conditions or all technical documentation
can be decided to be examined. (the sampling plan prepared under the first certification audit may not be
implemented.)
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(9) Gozetim denetimlerini yapacak tetkik ekibi gorevlendirmesi yapilirken eger ilgili gozetim denetiminde
firmanin tasarim, Grtn/hizmet gergeklestirme ve kalite kontrol siregleri gibi teknik uzmanlik gerektirecek
surecleri denetlenecekse ilgili kapsamda bir denetgi ya da teknik uzmanin da tetkik ekibinde yer almasi
gerekir.

In case technical fields such as design, product/service realization and quality control processes are to be
checked in surveillance audits, an auditor or technical expert in the related scope shall be placed in the audit
team as well.

(10) Firmalardan gozetim denetimleri ile ilgili mucbir sebeplerle ilgili 6zel erteleme talepleri ANS tarafindan
degerlendirilir ve en fazla 6 aya kadar erteleme yapilabilir. Ertelemeye iliskin micbir sebep kanitlari
gerekgelendirme karari ile musteri dosyasina eklenir.

In force majeure events, surveillance audits can be postponed up to 6 months by the decision of ANR. In
cases where an international pandemic is declared, The force majeure evidence regarding the postponement
is added to the customer file with the justification decision.

(11) Gozetim denetimlerinde Tibbi Cihaz Departmani (TCD) Planlama Bolim firmayla sdzlesmede belirtilen
gbzetim periyodunu referans alarak en az 2 ay once gozetim denetimiyle ilgili irtibata gecer. Belge
kapsaminda yer alan unsurlarda (Unvan, Adres, Sube, Kapsam) bir degisiklik olup olmadigi FR.09.01
Gozetim Denetimi Oncesi Degisiklik Kontrol Formu ile sorulur. Degisiklik var ise FR.08.15 OK/BK
Degisiklik Bildirim Formu firmaya gonderilerek degisiklik kayit altina alinir. Gézetim denetimi istenen
degisikliklerin durumuna gore planlanir.

Medical devices planning department informs the company of surveillance audit date at least 2 months
ahead of the date agreed in the agreement. The company will be asked with FR.09.01 Change Control
Form Before Surveillance Audit to declare any changes in any of the elements in certification scope (title,
address, branches, scope). In case of changes, FR.08.15 Change Notification to NB/CB Form is sent to
the customer and the changes are recorded. Surveillance audit is planned based on the requested changes’
status.

(12) TCD Planlama Sorumlusu, ANS nin ilk belgelendirme basvuru degerlendirmesi sirasinda doldurdugu
FR.07.02 Basvuru Degerlendirme Formundan denetim ekibini secer. (Denetim ekibinde yer alacak
denetciler/'uzmanlar s6z konusu firmanin denetimlerinde Ust Uste 2 denetimden fazla gdérev almamig
olmalidir). Denetim suresini yine bu formda belirtilen sireye gbre ayarlar. FR.08.01 Denetim EKibi
Goreviendirme Formu belirlenen denetim ekibine iletir. Form degerlendirme ekibine onaylatilir. Denetim
ekibinin onayr ANS tarafindan FR.08.01 Denetim Ekibi Goérevlendirme Formu ile verilir. ANS
denetgilerinfluzmanlarin glincel tarafsizlik ve/veya yeterlilik durumlarina gére denetim ekibi Uyelerinde
degisiklik yapabilir. Tetkik ekibinden denetgi atamalarina gelebilecek itiraz olmasi durumunda gerekgeler
yazili ve onayl olarak FR.08.01 Denetim Ekibi Gérevlendirme Formu Uzerine ilistirilerek yeni bir tetkik
ekibi atanir. Tetkik ekibinin denet¢i atamalarina itiraz etmemesi halinde TCD Planlama Sorumlusu tetkik ekibi
ve firma ile iletisime gecerek hazirlanan denetim planini ve ekipteki gorevlilerin 6z gecmislerini (firma istegi
Uzerine) denetimden en az 2 gun énce firmaya goénderir. Musteri tarafindan denetimde yer alacak denetim
ekibi Uiyelerinden herhangi birine itiraz etmesi durumunda PR.24 itiraz ve Sikayetlerin Degerlendiriimesi
Prosediiriine gére islem baslatilir. itiraz degerlendirmesinin sonucu misteriye bildirilir. Degerlendirme
sonucunda denetim ekibi yeniden belirlenir veya ayni denetim ekibi olacak sekilde FR.08.03 Denetimi Plani
musteriye yeniden gonderilir.

Medical devices planning department determines the audit team according to FR.07.02 Application
Evaluation form which was filled for the first certification application (The auditors/experts who will take part
in the audit team should not have participated in more than 2 consecutive audits for the company in
question) and sets the audit duration according to the duration defined in this form.FR.08.01 Audit Team
Assignment Form is submitted to the audit team and is approved by them. ANR approves the audit team
through FR.08.01 Audit Team Assignment Form. ANR can change the members of the audit team based on
the current status of impartiality and/or competence of the auditors/experts. If there is an objection to the
appointment of auditors from the Audit Team, a new audit team will be formed and the reasons are recorded
in FR.08.01 Audit Team Assignment Form. In case the audit team does not object to the auditor
assignments, Medical devices planning Responsible sends the prepared audit plan together with the
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auditors’ CV’s (upon the company’s request) to the company at least 2 days in advance. In the case of an
objection by the customer to any of the members of the audit team, PR.24 Appeals & Complaints
Evaluation Procedure is proceeded. The customer is notified of the evaluation. The audit team will be
reassigned or FR.08.03 Audit Plan is resent to the customer with the same audit team.

(13) Gozetim denetiminin planlanmasi yapilirken asama 2 denetim raporunda belirtilen denetim gegmisi
referans alinir. Denetimin gergeklestiriimesi, raporlanmasi ve uygunsuzluklarin kapatiimasi ve takibi
belgelendirme denetiminde oldugu gibi gerceklestirilir.

When planning the surveillance audit, the audit history specified in the stage 2 audit report is taken as
reference. Surveillance audits’ conducting, reporting and nonconformities closing and follow-up is done the
same as certification audits.

(14) Gozetim denetimlerinde uygunsuzluk tespit edilirse, uygunsuzluklarin (major, mindr ayrimi
yapilmaksizin) kapatilmasi igin verilen sure 60 is gunadir. Denetimde tespit edilen uygunsuzluklara yénelik
olarak firmanin gergeklestirecegi dizeltici faaliyetleri firma 15 is gunu iginde FR.08.10 Uygunsuzluk ve
Takip Raporu ile NOTICE’e bildirmekle yukumludir. Musteri tarafindan iletilen FR.08.10 Uygunsuzluk
Takip Raporu ve e-posta, M-Files proje dokimanlar igerisinde musgteri iletisim klasériinde saklanir. 15 is
guna icerisinde misteri tarafindan goénderilmez ise Bas Denetci musteri ile iletisime gecger ve gonderilmesini
saglar. Gelen dokiman Uzerinde Bas Denetci yapilacak calismalarin etkinligini kontrol eder. Kontrol
sonucunda; planlanan faaliyetlerin etkinligini onaylar veya gerekiyorsa ek faaliyet yapilmasi yoninde karar
verebilir. Kontrol sonucunu FR.08.25 Diizeltici Faaliyet Eylem Plani ve Diizeltici Faaliyet inceleme
Formu kullanilarak kayit altina alir ve musteriyi bilgilendirir. Bilgilendirme, misteriye e-posta ile ayni form
kullanilarak yapilir.

If nonconformities are detected in the surveillance audits, the deadline for closing nonconformities (major or
minor) is 60 working days. The company is required to report to NOTICE the corrective actions to be taken to
rectify the conformities within 15 working days through FR.08.10 Nonconformity and Follow-Up Report. E-
mail & 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. If not sent by the customer within 15 working
days, the Lead Auditor will contact the customer and ensure that it is sent. The Lead Auditor reviews the
effectiveness of the activities on received document and informs the customer of additional activities if
necessary. As a result of the review; the lead auditor confirms the effectiveness of the planned activities or, if
necessary, decides on implementation of additional activities. The lead auditor records the result of the
review in to FR.08.25 Corrective Action Plan and Corrective Action Review Form and informs the customer.
The customer is informed through the same form by sending e-mail.

(15) Bir 6nceki denetimde tespit edilmis ve yerinde dogrulama yapilmadan kapatilmis uygunsuzluklarin
yerinde dogrulamasi, marka ve sertifika kullaniminin kontrolli, gézetim denetimi sirasinda gercgeklestirilir.
Yerinde dogrulama sonucu uygunsuzluk bulunursa denetim ekibi tarafindan FR.08.10 Uygunsuzluk ve
Takip Raporunda major uygunsuzluk olarak degerlendirilir ve firma uygunsuzlukla ilgili takip denetimine
birakilir.

During the surveillance audit, nonconformities detected in the previous audit which are closed without site
verification are verified and brand and certificate usage is checked. In case any nonconformity is identified as
a result of this verification, it is recorded in FR.08.10 Nonconformity and Follow-Up Report as major
nonconformity and follow-up audit will be required.

(16) Belgenin surdurdlmesi ile ilgili son karar belgelendirme denetiminde oldugu gibi belgelendirme
komitesine aittir. Komite PR.25 Belgelendirme Komitesi Caligma Prosediirii dokimanina gére faaliyetini
yurGtdr. Uygunsuzluklarin belirtilen tarihlerden 6nce kapatilamamasi durumunda firmanin belgesi ANS
tarafindan askiya alinir.

Like the certification audits, the final decision on the continuity of the certificate is taken by the certification
committee. The committee conducts its activities according to PR.25 Certification Committee Working
Procedure. If the nonconformities cannot be closed before the specified date, the company's certificate will
be suspended by ANR.
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(17) Bulunan uygunsuzluklarin kalite yonetim sisteminin isleyisini, Urlin kalitesini velveya miusteri
memnuniyetini sistematik ciddi sekilde olumsuz etkileyebilecegi durumlarda denetim raporu belgelendirme
komitesine gonderilir ve uygunsuzluklar kapatilincaya kadar firmanin belgesi askiya alinir. Firmaya durum
yazi ile bildirili. TUm uygunsuzluklari belirtilen tarihlerden &énce kapatan firmalarin belgelerinin
gecerliliklerinin devamina belgelendirme komitesi tarafindan karar verilir. Misteri dosyasi belgelendirme
komitesine sunulmadan 6nce dosya ilk olarak TCS tarafindan sonrasinda ANS tarafindan kontrol edilir. Her
iki kontrolden onay alan dosyalar belgelendirme komitesinin onayina sunulur.

In the event the detected nonconformities may seriously affect the quality management system functionality,
product quality and/or customers’ satisfaction, the audit report is sent to certification committee and the
certificate is suspended until the nonconformities are closed. The situation is communicated to the company
in writing. Certification committee will decide on the continuation of the certificate of the companies closing all
the nonconformities before the defined deadline. If the prepared customer file is approved by the MDR
before being submitted to the committee for approval, it will be checked by ANR in the second stage. After
both checks, the approved file is presented to the certification committee for approval.

Gozetim denetimlerinden oénce firmaya denetim éncesi FR.09.01 Gézetim Denetimi Oncesi Degisiklik
Kontrol Formu goénderilir. Eger teknik dosyada bir revizyon var ise giincel teknik dosya incelemesi denetim
oncesinde NOTICE ofis ortaminda ilgili i¢ teknik uzman tarafindan degerlendirilir ve raporlanir. Rapor saha
denetim ekibine iletilir. Degisiklik bildirimi yapilmamis ve denetimde degisiklik tespit edilir ise FR.08.06
Denetim Raporu’na degisiklik bildiriimedigi yoninde uygunsuzluk yazilir ve denetimde i¢ uzmani var ise
dosya degerlendirmesi denetimde sirasinda yapilir. Denetim ekibinde bir i¢c uzman yok ise NOTICE ofis
ortaminda dosya degerlendirmesi ic uzman tarafindan yapilir. Degisiklikler uygun ise bildirim, FR.08.06 EK1
Teknik Dosya inceleme Raporu ile firmaya yapilir. Eger bir uygunsuzluk tespit edilir ise firmaya FR.08.10
Uygunsuzluk ve Takip Raporu ile bildirim yapilir. Uygunsuzluklar kapatildiktan sonra sire¢ madde 16 da
belirtildigi gibi devam ettirilir.

Before the surveillance audits, FR.09.01 Change Control Form Before Surveillance Audit is sent to the
company before the audit. If there is a revision in the technical file, the current technical file review is
evaluated and reported by the relevant internal technical expert in the NOTICE office environment before the
audit. The report is delivered to the site audit team. If no change notification has been made and a change is
detected in the audit, a nonconformity is written in FR.08.06 Audit Report stating that there is no change,
and if there is an internal expert in the audit, the file is evaluated during the audit. If there is no internal expert
in the audit team, the file evaluation is made by the internal expert in NOTICE office environment. If the
changes are appropriate, notification is made with the FR.08.06 EK1 Technical File Inspection Report. If a
nonconformity is detected, the company is notified with FR.08.10 Nonconformity and Follow-up Report.
After the nonconformity is closed, the process is continued as specified in item 16.

5.2 Yeniden Belgelendirme Denetimleri
Recertification Audits:

(18) Belge yenileme denetimi, belgenin gegcerlilik siresi (sistem belgelendirme i¢in 3 yil, Grin belgelendirme
icin 5 yil) sona ermeden firmalari yeniden belgelendirmek icin yapilan denetimlerdir. Belge gecerlilik suresi
bitimine en az 6 ay kala firmalar ile TCD Planlama Sorumlusu tarafindan irtibata gegilir ve firmalardan cevap
istenir. Firma cevap vermez ya da belge devamini talep etmez ise, belge gegerlilik siresi sonunda belge
gecerliligini kaybeder.

(18) Certificate renewal audit is an audit carried out to re-certify the companies before the end of the validity
period (3 years for system certification, 5 years for product certification). At least 6 months before termination
of the certificate validity period, medical devices planning Responsible will contact the companies and
requests a reply in this regard. In case no response is received or the company does not request the
renewal, the certificate will be expired at the end of the validity period.

(19) Yeniden belgelendirme igin firma ile irtibata gegmeden énce firmanin énceki denetimlerinin sonuglari,
firma ile ilgili bildirimler ve denetci goérisleri géz éniinde bulundurulur. Bu degerlendirme ANS ve TCS ile
birlikte gerceklestirilir. Degerlendirme sonunda yeniden belgelendirme basvurusunun alinmamasi yéninde
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karar verilmesi durumunda gerekgeli karar antetli kagit ile raporlanir. Belge silresi dolmadan firmanin
yeniden belgelendirme basvurusu yapmasi durumunda gerekgeli karar firmaya iletilir.

Before contacting the companies for recertification, results of previous audits, statements and notices related
to the company and auditor’s points of view are taken into consideration. This evaluation is performed by
ANR and MDR (Medical Devices Responsible). At the end of the evaluation, if a decision is made on not to
accept the recertification application, the justification will be reported with a letterhead paper. In case the
company has applied for recertification before the certificate expires, the decision together with the
justifications is communicated to the company.

(20) Yeniden Belgelendirme (Belgenin Surdartlmesi) ile ilgili 6 durum mevcuttur.
There are 6 cases related to Recertification (Certificate continuity).

Mevcut Serfifikanin Gecedilik Suresi Gecerliligin Bitiminden Hibaren 6 Ay =6 Ay -
Al B C D E | Zaman
Durum 1,
Case 1:

Belge yenileme faaliyetleri gegerlilik tarihinden (B) dnce tamamlanmis ise;

If certificate renewal activities are completed before the validity date (B):

Karar tarihi (A), belge gecerlilik tarihi (B) den dnce - Yeni belgenin gegerliligi (B) tarihinden énce baslar ve
yeni belgenin gegerliligi (B)+3 yildir. Belgenin bir gegmisi vardir ve yeni belge ile eski belge arasinda bir
bosluk yoktur.

Decision date (A), before Certificate validity date (B) - validity of new certificate begins before date (B), and
validity of new certificate is (B) +3 years. The certificate has a history and there is no gap between the new
and the old certificate.

Durum 2;

Case 2:

Belge yenileme faaliyetleri baslatiimis ancak gegerlilik tarihi (B) den 6nce tamamlanamamis ve karar (C)
tarihinde yani (B) ve (D) tarihi arasinda alinmis ise;

Yeni belgenin gegerliligi (C) tarihinden itibaren baslar ve belge gecerlilik siresi (B)+3 yildir. Belgelendirmede
bir bosluk olusmustur. Bosluk (B) ve (C) arasindadir. Belge yeniden aktive edilmistir ve belgenin bir gegmisi
vardir. Sertifika Uzerinde belgenin bosta kaldidi stre acgik olarak gdsterilir.

If the document renewal activities have been initiated but has not been completed before the validity date (B)
and the decision is taken on (C), i.e. between (B) and (D);

The validity of the new certificate starts from date (C) and the certificate validity period is (B) +3 years. There
is a gap in the certification between (B) and (C). The certificate has been reactivated and has a history. The
period during which the certificate has been idle is shown as open on the certificate.

Durum 3;

Case 3;

Belge yenileme faaliyetleri (B) den 6nce tamamlanmis ve karar (B) den sonra ancak (D) den 6nceki bir
tarihte yani (C) de alinmis ise;

Yeni belgenin gecerliligi (C) tarihinden itibaren baslar ve belge gecerlilik suresi (B)+3 yildir. Belgelendirmede
bir bosluk olusmustur. Bosluk (B) ve (C) arasindadir. Belge yeniden aktive edilmistir ve belgenin bir gecmisi
vardir. Sertifika Uzerinde belgenin bosta kaldi§i sire agik olarak gdsterilir.

If the certificate renewal activities have been completed before (B) and the decision has been taken after (B)
but before (D),i.e. (C);

The validity of the new certificate starts from (C) date and the certificate validity period is (B) +3 years. There
is a gap in the certification between (B) and (C). The certificate has been reactivated and it has a history. The
period during which the certificate has been idle is shown as open on the certificate

Durum 4;

Case 4:

Belge yenileme faaliyetleri (B) den 6nce baslatiimis fakat (D) den 6nce tamamlanmamis ise;
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Bu durumda firmada ilk belgelendirmenin Asama 2 denetimi gergeklestirilir. Belgelendirme karari eski
belgenin gecerlilik tarihinden (B) sonraki bir tarihte ve Asama 2 denetiminden sonra (E) alinmis ise yeni
belgenin gegerlilik tarihi (E) den itibaren baslar ve gecerlilik stresi (E) +3 yildir. Belgede bosluk olusmustur.
Bosluk (B) ve (E) arasindadir. Belgenin gegmisi yoktur. Yeni belge, yeni bir belge numarasi ile yayinlanir.

If certificate renewal activities have been initiated before (B) but not completed before (D):

In this case, stage 2 of first certification audit will be conducted in the company.

If the certification decision is taken on a date after the validity date of the old certificate (B) and after stage 2
audit date (E), the validity date of the new certificate starts from (E) and the validity period shall be (E) + 3
years. There is a gap in the certification between (B) and (E). The certificate does not have a history. The
new certificate is issued under a new number.

Durum 5;

Case 5:

Belge yenileme faaliyetleri (B) den o©nce bagslatiimis fakat belgelendirme karar (D) den Once
tamamlanmamis ise;

Bu durumda firmada ilk belgelendirmenin Asama 2 denetimi gerceklestirilir. Karar eski belgenin gecerlilik
tarihi (B) den sonraki bir tarihte ve Asama 2 denetiminden sonra (E) de alinmig ise yeni belgenin gecerlilik
tarihi (E) den itibaren baslar ve gecerlilik siiresi (E) +3 yildir. Belgede bosluk olugsmustur. Bosluk (B) ve (E)
arasindadir. Belgenin ge¢misi yoktur. Yeni belge, yeni bir belge numarasi ile yayinlanir.

If certificate renewal activities have been initiated before (B) but the certification decision has not been
completed before (D):

In this case, stage 2 of first certification audit is carried out at the company. If the certification decision is
taken on a date after the validity date of the old certificate (B) and after stage 2 audit date (E), the validity
date of the new certificate starts from (E) and the validity period shall be (E) + 3 years. The certificate has no
history and the new certificate is issued under a new number.

Durum 6;

Case 6:

Belge yenileme faaliyetleri belge gegerlilik tarihi (B) den 6nce baslatiimamis ise ((D) den énce tamamlanmig
olsa dahi) firmada sifirdan tam bir ilk belgelendirme denetimi (Asama 1 + Asama 2) gergeklestirilir.

Yeni belgenin gegerliligi karar tarihinden itibaren baslar ve +3 yil surer. Belgelendirmede bosluk olugsmustur.
(B) tarihi ile karar tarihi arasindadir. Belgenin gec¢cmisi yoktur. Yeni belge, yeni bir belge numarasi ile
yayinlanir.

If certificate renewal activities have not been initiated before (B) (even if completed before (D)) a full first
certification audit (stage 1+stage 2) is carried out at the company.

The validity of the new document starts from the decision date and lasts for +3 years. There is a gap in the
certificate between (B) and the decision date. The certificate has no history and the new certificate is issued
under a new number.

NOT: Belgelendirme faaliyetlerinin baslatiimasi denetim planlamasinin yapilmasi anlami tasir.
NOTE: Initiation of certification activities means that audit is planned.

(21) Durum 6’da PR.07 Belgelendirme Basvurularin Alinmasi ve Basvurularin Degerlendirilmesi
Prosediiriine uygun sureg yarutulur.
In the event of case 6, PR.07 Receiving & Evaluating Certification Applications Procedure is proceeded.

(22) Firma belge yenileme talebinde bulunursa belge yenileme denetimi gergeklestirilir. Firmayla yeniden
belgelendirme 6ncesi PR.22 Denetim Suresi Belirleme ve Planlama Prosediiriine uygun olarak yeniden
s6zlesme yapilir. FR.07.01 Basvuru Formu, firma bilgilerinde degisiklik varsa firma tarafindan yeniden
doldurulur, firmanin eski dosya (proje) numarasi gegerlidir. Durum 6 da firmaya yeni proje numarasi verilir.
Upon company’s request for the certificate renewal, certificate renewal audit is conducted. Prior to the
recertification audit, a new agreement is made with the company according to PR.22 Audit Duration
Determination & Planning Procedure. If there is a change in the company information, FR.07.01
Application form will be filled again by the company, in this case the old file (project) number of the company
is still valid. In case 6 the company is given a new project number.
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(23) Yeniden belgelendirme denetimi miusteride, firma yonetim sistemi operasyonlarindaki mevzuat
degisiklikleri ve bunun gibi énemli degisiklikler i¢in firmanin denetim siresi degisikligin boyutuna goére %10 ile
%30 arasinda arttirilir. Yeniden belgelendirme denetiminin planlanmasi, denetgilerin atanmasi (denetim
ekibinde yer alacak denetgiler/'uzmanlar s6z konusu firmanin denetimlerinde Ust Gste 2 denetimden fazla
gérev almamig olmalidir), denetimin gergeklestirimesi, denetimin raporlanmasi, uygunsuzluklarin
kapatilmasi ve belgelendirme kararinin verilmesi belgelendirme denetiminde oldugu gibidir.

The recertification audit duration is increased 10%- 30% due to changes in legislations of company
management system operations and similar important changes, depending on the size of the change.
Planning, auditors’ assignment (The auditors/experts who will take part in the audit team should not have
participated in more than 2 consecutive audits for the company in question), auditing, reporting,
nonconformity closing and certification decision of recertification audits are as in the certification audits.

93/42/AT Tibbi Cihaz Yonetmeligi yeniden belgelendirme denetimlerinin saha denetimlerinde bir i¢ kaynakh
uygunluk degerlendirme personeli bulundurulur. Pandemi gibi olagantsti durumlarda saha denetiminde ig
kaynakli uygunluk degerlendirme personeli bulundurulamamasi durumunda, ofis ortaminda yapilan teknik
dokiimantasyon kontroli mutlaka en az bir NOTICE i¢ kaynakh uygunluk degerlendirme personelinin
bulundugu degerlendirme ekibi tarafindan gerceklestirilir.

93/42/AT Medical Device Regulation re-certification audits site audits have an internal sourced conformity
assessment personnel. In case of failure to have internal sourced conformity assessment personnel in site
audit in extraordinary situations such as pandemic, technical documentation inspection in the office
environment is carried out by the assessment team with at least one NOTICE internal sourced conformity
assessment personnel.

(24) Yeniden belgelendirme sirasinda daha 6nceki denetimde tespit edilen uygunsuzluklar ve duzeltici
faaliyetler incelenir. Denetim kapsami, yeni dokimanlar, marka ve belge kullanimi kontrol edilir ve gdzetim
denetiminde oldugu gibi islem yapilir.

During recertification audits, nonconformities detected in the previous audit and the related corrective actions
are examined. Audit scope, new documents, brand and certificate usage are controlled and it is acted as in
surveillance audits.

(25) Denetim sonucunda degerlendirme belgelendirme denetiminde oldugu gibi yapilir. Yeniden
belgelendirme denetiminde uygunsuzluk tespit edilirse (major, mindér ayrimi yapilmaksizin) uygunsuzluklarin
kapatiimasi i¢in verilen sire 90 is gnudur. Denetimde tespit edilen uygunsuzluklara yonelik olarak firmanin
gerceklestirecedi duzeltici faaliyetleri firma 15 is gunu icinde FR.08.10 Uygunsuzluk ve Takip Raporu ile
NOTICE’e bildirmekle yukimludir. Musteri tarafindan iletilen FR.08.10 Uygunsuzluk Takip Raporu ve e-
posta, M-Files proje dokimanlari igerisinde musteri iletisim klasoriinde saklanir. 15 is guni igerisinde musteri
tarafindan gonderilmez ise Bas Denetci musteri ile iletisime geger ve génderilmesini saglar. Gelen dokiiman
Uzerinde Bas Denet¢i yapilacak calismalarin etkinligini kontrol eder. Kontrol sonucunda; planlanan
faaliyetlerin etkinligini onaylar veya gerekiyorsa ek faaliyet yapilmasi yoninde karar verebilir. Kontrol
sonucunu FR.08.25 Diizeltici Faaliyet Eylem Plani ve Diizeltici Faaliyet inceleme Formu kullanilarak
kayit altina alir ve musteriyi bilgilendirir. Bilgilendirme, musteriye e-posta ile ayni form kullanilarak yapilir.
Uygunsuzluklarin kapatiimasi ve takibi sureci belgelendirme denetimi Asama 2 sirecinde oldugu gibidir.

After the audit, the evaluation is done as in the certification audit. If nonconformity is detected in the
recertification audit (major or minor), the deadline for closing nonconformities is 90 working days. The
company is required to report the corrective actions to be for nonconformities to NOTICE through FR.08.10
Nonconformity and Follow-Up Report within 15 working days. E-mail and 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. If not sent by the customer within 15 working days, the Lead Auditor will contact
the customer and ensure that it is sent. The Lead Auditor reviews the effectiveness of the activities on
received document and informs the customer about additional activities if necessary. As a result of the
review; the lead auditor confirms the effectiveness of the planned activities or, if necessary, decides on
implementation of additional activities. The lead auditor records the result of the review in to FR.08.25
Corrective Action Plan and Corrective Action Review Form and informs the customer. The customer is
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informed through the same form by sending e-mail. Closing of nonconformities and follow up process is
same as Stage 2 certification audit process.

(26) Kurulus belirtilen sure igerisinde uygunsuzluklarini etkin bir sekilde kapatmamasi durumunda belgenin
sdresinin uzatiimasi gergeklesmez.

If the organization does not effectively close nonconformities within the specified time, the certificate will not
be extended.

5.3 Degisikliklerin Bildirimleri ve Denetimleri
Change Notification & Audit

MDCG 2020-3 rehberine gére 27 Mayis 2021 tarihinden sonra 93/42/AT sayili Direktif uyarinca diizenlenen
ve gegerli bir sertifikaya sahip bir cihaz asagidaki sartlari saglamasi halinde piyasaya arz edilebilir ya da
hizmete sunulabilir:

According to the MDCG 2020-3 guide, a device with a valid certificate issued in accordance with Directive
93/42/EEC after 27 May 2021 may be placed on the market or put into service if it meets the following
conditions:

-93/42/ATye uygun olmaya devam etmesi

Continues to comply with 93/42/EEC

-Tasarimi ile amacglanan kullaniminda herhangi bir nemli degisiklik olmamasi
No significant change in design and intended use

Uretici, herhangi bir dedisiklik durumunda FR.08.15 OK/BK Degigiklik Bildirim Formu’nu kullanarak bu
degisiklikleri NOTICE e iletir. Tibbi Cihaz Sorumlusu (TCS), dedisikliklerin énemine iliskin yargilamayi MDCG
2020-3 Eklerinde verilen akis semalarini dikkate alarak yapar ve degerlendirmesini FR.08.15 OK/BK
Degisiklik Bildirim Formu’nun NOTICE’e ayrilan kismini doldurarak kayit altina alir.

In case of any changes, the manufacturer notifies NOTICE by using the FR.08.15 OK/BK Change
Notification Form. The Medical Device Responsible (MDDR) makes the judgment regarding the importance
of the changes by taking into account the flowcharts given in the MDCG 2020-3 Annexes and records his
evaluation by filling out the part of the FR.08.15 OK/UK Change Notification Form reserved for NOT/CE.

Degisiklikler kapsaminda asagidaki degisiklikler bnemsiz kabul edilir:
The following changes are considered non-significant within the scope of the changes:

-Ureticinin adi,

Manufacturer's name,

-Ureticinin adresi,

Manufacturer's address,

-Ureticinin yasal sekli (tiizel kigilik kalir),

The legal form of the manufacturer (remains legal entity),
-Yetkili temsilci degigiklikleri.

Authorized representative changes.

Ayrica, cihazin tasarimini veya kullanim amacini etkilemeyen tim degisiklikler 5nemli degildir.
In addition, any changes that do not affect the design or intended use of the device are not significant.

a) Miisteri Tarafindan Yapilan Onemsiz Degisiklikler
Non-Significant Changes Made by The Customer
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(27) Firma Unvaninin degismesi, Firma-faaliyet kapsaminin-degismesi, Firma adresi ve subelerinin degismesi

gibi degisikliklerin kontrolli amaciyla gercgeklestiriien denetimlerdir. Degisiklik denetimlerinden 6nce eger
firmanin resmi statlist degismisse (adres, Unvan vs.), firma-basvurusundan-bir-trint-ger-cektiginde hizmet
s6zlesmesi son durum ve degerlendirme kapsamina gore yenilenir.

Change audits are those which are conducted to control changes such as changes in the company's title,
business-scope; address and branches etc. If the official status (address t|tIe etc.) of the company has
changed the service
agreement is renewed accordlng to f|nal status and scope of evaluatlon

(28) Degisiklik talepleri firmalardan FR.08.15 OK/BK Degisiklik Bildirim Formu ile yazili olarak alinir, ANS
tarafindan dokiiman incelemesi ya da saha denetimi yapilip yapilmayacagi karari verilir ve form lzerine not
edilir.

Change requests are received from companies in writing through FR.08.15 Change Notification to NB/CB
Form. ANR decides whether a document review or site audit is required and records it on the form.

(29) Kapsam degisikligi ve adres degisiklik denetimlerinde dokiiman incelemesinin yaninda, kapsama ve
uretim yerine bagli olarak gereken slrede saha denetimi gergeklestirilir ve denetim raporu ile kayit altina
alinir. Kapsam degisiklik talebi FR.08.15 OK/BK Degisiklik Bildirim Formu ile yazili olarak alinir. Talebin
alinmasi ile birlikte SPS firmanin yeni model ve varyantlari icin FR.07.01 Bagvuru Formunu doldurmasini
saglar ve PR.07 Bagvurularin Alinmasi ve Degerlendirilmesi Prosediiriine gére degerlendirmesi yapilr.
Denetim silresi PR.22 Denetim Siiresi Belirleme ve Planlama Prosediiriine gore belirlenir. Degerlendirme
sonrasi basvuru kabul edilir ise misteriye PR.23 Denetim Ucreti Belirleme Prosediiriine gére hazirlanmis
FR.23.01 Belgelendirme Teklifi/S6zlesmesi gonderilir. Mlsteri gdnderilen teklifi imzalar ise strec baglatilir.
In scope change and address change audits, besides document review, site audit will be carried out in a
period suitable to the scope and production place and the result will be reported in the audit report. Scope
change request is received in written form with FR.08.15 OK / BK Change Notification Form. Upon receipt
of the request, the SMR ensures the completeness of FR.07.01 Application Form for the new models and
types and the FR.07.01 Application Form is evaluated according to the PR.07 Receiving and Evaluating
Certification Applications Procedure. Audit duration is determined according to PR.22 Audit Duration
Determination and Planning Procedure. If the application is accepted after the evaluation, FR.23.01
Certification Proposal / Agreement is prepared according to PR.23 Audit Fee Determination Procedure
and sent to the customer. If the customer signs the submitted proposal/agreement, the process starts.

(30) Asagidaki durumlar s6z konusu ise degerlendirme mutlaka musterinin sahasinda gergeklestirilir.
- Saha ve ekipman farkliliklari
l"| I I. I I - -I I.I I 0
~—ProsesFarkhhiklarn
- Musterrnrn brr oncekr saha denetrmrnrn uzerrnden 6 ay ge(;mls ise

Degerlendirme sahada yapilacak ise, denetim planlanmasi, organize edilmesi ve gerceklestirimesi PR.08
Belgelendirme Prosediiriiniin Asama 2 saha denetimi bolimune gére yapilir.

If one of the following is the case, the assessment shall be carried out at the customer's site.
- Site and equipment differences
—
SEEEE 'Idtt BESCETiG s
-If 6 months passed after customer's prevrous on- site audrt

If the evaluation is performed on site, the planning, organizing and performing the audit shall be carried out
according to the Stage 2 on-site audit section of the PR.08 Certification Procedure.
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(31) Saha denetimine gerek olmayan degisiklik denetimlerinde objektif kanitlara baglh olmak kosulu ile ANS
belge degisikligine kendisi karar verebilir (Ornek: Yerel ydnetim tarafindan yapilan sokak, cadde, kapi no gibi
degisiklik durumlarinda).

In change audits not needing site audit, ANR can determine the certificate change based on the objective
evidence gathered during the change audit. (e.g. in the case of change in alley, street, number made by local
government)

(32) Belgelendirme komitesi tarafindan dokiimanlar ve denetim raporu uygun gorildiga takdirde degisiklik
yapllarak FR.08.11.02 Belgelendirme Karar Tutanagi ile kayit altina alinir. Yeni belge duizenlenerek
firmaya teslim edilir.

If the documents and audit report are deemed appropriate by certification committee, it is recorded in
FR.08.11.02 Certification Decision Report and the amended certificate is sent to the company.

(33) Belgelendirme degisikligi uygun goérilmemisse gerekgeli karar antetli kadita yazilarak firmaya bildirilir.
Belge degisikliklerinde firmanin mevcut belge gegerlilik siiresi degismez.

If the certificate change is deemed unsuitable, the reasoned decision is written on letterhead and notified to
the company. In case of certificate amendment, the current certificate validity does not change.

b) NOTICE Tarafindan Yapilan Degisiklikler
Changes made by NOTICE

(34) NOTICE, belgelendirme gerekKlilikleri ve ilgili streglerinde (kapsaminin daralmasi, standart/ydnetmelik
degisikligi, kendi sitemindeki uygulamalarin degisikligi v.b) gerceklesen degisiklikler ile ilgili musterisine
bilgilendirmeyi mail yolu ile yapar ve www.notice.com.tr den yayinlar.

NOTICE communicates the changes regarding certification requirements and related processes (such as
narrowing the scope, changes in standard/regulation, changes in its own system applications, etc.) through
email and also publishes them on www.notice.com.tr.

(35) Degisikligin durumuna gére musteri ile Planlama Sorumlusu irtibata gegip ilgili denetimin planlamasini
yapar. Musterinin denetimi kabul etmemesi durumunda Mdusterinin belirledigi baska bir Belgelendirme
Kurulusuna tranfer sirecini baslatir. Transfer icin musteriye verilen sire igerisinde musterinin sertifikasi
gecerliligi korur.

Based on the change, the Planning Responsible contacts the customer and plans the related audit. If the
Customer does not agree to the audit, the transfer process to another Certification Body defined by the
customer will start. The customer’s certificate will remain valid within the period granted for transfer.

5.4 Kisa ihbar Denetimleri
Short Notice Audits

(36) Firmaya yonelik objektif deliller iceren sikayetler s6z konusu oldugunda, NOTICE'in denetim
programinda olmadidi halde firmayla iletisime gegerek olagandisi bir denetim gerceklestirme karari alabilir.
Bu tur denetimlerde firmanin mevcut durumu degistirmesine imkan vermeyecek bir sire 6nce (en fazla 1 gin
once) firmaya haber verilir ve denetim gergeklestirilir.
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In the case of complaints with objective evidence against the company, NOTICE may decide to conduct an
unexpected audit after contacting the company. Notice period for such audits is defined so as not to allow the
company to change the current situation (max. 1 day).

(37) Denetimi gergeklestirecek denetim ekibi Uyeleri belirlenirken mimkiinse bir édnceki denetim ekibinden
farkli ve mutlaka sikayet konusunu yorumlayabilecek yeterlilikte denetci/uzmanlardan olusmasina dikkate
edilir.

While selecting the audit team members, choosing auditors/experts different from the previous audit team if
possible and from the personnel capable of interpreting the complaint is taken into consideration.

(38) Firmanin denetimi kabul etmemesi halinde belgesi ANS tarafindan askiya alinir ve durum firmaya yazi
ile bildirilir. NOTICE, bu karari alabilecegini firmaya hizmet dncesi imzalanan sdzlesme ve belgelendirme
kurallari ve genel sartlar ile belirtmistir.

If the company does not accept, ANR suspends the certificate and the company is informed in writing.
NOTICE is authorized to do so according to Certification Rules and General Conditions which is an integral
part of the agreement signed before providing the service.

(39) Ayrica yukarida belirtilen durum disinda alinan olumsuz duyumlar s6z konusu ise ya da NOTICE, Saghk
Bakanligi Turkiye ilag ve Tibbi Cihaz Kurumu veya TURKAK NOTICE'in belgelendirdigi kuruluglara gerek
gbérmesi halinde plansiz ziyaretler gerceklestirebilir.

In addition, if other than the above-mentioned situation, negative perceptions exist, or in case either
NOTICE, Medicines and Medical Devices Agency of Ministry of Health of Republic of Turkey or TURKAK
considers necessary, unplanned visits can be conducted.

(40) Kisa ihbar denetimde rastlanilan bulgular FR.09.02 Audit Record dokimanina kaydedilir.
Remarks that find during short notice audits is recorded in FR.09.02 Audit Record.

5.5 Habersiz (Plansiz) Denetimler
Unannounced (unplanned) audits

(41) Habersiz denetimlerin amaci drin uygunlugu kapsaminda Urin guvenligi konusundaki supheleri
gidermektir. Denetim belgelendirmeye dahil olan ve yakin zamanda Uretilen uygun miktardaki Urdn
orneklemesinin dogrulanmasi Uretim, kalite kontrol (girdi kontrol, proses kontrol, bitmis Urin kontrol)
sureclerini icerecek sekilde ve saha kontrolu ile yapilir (Grtn, lot, grup). Habersiz saha denetimleri firmanin
sahasinda minimum 3 yilda 1 kez olacak sekilde firmaya énden haber vermeden gerceklestirilir.

The purpose of unannounced audits is to clear doubts on product safety in the scope of product conformity.
In these audits, samples taken from the recently manufactured products in the certification scope are verified
production, including quality control (incoming control, process control, finished product control) processes
and site is controlled. Unannounced site audits are performed at least once in 3 years in the customer’s site
without prior notice.

(42) FR.05.08 Degerlendirme Personeli Havuzu Formu (zerinden ilgili MD ve

MDS kodlarinda atanmis olan degerlendirme personeli FR.08.01 Denetim Ekibi Gorevlendirme
Formu ile gérevlendirilir. Denetim stresi en az 2 kisi tarafindan 1 glin olacak sekilde belirlenir.
Since the relevant MD and some MDS fields (such as sterilization, coating processes) are routinely checked
during each product realization via the FR.05.08 Assessment Personnel List, the evaluation personnel
assigned in the MDS codes are assigned with the FR.08.01 Audit Team Assignment Form. The audit
duration will be determined as at least one day performed by 2 persons.

(43) Eger duretici tim kritik sUreglerini tasare etmigsse ve inceleme sadece dokiman Uzerinde
gerceklestirilecek ise bu slire yarim adam gun kisaltilir fakat kritik tageron ziyareti igin ek stire eklenir. Kritik
surecler habersiz denetimin kapsami igindedir. Denetim siresi igin stre eklenmesi gerekiyorsa eklenecek
sire igin gerekgeler belirlenip denetim raporu ile belgelenir.
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If the manufacturer has subcontracted all its critical processes and the audit will be done just in the form of
document review, this duration will be shortened to 0,5 man/day, but additional time will be added for critical
subcontractor visit. Critical processes lie within the scope of unannounced audits. In case additional time
needs to be added, justifications for the additional time are defined and documented in the audit report.

(44) Denetim Sikhgi ve Suresi asagidaki tabloya gore belirlenir.
Audit frequency and duration is determined according to the following table.

Habersiz Saha Denetimi icin Ureticilere yapilacak Siniflandirma
min. Denetim Sikhig Classification

Min. Audit Frequency for Unannounced Site Audits I lla Ilb Il
Normal Sartlarda 3yl 3yl 3yl 2yl
Normal conditions 3years | 3years | 3years | 2years
Cihazda meydana gelen sik uygunsuzluklar 2yl 2yl 1yl 1yl
Frequent nonconformities in the device 2years | 2years | 1years | 1years
Cihazla ilgili uygunsuzluklarin siiphesi 2yl 2yl 1yl 1wl
Doubts about nhonconformities in the device 2vyears | 2years | lyears | 1years

(45) Habersiz saha denetimi musteri tarafindan kabul edilmez ve/veya degerlendirme ekibinin incelemeleri
engellenirse durum degerlendirme ekibi tarafindan tutanak ile kayit altina alinir. Firmanin belgesi ANS
tarafindan askiya alinir. Aski karari firmaya gerekgeleri ile bildirilir.

In the event the customer does not accept the unannounced audit and/or hinders the assessment team’s
examination, the case is recorded by the assessment team. The company’s certificate is suspended by ANR
and suspension decision is communicated to the company together with the justifications.

(46) NOTICE, bu karari alabilecedini firmaya hizmet Oncesi imzalanan soézlesmenin bir pargasi olan
FR.23.02 Belgelendirme Kurallari ve Genel Sartlar dokimani ile belirtmistir.
FR.23.02 Certification Rules and General Conditions which is an integral part of the agreement signed
before providing the service, defines that NOTICE can take such a decision.

(47) Denetim sonucunda temel sartlarin saglanmadigi tespit edilirse, uygunsuzlugun siddetine goére belge
askiya alinir ya da iptal edilir. iptal/aski karari gerekgeleri ile birlikte firmaya yazil olarak bildirilir.

If the audit proves that the basic requirements are not satisfied, the certificate is suspended or withdrawn
depending on the severity of the nonconformity. The company is notified in writing of the cancellation/
suspension decision together with the reasons.

(48) Yukarida tanimlanmig olan tim denetimlerde agsagida belirtilen kurallar uygulanir.
The following rules are applied in all the above-mentioned audits.

(49) Denetime firma yetkilileri ve denetim ekibinin katildi§i acilis toplantisi ile baslanir. Acilis toplantisinda
denetimin amaci, kapsami, kullanilacak metod ve prosedurler ile FR.08.03 Denetim Plani (planlanmis bir
denetim ise) ve FR.08.18 Acilig-Kapanig Toplanti Tutanaginda belirtilen konular gérisultr.

Audit starts with the opening meeting attended by the company authorities and the audit team. The audit
objectives, scope, methods and procedures together with the items mentioned in FR.08.03 Audit Plan (in
case of planned audits) and FR.08.18 Opening-Closing Meeting Minutes are discussed in the opening
meeting.

(50) Denetim ekibi, denetim sirasinda tespit ettigi uygunsuzluklari Majér (Blyuk) ve Mindr (Kiguk) olmak
Uzere iki sinifta degerlendirmelidir ve misteriye uygunsuzluklari siniflandiriimig olarak beyan etmelidir.

The audit team shall evaluate the nonconformities detected during the audit in the form of Major and Minor
nonconformities and inform the customer of the classified nhonconformities.

(51) Major (Biiyiik) Uygunsuzluk; Sistemin genelinin surekli uygulanmasini etkileyebilecek ve/veya
93/42/AT Tibbi Cihaz Direktifi sartlarina uygunluk ya da musteriye sunulan hizmet ya da drtnin istenilen
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sartlarda kargilanmasini olumsuz etkileyen standard maddelerinden herhangi birinin veya alt bagliklarinin
yeterli olarak tanimlanmamasi ve/veya sistematik olarak uygulanmamasi durumudur.
Major nonconformity: The case in which any of the standard articles or sub-articles which affect the
continuous implementation of the overall system and/or adversely affect services to be offered to the
customers or product’s fulfilment of the requirements and/or compliance with 93/42/EEC Medical Device
Directive are not adequately defined and/or systematically applied.
Maijor olarak siniflandirilacak uygunsuzluklar asagidaki gibidir.
Nonconformities to be classified as Major are as follows.
- Kalite yonetim sistemi icerisinde gecerli yasal gerekliliklerin ele alinmamasi
failure to address applicable regulatory requirements for quality management systems
- Kalite yonetim sistemi icerisinde gegerli yasal gerekliliklerin uygulanmamasi
failure to implement applicable regulatory requirements for quality management system
- Uriin gergeklestirme siireglerinin yerinde gosterilememesi
failure to show product realization processes on site
- Belirli bir diizenleyici gereklilik ile ilgili asiri sayida minér uygunsuzlugun tespit edilmesi
an excessive number of minor nonconformities against a particular regulatory requirement for quality
management systems
- Satis sonrasi arastirmalarda tespit edilmis uygun olmayan Urinler icin gerceklestirilen diizeltme ve
dizeltici faaliyetlerin uygulanmasindaki yetersizlikler
failure to implement appropriate corrections and/or corrective actions when and investigation of post
market data indicates a pattern of product defects
- Satis sonrasi arastirmalarda tespit edilmis potansiyel uygun olmayan Urinler igin gergeklestirilen
Onleyici faaliyetlerin uygulanmasindaki yetersizlikler
failure to implement appropriate preventive actions when an investigation of post market data
indicates a potential for product defects
- Ureticinin kullaniciya sagladidi etiket veya kullanim kilavuzuna gére kullanildiginda, hastalarin veya
kullanicilarin gtvenligini riske atan usulstiz dretilmis ve pazara sunulmus urdnlerin tespiti
products which are put onto the market which cause undue risk to patient and/or users when the
device is used according to the product labelling
- Duzenleyici gerekliliklere veya ureticinin spesifikasyonlarina uygun olmayan rdnlerin varhigi
the existence of products which clearly do not comply with manufacturer's specifications and/or the
regulatory requirements
- Onceki denetimlerde tespit edilmis olan uygunsuzluklarin tekrar etmesi
repeated nonconformities from previous audits

(52) Minér (Kiiguk) Uygunsuzluk; Sistem Standart sartlarindan, 93/42/AT Tibbi Cihaz Direktifi sartlarindan
ve/lveya firma dokiumantasyon sgsartlarindan, sistemin genelini etkilemeyen ve sistematik olmayan
sapmalardir.

Minor nonconformity: Nonsystematic deviations from system standard requirements, 93/42/EEC Medical
Device Directive requirements and/or company’s documentation requirements which do not affect the overall
system.

(53) Gozlem; Denetim sirasinda gériilen ve objektif delillerle kanitlanabilen durumdur. Onlem alinmamasi
durumunda, uygunsuzluga doénlsebilecek tespitler de bu tanimlamanin icerisinde yer alir ve gézlemler
denetim raporunda belirtilir.

Observation: The case observed during the audit which can be proven with objective evidence. Findings
that can be turned into nonconformities in case no action is taken are also covered by this category.
Observations are recorded in audit report.
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(54) Denetimler sirasinda yapilan kontroller FR.08.06 Denetim Raporu ve/veya FR.08.06.EK1 Teknik
Dosya Inceleme Raporu ile kayit altina alinir.
Controls done during the audit are recorded in FR.08.06 Audit report and/or FR.08.06. Annex 1 Technical

File Review Report.

(55) Denetimin tamamlanmasini muteakip denetim ekibi kendi arasinda yaptigi toplantida denetim
bulgularini  gbzden gecirerek firma kalite yonetim sisteminin standart sartlarindan, kurulus
dokUimantasyonundan ve 93/42/AT Tibbi Cihaz Direktifinden sapmalari var ise siniflandirarak, FR.08.10
Uygunsuzluk ve Takip Raporu ile kayit altina alir. Uygunsuzluk Raporlari denetimin sonunda musteri
onayina sunulmalidir.

Upon completion of the audit, in a meeting held among the audit team members, audit findings are reviewed,
deviations of the company’s quality management system from standard requirements, documentation and
93/42/EEC Medical Devices Directive are classified and recorded in FR.08.10 Nonconformity and Follow-
Up Report. Nonconformity reports shall be submitted to and confirmed by the customer at the end of the
audit.

(56) Mindr ve Majoér uygunsuzluklar ile ilgili, takip denetimi gerektigi denetim ekibi tarafindan énerilmemisse
bu uygunsuzluklarin giderilip giderilmedigi dokiman ve kayitlar tGzerinden kontrol edilebilir ise dogrulama
Notice ofinde veya uygun bir alanda yapilir. Majér ya da Mindr tespit edilen uygunsuzluklara yénelik Dizeltici
faaliyetler yerine getiriimeden belge karari veya belgenin strduriimesi karari verilmez.

If follow-up audit is not recommended by the audit team and the rectification of Minor and Major
nonconformities can also be checked through documents and records examination, the verification can be
done in NOTICE office or any other proper place. Granting the certification decision cannot be made if
corrective actions to remove the nonconformities have not been taken.

(57) Tespit edilen uygunsuzluklarin boyutuna gore tetkik igin takip denetimi karari verilebilir, bu karar Bas
denetci tarafindan alinir.

According to the extent of the nonconformities, follow up audit decision may be taken, the decision is made
by lead auditor.

Takip denetimi yapilmasi gereken durumlar;
The conditions for follow up audit are;

- Dokiman veya kayit Uzerinden dogrulamasi yapilamayacak, uygulamanin direkt yerinde kontrol
edilmesi gereken uygunsuzluklarin (personel hal ve davraniglari, kritik tGretim sahalarindaki temizlik
problemleri gibi) varliginda,

In the presence of nonconformities (such as personnel condition and behavior, cleaning problems in
critical production areas) that cannot be verified via document or record

- Urlin gergeklestirme siireglerinin yerinde gosterilememesi
failure to show product realization processes on site

- Dokuman veya kayit Uzerinden dogrulamasi yapilabilsede Urin guvenligini tehdit eden
uygunsuzluklarin (yanhs test ve kontrol uygulamalari, trin tasariminda belirlenen hammaddelerden
farkli hammadde kullanimi, Urin izlenebilirliginin higcbir sekilde saglanamamasi gibi) varliginda
In the presence of non-conformities (false test and control applications, use of raw materials different
from the raw materials determined in product design, product traceability)

- Hasta veya kullanici guvenligini riske atan uygunsuzluklarin, satis sonrasi gézetim faaliyetlerinden
veya musteri sikayetleri ile tespit edilmis olmasina ragmen, bu uygunsuzluklari ele almama,
uygunsuzlugun ele alinmasinda veya duzeltici faaliyetlerin gerceklestiriimesinde gereksiz gecikmeler
veya yetersizliklerin tespit edilmesi
Determine unnecessary delays or inadequacies to handle nonconformities or implement corrective
actions although the nonconformities comprimising patient or user are detected with client complaint
or post market surveillance activities.
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- Tespit edilen majér uygunsuzluklarin %40’indan fazlasinin Urin tasarimi, Uretimi ve kontroli ile
direkt ilgili olmasi
More than 40% of the major nonconformities detected in the previous site inspection of the customer
is in design, production and quality control processes.

(58) Gergeklestirilen denetim sonrasinda denetim ekibi tarafindan Takip Denetimi karari alinmis ise;
denetimler esnasinda ortaya ¢ikan c¢ikan yerinde inceleme yapilmasi gereken majoér ve mindr
uygunsuzluklara iliskin dizeltici faaliyetlerin etkin bir sekilde uygulanmakta oldugunun belilenmesi amaciyla
gerceklestirilir. Takip denetimi hastalik, 6lum, tarafsizli§i etkileyebilecek sartlar vb. disinda s6z konusu
denetimi gerceklestiren denetim ekibi tarafindan gergeklestirilir. Takip denetimi siresi, denetimde tespit
edilen uygunsuzluklarin biyikligline gore Bas denetci tarafindan belirlenir ve Planlama Bolimune bildiriir.
Takip denetimi gerceklestirme tarihi denetim sirasinda belirlenmis olan uygunsuzluk kapatma tarihini
gecmemelidir. Takip denetimi sirasinda yapilan kontroller FR.08.06 Denetim Raporu ve/veya FR.08.06.EK1
Teknik Dosya inceleme Raporu ile kayit altina alinir. Denetim raporlari gergeklestirilen degerlendirmenin
ardindan gelen 7 is gunu igerisinde musteriye onayli olarak génderilmis olmalidir.

If a follow-up audit decision has been taken by the audit team after the audit; the follow-up audit will be
carried out in order to ensure that the major and minor nonconformities detected during the audit which shall
be examined on site, have been eliminated and the related corrective actions have been carried out
effectively. Follow-up audit will be carried out by the audit team in question except in cases of iliness, death,
etc. Follow-up audit period is determined and communicated to planning department by the lead auditor
according to the magnitude of the nonconformities detected during the audit. Follow-up audit date shall not
exceed the deadline set for closing the nonconformities identified in the audit. Controls done during the
follow-up audit are recorded in FR.08.06 Audit report and/or FR.08.06. Annex 1 Technical File Review
Report. Signed audit reports shall be sent to the customer within 7 days after the audit.

(59) Mdasteri 15 is gunul igerisinde tespit edilen uygunsuzluklar ile ilgili kék neden analizi ve yapilacak
dizeltici faaliyetler ile ilgili bilgiyi FR.08.10 Uygunsuzluk ve Takip Raporu dokimanini kullanarak
NOTICE’e gonderir. 15 is gunu icerisinde musteri tarafindan génderilmez ise Bas Denetci musteri ile iletisime
gecer ve gonderilmesini saglar. Gelen dokiiman uzerinde Bas Denetgi yapilan ¢alismalarin etkinligini kontrol
eder gerekiyorsa ek faaliyet yapilmasi yoniinde musteriyi bilgilendirir. Bas denetginin uyarisina ragmen
musteri tarafindan yine génderilmez ise firmanin belgesi askiya alinir. Aski durumu 93/42/AT Tibbi Cihaz
Yénetmeligi Urlin Uygunlugu Degerlendirme Belgelendirmesi kapsaminda olan belgeler igin PR.12 Yetkili
Otorite, Komisyon ve Diger NB’ler ile iletisim Prosediirii’ ne gore ilgili kurumlara bildirimi yapilir.

The customer defines the root cause for the detected nonconformities and the related corrective actions to
be taken in FR.08.10 Nonconformity and Follow-Up Report and submits it to NOTICE within 15 working
days. Unless the related document is received from customer in 15 working days, lead auditor contacts the
customer and has them send the form. The lead auditor controls the effectiveness of the work and asks the
customer for additional information in case necessary. The certificate is suspended if the client does not
provide the information despite the warning from the lead auditor. For certificates in the scope of 93/42/EEC
Medical Device Directive Product Conformity Assessment Certification, relevant entities are notified
according to PR.12 Communication with Competent Authority, Commission and other NB's
Procedure.

(60) Uygunsuzluklarin giderilip giderilmediginin takibi bas denetginin sorumlulugundadir. Uygunsuzluklarin
kapatiimasi ve takibi slreci belgelendirme denetimi Asama 2 sulrecinde oldugu gibidir. Uygunsuzluklar
giderildikten sonra denetim dosyasi, tamamlanarak Planlama Boélimune belgelendirme komitesine iletiimek
uzere verilir. Hazirlanan musteri dosyasi komite onayina sunulmadan once ilk olarak TSC tarafindan onaylar
ise ikinci asamada ANS tarafindan kontrol edilir. Her iki kontrol sonucunda onay almis dosya belgelendirme
komitesi onayina sunulur.

Lead auditor is responsible of following up the rectification of nonconformities. Closing of nonconformities
and follow up process is same as Stage 2 certification audit process. After the removal of nonconformities,
audit file is submitted to Planning department to be sent to certification committee. If the prepared customer
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file is approved by the MDR before being submitted to the committee for approval, it will be checked by ANR
in the second stage. After both checks, the approved file is presented to the certification committee for
approval.

(61) NOTICE tarafindan gerceklestirilen denetimler sirasinda Bas denetgi denetim ekibinde yer alan denetgi,
stajer denetci ve teknik uzmanlar yeterlilik ve yetkinlik durumuna gére denetimde géreviendirmeleri yapar.
Bas denetci denetim ekibinin lideridir. Denetim sirasinda denetimi organize eder, herhangi bir uyusmazlik
veya anlasmazlikta ve riskli bir durum (kapsam degisikligi, denetim suresinin degisikligi v.b) ile karsilasilirsa
bas denetgi durumu mdasteriye raporlar, sorumluluk alir ve gerekli ¢ézUmleri Uretir/kararlari alir. Alinan
onlemler veya aksiyonlar bas denet¢i tarafindan NOTICE’e ayrica raporlanir. Bas denetci denetim ekibi ile
denetim sirasinda surekli iletisim halinde olur. Denetim sirasinda uygun zamanlarda denetimin gidisati,
denetim ekibinin bulgularn Gzerinden ge¢cmek, uygunsuzluklari siniflandirmak, gerekli takip aksiyonlari
Uzerinde anlagmak igin kapanis toplantisindan énce denetgi toplantisi sirasinda ve gun igerisinde yapar.

In the audits carried out by NOTICE, the lead auditor appoints auditor, candidate auditor and technical
experts based on their qualification and competence. Lead auditor is the leader of the audit team and
organizes the audit; in case any dispute or disagreement or a risky situation (change in scope, audit
duration...) occurs, informs the customer, takes responsibility and makes decision for resolving the issues.
Taken actions and precautions are reported to NOTICE by the lead auditor. Lead auditor is in constant
communication with the audit team during the audit. At appropriate times during the audit, lead auditor
reviews the team findings, classifies nonconformities, discusses the necessary follow-up actions with the
team in auditors meeting before the closing meeting.

(62) NOTICE tarafindan gergeklestirilen denetimlere ayrica gézlemciler ve rehberler de eslik edebilir.
Gozlemciler denetim ekibinden bir Gyeyi gdézlemleyen kisi olabilecegi gibi musterinin bir yetkilisi, akreditasyon
kurumu yetkilisi veya Yetkili Otorite yetkiliside olabilir. Rehber ise denetim ekibine yardimci olma igin denetim
ekibine refakat eden Kkisilerdir. Denetim ekibinin her bir Uyesine rehber tayin edilebilir. Rehberin
sorumluluklar iletisimi saglamak, gériismeleri ayarlamak, saha ziyaretlerini organize etmek, saha guvenlik
kurallarinin uygulanmasini saglamak, misteri adina denetime taniklik etmek veya denetgi tarafindan talep
edilen bilgileri saglamak gibi gérevler olabilir. Rehber ve gézlemcilerin denetime katihimi ile ilgili dnce mugteri
ve denetim ekibi Uyeleri bilgilendirilir ve musterinin onayi alinir. Rehber veya gbézlemciler denetime midahale
etmezler.

NOTICE audit teams may also be accompanied by observers and guides. Observer may be there to observe

a member of audit team, may be an authorized person of customer, accreditation body or the related
ministry. Guides are individuals accompanying the audit team for assistance. Any member of the audit team
can be assigned as guide. Guide’s responsibilities can be making communications, arranging meetings,
organizing site audit, having site safety regulations applied, witnessing the audit on behalf of the customer or
providing the information requested by the auditor. The customer and auditors are informed of participation
of guide and observers prior to the audit and customer’s approval is taken. Guides and observers cannot
interfere the audit.

(63) Denetim esnasinda belgelendirmeye esas teskil edecek bilgi ve bulgular genel olarak asagidaki
yontemler kullanilarak toplanir.

During the audit, the information and findings constituting the basis for certification are collected generally by
the following methods.

a) iigililer ile gériisme,
Meeting with interested parties

b) Firma sure¢ ve faaliyetlerinin gézlemlenmesi,
Observing company processes and activities,

C) Firma dokiiman ve kayitlarinin gézden gegirilmesi.

Examining company documents and records.
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(64) Denetim kapanis toplantisi ile sonlandirilir. Kapanis toplantisinda FR.08.18 A¢ilig Kapanisg Toplanti
Tutanaginda yer alan konular gortsular.

The audit is terminated by a closing meeting. At the closing meeting, the subjects listed in FR.08.18
Opening Closing Meeting Minutes are discussed.

(65) Yukarida tanimlanmis tim denetimler icin denetim sirasinda kullanilan formlar ve yazilan raporlar
denetim sonunda, kaybolmalara karsi korumak igin M-filesda ilgili projenin ilgili denetim dokimanlarinin
altina yuklenir. Eger raporlar tamamlanmamis veya diizenleme gerektiyor ise; uygun zamanda diizenlemeler
ilgili denetci ve uzmanlar tarafindan yapilarak son haline getirilir. Islak imzali dokiimanlarin fotografi ¢ekilerek
proje igerisine yuklenir.

For all the audits defined above, the forms used and reports written during the audit are uploaded under the
audit documents of the relevant project in M-files at the end of the audit to protect against loss. If the reports
are incomplete or require editing, corrections will be made by the related auditors and experts in the
appropriate time and are finalized. Photos of wet signed documents are taken and uploaded to the project.

(66) Yukarida tanimlanmig tim denetimler i¢in denetim &éncesinde, sirasinda veya sonrasinda meydana
gelen degisiklikler (denetim ekibi lideri, denetim ekibi Uyelerindeki degisiklik, denetim planinda yapilan
degisiklikler gibi) FR.08.30 Planlanmis Denetim Degisiklikleri Tutanak Formu ile kayit altina alinir.
Degisiklik firma sahasinda meydana gelir ise tutanak hem NOTICE tarafi (degisiklik durumunun olustugu
sirada gorevlendiriimis bas denetci) hem de firma yetkilisi tarafindan imzalanir. Denetim sirasinda meydana
gelecek olan degisikliklerde NOTICE Akreditasyon Departmani derhal bilgilendirilir. Tutanak formu kayit
olarak musteri dosyasinda saklanir.

For all audits described above, changes occurring before, during or after the audit (such as audit team
leader, changes in audit team members, changes made in the audit plan) are recorded in FR.08.30 Planned
Audit Changes Record Form. If the change occurs in the field of the company, the offical report is signed
by both the NOTICE (the lead auditor assigned at the time of the change) and the company representative.
NOTICE Accreditation Department is immediately informed of any changes that occur during the audit. The
official record form is kept as a record in the customer file.

5.6 Belgenin Sirdiirilmesi/Belge Degisiklik Kararinin Alinmasi
Decision on Certificate Continuity/ Change in Certificate

(67) Uygunsuzluklarin bas denetci tarafindan dogrulanmasi ve denetim sonrasinda direkt belgenin devam
ettrilmesi/belgenin revizyonu tavsiyesinin verilmesi durumunda denetim dosyasi Planlama Bdlumune
belgelendirme komitesine verilmek Uzere gdnderilir. Planlama BAlumu belgelendirme komitesinin 3 is gunu
icerisinde toplanmasini saglar. Belgelendirme komitesi g¢alismasini PR.25 Belgelendirme Komitesi
Calisma Prosediirii dokiimanina gére yUrutir.

In the event that the nonconformities are verified by the lead auditor and decision is made on
continuity/revision of certificate, the audit file is submitted to Planning department to be sent to the
certification committee. Planning department ensures the certification committee meeting will be held within 3
days.PR.26 Certification Committee Working Procedure will be proceeded.

6. ILGILi DOKUMANLAR
RELATED DOCUMENTS

1. FR.08.03 Denetimi Plani
FR.08.03 Audit Plan
2. FR.08.06 Denetim Raporu
FR.08.06 Audit Report
3. FR.08.06.EK1 Teknik Dosya inceleme Raporu
FR.08.06.Annex1 Technical File Review Report
4. FR.08.07 Klinik Degerlendirme Raporu
FR.08.07 Clinical Evaluation Report
5. FR.08.08 Tasarim Dosyas! inceleme Raporu
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10.

11.

12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

22.

23.

24,

25.

26.

27.

28.

29.
30.
31.
32.

FR.08.08 Design Dossier Review Report

FR.08.10 Uygunsuzluk ve Takip Raporu

FR.08.10 Nonconformity and Follow-Up Report

FR.08.11.02 Gozetim denetimi belgelendirme karar tutanagi

FR.08.11.02 Surveillance audit certification decision report

FR.08.15 OK/BK Degisiklik Bildirim Formu

FR.08.15 Change Noaotification to NB/CB Form

FR.08.18 Acllis Kapanis Toplanti Tutanag

FR.08.18 Opening Closing Meeting Minutes

FR.07.01 Bagvuru Formu

FR.07.01 Application Form

FR.07.02 Basvuru Degerlendirme Formu

FR.07.02 Application Evaluation Form

FR.05.08 Degerlendirme Personeli Havuzu Formu

FR.05.08 Assessment Personnel’s List

FR.23.01 Belgelendirme Teklifi/S6zlesmesi

FR.23.01 Certification Proposal/Agreement

FR.23.02 Belgelendirme Kurallari ve Genel Sartlar

FR.23.02 Certification Rules & General Conditions

PR.10 Belgelerin Askiya Alinmasi, Kapsam Daraltmasi, iptali ve Bildirimi Prosedirii

PR.10 Certificates Suspension, Scope Reduction, Withdrawal & Notification Procedure

PR.12 Yetkili Otorite, Komisyon ve Diger NB’ler ile iletisim Prosediirii

PR.12 Communication with Competent Authority, Commission and other NB's Procedure

PR.21 Sertifika ve Marka Kullanim Proseduri

PR.21 Certificate & Brand Usage Procedure

PR.22 Denetim Siresi Belirleme ve Planlama Prosediru

PR.22 Audit Duration Determination and Planning Procedure

PR.24 itiraz ve Sikayetlerin Degerlendiriimesi Prosediirii

PR.24 Appeal and Complaints Evaluation Procedure

PR.07 Belgelendirme Bagvurularin Alinmasi ve Bagvurularin Degerlendiriimesi Proseduru

PR.07 Receiving & Evaluating Certification Applications Procedure

PR.14 Kritik Tedarik¢i Denetim Prosedirt

PR.14 Critical Suppliers’ Auditing Procedure

PR.25 Belgelendirme Komitesi Calisma Proseduri

PR.25 Certification Committee Working Procedure

PR.23 Denetim Ucreti Belirleme Prosedr

PR.23 Audit Fee Determination Procedure

NBOG BPG 2010-3 Certificates issued by Notified Bodies with reference to Council Directives
93/42/EEC, 98/79/EC, and 90/385/EEC

ISO/IEC 17021-1:2015 Conformity assessment -- Requirements for bodies providing audit and
certification of management systems

Tibbi Cihazlar Alaninda Faaliyet Gosterecek Onaylanmis Kuruluslara Dair Teblig (12 Mart 2015
Tarihli ve 29293 Sayili Resmi Gazete)

Bulletin on Notified Bodies to Operate in the Field of Medical Devices (Official Gazette dated 12
March 2015, numbered 29293)

Uygunluk Degerlendirme Kuruluslari ve Onaylanmis Kuruluglar Yénetmeligi (23 Subat 2012 Tarihli
ve 28213 Sayill Resmi Gazete)

Bulletin on Notified Bodies to Operate in the Field of Medical Devices (Official Gazette dated 12
March 2015 and numbered 29293)

NBOG BPG 2014-3 Guidance for manufacturers and Notified Bodies on reporting of Design
Changes and Changes of the Quality System

NBOG BPG 2009-1 Guidance on Design-Dossier Examination and Report Content
NB-MED/2.5.1/Rec5 Conformity assessment procedures; General rules

NB-MED/2.5.2/Rec2 Reporting of design changes and changes of the quality system
NB-MED/2.5.5/Rec 5 Conformity Assessment of Own Brand Labelling
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33. NB-MED/2.5.5/Rec2 Combination of CE-marked and non-CE-marked medical devices and non-
medical devices

34. NB-MED/2.2/Rec4 Software and Medical Devices

35. GHTF/SG4/N28R4:2008 Guidelines for Regulatory Auditing of Quality Management Systems of
Medical Device Manufacturers — Part 1: General Requirements

36. GHTF/SG4/N30:2010 Guidelines for Regulatory Auditing Part2: Regulatory Auditing Strategy

37. GHTF-SG4-N33 R16:2007 GHTF SG4 - Guidelines for Regulatory Auditing of Quality Management
Systems of Medical Device Manufacturers - Part 3 Regulatory Audit Reports

38. IAF MD 9:2017 Application of ISO/IEC 17021-1:2015 in the field of Medical Device Quality
Management Systems (ISO 13485)

39. AB 722/2012: Hayvan Kaynakli Dokular Kullanilarak imal Edilen Tibbi Cihazlara Dair Yénetmelik

40. (EU) 722/2012: Commission Regulation concerning particular requirements as regards the
requirements laid down in Council Directives 90/385/EEC and 93/42/EEC with respect to active
implantable medical devices and medical devices manufactured utilising tissues of animal origin

41. FR.09.02 Audit Record
FR.09.02 Audit Record

42. PR 31 Uzaktan Denetim Proseduri
PR 31 Remote Audit Procedure

43. PR.32 Pandemi Giivenlik Proseduri
PR.32 Pandemic Safety Procedure

44. FR.08.30 Planlanmig Denetim Degisiklikleri Tutanak Formu
FR.08.30 Planned Audit Changes Record Form

45. FR.08.15 Degisiklik Bildirim Formu

FR.08.15 Change Notification Form
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http://www.imdrf.org/docs/ghtf/final/sg4/technical-docs/ghtf-sg4-n30-guidelines-for-regulatory-auditing-part2.pdf
http://www.imdrf.org/docs/ghtf/final/sg4/technical-docs/ghtf-sg4-n33r16-quality-management-systems-part-3-071002.pdf
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