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1. AMAGC
PURPOSE

Bu prosedirin amaci firmamizda EN ISO 13485 Tibbi Cihazlar KYS ve 93/42/AT Tibbi Cihaz Yonetmeligi
Uriin Belgelendirmenin ne sekilde gerceklestirilecegini anlatmaktir.

The purpose of this procedure is to describe the method of implementation of EN ISO 13485 Medical Device
QMS and 93/42/EEC Directive Product Certification in our company.

2. KAPSAM
SCOPE

Bu prosediir EN ISO 13485 Tibbi Cihazlar Kalite Yénetim Sistemi ve 93/42/AT Tibbi Cihaz Yénetmeligi Uriin
Uygunlugu belgelendirme denetimini ve belgelerin yayinlanmasini kapsar.

This procedure covers the audit and issue of certificates of EN ISO 13485 Medical Devices Quality
Management System and 93/42/ EEC Medical Device Directive.

3. SORUMLULUK
RESPONSIBILITIES

NOTICE tarafindan uygun bulunan EN ISO 13485 Tibbi Cihazlar Kalite Yénetim Sistemi ve 93/42/AT Tibbi
Cihaz Yénetmeligi Uriin Uygunlugu basvurularinin sdzlesmesinin imzalanmasinin ardindan Tibbi Cihaz
Departmanina stzlesmenin iletiimesinden Satis Pazarlama Sorumlusu (SPS), belgelendirme denetim
planinin hazirlanmasindan Tibbi Cihaz Departmani Planlama Sorumlusu, hazirlanan denetim planina uygun
olarak denetimin gerceklestirimesinden Tibbi Cihaz Departman Sorumlusu (TCS) ve Denetim Ekibi
mesuldir. Belgelendirme denetimi sonrasinda belgelendirme komitesi degerlendirme toplantisinin organize
edilmesinden Tibbi Cihaz Departmani Planlama Bolimu, denetim dokimanlarina gore karar vermekten
Belgelendirme Komitesi Baskani ve Uyeleri sorumludur. Belgelendirme komitesinin kararina gére belgenin
yayinlanmasindan ANS, yayinlanan sertifikanin musteriye génderilmesinden veya yayinlanmama kararinin
musteriye iletiimesinden TCS mesulddr.

After signing the agreement of accepted applications of EN ISO 13485 and 93/42/EEC Medical Device
Directive, Sales Marketing Responsible (SMR) is responsible for submitting the agreement to Medical
Devices Department, Medical Devices Planning Responsible is responsible for preparing certification audit
plan, Medical Devices Department Responsible (MDR) together with the audit team are responsible of
carrying out the audit according to the prepared plan. After the certification audit, Planning Responsible is
responsible for organizing the Certification Committee’s meeting. Head and the members of Certification
Committee are responsible for decision making according to the audit documents. According to the decision
of the certification committee, ANR is responsible for issuing the certificate and MDR is responsible for
sending the issued certificates to the customers or informing the customer of certification refusal decision.

4. TANIMLAR
DEFINITIONS

Yetkili Otorite : T.C. Saglik Bakanh@: Tirkiye 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

Akreditasyon Kurumu : TURKAK
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Accreditation Agency : TURKAK

5. UYGULAMA
DESCRIPTION

5.1 Belgelendirme Denetiminin Organizasyonu;
Organizing Certification Audit;

(1) Tibbi Cihazlar igin 1ISO 13485 KYS ve 93/42/AT Uygunluk Belgelendirmesi basvurusunda bulunmus
musterilerin basvuru formlari SPS tarafindan, basvuru degerlendirme formlari ANS tarafindan M-Files da
basvuruda bulunan firmanin basvuru dokimanlarina yuiklenir. SPS tarafindan teklif hazirlanir ve teklifi
imzalanmis olan firmalar icin TCS tarafindan M-Files da proje acilir. Proje agildiktan sonra denetim
faaliyetleri TCS tarafindan baslatilir, asagidaki islemler takip edilir.

The application forms of ISO 13485 and 93/42/EEC Conformity Assessment clients and application
evaluation forms are uploaded to application documents of the relevant company in M-Files by SMR and
ANR respectively. SMR prepares the proposal and for the clients who have signed the agreement a project
is opened in M-Files by MDR.

(2) Proje agildiktan sonra denetim faaliyetleri TCS tarafindan baslatilir, asagidaki islemler takip edilir.
After the project is opened, audit activities are started by MDR and the following operations are proceeded.

(3) Uluslararasi bir pandemi ilan edilmesi durumlarinda denetim faaliyetlerinde PR.32 Pandemi
Givenlik Prosediiriine 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.

5.1.1 Asama 1 Ofis Degerlendirmesi;

(4) TCS ve Tibbi Cihaz Planlama Sorumlusu, FR.07.01 Bagvuru Formu ve FR.07.02 Basvuru
Degerlendirme Formu igerisinde yer alan bilgilere gére ANS’nin FR.05.08 Degerlendirme Personeli
Havuzu Formu tzerinden ilgili MD ve MDS kodlarinda belirledigi degerlendirme personeli ile asama 1 ofis
denetimi tarihi belirlemesi yapar. Bu denetimin (incelemenin) amaci, firma yonetim sisteminin bir tetkik
programi igin yeterli olup olmadigini tespit etmektir. Degerlendirme slirecinde yer alan tim denetim ekibine
FR.08.01 Denetim Ekibi Goérevlendirme Formu onaylatilir. Denetim siresi FR.07.02 Basvuru
Degerlendirme Formu Uzerinde belirtiimis streye gore ayarlanir. Sure belirlenirken PR.22 Denetim Siiresi
Belirleme ve Planlama Prosediirii’ ne uyulur. Kararlastinlmis denetim tarihi icin M-Files programinda
denetim nesnesi olusturulur. Denetim tarihi tim denetim ekibi Gyelerine Tibbi Cihaz Departmani Planlama
Sorumlusu tarafindan mail génderilerek bildirilir.

Based on the information obtained from FR.07.01 Application Form and FR.07.02 Application Evaluation
Form, MDR and Medical Device Planning Responsible determine stage 1 Office Review date with the
personnel defined for related MD and MDS codes by ANR in FR.05.08 Assessment Personnel List. The
purpose of this audit (examination) is to check whether the company’s quality management system is
adequate for an audit program. FR.08.01 Audit Team Assignment Form is approved by all the audit team
involved in assessment process. The duration of the audit is determined according to the duration specified
on the FR.07.02 Application Evaluation Form. PR.22 Audit Duration Determination and Planning
Procedure is taken into account while determining the duration. Audit item is created in M-Files for the date
decided for the audit. Audit date is communicated to all audit team members via an email sent by Medical
Device Department Planning Responsible.
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(5) Ofis Degerlendirmesi belirlenen tarihte degerlendirme personeli tarafindan NOTICE toplant
salonunda gerceklestirilir. Gergeklestirilen bu degerlendirmede asagdidaki konular Uzerinde durulur ve
sonugclari FR.08.04 Asama 1 Denetimi Ofis incelemesi Raporu ile kayit altina alinir.

Office Review is carried out by assessment personnel on the defined date in NOTICE meeting room. The
following topics are addressed in this review and the results are recorded in FR.08.04 Stage 1 Audit Office
Review Report.

- Madsteri tarafindan génderilmis olan resmi evraklarin kontroli
Checking official documents sent by the customer

- Mausteri ile bagvuru kapsami ve denetim kriterlerinin teyitlesiimesi
Confirmation of application scope and audit criteria with the customer

- Firma Kalite Yonetim Sistemi dokimanlarinin (KEK, Prosedirler) varligi, ISO 13485 standardina
uygunlugu
Existence of company Quality Management System documents (QM, Procedures) with ISO 13485
standard

- Uriin teknik dosyasinin 93/42/AT yénetmeligine gore varlig
Existence of the technical file with 93/42/EEC directive

- Mdasteri tarafindan hazirlanip goénderilen Kalite Yonetim Sisteminin en az 3 ay siresince
uygulandiginin kontroli
Checking the implementation of the Quality Management System prepared and sent by the customer
for the last 3 months

- Saha denetimi icin gevirmen, rehber (dil ve kiltir farkliliklarindan kaynakh ihtiyaglar) ihtiyaglarinin
olup olmadigi
Checking whether translator and guide (language and cultural diversity needs) is needed for site
audit

- Coklu sahaya sahip kuruluglarda saha se¢iminin PR.22 Denetim Siiresi Belirleme ve Planlama
Prosediiriinde belirtilen hususlara uygun olarak yapilmasi
In multi-site organizations, site shall be selected in accordance with the items specified in the PR.22
Audit Duration Determination and Planning Procedure

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

(6) inceleme sonucunda firmanin Asama 1 saha denetime uygun olup olmadiginin karari verilir.
Hazirlanan FR.08.04 Asama 1 Ofis incelemesi Raporu Planlama Béliimiine teslim edilir. Rapor miisteriye
Planlama Boélumu tarafindan gonderilir. Raporun sonucu uygunsuzluklar giderildikten sonra Asama 1 saha
denetimi yapilabilir seklinde ise musteri ile uygunsuzluklarin kapatilacagi tarih igin mutabakata varilir.
Firmadan gonderilen duzeltici faaliyetler kayitlari, gérevlendirilen bas denetci tarafindan M-files Gizerinde, ilgili
denetim altinda acilan Mdsteri Duzeltici Faaliyetleri klasérine PDF olarak yuklenir. Uygunsuzluk
kapatmalarinin Bas Denetgi tarafindan onaylanmasindan sonraki 7 is giini igerisinde olacak sekilde Bas
denetgi, diger denetim ekibi Uyeleri ve musteri igin uygun olan bir tarih icin M-Files programinda denetim
nesnesi olusturulur. Denetim tarihi, tim denetim ekibi Gyelerine Tibbi Cihaz Departmani Planlama Sorumlusu
tarafindan mail génderilerek bildirilir. Urlin uygunlugu degerlendirmesi yapilacak ise; Asama 1 saha denetimi
oncesinde Urun teknik dokiimantasyonu (degerlendirmeye konu olan Urinlerin teknik dosyasi, sinif Il Grinler
icin ayrica tasarim dosyasi) musteri tarafindan uygun guvenlik énlemleri alinarak génderilmis olmalidir.
Gonderilen dokiiman Tibbi Cihaz Departmani Planlama Sorumlusu tarafindan M-files ilgili proje altinda
agilan proje dokiimanlari musteri dokiimanlari klasérine PDF olarak yukler.

As a result of the examination, it is decided whether the company is ready for stage1 site audit. FR.08.04
Stage 1 Office Review Report is submitted to Planning Department who sends the report to the customer. If
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the report indicates that Stage 1 site audit can be carried out after the nonconformities are rectified, a date
for closing the nonconformities shall be agreed with the customer. The corrective action records sent from
the company shall be uploaded to M-files under related Client Corrective Actions file as pdf by assigned lead
auditor. Within 7 days after the lead auditor confirms the nonconformities closings, Planning department
creates the Audit item in M-Files for a date suitable for audit team members and the customer, Audit date is
communicated to all audit team members via an email sent by Medical Device Department Planning
Responsible. If product conformity assessment is to be performed; Prior to stage 1 site audit, product
technical documentation (technical file of the products to be evaluated, design dossier for class Il products)
must be sent by the customer with appropriate security measures. The submitted document is uploaded to
M-files under the customer documents folder as a PDF document by Medical Device Department Planning
Responsible.

(7) FR.08.02 Asama 1 Saha Denetimi Plani Planlama Bo6limi tarafindan hazirlanir ve musteriye
denetimden en az 2 glin 6nce gonderilir. Planlama Bolimi tarafindan hazirlanan planin misteri tarafindan
onaylanip tarafimiza gonderilmesinden sonra denetimin yapilacagi tarih, mail yolu ile tim denetim ekibi
dyelerine bildirilir. MUsteri tarafindan denetimde yer alacak denetim ekibi Uyelerinden (musteri, denetgilerin
CV lerini talep ederse CV ler misteriye génderilir) herhangi birine itiraz etmesi durumunda PR.24 itiraz ve
Sikayetlerin Degerlendiriimesi Prosediiriine gére islem baglatilir. itiraz degerlendirmesinin sonucu
musteriye bildirilir. Degerlendirme sonucunda denetim ekibi yeniden belirlenir veya ayni denetim ekibi olacak
sekilde FR.08.02 Asama 1 Saha Denetimi Plani musteriye yeniden génderilir.

Planning department plans stage 1 site audit and sends the plan FR.08.02 Stage 1 Site Audit Plan to the
customer at least 2 days before the audit. Once the plan is approved by the customer and sent to NOTICE,
audit date is communicated to audit team members through email. In case the customer objects to any of the
audit team members (Auditors’ CV’s are sent to the customer upon request), PR.24 Appeals and
Complaints Evaluation Procedure will be proceeded. Customer will be informed of the result of complaint
evaluation. As the result of the evaluation, the audit team is determined again or the FR.08.02 Stage 1 Site
Audit Plan is resent to the customer with the same audit team.

5.1.2 Asama 1 Saha Degerlendirmesi;
Stage 1 Site Audit;

(8) Asama 1 saha denetimi yapilmasi uygun bulunan firmalar i¢in musteri, bas denetgi, diger denetim
ekibi Uyelerinin kararlastirdidi tarih icin M-Files programinda denetim nesnesi olusturulur. Denetim tarihi, tim
denetim ekibi Uyelerine tyelerine Tibbi Cihaz Departmani Planlama Sorumlusu tarafindan mail génderilerek
bildirilir.

For companies found eligible for Stage 1 site audit, Audit item is created in M-Files in for a date suitable for
audit team members and the customer. Audit date is communicated to all audit team members an email sent
by Medical Device Department Planning Responsible.

(9) Asama 1 saha denetimi Oncesinde degerlendirmesi yapilan basvuru sahibi icin FR.08.16 KYS
Belgelendirme Cevrimi Denetim Plani ve/veya FR.08.17 93/42/AT Belgelendirme Cevrimi Denetim
Plani hazirlanir. Hazirlanan plan(lar) Bas Denetgi tarafindan onaylanir.

FR.08.16 QMS Certification Cycle Audit Plan and/or FR.08.17 93/42/EEC Certification Cycle Audit Plan
is prepared for the applicant before stage 1 site audit. The prepared plan(s) are approved by the Lead
Auditor.

(10) Belirlenen tarihte denetim ekibi Uyeleri denetimi musterinin sahasinda gerceklestirir. Denetim
sirasinda asagidaki konular Uzerinde odaklanilir ve bulgular FR.08.05 Asama 1 Saha Denetim Raporu ve
93/42/AT Uriin Uygunlugu Basvurusu var ise FR.08.05.EK 1 Asama 1 Teknik Dosya inceleme Raporu ve
FR. 08.05.EK2 Agama 1 Tasarim Dosyas! inceleme Raporu ile kayit altina alinir.
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The audit team carries out the audit at the customer’s site on the defined date. During the audit, the following
items are focused and findings are recorded in FR.08.05 Stage 1 Site Audit Report and in case of
93/42/EEC Product Conformity Assessment applications, in FR.08.05 Annex 1 Stage 1 Technical File
Review Report and FR. 08.05. Annex2 Stage 1 Design Dossier Evaluation Report.

- Belgelendirme kapsaminin ve kapsam disi birakilan maddelerin dogrulanmasi,

- Verification of the scope of the certification and the excluded articles,

- Saha sartlarinin belgelendirme kapsaminda yer alan uUrinlerin veya hizmetin gergeklestirilebilmesi
icin yeterliliginin dogrulamasi,

- Verification of the adequacy of site conditions to manufacture products/provide services in the
certification scope

- Firma galigsan sayisinin dogrulamasi

- Verification of number of employees

- Ofis incelemesi sirasinda tespit edilen uygunsuzluklarin dogrulamasi,

- Confirmation of nonconformities detected during office review,

- Asama 1 Ofis Denetimi sirasinda incelemesi yapilmayan operasyonel alt dokiimanlarin ISO 13485
standardina, AB 2017/745 TCR ydnetmeligine ve ilgili tip standartlarina uygunlugunun
degerlendirmesi,

Evaluation of the compliance of operational subdocuments which were not examined during office
review to ISO 13485 standard, EU 2017/745 MDR and related type standards,

- Madsterinin yerlesimi, sahanin 6zel kosullari ve personelin ikinci denetime hazir olup olmadigi, firma
calisanlariyla degerlendirilir.

- The customer’s location, the specific conditions of the site and the personnel’s preparedness for the
second audit are evaluated with the company employees.

- Musterinin durumu ve standart sartlarini anlayip anlamadigi, yénetim sistemi operasyonlarinin
hedefleri, surecleri, kilit performans ve 6nemli taraflarin belirlenip belirlenmedidi denetlenir.

- Customer’s conditions, his understanding of standard requirements, management system operations
targets, processes, key performance and identification of important parties are checked.

- ¢ denetimlerin ve yoénetimin gézden gegirmelerin planlanip gergeklestirilip gergeklesmedigi
degerlendirilir ve ydnetim sisteminin kurulum seviyesinin Asama 2 denetimine hazir olup olmadigi
degerlendirilir.

- Checking whether internal audits and management reviews are planned and whether the
management system is ready for stage 2 audit.

- Asama 2 denetimi icin ziyaret edilmesi gereken sahalarin ve surelerinin belirlemesi,

- Determining the sites to be visited in stage 2 audit and time periods

- Asama 2 denetimi sirasinda ek degerlendirme personeli ihtiyaci belirlenir,

- Determination of the need for additional assessment personnel during the stage 2 audit,

- Asama 2 denetimi sirasinda terciman ihtiyacinin olup olmadiginin belirlemesi yapilir.

- Determination of the need for a translator during the stage 2 audit.

(11)  Asama 1 saha incelemesi sonunda firmanin Asama 2 denetimi i¢in hazir olup olmadiginin karari
verilir. Asama 2 denetimi igin hazir oldugu karari verilir ise denetim sonunda misteri ile Asama 2 denetimi
tarihi icin mutabakata varilir. Mitabaka varilan tarih Planlama Boélimine Bas Denetgi tarafindan bildirilir.

At the end of stage1 site audit, it is decided whether the company is ready for stage 2 audit. In case it is
deemed ready, stage 2 audit date is agreed with customer at the end of the audit. Planning department is
informed of the date by Lead Auditor.

(12)  Asama 1 denetimde uygunsuzluk tespit edilmesi durumunda Bas denetci ve denetim ekibi Gyeleri
FR.08.10 Uygunsuzluk ve Takip Raporu hazirlar. FR.08.10 Uygunsuzluk ve Takip Raporu Bas Denetgi,
uygunsuzlugu tespit eden denetim ekibi Uyesi ve musteri tarafindan onaylanir. FR.08.10 Uygunsuzluk ve
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Takip Raporunun fotokopisi ¢cekilerek musteriye teslim edilir. Tespit edilen uygunsuzluklarin kapatiimasi igin
gereken slre musteri ile birlikte belirlenir. Bu sire 90 is ginuni gegcemez. Tespit edilen uygunsuzluklarin
boyutuna goére Asama 1 tetkiki tekrar edilebilir bu karar Bas denetgi tarafindan alinir.

If nonconformities are detected in stage 1 audit, lead auditor and audit team members prepare FR.08.10
Nonconformity and Follow-up Report. This form is confirmed by the lead auditor, the audit team member
who identified the nonconformity and the customer. A copy of this report is given to the customer. The period
for closing nonconformities, not exceeding 90 working days, is defined together with the customer.
Depending on the magnitude of the nonconformities, stage 1 audit can be repeated if decided so by the lead
auditor.

(13)  Asama 1 denetiminin tekrar edilmesi gereken durumlar;

Situations in which stage 1 audit must be repeated are;

- Firmanin alt yapi ve personelinin belgelendirme kapsaminda yer alan triini/hizmeti gergeklestirmek
igin uygun olmamasi,
The infrastructure and personnel of the customer are not eligible to perform the production/service of
the certification scope,

- Firmanin belgelendirme kapsaminda yer alan uriniU/hizmeti gerceklestirmek icin birden fazla kilit
surecini belirlememesi veya eksik belirlenmesi
The company does not identify more than one key process to perform the production/service
covered by the certification.

- Firmanin belgelendirme kapsaminda yer alan Grtni/hizmeti gerceklestirmek icin belirledigi birden
fazla kilit stireg icin operasyonel kilit dokiimanlari olusturmamasi
The company does not create operational key documents for more than one key process to perform
the production/service of the certification scope.

- Tespit edilen uygunsuzluklarin diizeltici faaliyetlerinin 90 is giinu igerisinde gonderilmemesi.
The corrective actions of nonconformities are not sent within 90 working days.

(14) Firma tetkiki kabul etmez ise muisterinin bagvurusu diser. Musterinin kararina bagli olarak sureg,
basvuru asamasindan itibaren yeniden baglatiir (PR.07 Belgelendirme Basvurularin Alinmasi ve
Basvurularin Degerlendirilmesi Prosediirii). Basvurunun yenilenmemesi durumunda 93/42/AT Tibbi
Cihaz Yénetmeligi Uriin Uygunlugu Degerlendirme Belgelendirmesi kapsaminda olan basgvurularin
sonlandirildiyi PR.12 Yetkili Otorite, Komisyon ve Diger NB’ler ile iletisim Proseduru’ ne gére ilgili
kurumlara bildirilir.

In case the customer does not accept the repeat audit, the application will be cancelled. Depending on the
customer’s decision, the process starts from application stage (PR.07 Receiving & Evaluating Certification
Applications Procedure). If the application is not renewed, termination of applications of product under
93/42/EEC Medical Device Directive shall be notified to the relevant authorities according to the PR.12
Communication with Competent Authority, Commission and other NB’s Procedure.

(15) Musteri 15 is glnu icerisinde tespit edilen uygunsuzluklar ile ilgili kbk neden analizi ve yapilacak
dizeltme ve duzeltici faaliyetler ile ilgili bilgiyi FR.08.10 Uygunsuzluk ve Takip Raporu dokimanini
kullanarak NOTICE’e gonderir. Musteri tarafindan iletilen FR.08.10 Uygunsuzluk Takip Raporu ve e-posta,
M-Files proje dokimanlar icerisinde musteri iletisim klasdriinde saklanir. 15 is gunU igerisinde musteri
tarafindan goénderilmez ise Bas Denetci musteri ile iletisime gecer ve gdnderilmesini saglar. Gelen dokiman
Uzerinde Bas Denetgi yapilacak calismalarin etkinligini kontrol eder. Kontrol sonucunda; planlanan
faaliyetlerin etkinligini onaylar veya gerekiyorsa ek faaliyet yapilmasi yéninde 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.
Bas denetginin uyarisina ragmen musteri tarafindan yine goénderiimez ise siire¢ sonlandirilir. Misterinin
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kararina bagll olarak sire¢ basvuru asamasindan itibaren yeniden baslatilir (PR.07 Belgelendirme
Basvurularin Alinmasi ve Basvurularin Degerlendirilmesi Prosediirii). Basvurunun yenilenmemesi
durumunda 93/42/AT Tibbi Cihaz Yénetmeligi Uriin Uygunlugu Degerlendirme Belgelendirmesi kapsaminda
olan basvurularin sonlandiriidigi PR.12 Yetkili Otorite, Komisyon ve Diger NB’ler ile iletisim Prosedir(y’
ne gore ilgili kurumlara bildirilir.

Customer sends the root cause analysis and the corrections and corrective actions related to non-
conformities within 15 working days to NOTICE using the FR.08.10 Non-conformity 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 about additional activities if
necessary. As a result of the review; the lead auditor confirms the effectiveness of the activities, or if
necessary, decides that additional activities are necessary. Result of the review is recorded in FR.08.25
Corrective Action Plan and Corrective Action Review Form. The customer is informed using the same
form sent by e-mail. If the document is not sent by the customer despite the warning of the lead auditor, the
process is terminated. Depending on the customer's decision, the process is restarted from the application
stage (PR.07 Certification Application and Evaluation of Applications Procedure). In case of the
application is not repeated, the relevant authorities are notified in accordance with the PR.12 Competent
Authority, the Commission and the Other NBs and the Communication Procedure, that the application
within the scope of the 93/42 / EC Medical Device Directive Product Conformity Assessment Certification is
terminated.

(16) Uygunsuzluklarin kapatilmasi 90 is ginini gecmis fakat muisteri bu durumu hakli gerekgelerini
icerecek sekilde yazili olarak beyan etmis ise Bas Denetgi, TCS ve ANS nin katilimi ile misterinin beyan
ettigi hakl gerekgeler degerlendirilir. Degerlendirme sonucunda belgelendirme sirecinin devam ettiriimesi
veya denetimin tekrarlanmasi karar verilir.

If closing the nonconformities has taken more than 90 working days, but the customer has provided justified
reasons in written, the reasons will be assessed by the lead auditor, MDR and ANR. Upon assessment, the
decision of resuming the certification process or repeating audit is taken.

(17) Uretici Asama 1 saha denetiminde tespit edilen uygunsuzluklara yénelik dizeltici faaliyetleri
tamamlandiktan sonra, kanitlarini givenli ve uygun bir method ile NOTICE’e iletir. . Bas Denetci ve ihtiya¢
durumunda teknik uzman duzeltici faaliyet kanitlarinin kontrolini yapar. Kontrol sonucunu FR.08.25
Diizeltici Faaliyet Eylem Plani ve Diizeltici Faaliyet inceleme Formu kullanilarak kayit altina alir ve misteriyi
bilgilendirir. Bilgilendirme, musteriye e-posta ile ayni form kullanilarak yapilir. Uygunsuzluklar uygun ve etkin
bir sekilde kapatildiktan sonra Asama 2 denetimi igin M-Files da denetim nesnesi olusturulur.

After the corrective actions for the nonconformities detected in the Stage 1 field audit is finished, the
manufacturer submits the evidence to NOTICE with a safe and appropriate method. The Lead Auditor and, in
case of need, the technical expert check the corrective action evidence. Control result is recored to FR.08.25
Corrective Action Implamentation Plan and Corrective Action Review Form, and the customer is
informed.Notification is made to the customer with e-mail by using the same form. After the nonconformities
are closed properly and effectively, the inspection object is created in M-Files for Stage 2 inspection.

5.1.4 Asama 2 Saha Degerlendirmesi;
Stage 2 Site Audit:

(18)  Asama 2 saha denetimi igin gérevlendirme TCS tarafindan FR.08.01 Denetim Ekibi Gérevlendirme
Formu ile yapilir. Degerlendirme ekibi sec¢imi, firmanin basvurusunun de@erlendiriimesi sirasinda belirlenmis
ve FR.07.02 Basvuru Degerlendirme Formu ile kayit altina alinmis uygun denetgi ve uzmanlar arasindan
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yapilir. Degerlendirme ekibi arasinda yer alan klinik uzman igin ayri olarak FR.08.01 Denetim Ekibi
Gorevlendirme Formu imzalatilir.

Assignment for stage 2 on site audit is doen by MDR through FR.08.01. Assessment Team Assignment
Form. The assessment team is selected from appropriate auditors and experts identified during the
evaluation of the application of the company and defined in FR.07.02 Application Evaluation Form.
FR.08.01 Audit Team Assignment Form is also signed by the clinical expert in the evaluation team.

(19) Asama 2 saha denetimi 6ncesinde 93/42/AT Tibbi Cihaz Yénetmeligi Uriin  Uygunlugu
degerlendirmesi yapilacak ise, degerlendirmesi yapilacak drin teknik dosyasinin 6n degerlendirmesi bas
denetci ve denetim ekibinde yer alan teknik uzman ve/veya denetgi tarafindan ofiste Notice toplant
salonunda ya da uygun bir alanda PR.13 Teknik Dosya ve Tasarim Dosyasi inceleme Prosediirii'ne gére,
detayli olarak incelenir. Sonuglar FR.08.06.EK1 Teknik Dosya inceleme Raporu’na kaydedilir.

Prior to the Stage 2 site audit, if the 93/42/EEC Medical Device Directive Product Conformity Assessment is
to be carried out, the preliminary evaluation of the product technical file to be evaluated shall be carried out
by lead auditor and the technical expert and/or audito rof the audit team in the Notice meeting room in the
office or in a suitable area according to the PR.13 Technical File and Design File Review Procedure
detailly. The results are saved in the FR.08.06.1 Annex Technical File Review Report.

93/42/AT Tibbi Cihaz Yonetmeligi belgelendirme denetimlerinin Asama 2 saha denetimlerinde bir i¢
kaynakl uygunluk degerlendirme personeli bulundurulur. Pandemi gibi olaganustu durumlarda asama 2 saha
denetiminde i¢ kaynakli uygunluk degerlendirme personeli bulundurulamamasi durumunda, ofis ortaminda
yapilan teknik dokiimantasyon kontrolli mutlaka en az bir NOTICE i¢ kaynakl uygunluk degerlendirme
personelinin bulundugu degerlendirme ekibi tarafindan gergeklestirilir.

On 93/42/AT Medical Device Regulation Stage 2 certification site audits an internal conformity
assessment personnel participates. In case of an extraordinary situation such as a pandemic, if internally
sourced conformity assessment personnel are not available for stage 2 field audit, the technical
documentation control in the office environment is carried out by the evaluation team, which includes at least
one NOTICE internal conformity assessment personnel.

(20)  Teknik dosyanin klinik degerlendirme bolimi Klinik Uzman tarafindan degerlendirilir ve bulgularini
FR.08.07 Klinik Degerlendirme Raporu’na kaydeder. Klinik Uzman raporunu firmanin Asama 2 saha
denetiminden dnce Degerlendirme Ekibinin Bas Denetgisine ulastirir.
Clinical Expert evaluates the clinical evaluation section of the technical file and records the findings in
FR.08.07 Clinical Assessment Report. Clinical Expert sends the report to the Lead Auditor of the
Assessment Team prior to the Stage 2 on-site audit.
(21) Belirlenen tarihte denetim ekibi UOyeleri, denetimi musterinin sahasinda gerceklestirir. Denetim
sirasinda asagidaki konular Uzerinde odaklanilir ve FR.08.06 Denetim Raporu ile kayit altina alinir.
On the appointed date, audit team members perform the audit on the customer's premises. During the audit,
the following subjects are focused and recorded in the FR.08.06 Audit Report

- Kalite Yonetim Sistemi dokimanlarinin dogrulamasi ve uygulamalari

- Verification and application of quality management system documents

- Bir 6nceki denetimde tespit edilen uygunsuzluklarin dogrulamasi (Asama 1 saha denetimi)

- Verification of nonconformities detected in the previous audit (Stage 1 on site audit)

- Ofis ortaminda yapilan Teknik Dosya incelemesi sirasinda tespit edilen uygunsuzluklarin

dogrulamasi,
- Verification of nonconformities detected during technical file examination in office

Denetim sonrasinda denetim raporu hazirlanir. Denetim raporu asagidaki bilgileri icerek sekilde olusturulur;
Audit report is written during the audit. The report shall include the following items:

HAZIRLAYAN / PREPARED BY KONTROL EDEN / CONTROLLED BY =~ ONAYLAYAN / APPROVED BY.
Akreditasyon ve Notifikasyon Sorumlusu Akreditasyon ve Notifikasyon Genel Mudur / General Manager
Yardimcisi / Deputy Accreditation and Sorumlusu / Accreditation and Ozlem Vicdan Akdag
Notification Responsible Notification Responsible 8/27

Burcu Ozkavak Namiye Cengiz



notice A BELGELENDIRME PROSEDURU
AV CERTIFICATION PROCEDURE

Doc. No: PR.08 Yayin tarihi /Issue Date: 15.12.2015 Rev. No: 15 Rev. Tarihi/ Rev. Date: 16.02.2023

- Yonetim sisteminin uygunlugu ve etkinligi ile ilgili bir agiklama (uygulanabilir sartlari ve beklenen
ciktilar karsilamak igin yonetim sisteminin kabiliyetini gosterir objektif kanitlari, i¢ tetkik ve yonetimin
gbzden gecgirmesinin gergeklestirildigini gosterir objektif kanitlar)

- an explanation of the suitability and effectiveness of the management system (objective evidences of
meeting applicable requirements and expected outputs, proofs of management reviews and internal
audits),

- Belgelendirme kapsaminin uygunluguna iligkin bir sonug

- aconclusion about the suitability of certification scope

- Tetkik hedeflerinin yerine getirildiginin dogrulamasi

- verification of the fulfillment of audit objectives

(22)  Teknik dokimantasyon (teknik dosya, sinif lll cihaz ise ayrica tasarim dosyasi) PR.13 Teknik Dosya
ve Tasarim Iinceleme Prosediiriine goére degerlendirilir. Degerlendirme bulgulari ve sonuglari
FR.08.06.EK1 Teknik Dosya inceleme Formuna, iriin sinif lll ise tasarim dosyasi degerlendirmesinin
bulgulari ve sonuglari FR.08.08 Tasarim Dosyasi inceleme Formu’na kaydedilir. Dederlendirme sirasinda
asagidaki konulara odaklanilir.
Technical documentation (technical file, also design dossier for class Ill devices) is evaluated according to
PR.13 Technical File and Design Dossier Review Procedure. The findings and results of assessment are
recorded in the FR.08.06.Annex1 Technical File Review Form, and the results of the design dossier
assessment are recorded in the FR.08.08 Design Dossier Review Form. The following issues are focused
during the assessment.
- Teknik dokiimantasyonun 93/42/AT Tibbi Cihaz Ydénetmelidine, ilgili Grin standartlarina ve ilgili
duzenleyici dokiimanlara uygunlugu
Compliance of the technical documentation with the 93/42/EEC Medical Device Directive, relevant
product standards and relevant regulatory documents
- Urliniin 93/42/AT Tibbi Cihaz Yénetmeligi EK | Temel Gerekliliklerine uygunlugunun ispati
Proof of product conformity to the Essential Requirements of Annex 1 of 93/42/EEC Medical Device
Directive
- Uriin performans 6zellikleri ve kanitlari
Product performance characteristics and evidence
- Uriin guvenlik 6zellikleri ve kanitlari
Product safety characteristics and evidence
- Uriin teknik ézellikleri ve uygunlugu
Product technical characteristics and compliance
- Risk analizi
Risk Analysis
- Kiinik degerlendirme
Clinical Evaluation
- Kullaniciya saglanan bilgiler
Information provided to the user
- Hammadde uygunlugu
Raw material compliance
- Proses sartlari ve uygunlugu
Process requirements and compliance
- Uriin son kontrol metotlari ve uygunlugu
Product final control methods and compliance

Denetim raporu 7 is glini igerisinde musteriye teslim edilir.
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Audit report is submitted to the customer within 7 business days.

(23) Bas Denetgi, Asama 1 saha denetiminde tespit edilen uygunsuzluklarin dizeltme ve duzeltici
faaliyetlerinin kontrolU sirasinda, her bir uygunsuzluk icin degerlendirmeyi “uygun olarak kapatiimistir’ veya
uygun degil ise neden uygun olmadiginin aciklamasi ile “uygun olarak kapatilmamistir” seklinde yapar ve
FR.08.06 Denetim Raporunun bir 6énceki denetimin uygunsuzluklarinin dogrulamasi bélimuine kayit alir.
Asama 1 denetimi sirasinda tespit edilen uygunsuzluk ve kék nedene ydnelik olarak gergeklestirilen dizeltici
faaliyetler kapanmamis ise;

The Lead Auditor conducts an assessment of the corrections and corrective actions of nonconformities
identified in Stage 1 on-site audit, and comments as “properly closed” or “not properly closed” with an
explanation of why it is not appropraite, in case the corrective actions are not sufficient. FR.08.06 The Audit
Report shall be recorded in the section on verification of nonconformities of the previous audit. In case that
the non-conformities identified during the stage 1 audit and the corrective actions for the root cause have not
been completed;

- Uriin performans ve givenlik gerekliliklerini tehlikeye sokacak 6zellikte olmayan minér
uygunsuzluklar majore gevrilerek yeniden yazilir.
The minor nonconformities that does not put a risk to performance and safety requirements are
written again as major nonconformities

- Uriin performans ve givenlik gerekliliklerini tehlikeye sokacak 6zellikte olmayan Majér
uygunsuzluklar yeniden major olarak kaydedilir.
The major nonconformities that does not put a risk to performance and safety requirements are
written again as major nonconformities.

(24) Kapatiimayan Asama 1 saha denetimi uygunsuzluklari Asama 2 saha denetiminde tespit edilen
uygunsuzluklar ile birlikte FR.08.10 Uygunsuzluk ve Takip Raporu Formu’na kaydedilir.
Non-closed Stage 1 on-site audit non-conformities are recorded in the FR.08.10 Non-conformity and
Follow-up Report Form together with non-conformities identified in Stage 2 on site audit.

(25) Asama 2 denetimde uygunsuzluk tespit edilmesi durumunda Bas denetci ve denetim ekibi Gyeleri
FR.08.10 Uygunsuzluk ve Takip Raporu hazirlar. FR.08.10 Uygunsuzluk ve Takip Raporu Bas Denetgi,
uygunsuzlugu tespit eden denetim ekibi Uyesi ve musteri tarafindan onaylanir. FR.08.10 Uygunsuzluk ve
Takip Raporunun fotokopisi ¢ekilerek musteriye teslim edilir. Tespit edilen uygunsuzluklarin kapatiimasi igin
gereken sure musteri ile birlikte belirlenir. Bu sire 90 is ginini ge¢gemez. Uygunsuzluklarin kapatiimasi 90
is gunudnu gecmis fakat musteri bu durumu hakli gerekcgelerini icerecek sekilde yazili olarak beyan etmis ise
Bas Denetgi, TCS ve ANS nin katilimi ile musterinin beyan ettigi hakl gerekceler degerlendirilir.
Degerlendirme sonucunda belgelendirme surecinin devam ettiriimesi veya denetimin tekrarlanmasi karari
verilir.

In case nonconformities are detected in Stage 2 audit, lead auditor and audit team prepare FR.08.10
Nonconformity and Follow-up Report. This report is confirmed by lead auditor, the audit team member
who identified the nonconformity and the customer. A copy of this report is given to the customer. The
necessary time for closing the nonconformities, not exceeding 90 days, is defined together with the
customer. If closing the nonconformities has taken more than 90 working days, but the customer has
provided justified reasons in written, the reasons will be assessed by the lead auditor, MDR and ANR. Upon
assessment, the decision of resuming or termination of the certification process or repeating audit is taken.

(26) Firma tetkiki kabul etmez ise mulsterinin basvurusu diser. Misterinin kararina bagl olarak sureg,
basvuru asamasindan itibaren yeniden baglatiir (PR.07 Belgelendirme Basvurularin Alinmasi ve
Basvurularin Degerlendirilmesi Prosediirii). Basvurunun yenilenmemesi durumunda 93/42/AT Tibbi
Cihaz Yénetmeligi Urin Uygunlugu Degerlendirme Belgelendirmesi kapsaminda olan basvurularin
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sonlandirildigi PR.12 Yetkili Otorite, Komisyon ve Diger NB’ler ile iletisim Prosediirii’ ne gére ilgili
kurumlara bildirilir.

In case the customer does not accept the audit, the application will be cancelled. Depending on the
customer’s decision, the process starts from application stage (PR.07 Receiving & Evaluating Certification
Applications Procedure). If the application is not renewed, termination of applications of product under
93/42/EEC Medical Device Directive is notified to the relevant authorities according to the PR.12
Communication with Competent Authority, Commission and other NB’s Procedure.

(27) Musteri 15 is glnu icerisinde tespit edilen uygunsuzluklar ile ilgili kék neden analizi ve yapilacak
dizeltme ve duzeltici faaliyetler ile ilgili bilgiyi FR.08.10 Uygunsuzluk ve Takip Raporu dokimanini
kullanarak NOTICE’e gonderir. Misteri tarafindan iletilen FR.08.10 Uygunsuzluk Takip Raporu ve e-posta,
M-Files proje dokimanlari igcerisinde musteri iletisim klasoriinde saklanir. 15 is gunu igerisinde musteri
tarafindan goénderilmez ise Bas Denetci musteri ile iletisime gecer ve gdnderiimesini saglar. Gelen dokiiman
Uzerinde Bas Denetgi yapilacak c¢alismalarin etkinligini kontrol eder. Kontrol sonucunda; planlanan
faaliyetlerin etkinligini onaylar veya gerekiyorsa ek faaliyet yapilmasi yoniinde 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.
Bas denetginin uyarisina ragmen musteri tarafindan yine goénderiimez ise siire¢ sonlandirilir. Misterinin
kararina bagh olarak sire¢ basvuru asamasindan itibaren yeniden basglatilir (PR.07 Belgelendirme
Basvurularin Alinmasi ve Basvurularin Degerlendirilmesi Prosediirii). Basvurunun yenilenmemesi
durumunda 93/42/AT Tibbi Cihaz Yénetmeligi Uriin Uygunlugu Degerlendirme Belgelendirmesi kapsaminda
olan basvurularin sonlandirildiyi PR.12 Yetkili Otorite, Komisyon ve Diger NB’ler ile iletisim Prosediirii’
ne gore ilgili kurumlara bildirir.

The customer defines the root cause for the detected nonconformities and the related corrections and
corrective actions to be taken in FR.08.10 Nonconformity and Follow-up Report and submits it to NOTICE
within 15 working days. 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. 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. As a result of the review; the lead auditor confirms the effectiveness of the
activities, or if necessary, decides that additional activities are necessary. Result of the review is recorded in
FR.08.25 Corrective Action Plan and Corrective Action Review Form. The customer is informed using the
same form sent by e-mail. The process is terminated if the client does not provide the information despite the
warning from the lead auditor. Depending on the client's decision, the process will be restarted from the
application stage (PR.07 Receiving & Evaluating Certification Applications Procedure). If the application
is not renewed, the applicants under the 93/42/EEC Medical Device Directive Product Conformity
Assessment Certification are terminated. Relevant entities are notified according to PR.12 Communication
with Competent Authority, Commission and other NB's Procedure.

(28) Asama 2 saha denetimi sirasinda tespit edilen uygunsuzluklara yonelik mdugteri tarafindan
gerceklestirilen dizeltici faaliyetlerin kanitlari ve guncel teknik dokiimantasyon, 90 is ginu icerisinde uygun
guvenlik énlemleri alinarak e-posta ile NOTICE’e gdnderilir. Mlsteri tarafindan gonderilen Grin teknik
dokimantasyonu (degerlendirmeye konu olan Urinlerin teknik dosyasi, sinif lll Grdnler icin ayrica tasarim
dosyasi) Tibbi Cihaz Departmani Planlama Sorumlusu tarafindan Mfiles a ilgili proje altinda acilan proje
dokimanlari altindaki misteri dokimanlari klasérine PDF olarak yuklenir. Yikleme sirasinda ilk ytklenen
teknik dokimantasyon ile glncel teknik dokiimantasyon ayrimi dosya isimlendirme ile yapilir. Ylikleme
sonrasi uygunsuzluk dogrulamalari Bas Denetgi tarafindan yapilir.

Evidence of corrective actions carried out by the customer for the non-conformities identified during stage 2
on site audit and final technical documentation are sent to NOTICE by taking appropriate security measures
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within 90 working days by e-mail. The technical documentation of the products sent by the customer
(technical file of the products under evaluation, also the design file for the class Il products) are uploaded to
M-files client documents under project documents folder by the Medical Device Department Planning
Responsible as PDF. During the upload, the first technical documentation and the up to date technical
documentation are distinguished by different naming. Post-installation non-conformity verification is
performed by the Lead Auditor.

5.1.5 Dig Kaynakl Siireg¢lerin ve Kritik Tedarikgilerin Denetlenmesi;
Auditing Outsourced Processes and Critical Suppliers;

(29) Asama 1 saha denetimi sirasinda belirlenmis olan dis kaynakl sire¢ ve tedarikgilerin denetimi
PR.14 Kritik Tedarikci Denetimi Prosediiriine gore gerceklestirilir. Belgelendirme denetiminde tim dis
kaynakli suregler denetlenmelidir. Denetleme sirasinda yapilan kontroller FR.08.06 Denetim Raporu ile
kayit altina alinir.

Audit of the outsourced processes and the suppliers identified during stage 1 site audit is carried out
according to the PR.14 Critical Supplier Audit Procedure. All outsourced processes should be audited in
the certification audit. The checks made during the audit are recorded in FR.08.06 Audit Report.

5.2 Denetimde Denetim Ekibi Tarafindan Uygulanmasi Gereken Kurallar;
Rules to be Implemented by the Audit Team in Audits;

(30) Denetime firma yetkilileri ve denetim ekibinin katildigi agilis toplantisi ile baslanir. Agilis toplantisinda
denetimin amaci, kapsami, kullanilacak metod ve prosedirler ile FR.08.02 Asama 1 Denetim Plani,
FR.08.03 Denetim Plani ve FR.08.18 Agilig-Kapanis Toplanti Tutanaginda belirtilen konular gorisalar.
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.08.02 Stage 1 Audit
Plan, FR.08.03 Audit Plan and FR.08.18 Opening-Closing Meeting Minutes are discussed at the opening
meeting.

Tamamen dis kaynakli personellerin gerceklestirdigi (denetim ekibinde NOTICE i¢ kaynakli uygunluk
degerlendirme personelinin bulunmamasi durumu) denetimlerin Agilis ve Kapanis Toplantisi uygun bir kayit
cihazi ile gérintilii olarak kaydedilir ve denetim dokimanlari ile NOTICE Tibbi Cihaz Departman
Sorumlusuna iletilir.

The Opening and Closing Meeting of the audits performed by completely outsourced personnel (the
absence of NOTICE internal conformity assessment personnel in the audit team) is video recorded with a
suitable recording device and transmitted to the NOTICE Medical Device Department Of Responsible with
the audit documents.

Denetim ekibi, denetim sirasinda tespit ettigi uygunsuzluklari Majér (Blyuk) ve Minér (Kuguk) olmak dzere iki
sinifta degerlendirmelidir ve musteriye uygunsuzluklari siniflandiriimis olarak beyan etmelidir.

The audit team shall evaluate the nonconformities detected during the audit into Major and Minor classes
and informs the customer of the classified nonconformities.

(31) Major (Buyik) Uygunsuzluk; Sistemin genelinin sirekli uygulanmasini etkileyebilecek ve/veya
93/42/AT Tibbi Cihaz Direktifi sartlarina uygunluk ya da musteriye sunulan hizmet ya da Uriiniin istenilen
sartlarda kargilanmasini olumsuz etkileyen standard maddelerinden herhangi birinin veya alt basliklarinin
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
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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 gegerli yasal gerekliliklerin ele alinmamasi
failure to address applicable regulatory requirements for quality management systems
- Kalite ydnetim sistemi icerisinde gecerli yasal gerekliliklerin uygulanmamasi
failure to implement applicable regulatory requirements for quality management system
- Uriin gergeklestirme siireglerinin yerinde gdsterilememesi
failure to show product realization processes on site
- Belirli bir dUzenleyici gereklilik ile ilgili agiri 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 drinler igin gerceklestiriien 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 icin 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 sagladigi etiket veya kullanim kilavuzuna gére kullanildiginda, hastalarin veya
kullanicilarin glvenligini riske atan usulstz Uretilmis ve pazara sunulmus Urinlerin 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 dranlerin varhgi
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

(32) Minor (Kuguk) Uygunsuzluk; Sistem Standart sartlarindan, 93/42/AT Tibbi Cihaz Direktifi
sartlarindan ve/veya firma dokimantasyon sartlarindan, 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.

(33)  Gézlem; Denetim sirasinda gériilen ve objektif delillerle kanitlanabilen durumdur. Onlem alinmamasi
durumunda, uygunsuzluga doénlsebilecek tespitler de bu tanimlamanin igerisinde yer alir ve goézlemler
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.

(34) Denetimin tamamlanmasini miteakip denetim ekibi kendi arasinda yaptigi toplantida denetim
bulgularini  gézden gecirerek firma kalite ydnetim sisteminin standart sartlarindan, kurulus
dokiimantasyonundan ve 93/42/AT Tibbi Cihaz Direktifinden sapmalari var ise siniflandirarak, FR.08.10
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Uygunsuzluk ve Takip Raporu ile kayit altina alir. Uygunsuzluk Raporu denetimin sonunda mdusteri
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.

(35) Minér ve Majoér uygunsuzluklar ile ilgili, takip denetimi gerektigi denetim ekibi tarafindan
onerilmemigse bu uygunsuzluklarin giderilip gideriimedigi dékiiman ve kayitlar Uzerinden kontrol edilebilir ise
dogrulama Notice ofinde veya uygun bir alanda yapilir. Majér ya da Mindr tespit edilen uygunsuzluklara
yonelik Dlzeltici faaliyetler yerine getiriimeden Belge karari verilmez.

Nonconformity reports shall be submitted to and confirmed by the customer at the end of the audit.

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, verification will be done
in NOTICE office or any other proper place. Decision on granting the certification cannot be made if
corrective actions to remove the nonconformities have not been taken.

(36)  Tespit edilen uygunsuzluklarin boyutuna gére Asama 2 tetkiki 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 davranislari, kritik Gretim 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

- Uriin gergeklestirme slreglerinin yerinde gosterilememesi
failure to show product realization processes on site

- Dokiman veya kayit Uzerinden dogrulamasi yapilabilsede Urin glvenligini tehdit eden
uygunsuzluklarin (yanhs test ve kontrol uygulamalari, trin tasariminda belirlenen hammaddelerden
farkll hammadde kullanimi, Urtn izlenebilirliginin hi¢bir 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 glvenligini riske atan uygunsuzluklarin, satis sonrasi gézetim faaliyetlerinden
veya musteri sikayetleri ile tespit edilmis olmasina ragmen, bu uygunsuzluklari ele almama,
uygunsuzlugun ele alinmasinda veya diizeltici faaliyetlerin gergeklestiriimesinde 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.

- Tespit edilen major uygunsuzluklarin %40’indan fazlasinin Grin tasarimi, Uretimi ve kontroll 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.
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(37) Gergeklestirilen denetim sonrasinda denetim ekibi tarafindan Takip Denetimi karari alinmis ise;
denetimler esnasinda ortaya ¢ikan yerinde inceleme yapilmasi gereken majér ve mindr uygunsuzluklara
iliskin dlzeltici faaliyetlerin etkin bir sekilde uygulanmakta oldugunun belirlenmesi amaciyla gergeklestirilir.
Takip denetimi hastalik, o6lim, tarafsizli§i etkileyebilecek sartlar vb. digsinda Asama 2 denetimini
gerceklestiren denetim ekibi tarafindan gergeklestirilir. Takip denetimi slresi denetimde tespit edilen
uygunsuzluklarin buyudkligine gére Bas denetgi tarafindan belirlenir ve Planlama Bolumune bildirilir. Takip
denetimi gergeklestirme tarihi denetim sirasinda belirlenmis olan uygunsuzluk kapatma tarihini gegmemelidir.
Takip denetimi sirasinda yapilan kontroller FR.08.06 Denetim Raporu ve/veya FR.08.06 EK 1 Teknik
Dosya inceleme Raporu ile kayit altina alinir. Denetim raporlari gergeklestirilen degerlendirmenin ardindan
gelen 7 is gunu igerisinde musteriye onayh 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 stage 2 audit team 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.

(38) Uygunsuzluklarin giderilip giderilmediginin takibi bas denetginin sorumlulugundadir. Uygunsuzluklar
giderildikten sonra denetim dosyasi, tamamlanarak Planlama Boélimulne belgelendirme komitesine iletiimek
Uzere verilir.

Lead auditor is responsible of following up the rectification of nonconformities. After the removal of
nonconformities, audit file is submitted to Planning department to be sent to certification committee.

(39) NOTICE tarafindan gerceklestiriien denetimler sirasinda Bas denetgi denetim ekibinde yer alan
denetci, stajer denetci ve teknik uzmanlan vyeterliik ve vyetkinlik durumuna goére denetimdeki
goérevlendirmeleri yapar. Bas denet¢i 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 denet¢i durumu musteriye raporlar, sorumluluk alir ve gerekli ¢ézimleri
Uretir/kararlari alir. Alinan dnlemler veya aksiyonlar bas denetci tarafindan NOTICE’e ayrica raporlanir. Bas
denetci, denetim ekibi ile denetim sirasinda sirekli iletisim halinde olur. Denetimin gidisati, denetim ekibinin
bulgulari Gzerinden ge¢gmek, uygunsuzluklari siniflandirmak, gerekli takip aksiyonlari Gzerinde anlagsmak gibi
faaliyetleri kapanis toplantisindan énce, denetci toplantisi sirasinda ve gun igerisinde yapar.

In the audits carried out by NOTICE, lead auditor appoints auditor, candidate auditor and technical experts
based on their qualification and competence. Lead auditor is the leader of the audit team. The lead auditor
organizes the audit and 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. 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.

(40) NOTICE tarafindan gergeklestirilen denetimlere ayrica gézlemciler ve rehberler de eslik edebilir.
Gozlemciler denetim ekibinden bir Uyeyi gézlemleyen kisi olabilecedi gibi misterinin bir yetkilisi, akreditasyon
kurumu yetkilisi veya Yetkili Otorite yetkiliside olabilir. Rehber ise denetim ekibine yardimci olmak igin
denetim ekibine refakat eden kisilerdir. Denetim ekibinin her bir Uyesine rehber tayin edilebilir. Rehberin
sorumluluklari; iletisimi saglamak, goriismeleri ayarlamak, saha ziyaretlerini organize etmek, saha glivenlik
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kurallarinin uygulanmasini saglamak, misteri adina denetime taniklik etmek veya denetgi tarafindan talep
edilen bilgileri saglamak gibi gérevler olabilir. Rehber ve gdzlemcilerin denetime katilimi ile ilgili dnce mugteri
ve denetim ekibi Uyeleri bilgilendirilir ve mlsterinin onayi alinir. Rehber veya gbzlemciler denetime midahale
edemezler.

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.

(41) 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) ilgililer ile gériisme,
Meeting with interested parties

b) Firma sureg ve faaliyetlerinin gdézlemlenmesi,
Observing company processes and activities,

c) Firma dokiman ve kayitlarinin gézden gegirilmesi.

Examining company documents and records.

(42) Denetim kapanis toplantisi ile sonlandirilir. Kapanis toplantisinda FR.08.18 A¢ilis Kapanis Toplanti
Tutanaginda yer alan konular gérusulur.

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.

(43)  Yukarida tanimlanmig tim denetimler i¢in denetim sirasinda kullanilan formlar ve yazilan raporlar
denetim sonunda, kaybolmalara karsi korumak icin M-filesda ilgili projenin ilgili denetim dokidmanlarinin
altina yuklenir. Eger raporlar tamamlanmamig veya dizenleme gerektiyor ise; uygun zamanda dizenlemeler
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.

(44)  Yukarida tanimlanmis tim denetimler igin 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, an official report is signed
by both the NOTICE (the lead auditor assigned at the time of the change) and the company representative.
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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.

5.3 Belgelendirme Kararinin Alinmasi
Certification Decision

(45) Uygunsuzluklarin bas denet¢i tarafindan dogrulanmasi ve/veya denetim sonrasinda direkt
belgelendirme tavsiyesinin verilmesi durumunda denetim dosyasi Planlama Bdlimune belgelendirme
komitesine (belgelendirme komitesinde yer alacak tyeler, s6z konusu musterinin denetiminin her hangi bir
asamasinda bulunmamis olmalidir) verilmek Uzere gonderilir. Hazirlanan musteri dosyasi komite onayina
sunulmadan 6nce ilk olarak TSC taraf Pandemi gibi olaganistli durumlarda asama 2 saha denetiminde i¢
kaynakli uygunluk degerlendirme personeli bulundurulamamasi durumunda,ofis ortaminda yapilan teknik
dokiimantasyon kontrolii mutlaka en az bir NOTICE i¢ kaynakh uygunluk degerlendirme personelinin
bulundugu degerlendirme ekibi tarafindan gergeklestirilir. Hazirlanan mdisteri dosyasi, TCS tarafindan
onaylanir ise ikinci asamada FR.05.08 Degerlendirme Personeli Havuzu Formu’da vyer alan
degerlendirmesi yapilan Urinin denetim slirecinde yer almamis bir son gézden gecirici tarafindan kontrol
edilir. Her iki kontrol sonucunda onay almis dosya belgelendirme komitesi onayina sunulur. Planlama
Bolimu belgelendirme komitesinin 3 is glind igerisinde toplanmasini saglar.

In the event that the non-conformities are verified and/or the certification has been recommended by the lead
auditor after the audit, the audit file will be sent to the Planning department to be sent to certification
committee (certification committee members should not have been participated in any stage of the audit of
the customer concerned). If the prepared customer file is approved by the MDR before being submitted to
the committee for approval, it will be checked by a final reviewer from FR.05.08 Assessment Personnel
List and not assigned to the audit of the device in the second stage. After both checks, the approved file is
presented to the certification committee for approval. Planning department ensures that the certification
committee meeting is held within 3 days.

(46) Belgelendirme komitesi calismasini PR.25 Belgelendirme Komitesi Caligma Prosediirii
doékimanina goére yuritur. Firma igin 1ISO 13485 kalite yonetim sistemi ve Urlin uygunluk degerlendirmesi
belgelendirme siregleri birlikte yirutuldiginde belgelendirme komitesi tarafindan 1ISO 13485 kalite yonetim
sistemi igin, Urtin uygunluk degerlendirmesi igin ve tasarim dosyalarinin degerlendiriimesi sertifikalarin her
biri icin ayri FR.08.11 Belgelendirme Karar Tutanagi hazirlanir.

Certification committee proceeds according to PR.25 Certification Committee Working Procedure. When
the ISO 13485 quality management system and product conformity assessment certification processes are
carried out together for the company, separate FR.08.11 Certificate Decision Forms are prepared by the
certification committee for certificates of the ISO 13485 quality management system, for product conformity
assessment and of the design dossiers.

5.4 Belgenin Diizenlenmesi ve Verilmesi
Preparation and granting the certificate

(47) Denetim sonunda, belge uzerinde bulunmasi gereken kritik bilgileri ve belge kapsamina iligkin
bilgileri iceren, FR.08.20 Belge Kapsami Bilgi Formu bas denet¢i ve firma temsilcisinin aralarinda
teyitlesmeleri sonucu imzalanir ve kayit altina alinir. Firmanin denetim sonucunun ilgili standarda ve belirtilen
sartlara uygun bulunmasi ve sonrasinda Belgelendirme Komitesinin belgelendirme karari vermesiyle firma
yonetim sistemi belgesi ve/veya 93/42/AT Tibbi Cihaz Yénetmeligi Uriin Uygunlugu Belgesi almaya hak
kazanir. Musteriye verilecek olan belgenin taslagi M-Files sertifika nesnesi ile hazirlanir ve musteriye
goénderilir. Musteriden sertifikaya yazilan bilgilerin dogrulugu ile ilgili onay alinir. Musteri onayi alindiktan

HAZIRLAYAN / PREPARED BY KONTROL EDEN / CONTROLLED BY =~ ONAYLAYAN / APPROVED BY.
Akreditasyon ve Notifikasyon Sorumlusu Akreditasyon ve Notifikasyon Genel Mudur / General Manager
Yardimcisi / Deputy Accreditation and Sorumlusu / Accreditation and Ozlem Vicdan Akdag
Notification Responsible Notification Responsible 17 | 27

Burcu Ozkavak Namiye Cengiz



notice A BELGELENDIRME PROSEDURU
AV CERTIFICATION PROCEDURE

Doc. No: PR.08 Yayin tarihi /Issue Date: 15.12.2015 Rev. No: 15 Rev. Tarihi/ Rev. Date: 16.02.2023

sonra sertifika yayinlanir. ANS tarafindan yayinlanan sertifika M-Files da firmanin proje dokiimanlarina
eklenir ve www.notice.com.tr adresinde sertifika kayit bolimiine kaydedilir.

At the end of the audit, the lead auditor and company representative confirm and sign FR.08.20 Certificate
Scope Information Form which contains the critical information to be written on the certificate. The
company is entitled to obtain the management system certificate and/or 93/42/EEC Medical Devices
Directive Product Conformity Certificate once the audit results prove the compliance with the relevant
standard and specified requirements and after the Certification Committee has decided upon granting the
certification. The draft of the certificate is prepared with M-files certificate item and sent to the customer. The
approval of the information written on the certificate is obtained from the customer. The certificate is issued
upon receiving customer’s approval. ANR uploads the issued certificate to the company’s project documents
in M-Files and www.notice.com.tr.

(48)  Web sitesinde musterinin belgesi ile ilgili asagidaki bilgiler yer alir.
The website contains the following information regarding customers’ certificates:
- Firma Adi
Company name
- Firma Cografik Lokasyonu
Company’s geographical location
- Belge Tirl
Certificate type
- Belge Numarasi
Certificate number
- Belge Yayin Tarihi
Certificate issue date
- Gegerlilik Suresi
Validity period
- Gegerlilik Durumu
Validity status
- Revizyon Durumu
Revision status
- Revizyon Tarihi
Revision Date
- Guncel Belge Kapsami
Updated certificate scope

(49) Yayinlanan tum sertifikalarin orijinalleri musteriye posta yolu ile en ge¢ 3 is gunu icerisinde TCS
tarafindan génderilir.

The original copies of all the issued certificates are sent to customers by MDR within 3 business days the
latest.

5.4.1 Diizenlenen ISO 13485 kalite yonetim sistemi belgelerinde;
ISO 13485 Quality Management System Certificates;

NOTICE ’in Unvani ve adresi

NOTICE ’s title & address

Musterinin Unvani, merkez adresi ve belgelendirme kapsaminda olan diger adresleri
Customer’s title, headquarter address and other addresses in the scope of certification
ISO 13485 Kalite Yénetim Sistemi Belgelendirme Kapsami

ISO 13485 Quality Management System Certification Scope
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Belge Tarihi ve Gegerlilik Stresi

Certificate date and validity period

Belge Numarasi

Certificate number

Belgelendirilen sistem standardi

Certification system standard

Belgeleyi onaylayan isim, soyisim, (invan ve imza

Name, surname, title and signature of the person approving the certificate
Denetim yapilan slreglerin yer aldigi tim sahalarin adresleri

Addresses of all sites where the audited processes take place

(50) Dizenlenen belge FR.08.12 ISO 13485 Kalite Yonetim Sistemi Sertifikasi formu ile yayinlanir.
Yayinlanan sertifikasinin gecerlilik stiresi 3 yildir. Belge gecerlilik tarihi belge yayin tarihinin bir glin 6ncesi

olacak sekilde ayarlanir.
The certificate is issued using FR.08.12 ISO 13485 Quality Management System Certificate form. The
certificate remains valid for 3 years. Certificate’s validity date is set as one day before the issue date.

(51)  Yayinlanan sertifikanin gecerlilik suresinin belirlenmesi sirasinda ilgili standartta (EN 1SO 13485)
revizyon var ise standardin gecis slreci g6zdninde bulundurularak yazilir. Belgenin yayin tarihi
belgelendirme komitesinin belgelendirilebilir kararini aldigi tarih ile ayni veya sonra olmalidir. Belge degisiklik
denetimleri bu slreyi etkilemez. Belgeyi alan firma belgeyi sadece lizerinde ve ekinde adresi yazan Uretim ve
hizmet yerleri icin kullanabilir. Belge lzerinde yazan kapsam igin verilmis olup bagska faaliyet alanlarini ve
artin gruplarini yansitmaz ve bu amagla kullanilamaz.

While determining the validity period of the certificate to be published, if there is a revision in the relevant
standard (EN ISO 13485), the validity period is defined taking into consideration the transition period of the
standard. Certificate issue date shall be the same date or after the date of certification committee’s decision
on certification. Certificate change audits do not affect this period. The owner of the certificate can use the
certificate only for the production and service places whose addresses are mentioned on and in the annex of
the certificate. The certificate does not reflect activities and product groups other than the scope mentioned
in the certificate and cannot be used for this purpose.

(52) Belge, Uzerinde adi gecgen firmaya verilmis olup hicbir sekilde baska kurum ya da tuzel kisilige
devredilemez. Belgenin kullanimi PR.21 Sertifika ve Marka Kullanim Prosediiriine uygun olarak yapilir.
Certificate, with the name of a company on, cannot be transferred to any other institution or legal entities in
any way. Certificate shall be used according to PR.21 Certificate and Brand Usage Procedure.

5.4.2 Duzenlenen 93/42/AT Tibbi Cihaz Yénetmeligi Uygunluk Sertifikalarinda;
93/42/EEC Medical Device Regulation Conformity Certificates;

NOTICE 'in Gnvani, adresi, onaylanmis kurulus kimlik numarasi

NOTICE s title, address, NB number

Musterinin Gnvani, merkez adresi ve belgelendirme kapsaminda olan diger adresleri
Customer’s title, headquarters address and other addresses in the scope of certification
93/42/AT Belgelendirme Kapsaminda olan trln ismi, modelleri

Name, models and risk class of products in the scope of 93/42/EEC Certification
Uygunluk degerlendirme metodu

Conformity Assessment Method

Belgelendirmenin dayandirildigi rapor numarasi
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Report number on which certification is based

Belgelendirmenin devami igin gdzetim denetimi gerekliliginin bilgisi

Necessary information on surveillance audit for continuity of the certificate

Yapilan inceleme sonucunda direktifin ilgili ekinin sartlarinin karsilandigin ifadesi

The statement that the requirements of the relevant annex of the directive has been met as a result of
examination

Sinif | Steril Granler igin sterilizasyon ile ilgili sartlarin karsilandidinin ifadesi,

For Class | sterile products, the statement that sterilization requirements have been met

Sinif | Olglim fonksiyonlu cihazlar igin élgiim sartlarinin kargilandiginin ifadesi

For Class | devices with measurement functions, the statement that measurement requirements have been
met

Sinif Il Grinler igin 93/42/AT Uygunluk Sertifikasi ile birlikte bir tasarim inceleme sertifikasi gereklilikliginin
bilgisi

For Class lll devices, information about the necessity of a design review certificate together with 93/42/EEC
Conformity Certificate

Belge Tarihi ve Gegerlilik Suresi

Certificate date and validity period

Belge Numarasi

Certificate number

Belgeleyi onaylayan isim, soyisim, Unvan ve imza

Name, surname, title and signature of the person approving the certificate

(53) Diizenlenen belge FR.08.13 93/42/AT EKV Sinif Is-AT Sertifikasi formu veya FR.08.21 93/42/AT
EK V Sinif Im AT Sertifikas!i formu veya FR.08.22 93/42/AT EK V Sinif lla — AT Sertifikasi formu veya
FR.08.23 93/42/AT EK Il Sinif lla &Sinif llb AT Sertifikasi formu ile yayinlanir. Sinif 1l Grinler igin
dizenlenen belge FR.08.24 93/42/AT EK Il Sinif lll AT Sertifikasi formu ile yayinlanir. Yayinlanan
sertifikasinin gegerlilik suresi 5 yildir. Belge gecerlilik tarihi belge yayin tarihinin bir giin dncesi olacak sekilde
ayarlanir. Belgenin yayin tarihi belgelendirme komitesinin belgelendirilebilir kararini aldigi tarih ile ayni veya
sonra olmalidir.

NOT: AB 2017/745 Tibbi Cihaz Regllasyonu gegis slreci nedeniyle, 93/42/AT Tibbi Cihaz Direktifi
kapsaminda NOTICE tarafindan saglanmis AT Uygunluk sertifikalarin son gecerlilik tarihi, 26 Mayis 2024’tur.
The certificate is issued using FR.08.13 93/42/EEC Annex V Class Is EC Certificate form or FR.08.21
93/42/EEC Annex V Class Im EC Certificate form or FR.08.22 93/42/EEC Annex Il Class lla EC
Certificate form or FR.08.23 93/42/EEC Annex Il Class lla & Class Ilb EC Certificate form. For class Il
products, the certificate is issued using FR.08.24 93/42/EEC Annex Il Class lllI+ Article 4 EC Certificate
form. The certificate remains valid for 5 years. Certificate’s validity date is set as one day before the issue
date. Certificate issue date shall be the same date or after the date of certification committee’s decision on
certification.

NOTE: Due to the EU 2017/745 Medical Device Regulation transition process, the expiry date of the EC
Certificate of Conformity provided by NOTICE under the 93/42 / EC Medical Device Directive is May 26,
2024.

5.4.3 Diizenlenen 93/42/AT Tibbi Cihaz Yénetmeligi Tasarim-inceleme Sertifikalarinda;
93/42/EEC Medical Device Directive Design Review Certificates;

NOTICE ’in Unvani, adresi, onaylanmis kurulus kimlik numarasi

NOTICE s title, address, NB number

Musterinin Gnvani, merkez adresi ve belgelendirme kapsaminda olan diger adresleri
Customer’s title, headquarters address and other addresses in the scope of certification
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93/42/AT Belgelendirme Kapsaminda olan trlin ismi, modelleri

Name, models and risk class of products in the scope of 93/42/EEC Certification
Uygunluk degerlendirme metodu

Conformity Assessment Method

Belgelendirmenin dayandirildigi rapor numarasi

Report number on which certification is based

Yapilan inceleme sonucunda cihazin tasarim ile ilgili sartlarinin karsilandiginin ifadesi
The statement that the device’s design meets the requirements

Belge Tarihi ve Gegerlilik Suresi

Certificate date and validity period

Belge Numarasi

Certificate number

Belgeleyi onaylayan isim, soyisim, Unvan ve imza

Name, surname, title and signature of the person approving the certificate

(54) Dizenlenen belge FR.08.14 93/42/AT EK Il Sinif lll + madde 4 Tasarim Sertifikasi formu ile
yayinlanir. Yayinlanan sertifikasinin gegerlilik suresi 5 yildir. Belge gecerlilik tarihi belge yayin tarihinin bir
glin Oncesi olacak sekilde ayarlanir. Belgenin yayin tarihi belgelendirme komitesinin belgelendirilebilir
kararini aldigi tarih ile ayni veya sonra olmalidir. Tasarim inceleme sertifikanin gegerlilik tarihi Grin igin
yayinlanmis olan 93/42/AT Uygunluk Sertifikasinin tarihinden daha sonra olamaz. Belge degisiklik
denetimleri bu sireyi etkilemez. Belgeyi alan firma belgeyi sadece lizerinde ve ekinde adresi yazan Uretim ve
hizmet yerleri icin kullanabilir. Belge lzerinde yazan kapsam igin verilmis olup bagska faaliyet alanlarini ve
artin gruplarini yansitmaz ve bu amagla kullanilamaz.

The certificate is issued using FR.08.14 Annex Il Class lll + Article 4 Design Certificate form. The
certificate remains valid for 5 years. Certificate’s validity date is set as one day before the issue date.
Certificate issue date shall be the same date or after the date of certification committee’s decision on
certification. The validity date of the design review certificate cannot be later than the date of the 93/42/EEC
Certificate of Conformity issued for the product. Certificate change audits do not affect this period. The
certificate can be used only for the production and service places whose addresses are mentioned on and in
the attachment of the certificate. The certificate does not reflect activities and product groups other than the
scope mentioned in the certificate and cannot be used for this purpose.

(55) Belge, Uzerinde adi gecen firmaya verilmis olup hicbir sekilde bagka kurum ya da tizel kisilige
devredilemez. Belgenin kullanimi PR.21 Sertifika ve Marka Kullanim Prosediiriine uygun olarak yapilir.
The certificate with the name of a company on, cannot be transferred to any other institution or legal entities
in any way. Certificate shall be used according to PR.21 Certificate and Brand Usage Procedure.
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SERTIFIKALARIN NUMARALANDIRILMASI
CERTIFICATE NUMBERING

ISO 13485 iLK BELGELENDIRME
ISO.MED.MN.AAYYYY

ISO 1 1SO 13485

MED : Medikal

MN : Musteri Sira No (0000)
AA : Ay

YYYY :Yil

ISO 13485 YENIDEN BELGELENDIRME
ISO.MED.MN.AA.YYYY.RC

ISO 1 1SO 13485

MED : Medikal

MN : Misteri Sira No (0000)
AA : Ay

YYYY :Yil

RC : Yeniden Belgelendirme

ISO 13485 FIRST CERTIFICATION
ISO.MED.MN.M.YYYY

ISO 1 1ISO 13485
MED : Medical
MN : Customer’s Serial No. (0000)

ISO 13485 RECERTIFICATION
ISO.MED.MN.AA.YYYY.RC

ISO 1 1SO 13485
MED : Medical
MN : Customer’s Serial No. (0000)

AA : Month AA : Month
YYYY :Year YYYY :Year

RC : Recertification
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93/42/AT iLK BELGELENDIRME 93/42/AT YENIDEN BELGELENDIRME
CE-MDD-MN/AA/YYYY/Z2Z* CE-MDD-MN/AA/YYYY/ZZ*/RC
CE 1 93/42/AT CE 1 93/42/AT
MDD : Medikal MDD : Medikal
MN : Musteri Sira No (0000) MN : Musteri Sira No (0000)
AA : Ay AA : Ay
YYYY :Yil YYYY :Yil
zzZ* : Sertifika Sira No zz* : Sertifika Sira No

RC : Yeniden Belgelendirme

93/42/EEC FIRST CERTIFICATION 93/42/EEC RECERTIFICATION
CE-MDD-MN/AAIYYYY[ZZ* CE-MDD-MN/AA/YYYY/ZZ*IRC
CE : 93/42/EEC CE : 93/42/EEC
MDD : Medical MDD : Medical
MN : Customer’s Serial No. (0000) MN : Customer’s Serial No. (0000)
AA : Month AA : Month
YYYY :Year YYYY :Year
2z : Certification Sequence Number z* : Certification Sequence Number
RC : Recertification

HAZIRLAYAN / PREPARED BY KONTROL EDEN / CONTROLLED BY =~ ONAYLAYAN / APPROVED BY.
Akreditasyon ve Notifikasyon Sorumlusu Akreditasyon ve Notifikasyon Genel Mudur / General Manager
Yardimcisi / Deputy Accreditation and Sorumlusu / Accreditation and Ozlem Vicdan Akdag
Notification Responsible Notification Responsible 23 /27

Burcu Ozkavak Namiye Cengiz



notice BELGELENDIRME PROSEDURU
Av CERTIFICATION PROCEDURE

Doc. No: PR.08 Yayin tarihi /Issue Date: 15.12.2015 Rev. No: 15 Rev. Tarihi/ Rev. Date: 16.02.2023

93/42/AT TASARIM - iLK BELGELENDIRME 93/42/AT TASARIM - YENIDEN BELGELENDIRME

CE-MDD-MN/AA/YYYY/ZZ*/DD.SN CE-MDD-MN/AA/YYYY/ZZ*IRC/DD.SN
CE : 93/42/AT CE : 93/42/AT
MDD : Medikal MDD : Medikal
MN : Misteri Sira No MN : Misteri Sira No
YYYY :Yil YYYY :Yil
z* : Sertifika Sira No z* : Sertifika Sira No
DD : Tasarim Sertifikasi Kodu (sabit) RC : Yeniden Belgelendirme
SN : Tasarim Sertifikasi Sira No DD : Tasarim Sertifikasi Kodu (sabit)

SN : Tasarim Sertifikasi Sira No

93/42/EEC DESIGN- FIRST CERTIFICATION 93/42/EEC DESIGN- RECERTIFICATION

CE-MDD-MN-AA-YYYY/ZZ*-DD CE-MDD-MN-AA-YYYY/ZZ*-RC-DD

CE : 93/42/EC CE : 93/42/EEC

MDD : Medical MDD : Medical

MN : Customer’s Serial Number MN : Customer’s Serial Number

YYYY :Year YYYY :Year

z* : Certification Sequence Number 2z* : Certification Sequence Number

DD : Design Certificate Code (constant) RC : Recertification

SN : Design Certificate Serial No DD : Design Certificate Code (constant)

SN : Design Certificate Serial No

* Eger belgelendiriimis musterinin hem Sinif Ilb ve alti hem de Sinif Il Grind olmasi durumunda sertifika
numarasina “ZZ- sertifika sira numarasi” eklenir.
* In case of certified customer has both Class Il or lower risk grade and Class Il products, the “ZZ

certification sequence number” is added to certificate number.
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6. ILGILIi DOKUMANLAR
RELATED DOCUMENTS

1. FR.08.01 Denetim Ekibi Gérevlendirme Formu
FR.08.01 Audit team assignment form
2. FR.08.02 Asama 1 Saha Denetim Plan
FR.08.02 Stage 1 site audit plan
3. FR.08.03 Denetimi Plani
FR.08.03 Audit plan
4. FR.08.04 Asama 1 Denetimi Ofis incelemesi Raporu
FR.08.04 Stage 1 audit Office Review Report
5. FR.08.05 Asama 1 Saha Denetim Raporu
FR.08.05 Stage 1 site audit plan
6. FR.08.05.EK1 Asama 1 Teknik Dosya inceleme Raporu
FR.08.05. Annex 1 Stage 1 Technical File Review Report
7. FR.08.06 Denetim Raporu
FR.08.06 Audit report
8. FR.08.06-EK1 Teknik Dosya inceleme Raporu
FR.08.06-Annex 1 Technical file review report
9. FR.08.07 Klinik Degerlendirme Raporu
FR.08.07 Clinical evaluation report
10. FR.08.08 Tasarim Dosyas! inceleme Raporu
FR.08.08 Design Dossier Examination report
11. FR.08.10 Uygunsuzluk Raporu
FR.08.10 Nonconformity report
12. FR.08.11 Belgelendirme Karar Tutanag
FR.08.11 Certification decision form
13. FR.08.12 ISO 13485 KYS Sertifikasi
FR.08.12 ISO 13485 QMS certificate
14. FR.08.13 93/42/AT EK V Sinifls AT Sertifikasi
FR.08.13 93/42/EEC Annex V Class Is EC Certificate
15. FR.08.14 93/42/ATEK Il Sinif lll + Madde 4 Tasarim Sertifikasi
FR.08.14 93/42/EEC Annex Il Class IlI+ Article 4 Design Certificate
16. FR.08.15 OK/BK Degisiklik Bildirim Formu
FR.08.15 Change Notification to NB/CB from
17. FR.08.16 KYS Belgelendirme Cevrimi Denetim Plani
FR.08.16 QMS Certification Cycle Audit Plan
18. FR.08.17 93/42/AT Belgelendirme Cevrimi Denetim Plani
FR.08.17 93/42/EEC Certification Cycle Audit Plan
19. FR.08.18 Acilis Kapanis Toplanti Tutanagi
FR.08.18 Opening closing meeting minutes
20. FR.08.20 Belge Kapsam Bilgi Formu
FR.08.20 Certificate Scope Information Form
21. FR.08.21 93/42/AT EKV Sinif Im AT Sertifikasi
FR.08.21 93/42/EEC Annex V Class Im EC Certificate
22. FR.08.22 93/42/AT EKV Sinif lla AT Sertifikasi
FR.08.22 93/42/EEC Annex V Class lla EC Certificate
23. FR.08.23 93/42/AT EKII Sinif la&Sinif llb AT Sertifikasi
FR.08.23 93/42/EEC Annex Il Class lla &Class IIb EC certificate
24. FR.08.24 93/42/AT EKII Sinif lll + Madde 4 AT Sertifikasi
FR.08.24 93/42/EEC Annex Il Class Il + Article 4 EC Certificate
25. FR.07.01 Basvuru Formu
FR.07.01 Application form
26. FR.07.02 Basvuru Degerlendirme Formu
FR.07.02 Application evaluation form
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27. FR.05.08 Degerlendirme Personeli Havuzu Formu
FR.05.08 Assessment personnel form
28. PR.21 Sertifika ve Marka Kullanim Prosedurt
PR.21 Certificate and Brand Usage Procedure
29. PR.22 Denetim Suresi Belirleme ve Planlama Proseddri
PR.22 Audit Duration Determination and Planning Procedure
30. PR.24 itiraz ve Sikayetlerin Degerlendirilmesi Proseduiri
PR.24 Appeal and Complaints Evaluation Procedure
31. PR.07 Belgelendirme Bagvurularin Alinmasi ve Basvurularin Degerlendiriimesi Proseduri
PR.07 Receiving & Evaluating Certification Applications Procedure
32. PR.12 Yetkili Otorite, Komisyon ve Diger NB'ler ile iletisim Prosed(irii
PR.12 Communication with competent authority, commission and other NB’s procedure
33. PR.14 Kritik Tedarik¢i Denetim Proseduri
PR.14 Critical suppliers’ audit procedure
34. PR.25 Belgelendirme Komitesi Calisma Prosedur
PR.25 Certification committee working Procedure
35. NBOG BPG 2010-3 Certificates issued by Notified Bodies with reference to Council Directives
93/42/EEC, 98/79/EC, and 90/385/EEC
36. ISO/IEC 17021-1:2015 Conformity assessment -- Requirements for bodies providing audit and
certification of management systems
37. NBOG BPG 2014-3 Guidance for manufacturers and Notified Bodies on reporting of Design
Changes and Changes of the Quality System
38. NBOG BPG 20091 Guidance on Design-Dossier Examination and Report Content
39. NB-MED/2.5.1/Rec5 Conformity assessment procedures; General rules
40. NB-MED/2.5.2/Rec2 Reporting of design changes and changes of the quality system

41,
42,

43.

44,

45,
46.

47.
48.

49.

50.

51.

52.

53.

54.

NB-MED/2.5.5/Rec 5 Conformity Assessment of Own Brand Labelling

NB-MED/2.5.5/Rec2 Combination of CE-marked and non-CE-marked medical devices and non-
medical devices

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 Kuruluslar Yoénetmeligi (23 Subat 2012 Tarihli
ve 28213 Sayili Resmi Gazete)

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

NB-MED/2.2/Rec4 Software and Medical Devices

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

GHTF/SG4/N30:2010 Guidelines for Regulatory Auditing Part2: Regulatory Auditing Strategy
GHTF-SG4-N33 R16:2007 GHTF SG4 - Guidelines for Regulatory Auditing of Quality
Management Systems of Medical Device Manufacturers - Part 3 Regulatory Audit Reports

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

PR.13 Teknik Dosya ve Tasarim Dosyasi inceleme Prosediirii

PR.13 Technical File and Design Dossier Review Procedure

FR. 08.05.EK2 Asama 1 Tasarim Dosyasi inceleme Raporu

FR. 08.05. Annex2 Stage 1 Design Dossier Evaluation Report

PR 31 Uzaktan Denetim Prosediirii

PR 31 Remote Audit Procedure

PR.32 Pandemi Giivenlik Prosediiri

PR.32 Pandemic Safety Procedure

FR.08.25 Diizeltici Faaliyet Eylem Plani ve Diizeltici Faaliyet inceleme Formu

FR.08.25 Corrective Action Implamentation Plan and Corrective Action Review Form

55. FR.08.30 Planlanmig Denetim Degisiklikleri Tutanak Formu
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