DENETIM SURESI BELIRLEME VE PLANLAMA PROSEDURU
AUDIT DURATION DETERMINATION AND PLANNING PROCEDURE

1. AMAC / PURPOSE

Bu prosediriin amaci NOTICE tarafindan gergeklestirilecek AB 2017/745 Tibbi Cihaz Regulasyonu
Uygunlugu degerlendirmesi kapsaminda olan tim denetimlerin sirelerinin belirlenmesinde ve denetimlerin
planlamasinda kullanilan metodu agiklamaktir.

The objective of this procedure is to describe the method that NOTICE follows to determine audit
duration and planning for all audits covered under conformity assessment according to EU 2017/745 Medical
Device Regulation.

2. KAPSAM / SCOPE

Bu prosedir AB 2017/745 Tibbi Cihaz Regilasyonu Uygunlugu kapsamindaki tim degerlendirmeleri
kapsar.

This procedure covers all assessments in the context of EU 2017/745 Medical Device Regulation
conformity assessment.

3. SORUMLULUK / RESPONSIBILITIES

NOTICE’ e gelen 6n basvurularin degerlendirilerek s6z konusu denetim igin gerekli denetim stiresinin
belirlenmesinden Tibbi Cihaz Departmani Sorumlusu (TCS) mesuldir. Belgelendirme sozlesmesinin
imzalanmasinin ve basvuru gbzden gecirmesinin ardindan degerlendirme sirelerinin dogrulamasini
yapmaktan Proje Lideri (PL) sorumludur. Belirlenen sireye gore denetimlerin planlamasini yapmaktan Tibbi
Cihaz Departmani Planlama Sorumlusu mesuldr.

Medical Device Department Responsible (MDDR) is responsible for evaluation of pre-applications
received by NOTICE and determining audit duration. After the certification agreement is signed and application
review, the Project Leader (PL) is responsible for the verification of deadlines. Medical Device Department
Planning Responsible is responsible for audit planning according to the audit duration determined by ANR.

4. TANIMLAR / DEFINITIONS

AB 2017/745 TCR:
EU 2017/745 MDR:

NB :
NB :

Yetkili Otorite :
Competent Authority:

Tibbi Cihaz Regiilasyonu

Medical Device Regulation

Onaylanmis Kurulus

Notified Body

T.C. Saglik Bakanh@: Turkiye ilag ve Tibbi Cihaz Kurumu

Medicines and Medical Devices Agency of Ministry of Health of Republic of

notice
AV

Turkey
Akreditasyon Kurumu: | TURKAK
Accreditation Agency: | TURKAK

Cihaz kategorisi
Category of devices

Kodlar hakkinda (AB) 2017/2185 sayili Tiziik uyarinca ilgili MDA/MDN kodlari
(MDR)

Relevant MDA/MDN codes (MDR) according to Regulation (EU) 2017/2185 on
the codes

Jenerik cihaz grubu
Generic device group

MDR, bakimindan Avrupa Tibbi Cihaz Terminolojisinin (EMDN), 4. seviyesi (yani
bir harf ve buna ek 6 rakamdan olusan bir kombinasyon)

In respect of the MDR as the 4th level of the European Nomenclature on Medical
Devices (EMDN) (i.e. combination of one letter plus 6 digits)

Device range:

Cihaz Cihaz, bir Temel UDI-DI ile iligkili cihaz(lar) olarak anlasiimalidir.

Device Device should be understood as the device(s) associated with one Basic UDI-
DI.

Cihaz gami: Cihaz gami, bir sertifikanin kapsadigi Sinif lla cihazlar igin tim “cihaz

kategorileri” ve Sinif llb cihazlar igin tium “jenerik cihaz grubu” olarak
anlasilacaktir.
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Device range is to be understood as all “device categories" for Class lla and all
“generic device groups” for Class llb devices covered in a certificate.

Uriin Uygunlugu | AB 2017/745 MDR, EK IX Kalite Yonetim Sistemi Degerlendirmesi, EK IX Teknik
Degrelendirmesi Dokiimantasyon Degerlendirmesi, EK XI Bélim A Uretim Kalite Gilivencesi
Product Conformity | Degerlendirmesi

Assessment

EU 2017/745 MDR, Annex IX Quality Management System Assessment , Annex
IX Technical Documentation Assessment, Annex Xl Part A Production Quality
Assurance Assessment

51

UYGULAMA / DESCRIPTION
Denetim Siirelerinin Belirlenmesi / Determining Audit Duration

TCS ilgili bagvuruyu M.PR.07 On Basvurularinin Alinmasi ve Degerlendirilmesi Prosediirii

dokimanina uygun olarak alir ve degerlendirir. Basvuru sonrasinda yapilan incelemelerin sonugclari
M.FR.07.02 On Basvuru Degerlendirme Formu ile kayit altina alinir. Denetim siiresinin uygun olarak
belirlenebilmesi icin misteri tarafindan basvuru sirasinda M.FR.07.01 Basvuru Formu’nun eksiksiz olarak
doldurulmasi istenir ve gerekli evraklarin eksiksiz olarak ulastiriimasi saglanir.

MDDR receives and evaluates the applications according to M.PR.07 Receiving and Evaluation of

Pre-Applications for Certification Procedure. Application evaluation results are recorded in the M.FR.07.02
Pre-Application Evaluation Form. In order to determine the appropriate audit duration, the client is asked to
complete the M.FR.07.01 Application Form and to provide the necessary documents.

Denetim suresi belirlenirken asagidaki kriterler géz éninde bulundurulur.
The following criteria is considered when determining audit duration:

Firma calisan sayisi

Number of employees

Firmanin siregleri

Company’s processes

Firmanin sureglerinin karmasikligi

Complexity of company’s processes

Firma lokasyonlarinin sayisi

Number of company locations

Firma lokasyonlarinin genigligi

Size of the company locations

Firma taseron/kritik tedarikci sayisi

Number of company’s subcontractor/critical suppliers

Firma taseron/kritik tedarikci lokasyonlari

Locations of company’s subcontractor/critical suppliers

Firma Vardiya Sayisi

Number of shifts of the company

Firma vardiyalarinda gerceklestirilen siregler

Processes carried out during the shifts

Firmanin konustugu dil

Language of the company

Firma teknik dokiimantasyonun veya urtn gesitlerinin sayisi, Grtinlerin risk durumu
Number of company’s technical documentation, number of product types, and product risk situations
Firmanin bir 6nceki denetiminde tespit edilen uygunsuzluklar
Nonconformities identified during the previous audit of the company

Nursel YAHSI
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5.1.1 AB 2017/745 MDR, Uriin Uygunlugu Degerlendirme Siiresinin Belirlenmesi / EU 2017/745 MDR,
Product Conformity Assessment Duration

AB 2017/745 MDR’ a gore yapilacak uygunluk degerlendirmesi calisan sayisi, cihaz risk sinifi,
degerlendirmesi yapilacak cihazlarin sayisi ve proseslerinin karmagikhigi temelinde yapiimaktadir. On-basvuru
degerlendirme ve basvuru gézden gecirmesinde degerlendirme sureleri asagida anlatildigi sekilde belirlenir.

The conformity assessment to be made according to EU 2017/745 MDR is made on the basis of the
number of employees, the device risk class, the number of devices to be evaluated and the complexity of the
processes. In the pre-application evaluation and application review, the evaluation durations are determined
as described below.

Firma calisan sayisina gére denetim suresi belirlemede IAF MD9:2017 de yer alan Tablo D.1 kullanilir.
Below table, derived from Table D.1 of IAF MD9:2017, is used to determine the audit duration based
on the number of employees that work in the company.

Etkin Personel Sayisi ve Denetim Siiresi Arasindaki iligki (Sadece Belgelendirme Denetimleri igin)
Relationship between effective number of personel and audit duration (Initinal Audit only)
. Denetim Siiresi Etkin Personel Denetim Siiresi
Etkin Personel Sayisi
Effective Number of (A§ama_1 + A§gma 2) _ Sayisi (A§ama_1 + A§'¢_1ma 2)
Personel Audit Duration Effective Number of Audit Duration
(Stage 1 + Stage 2) Personel (Stage 1 + Stage 2)
1-5 3 626 — 875 15

6—10 4 876 — 1175 16
11-15 4,5 1176 — 1550 17
16 — 25 5 1551 — 2025 18
26 — 45 6 2026 — 2675 19
46 — 65 7 2676 — 3450 20
66 — 85 8 3451 — 4350 21

86 — 125 10 4351 — 5450 22

126 — 175 11 5451 — 6800 23

176 — 275 12 6801 — 8500 24

276 — 425 13 8501 — 10700 25

426 — 625 14 >10700 Yukarldal_(i artis takip edilir.

The progression above is followed.

Tablo/Table. 01

- Etkin Galisan Sayisinin Hesaplanmasi igin Kurallar / Rules for the Calculating number of Effective
Employees

Calisilan saatlere bagh olarak, yari-zamanli personel sayisi ve kapsamda bélimsel olarak ¢alisanlar,
arttinlabilir veya dusurilebilir ve tam zamanli galismaya denk olacak sekilde donustirtlebilir (6rnegin; giinde
4 saat olarak ¢alisan 30 yari zamanli personel, 15 tam-zamanli personel olarak disunlebilir).

Depending on the working hours, the number of part-time staff and the employees in the department
can be increased or decreased and can be converted to correspond to full-time work (eg 30 part-time staff
working 4 hours a day can be considered as 15 full-time staff).

Firma icerisinde ¢alisanlarin yiksek bir ylzdesi ayni isi yapiyor ise denetim slresi azaltilabilir. Azaltma
yapilan igin riski g6z 6éntinde bulundurularak yapilir.

The audit duration can be reduced if a high percentage of employees are involved in the same job.
Duration is decreased taking into consideration the risk of the job done.

- Denetim Siiresi Arttinm Kurallari/ Rules for Increasing Audit Duration
Firma basvuru kapsamindaki Grunlerinin kritik sureglerini dis kaynakli olarak gerceklestiriyor ise

sirecin kritikligine goére Tablo 01’ e gbre belirlenen stirelerin ilgili proses kadar denetlenecek kismi taseronun
sahasinda gercgeklesir.

AUDIT DURATION DETERMINATION AND PLANNING PROCEDURE nOtlce‘v
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If the company outsources the critical processes of its products within the scope of the application;
according to the criticality of the process, the part of the time according to the table 01 determined to be audited
as much as the relevant process takes place on the site of the subcontractor.

Tablo01’ e gore belirlenen denetim suresinde yapilacak arttirnmda asagidaki Tablo.02 kullanilir:
Table.02 below is used when increasing calculated the audit duration according to Table 01.

Arttirnm Orani (En az)
Denetim Siiresi Arttirrm Nedenleri

List of factors where an increase of the nominal time must be Consequence on the
considered and must be applied if appropriate Inomt'”&;| on site duration (at
east...

Kritik tageron veya tedarik¢inin olmasi +2 a/g/tageron

Have a critical subcontractor or supplier +2 m/d/subcontractor
Denetim kapsaminda sinif lll ve sinif lIb Griin olmasi +1alg
Audit scope including class Il and class Ilb, +1 m/d
Denetim kapsaminda 3 den fazla teknik kategoride Griin +1a/g
Products in more than 3 technical categories within the scope of the audit +1 m/d

Musterinin tesisinde Urin kurulumu yapan dUreticiler (Gergek kurulumu
degerlendirmek igin siire) +0,5 a/g
Manufacturers who install product on customer’s premises. (time to assess +0,5 m/d
actual installation)

Diizenleyici sartlara uygunlugu zayif Ureticiler (6nceki denetim raporlar
kanitiyla) +0,5 a/g
Poor regulatory compliance by the manufacturer (with evidence in previous +0,5 m/d
audit reports)

Birden fazla bina veya isyerinin bulundugu karmasik lojistik. Ornegin, ayri bir

tasarim merkezi, 6zel Gretim kosullar +0,5 a/g

Complicated logistics involving more than one building or location where work

is carried out. e.g., a separate design center must be audited, manufacturing +0,5 m/d
conditions

Bir veya daha fazla yabanci dil konusan c¢alisanlar +0,5 a/g

Personnel speaking in more than one language (requiring interpreter(s) or

preventing individual auditors from working independently) +0,5 m/d
Denetimin kapsamina dahil olan personel sayisinin gok genig alana yayilimig +0.25 alg
olmasi

Very large site for the number of personnel included in the scope of the audit +0,5 m/d

Fazla karisik prosesler (yazilm, tasarim ve dogrulama) veya firmaya 6zel

aktivitelerin sayisinin fazla olmasi +0,25 alg
System covers highly complex processes (eg software design and validation) +0,25 m/d

or relatively high number of unique activities

Belgelendirmeye konu olan kalite yonetim sisteminde daimi alanlardaki

faatliyetlerin onayi igin gegici sahalarin ziyareti gerekliliginin olmasi +0,5 a/g
Activities that require visiting temporary sites to confirm the activities of the +0,5 m/d
permanent site(s) whose management system is subject to certification.

Sterilizasyon faaliyetleri +1 a/g/sterilizasyon tipi
In-house sterilization activities +1 m/d/type of sterilization

Tablo/Table.02
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- Denetim Siiresi Azaltma Kurallari / Rules for Reduce Audit Duration

Tablo.01’ e gbre belirlenen denetim suresinde yapilacak azaltma asagidaki Tablo.03 kullanilir:
Table.03 below is used when reduce calculated the audit duration according to Table 01.

Denetim Siiresi Azaltim Nedenleri Azaltma Orani (En Fazla)
Factors justifying the potential reduction of the nominal time Reduction Ratio (Max.)
Denetim kapsaminda tasarim faaliyetinin bulunmamasi

No design activity included in the scope of the audit -15%

Denetim kapsaminda sadece dislk risk grubunda Griin bulunmasi (sinif lla
ve altl) veya basit Uretim prosesleri

Audit scope including only low risk products (class Ila and less) or simple -15%
manufacturing processes

Dusuk kompleksli faaliyetler / tek bir jenerik faaliyetin dahil oldugu prosesler
Low complexity activities/ Processes involve a single generic activity -15%

Tdm vardiyalarda birbirine denk faaliyetlerin gergeklestiriimesi (6nceki
denetimlerin temelinde uygun kanitlariyla, &érnegin; i¢ denetimler ve
Onaylanmis Kurulus denetimleri)

Identical activities performed on all shifts with appropriate evidence of -15%
equivalence performance on all shifts based on prior audits (internal audits
and NB audits);

Personelin dnemli bir bolumunin benzer bir basit islevi yerine getirdigi
yerlerde. -15%
Where a significant proportion of staff carry out a similar simple function.

Tablo /Table.03

- Denetim Azaltim veya Arttinm Kurallan Uygulanirken Dikkate Alinacak Kurallar / Rules to be
Considered when Applying Audit duration increase/Decrease Criteria

- Arttinm ve azaltim miktarlari belgelendirme, yeniden belgelendirme ve gozetim denetimlerine
uygulanir.
Increase or decrease of audits are applied for certification, re-certification, and surveillance.

- Denetim siresi maksimum %20 kisaltilabilir.
Audit time can be shortened maximum 20%.

- Asama 1 denetimi suresi, toplam denetim suresinin %25’inden fazla olamaz
Stage 1 audit duration cannot be more than 25% of total audit duration.

- GOzetim denetim siresi, ilk denetim (agsama 1+ asama 2) suresinin %70’den az ya da 1 ginden
kisa olamaz.
Surveillance audit duration cannot be less than 70% of the initial (stage 1 + stage 2) audit duration
or less than 1 day.

- Diger denetimlerin suresi, denetimin kapsamina ve yukaridaki tablolara gore belirlenir.
Duration of other audits is determined based on the scope of the audit and according to the above
tables.

5111 Saha Denetim Siireleri / Site Audit Durations

5.1.1.1.1 ilk Belgelendirme / Initial Certification

Musterinin ¢aligsan sayisina gére Tablo.01’ de belitilen slre referans alinir. Uygulaniyor ise Tablo.02
ve Tablo.03’ e gore arttirrm ve azaltim kurallari uygulandiktan sonra bu sireye 0,5 a/g siire eklenir.
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According to the number of employees of the customer, the time specified in Table.01 is taken as a
reference. If applicable, 0.5 a/g time is added to this time after the increase and decrease rules according to
Table.02 and Table.03 are applied.

Sahada yapilacak olan denetimlerin siresi en az asagdida belirtilen sireler kadardir. Hesaplanan saha
denetim suresi bu surelerden az ise asagidaki tabloda belirtilen sureler dikkate alinir.

The duration of the audits to be carried out on site is at least as long as the durations specified below.
If the calculated site audit duration is less than these durations, the durations specified in the table below are
taken into account.

Tablo/Table.04

AUDIT DURATION DETERMINATION AND PLANNING PROCEDURE nOtlce‘v

Cihaz Sinifi Saha Denetim Siresi (en az)(a/g) | Cihaz Sinifi Saha Denetim Sdresi (en az)(a/g)
Device Class Site Audit Duration (min.)(m/d) Device Class Site Audit Duration (min.)(m/d)
I1I-R14 8 lla - implant 5

I1-RA 8 lla 4

1l 6

IIb - implant 6

Ilb 5

Sinif Is — Im — Ir drdnler icin sadece AB 2017/745 MDR Uygunluk Degerlendirmesi soz konusu
oldugunda degerlendirme siresi, M.TB.22.02 Sinif | Uriinler Igin Degerlendirme Siireleri Tablosu’ na gore
belirlenir.

For Class Is - Im - Ir products, when only EU 2017/745 MDR Conformity Assessment is in question,
the evaluation duration is determined according to the M.TB.22.02 Evaluation Durations Table for Class |
Products.

5.1.1.1.2 Gozetim Denetimleri, Kapsam Genigletme Denetimleri, Adres Degisikligi veya Adres Ekleme
Denetimleri / Surveillance Audits, Scope Extension Audits, Address Change or Address Add Audits

ilk Belgelendirme icin hesaplanan saha denetim siiresinin %70’ i hesaplanarak belirlenir. Hesaplanan
sire, 1 a/g den daha az gikar ise bu stire 1 a/g’ ye tamamlanir.

It is determined by calculating 70% of the site audit duration calculated for the Initial Certification. If
the calculated duration is less than 1 m/d, this duration is completed to 1 m/d.

ilk belgelendirme siiresinin %70’ i hesaplanirken, ilk belgelendirme denetim slresine dahil edilen
tedarikgi icin belirlenen sire dahil edilmez (Taseron var ise sure dahil edilir).

During 70 % of initial certification duration is calculated, supplier audit duration which is included in
initial certification is not included. (Subcontractor is included, if available).

5.1.1.2 Teknik Dokiimantasyon Degerlendirme Siireleri / Technical Documentation Evaluation
Durations

Teknik dokiimantasyon degerlendirmesi siiresi, klinik degerlendirmenin degerlendirmesi, satis sonrasi
g6zetim teknik dokimantasyonu degerlendirmesi, cihaz teknik dokimantasyonu degerlendirmesi, PSUR
(Peryodik Giivenlik Giincelleme Raporu) degerlendirmesi ve SSCP (Klinik Performas ve Giivenlik Ozeti)
dogrulamasi faaliyetleri icin M.TB.22.01 Teknik Dokiimantasyon Degerlendirme Siireleri Tablosu’na goére
ayri ayri belirlenir. Belirlenen sureler gorevlendirilien personellere dagitiir. M.FR.08.01 Denetim Ekibi
Goreviendirme Formu’nda belirtildigi sekilde ilgili teknik kod ve rolde atamasi yapilan personel bilgileri
denetim planinda da atandigi rol ve kod ile birlikte belirtilir. Personelin gérevlendiriimesi sirasinda personele
inceleme yapabilmesi i¢in personele verilmesi gereken inceleme siresi, personelin inceleme yapacagi teknik
kod sayisina gore belirlenir. M.FR.35.21 Bagvuru Gézden Gegirme Formu ile inceleme igin belirlenen toplam
sure dikakte alinir, toplam siire 6nce dosya sayisina béliinir. Daha sonra dosya izerinden personele inceleme
yapilmasi gereken kod temelinde slire dagitilir. Bu durum M.FR.08.01 Denetim Ekibi Goéreviendirme
Formu’nda belirtilir. Personel bazinda belirlenen incelenmesi gereken teknik dokiimantasyon bilgisi ve gerekli
inceleme suresi M.FR.08.02 Asama 1 Saha Denetim Plani ve M.FR.08.03 Denetim Plani dokiimaninda da
belirtilir.

A
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Technical documentation assessment duration; clinical evaluation assessment, post-market
surveillance technical documentation evaluation, device technical documentation assessment, PSUR
(Periodic Safety Update Report) evaluation and SSCP (Clinical Performance and Safety Summary) validation
activities, is determined separately according to M.TB.22.01 Technical Documentation Evaluation
Durations Table. The specified durations are distributed to the assigned personnel. As specified in the
M.FR.08.01 Audit Team Assignment Form, the personnel information assigned to the relevant technical
code and role is also specified in the audit plan together with the role and code to which they are assigned.
During the assignment of the personnel, the review period to be given to the personnel so that they can conduct
an inspection is determined according to the number of technical codes that the personnel will conduct an
inspection. The total time determined for the inspection with the M.FR.35.21 Application Review Form is
taken into consideration and the total time is first divided by the number of files. Then, the time is distributed
to the personnel based on the code that the personnel should conduct an inspection on the file. This situation
is specified in the M.FR.08.01 Audit Team Assignment Form. The technical documentation information to
be reviewed on a personnel basis and the required review period are also specified in the M.FR.08.02 Stage
1 Site Audit Plan and M.FR.08.03 Audit Plan documents.

5.1.3 Habersiz Denetimlerin ve Kisa Iihbar Denetimlerinin Siirelerinin Belirlenmesi /
Determining the Duration of Unannounced Audits and Short Notice Audits

2 adam/gun olarak hesaplanir. Sikayet tGizerine gergeklestirilecek ise bu siirede sikayetin igerigine gore
%50 ila %100 arasinda arttinnm yapilabilir. Arttinm miktari ve gerekgesi kayit altinda tutulur.

It is calculated as 2 man/day. If it is to be made upon complaint, an increase can be made between
50% and 100% on this duration, depending on the content of the complaint. The amount and justification for
the increase are recorded.

5.1.4 Belge Transfer Denetimlerinin Siirelerinin Belirlenmesi / Determining the Duration of Document
Transfer Audits

Firmanin gcalisan sayisina gére Tablo.01’ de tanimlanan surenin %70’ i hesaplanarak belirlenir. AB
2017/745 Uriin Uygunlugu belgelendirmesi igin, bu siire Tablo.04 de tanimlanan siireden daha kisa ise
Tablo.04 de belirtilen strenin %70’l hesaplanir.

It is determined by calculating 70% of the time defined in Table.01 according to the number of
employees of the company. For EU 2017/745 Product Conformity certification, if this duration is shorter than
the duration defined in Table.04, 70% of the period specified in Table.04 is calculated.

Hesaplanan siire, 1 a/g den daha az ¢ikar ise bu sure 1 a/g’ ye tamamlanir.
If the calculated time is less than 1 m/d, this period is completed to 1 m/d.

5.1.5 ISO 13485 ve AB 2017/745 MDR Entegre Denetimleri / ISO 13485 and EU 2017/745 MDR
Integrated Audits

Yerinde yapilacak denetimlerin stiresi belirlenirken AB 2017/745 MDR Uygunlugu Belgelendirmesi igin
hesaplanan slreler entegre denetim igin dikkate alinir.

When determining the duration of the on-site audits, the durations calculated for the EU 2017/745
MDR Conformity Certification are taken into account for the integrated audit.

5.2 Denetimin Planlanmasi / Audit Planning

5.2.1 AB 2017/745 MDR, Kalite Yonetim Sistemi Denetim Planlar / EU 2017/745 MDR, Quality
Management System Audit Plans

Proje Lideri tarafindan basvuru gézden gegirmesinin ardindan hazirlanan M.FR.35.05 AB 2017/745
MDR Belgelendirme Programi’ na gore yerinde denetim faaliyetleri planlanir.

On-site audit activities are planned according to the M.FR.35.05 EU 2017/745 MDR Certification
Program, which is prepared after the application review by the Project Leader.
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DENETIM SURESI BELIRLEME VE PLANLAMA PROSEDURU

Yerinde yapilacak olan denetimler igin goérismeler Planlama Sorumlusu tarafindan gergeklestirilir.
Mdasteri ile mitabakata varilan tarihten en az 3 gin énce yapilacak ise asama 1 denetimi igcin M.FR.08.02
Asama 1 Saha Denetim Plani, diger denetimler icin M.FR.08.03 Denetim Plani, Planlama Sorumlusu
tarafindan hazirlanip, Saha Bas Denetgisi ve Proje Lideri tarafindan kontrol edildikten sonra musteriye
goénderilir. Masteri plani onayladiktan sonra belirlenen tarihte denetim gergeklestirilir. M.FR.08.01 Denetim
Ekibi Gérevlendirme Formu’nda belirtildigi sekilde ilgili teknik kod ve rolde atamasi yapilan personel bilgileri
denetim planinda da atandidi rol ve kod ile birlikte belirtilir. Personel bazinda belirlenen incelenmesi gereken
cihaz bilgisi M.FR.08.02 Asama 1 Saha Denetim Plani ve M.FR.08.03 Denetim Plani dokimaninda da
belirtilir.

Interviews for on-site audits are carried out by the Planning Responsible. If it will be done at least 3
days before the date of agreement with the customer, M.FR.08.02 Stage 1 Site Audit Plan for the stage 1
audit, M.FR.08.03 Audit Plan for the other audits will be prepared by the Planning Responsible and by the
Site Lead Auditor and the Project Leader. After checking, it is sent to the customer. After the plan is approved
by the customer, the audit is carried out on the specified date. As specified in the M.FR.08.01 Audit Team
Assignment Form, the personnel information assigned to the relevant technical code and role is specified in
the audit plan together with the role and code to which they are assigned. The related device information to be
reviewed on a personnel basis is specified in the M.FR.08.02 Stage 1 Site Audit Plan and M.FR.08.03 Audit
Plan documents.

5.2.2 Denetim Plani igin Genel Kurallar / General Rules for the Audit Plan

- Belgelendirmesi tamamlanan mdusterilerin gézetim denetimleri, belgelendirme kararinin alindig
tarihten itibaren en fazla 12 aylik periyotlarda gergeklestirilir. Yapilmasi gereken son tarihten en az 60
glin 6ncesinde Planlama Sorumlusu musteri ile iletisime geger.

Surveillance audits of customers whose certification has been completed are carried out in durations
of at most 12 months from the date of the certification decision. Planning Responsible contacts the
customer at least 60 days before the due date.

- ISO 13485 belgelendirmesi Asama 2, AB 2017/745 MDR saha denetimi, gézetim denetimleri ve

degisiklik denetimlerinin 6ncesinde, denetim planinin etkin olarak hazirlanmasi ve tarafimizca
yapilacak olan degerlendirme sirasinda, sahada hazir olmasi gereken konularin ve alanlarin uretici
tarafindan anlasilabilmesi icin M.FR.08.29 Denetim Plani Hazirhlk Formu firmaya Planlama
Sorumlusu tarafindan Ureticiye gonderilir. M.FR.08.03 Denetim Plani, M.FR.08.29 Denetim Plani
Hazirhk Formu Uzerinde verilen bilgilere gére hazirlanir.
In order to prepare the audit plan effectively and for the manufacturer to understand the subjects and
areas that should be ready in the site during the audit to be performed, M.FR.08.29 Audit Plan
Preparation Form is sent to the customers by the Planning Responsible prior to 1ISO 13485
certification Stage 2, EU 2017/745 MDR site audit, surveillance audits and change audits. M.FR.08.03
Audit Plan is prepared according to the information given on M.FR.08.29 Audit Plan Preparation
Form.

- Denetim plani yapilirken asagidakilere dikkat edilmelidir.
While making the audit plan, the following should be considered.

e 1 a/g 8 saattir.

1 m/d is 8 hours.

e Her bir denetci igin, denetim yapilan sire 8 saat olacak sekilde denetim plani hazirlanir. Bir
glin icin ve her bir denetgi igin denetim saati musterinin ve denetim ekibinin onay vermesi
durumunda en fazla 2 saat uzatilabilir.

An audit plan is prepared for each auditor, with an audit duration of 8 hours. The audit hour
for one day and for each auditor can be extended by a maximum of 2 hours if the client and
the audit team approve.

o Denetimler acilis toplantisi ile baslar, kapanis toplantisi ile bitirilir. Denetim ekibi bir kisiden
fazla ise kapanis toplantisi 6ncesi denetci toplantisi denetim planina eklenir.

Audits start with the opening meeting and end with the closing meeting. If the audit team is
more than one person, the auditor meeting before the closing meeting is added to the audit

AUDIT DURATION DETERMINATION AND PLANNING PROCEDURE nOtlce‘v
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Saha gezisi, 6zel bir durum belirtiimedikge acilis toplantisi sonrasinda planlanmalidir.

The site trip should be planned after the opening meeting unless a special circumstance is
specified.

Yemek arasi denetim suresinden sayilmaz.

Lunch break is not counted from the audit duration.

ISO 13485 Kalite Yonetim Sistemi denetimleri icin denetim ekibinde Grinin ilgili teknik
alaninda atamasi yapilmis uzman bulunur. Bu uzman ayni zamanda denetgi veya bas denetgi
degil ise ilgili standart maddesinin denetlenmesinde tek basina gorevlendiriimez. Yaninda
mutlaka denetci veya bas denetgci goéreviendirilir. Teknik uzmanlar adam gin slresine dahil
edilmez.

For ISO 13485 Quality Management System audits, the audit team includes an expert
appointed in the relevant technical field of the product. If this expert is not also an auditor or
lead auditor, he or she is not assigned alone in the audit of the relevant standard item. An
auditor or lead auditor must be appointed with him. Technical experts are not included in the
man-day period.

AB 2017/745 MDR, Uygunluk Degerlendirme denetimlerinde Urin ile ilgili sireclerde denetim
ekibinde ilgili MDT kodunda atanmis saha denetgisi, sterilizasyon ve kaplama prosesleri var
ise bu alanlarda atanmig spesifik Urlin gézden gegirici yer alir.

In EU 2017/745 MDR, Conformity Assessment audits, there is a site auditor assigned in the
relevant MDT code in the audit team in the product-related processes, and if there are
sterilization and coating processes, there is a specific product reviewer assigned in these
areas.

Denetimde Urun degerlendiricisi kullanilacak ise trin degerlendiricisi adam/gun suresine dahil
edilmez.

If a product reviewer is to be used during the audit, product reviewer is not included in the
man/day time calculation.

Farkli sahalar s6z konusu ise, bir sahadan digerine gidis ve dénus sureleri denetim siresine
dahil edilmez.

In case of different sites, the time to travel from one site to another is not included in the audit
duration.

Denetim uzaktan yapilacak ise hesaplanan saha denetim siresi %10 arttirilarak denetim
planlanir.

If the audit will be carried out remotely, the audit is planned by increasing the calculated site
audit duration by 10%.

Uzaktan yapilacak denetimler icin denetimin yapilacagi misterinin lokasyonu ile denetim
ekibinin lokasyonlari arasinda saat farki var ise denetim saatleri her bir lokasyon icin ayri ayri
belirtilir.

For remote audits, if there is a time difference between the location of the customer where the
audit will be conducted and the locations of the audit team, the audit hours are specified
separately for each location.

Denetimde yer alan gézlemci, cevirmen, stajer denet¢i, rehberler (kullanilacak ise) adam/gun
suresine dahil edilimez.

If observers, translators, candidate auditor, guides are used during the audits they are not
included in the man/day time calculation.

- Denetim plani hazirlanirken miimkun oldugunca asagidaki tabloda (GHTF/SG4/N30R21:2010 — Study
Group 4 — Final Document) belirtilen oranlara gére sureler belirlenir.

When

preparing the audit plan, durations are determined based on the below table

(GHTF/SG4/N30R21:2010 — Study Group 4 — Final Document).

A
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Tablo/Table. 05

Altsistemler Sahadaki Siiresinin Aciklamalar
Subsystems Yaklasik Orani Remarks
Approximate percentage of
on-site time
Yénetim 5_10%
Management

Tasarim ve Gelistirme Duzenleyici gerekliliklere bagh
; 0-20% .
Desing and development Depends on regulatory requirements

Uriin Dokiimantasyonu

— 0,
Product documentation 5-20%
Uretim ve Proses Kontrolu 20 — 30 %
Production and process controls
Diizeltici ve Onleyici Faaliyetler 10 — 30 %

Corrective and prentive actions

Ureticinin dis kaynakli faaliyetlerinin orani ve
6nemibe bagl olarak sézlesmeler
5-20% Depending on the proportion and importance
of activities an outsourcing manufacturer is
contracting

Satinalma Kontrolii
Purchasing controls

Dokiimantasyon ve Kayitlar
Documentation and records
Miisteri Ile lliskili Prosesler

Customer related processes

5%

5%

5.3 MDR’a Gére Teknik Dokiimantasyonun Degerlendirilmesi igin Cihaz Orneklemesi / Sampling of
devices for the assessment of the technical documentation according to MDR

Sinif lll cihazlar ve sinif lIb implant cihazlar (sutur, dental dolgu, dental braketler, dis kronlari, vidalar,
kamalar, plaklar, teller, pinler, klipsler ve konnektorler harig) igin Teknik dosya 6rneklemesi yapiimaz.

Technical documentation sampling is not performed for class Ill devices and class Ilb implant devices
(excluding sutures, dental fillings, dental brackets, dental crowns, screws, wedges, plates, wires, pins, clips
and connectors).

5.3.1 Kalitatif Ornekleme Kriterleri / Qualitative Sampling Criteria

Ornekleme plani, en azindan sertifikanin kapsadigi cihazlari, bunlarin Temel UDI-DI'larini, jenerik
cihaz grubunu (Sinif llb durumunda) veya cihaz kategorisini (Sinif Ila cihazlar durumunda), ilgili teknik
dokimantasyon tanimlayicisini, (planlanan) degerlendirme tarihlerini ve bu tiir degerlendirmelerin durumlarini
icermelidir.

Sampling plan should contain at least the devices covered by the certificate, their Basic UDI-DI, the
generic device group (in case of Class IIb) or the category of devices (in case of Class lla devices), the identifier
of the respective technical documentation, the (planned) assessment dates and the status of such
assessments.

Tasarim, teknoloji ve imalat ve sterilizasyon metodu benzerlikleri gibi bu kriterlerin bir kismi, cihazlarin
ayni kategoriye veya jenerik cihaz grubuna ait oldugu gergegi tarafindan halihdzirda kapsanabilirken;
teknolojinin yeniligi, kullanim amaci ya da fiziksel, kimyasal, biyolojik veya klinik 6zellikler bakimindan 6nceki
ilgili degerlendirmelerin sonuglari dahil Ek IX 2.3’te tanimlanan tim kriterler bir cihazin incelenmesinin bir
digerine gore oOnceliklendiriimesinde ayri ayr dikkate alinmaldir. Bu 6nceliklendirme, ilgili cihaz
kategorisi/jenerik cihaz grubuna dahil edilen farkli cihazlarin dogasi gereg@i barindirdigi riskleri dikkate
almalidir.

While some of these criteria such as similarities in design, technology and manufacturing and
sterilisation methods may be covered already by the fact that devices belong to the same category or generic
device group, all the criteria defined in Section 2.3 of Annex IX including novelty of the technology intended
purpose or the results of any previous relevant assessments such as with regard to physical, chemical,
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biological or clinical properties must be individually considered when prioritising the review of one device over
another. This prioritisation should take into account the inherent risk of the different devices included in the
relevant category of devices / generic device group which means that, for instance, novel devices, will usually
be prioritised over well-known technologies (unless there are specific concerns over the latter).

5.3.2 KYS Sertifikasi Diizenlemeden Once Ornekleme / Sampling prior to issuing a QMS certificate

Dokimantasyon, cihazin amaglanan kullanimi, Gretim teknolojilerinin karmasikhgi, Uretilen cihazlarin
cesitliligi ve siniflari ve mevcut piyasaya arz sonrasi gézetim bilgisi ile baglantili riskleri yansitacak sekilde
orneklenir.

The documentation shall be sampled in such a manner as to reflect the risks associated with the
intended use of the device, the complexity of the manufacturing technologies, the range and classes of devices
produced and any available post-market surveillance information.

Ornekleme yapabilmek igin, Uretim teknolojisi, hammadde, sterilizasyon ydntemi ve (riinlerin
amaglanan kullanimi ayni olmalidir. EMDN kodlari ayni olsa bile, herhangi bir fark olmasi durumunda
ornekleme yapilamaz. (sinif llb ve sinif lla igin)

In order to make sampling, the production technology, raw material, sterilization method and intended
use of the products must be the same. Even if the EMDN codes are the same, sampling is not possible in case
of any differences. (for class llb and class Ila)

5.3.2.1 Sinif lIb cihazlar i¢in jenerik cihaz grubu bagina (MDR madde 52(4)’ye goére) en az bir temsili cihazin
teknik dokiimantasyonu degerlendirmesi yapilir.
Evaluation is made that For Class Ilb the technical documentation of at least one representative device
per generic device group (as per Article 52(4) of the MDR).

- Jenerik cihaz grubu basina (EMDN* kodlarina goére) bir temel UDI-DI'nin kapsadigi en az bir temsili
cihaz segmesi ve segcilen cihaz(lar) igin teknik dokiimantasyonu degerlendirmesi yapiimalidir.
Generic device groups (according to EMDN* codes) as select per group at least one representative
device covered by a Basic UDI-DI and assess the technical documentation for the device(s) must be
selected.

*EMDN kodu 1 harf 6 dijite kadar ayni olan (4. Seviye)
*The EMDN code must be the same up to 1 letter and 6 digits (4™ level)

*4. seviyesinin olmadigi durumlarda, bir sonraki lst seviyeyi kullanilir.
*In cases where level 4 is not available, the next upper level is used.

*Belirli bir cihaz icin MDR’nin 4. seviyesinin jenerik cihaz grubunu tanimlamak Uzere yeteri kadar
spesifik olmadiginin distintilmesi halinde varsa bir sonraki alt seviye kullanilanilir.

*If it is considered that level 4 of the MDR for a particular device is not specific enough to identify the
group of generic devices, the next lower level, if any, is used.

*Bir cihaza birden fazla EMDN kodu uygulanmasi halinde, bu EMDN kodlarindan yalnizca en uygun
olani 6érnekleme amaciyla kullanilacaktir. Bu belirli cihaz ile ilgili teknik dokiimantasyon bitiinlyle
degerlendirilecektir.

*If more than one EMDN code is applied to a device, only the most appropriate one of these EMDN
codes will be used for sampling purposes. The technical documentation for this particular device will
be considered in its entirety.

5.3.2.2 Sinif lla cihazlar i¢in cihaz kategorisi (MDA/MDN koduna gore) basina (MDR madde 52(6)’ye goére)
Temel UDI-DI'nin kapsadidi en az bir temsili cihazin teknik dokiimantasyonu degerlendirmesi yapilir.
For Class lla devices, an assessment of the technical documentation of at least one representative
device covered by the Basic UDI-DI is made per device category (according to MDA/MDN code)
(according to MDR Article 52(6)).
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Tablo/Table. 06

5.3.3

. VA
notlceAv

Uriin Risk Sinifi
Device Risk Class

Teknik Dokiimantasyon Degerlendirmesi
Technical Documentation Evaluation

Ornekleme Yapilmaz
No sampling

IIb implant

(stturlar, zimba telleri, dental dolgular, dental
braketler, dis kronlari, vidalar, kamalar,
plakalar, teller, pinler, klipsler ve konektorler
harig)

(excepted sutures, staples, dental fillings,
dental braces, tooth crowns, screws, wedges,
plates, wires, pins, clips and connector)

Ornekleme Yapilmaz
No sampling

IIb*

Jenerik cihaz grubu basina (EMDN* kodlarina gore) bir
temel UDI-DI'nin kapsadigi en az bir temsili cihaz
(EMDN kodu 1 harf 6 dijite kadar ayni olan)

Generic device groups (according to EMDN* codes) as
select per group at least one representative device
covered by a Basic UDI-DI

(The EMDN code must be the same up to 1 letter and 6
digits)

* Ek VIII kural 12 kapsamina giren bir tibbi triin tatbik etmek ve/veya
uzaklastirmak amagl sinif IIb aktif cihazlar madde 54 uyarinca,
sertifika diizenlenmeden 6nce klinik degerlendirme konstultasyon
prosedurune tabi tutulur. Bu cihazlar érneklemeye tabi tutulabilir;
ancak madde 54(3) ve 55 uyarinca onaylanmis kurulus KYS sertifikasi
dizenlemeden 6nce her bir cihaz icin en azindan klinik
degerlendirmenin degerlendirilmesi raporunun (CEAR) Eudamed’e
yuklendiginden emin olmalidir. Bu, klinik degerlendirmenin her bir
cihaz icin degerlendirilmesi gerektiginden 6rneklemenin klinik
degerlendirmeye uygulanmayacag anlamina gelir.

According to Article 54, Class llb active devices intended to administer
and/or remove a medicinal product falling into rule 12 of Annex VIII are
subject to the clinical evaluation consultation procedure prior to issuing
of the certificate. These devices can be subject to sampling but
according to Articles 54(3) and 55 the notified body must ensure that at
least the clinical evaluation assessment report (CEAR) for each device
is uploaded in Eudamed prior to issuing the QMS certificate. This
means that the sampling will not apply to the clinical evaluation as it
has to be assessed for every device.

lla

Her Grtin kategorisi (MDA/MDN koduna gére)
icerisinden en az bir adet temsili Grlin igin

For at least one representative device per
category(according to MDA/MDN codes)

Gozetim Siiresince Ornekleme / Sampling During Surveillance

a) Sinif lla cihazlar igin, her bir kategori basina en az bir cihazin; ve sinif llb cihazlar durumunda her bir
jenerik cihaz grubu basina en az bir cihazin érneklenmesi ve sertifikanin dizenlenmesi ile son
gecerlilik tarihi arasinda ilgili teknik dokiimantasyonun degerlendirilmesi gerekmektedir.
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b)

d)

e)

)

h)

DENETIM SURESI BELIRLEME VE PLANLAMA PROSEDURU
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For class lla devices, at least one device per category, and in the case of class Ilb devices at least
one device per generic device group, must be sampled and the relevant technical documentation
evaluated between the the issue of a certificate and its expiry date.

Gozetim denetimleri boyunca en az bir teknik dokiimantasyonun incelenmesi yapilmalidir. Orneklenen
cihaz sayisi sertifikanin kapsadigi toplam cihaz sayisi ile oranti olmalidir. Tim cihaz gaminin
kapsami belge gegerlilik stiresi boyunca saglanmalidir.

During the surveillance assessment shall include an assessment of the technical documentation at
least one technical documentation must be reviewed each year. The number of devices sampled must
be proportionate to the total number of devices contained in the certificate. The entire device range is
covered during the period of validity of the certificates.

Bu amacla, sertikada yer alan her bir kategoriden ve her bir jenerik cihaz grubundan cihazlarin
%15’inin (azami gegerlilik slresinin 5 yil oldugu géz 6nlinde bulundurularak) sertifikanin gegerlilik
suresi boyunca érneklenmesi beklenmektdir.** MDR kapsamindaki ilk sertifikasyon déngusu i¢in %15
en az %>5’e indirilebilir.

For this purpose, it is expected that 15% of devices from each category and from each generic device
group covered in the certificate will be sampled during its validity (taking into account the maximum
validity of 5 years).** For the first certification cycle under the MDR the 15% may be decreased to a
minimum of 5%.

Sertifikanin ¢ok az sayida cihaz igerdigi ve bunlarin teknik dokiimantasyonunun halihazirda incelenmis
oldugu durumlarda, g6zetim denetimleri sirasinda Ek Il uyarinca piyasaya arz sonrasi gozetim ile ilgili
teknik dokimantasyonun incelenmesine odaklanmasi beklenmektedir.

In cases where the certificate contains very few devices and the technical documentations of these
have been already reviewed, it is expected that during surveillance audits will focus on the review of
the technical documentation related to post-market surveillance in accordance with Annex Il

Genellikle, sertifika dlizenlendikten sonra érneklenecek cihazlar, sertifikanin gegerlilik siiresi boyunca
esit olarak dagitilacaktir. Ancak, go6zetim periyodu siresince baslangigta belirlenen tim
degerlendirmeler yapildigi surece, belirli bir yil icinde farkli sebeplerle (6rn. is yukd, vijilans endiseleri)
farkli sayida inceleme gergeklestirmeye karar verebilir.

Normally, the devices to be sampled after the certificate has been issued would be spread evenly
during the validity of the certificate. However, might decide to perform different numbers of reviews in
a given year for different reasons (e.g. workload, vigilance concern) as long as throughout the
surveillance period all initially determined assessments are performed.

Teknik dokiimantasyon inceleme ¢evrimi Proje Lideri tarafindan M.FR.35.05 MDR Belgelendirme
Programi formu ile belirlenir. Proje Lideri degerlendirme Oncesinde ya da sonrasinda bu g¢evrimi
degistirebilir.

Technical documentation sampling plan is defined by the Project Leader with the M.FR.35.05 MDR
Certification Program form. Project Leader can change this cycle before or after the assessment.

Sonradan eklenen cihazlar érnekleme planina dahil edilir. Durumuna bakilmaksizin her ekleme igin
on inceleme yapilir.

Added products are included in the sampling plan. A pre-evaluation is done for every addition
regardless of its situation.

Ek VII 4.9 uyarinca degisiklik bildirimlerinin takibi (6rn. Ek IX 2.4’'te “kapsanan cihaz gam1”) ve Ek VII
4.10’da belirtilen diger gbzetim faaliyetleri gézetim suresince 6rneklemeye ek olarak yapilir.

The follow-up of change notifications according to Section 4.9 of Annex VIl (e.g. “the device range
covered” in Annex IX section 2.4), and other surveillance activities as laid down in Section 4.10 of
Annex VII are to be carried out in addition to sampling during surveillance.

A
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DENETIM SURESI BELIRLEME VE PLANLAMA PROSEDURU

AUDIT DURATION DETERMINATION AND PLANNING PROCEDURE nOtlce‘v

AB 2017/745 MDR, Belge Transferleri igin Ornekleme / EU 2017/745 MDR, Sampling for
Certificate Transfers

Belgelerin transfer edildigi durumlarda, NOTICE 6nceki onaylanmig kurulusun inceleme raporlarini ve

teknik dokiimantasyon 6rnekleme planini ister. Normal kosullarda bu dosyalar 6n incelemeden geger ancak
eger suphe yoksa teknik dokiimantasyon kabul edilip bir sonraki denetime kadar inceleme yapilmayabilir.

When certificates are transferred, NOTICE requests the former notified body’s assessment reports

and technical documentation sampling plan. Under normal conditions these files are pre-evaluated however
the technical documentation are accepted if there are no concerns and may not be examined until the next

audit.

5.35

b)

c)

d)

5.3.6

Teknik Dokumantasyon Degerlendirmesi ve Degerlendirmenin Derinligi / Assessment on
Technical Documentation & Depth of the Assessment

Sinif lla/llb cihazlarin teknik dokiimantasyon degerlendirmelerinin derinlidi ve kapsami; Sinif lll, Sinif
IIb implante edilebilir cihazlar igin yuratilen degerlendirmelerin derinligiyle ayni olur.

The depth and extent of the technical documentation assessment of Class lla / IIb devices will be the
same as the depth of assessment carried out for Class Ill and Class Ilb implantable devices.

Her cihazin (yani Temel UDI-DI) farkh varyantlar, modeller ve boyutlar icerebilecegi géz éninde
bulundurulmahdir. Bu durumda, teknik dokiimantasyon incelemesi, bunlar arasindaki farkliliklarin
teknik dokimantasyonda nasil ele alindiginin ve hepsinin ilgili gerekliliklere uygun olup olmadiginin
degerlendiriimesini de igerecektir.

It should be taken into account that every device (i.e. Basic UDI-DI) might include different variants,
models or sizes. In that case, the review of the technical documentation will also include the
assessment of how the differences among these have been addressed in the technical documentation
and whether all of them are in line with the relevant requirements.

Sinif lIb implante edilebilir cihazlar igin, her cihaz icin Ek IX madde 4’Un tamami uyarinca teknik
dokimantasyonun incelenmesi gerektirir.
For class Ilb implantable devices, must be need to review the technical documentation in accordance
with the complete Section 4 of Annex IX.

Ek VIII kural 12 kapsamina giren bir tibbi Grlin tatbik etmek ve/veya uzaklastirmak amagl sinif lIb aktif
cihazlar, sertifika diizenlenmeden 6nce klinik degerlendirme konstultasyon prosedurine tabi tutulur.
Bu cihazlar érneklemeye tabi tutulabilir; ancak KYS sertifikasi diizenlemeden 6nce her bir cihaz igin
en azindan klinik degerlendirmenin degerlendiriimesi raporunun (CEAR) Eudamed’e yuklendiginden
emin olmahdir. Bu, klinik degerlendirmenin her bir cihaz icin degerlendiriimesi gerektiginden
orneklemenin klinik degerlendirmeye uygulanmayacagi anlamina gelir.

Class lIb active devices intended to administer and/or remove a medicinal product falling into rule 12
of Annex VIII are subject to the clinical evaluation consultation procedure prior to issuing of the
certificate. These devices can be subject to sampling but must ensure that at least the clinical
evaluation assessment report (CEAR) for each device is uploaded in Eudamed prior to issuing the
QMS certificate. This means that the sampling will not apply to the clinical evaluation as it has to be
assessed for every device.

Coklu Sahalarin Orneklemesi / Sampling of Multiple Sites

Coklu sahaya sahip misterilerin saha 6érneklemesinde IAF MD1 dokiimani referans alinir ve asagidaki

kurallar uygulanir.

When site sampling for the clients with multiple sites, IAF MD1 document is referenced and the below

rules are applied.

Tam sahalar trtn uygunlugu belgelendirmesi icin 5 yillik gevrim igerisinde denetlenmis olmalidir.
All sites must be audit every 5 years for product conformity certifications.

A
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DENETIM SURESI BELIRLEME VE PLANLAMA PROSEDURU

- Sterilizasyon, tasarim, Uretim prosesleri v.b kritik sahalar igin 6rnekleme yapilmaz.
Sampling is not done for critical sites such as sterilization, design, production processes etc.

IAF MD 1 dokiimani referans alinarak secilen saha basina denetim siresi her saha igin ayri olarak
hesaplanir.

The audit period per selected site is calculated separately for each site, with reference to the IAF MD
1 document.

imalatginin sahalari belirlenirken asagidaki sahalar kendi sahasi olarak degerlendirilir ve ¢oklu saha
kapsaminda planlama yapilir.

While determining the sites of the manufacturer, the following sites are considered as their own site
and planning is made within the scope of multi-site.

- imalatginin merkez adresi
Manufacturer's central address
- imalatginin kendi satis ofisleri
Manufacturer's own sales offices
- Cihazin tasarimin yapildigi saha
The site where the device is designed
- Cihazin Uretim sahasi (Uretim proseslerinin herbirini igerir)
Production site of the device (includes each of the production processes)
- Cihazin sterilizasyon sahasi
Sterilization site of the device
- Cihaz teknik servis sahasi (degerlendirilen cihazin teknik servisinin yapildigi saha)
Device technical service site (the site where the technical service of the evaluated device is performed)
- Cihazin kalite kontrol laboratuvarinin bulundugu saha
The site where the quality control laboratory of the device is located
- Cihazin hammaddesinin, Uretim sarf malzemelerinin, yari mamdillerin, bitmis Urinlerin depolama
sahasi
Storage site of raw materials of the device, production consumables, semi-finished products, finished
products

Bu sahalar imalatginin kendisine ait olmayip bir taseron saha olsa da ¢oklu saha kapsaminda
deg@erlendiriimektedir.

Although these sites are not owned by the manufacturer and are a subcontractor site, they are
considered within the scope of multiple sites.

- Kritik tedarikgiler ¢goklu saha denetimi kapsaminda degerlendirilmez. Kritik tedarikgilerin denetlenmesi
ile ilgili sire¢ M.PR.14 Kritik Tedarikci Denetimi Prosediiriine gore gerceklestirilir.

Critical suppliers are not evaluated in the context of multiple sites. Audit of critical suppliers is done
according to M.PR. 14 Critical Supplier Evaluation Procedure.

Kritik tedarikgiler icin denetim yapilmasina karar verilmis tedarikgiler tamami bir belgelendirme ¢evrimi
icerisinde denetlenecek sekilde drnekleme programi yapilir ve M.FR.35.05 MDR Belgelendirme Programi’na
kaydedilir.

A sampling program is made so that all of the suppliers that are decided to be audited are audited within
a certification cycle and are recorded in the M.FR.35.05 MDR Certification Program.

5.4 Ornekleme Plani Olusturulmasi ve Giincel Tutulmasi / Creating a Sampling Plan and Keeping it Up-
to-Date

AB 2017/745 MDR kapsaminda gercgeklestirilen her bir degerlendirme faaliyeti icin ANS tarafindan
M.TL.07.03 Uygunluk Degerlendirme Faaliyetleri igin Kaynaklarin Belirlenmesi, Kontrolii ve Tahsisi
Talimatrna uygun olarak bir PL gérevlendirmesi yapilir. Bu prosedirin madde 5.3’ tinde tanimlanan kurallara
uygun olarak uygulanabiliyor ise teknik dokimantasyon, saha, kritik tedarikgi érnekleme plani PL tarafindan

AUDIT DURATION DETERMINATION AND PLANNING PROCEDURE nOtlce‘v
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DENETIM SURESI BELIRLEME VE PLANLAMA PROSEDURU

M.FR.35.05 Belgelendirme Programi Tablo.4 kullanilarak yapilir. Her bir érnekleme igin bu prosedirin
madde 5.3’Un tanimlanmis kurallar gergevesinde bir gerekgelendirme M.FR.35.05 Belgelendirme Programi
Tablo.4 ile PL tarafindan kayit altina alinir.

For each assessment activity carried out within the scope of EU 2017/745 MDR, a PL assignment is made
by ANR in accordance with M.TL.07.03. Determination, Control and Allocation of Resources for
Conformity Assessment Activities Instructions If applicable technical documentation, site, critical supplier
sampling plan is made in accordance with the rules defined in article 5.3 of this procedure, by PL using
M.FR.35.05 Certification Program Table.4. For each sampling, a justification within the framework of the
defined rules of clause 5.3 of this procedure is recorded by the PL with M.FR.35.05 Certification Program
Table.4.

Belgelendirme tamamlanmadan 6nce veya tamamlandiktan sonra M.TL.35.08 Kapsam Genisletme ve
Degisiklik Degerlendirme Talimati madde 4.1.1° de tanimlanan konularda misteri tarafindan bir degisiklik
bildirimi olur veya NOTICE tarafindan yapilan herhangi bir degerlendirme asamasinda bir degisiklik/beyan
edilen bilgiden farklilik tespit edilir ise PL yeni bilgiye gore s6z konusu mdusteri i¢in hazirlanan M.FR.35.05
Belgelendirme Programini gdézden gecirir ve gerekiyor ise glnceller. PL, gbézden gegirme ve guncelleme
islemini M.TL.35.08 Kapsam Genigletme ve Degisiklik Degerlendirme Talimatina gore degisiklik
basvurusunun gézden gegirmesinin tamamlanip onaylanmasindan sonra yapar. Degisiklik basvurusunun
onaylanmasinin ardindan egder séz konusu degerlendirme prosesi (belgelendirme, gdzetim, kapsam
genisletme, yeniden belgelendirme) heniz tamamlanmamis ise ilgili proses igin goérevlendirilmis PL’ye
degisiklik bilgisi TCS tarafindan verilir. Degerlendirme tamamlanmis ise degisiklik ile faaliyetlerin yonetilmesi
icin bir PL gorevlendirmesi M.TL.35.08 Kapsam Genisletme ve Degisiklik Degerlendirme Talimatina gore
yapilir.

If there is a notice of change by the customer in the matters described in M.TL.35.08 Scope Extension and
Changing Assessment Instruction, item 4.1.1 before or after the completion of the certification, or if a
change/difference from the declared information is detected at any assessment stage made by NOTICE, PL,
shall review the M.FR.35.05 Certification Program prepared for the customer according to the new
information and update it if necessary. PL carries out the review and update after the review and approval of
the application review in accordance with TL.35.08 Scope Extension and Changing Assessment
Instruction. Following the approval of the application review, if the assessment process in question
(certification, surveillance, scope extension, re-certification) has not yet been completed, the change
information is provided by TCS to the PL assigned for the relevant process. If the evaluation has been
completed, a PL assignment to manage the activities regarding to the change is made in accordance with the
M.TL.35.08 Scope Expansion and Change Evaluation Instruction.

- Ek VII 4.5.2(a) uyarinca, érnekleme plani olusturulmali ve giincel tutulmalidir. Ek VII 4.10’da belirtilen
sertifikasyon sonrasi faaliyetlere ve 5.3 altinda tanimlanan kriterlere dayanarak, gerektigi her zaman
drnekleme planini giincellemelidir. Ozellikle, ilgili bilimsel ve klinik veri kaynaklarinin taranmasinin sonuglari
ve atandiklari kapsam ile ilgili piyasaya arz sonrasi bilgiler veya vijilans verilerinin gézden gegcirilmesi dikkate
alinmalidir.

In accordance with Annex VII 4.5.2(a), the sampling plan should be established and kept up to date.
It should update the sampling plan whenever necessary, based on the post-certification activities set out in
Annex VIl 4.10 and the criteria defined under 5.3. In particular, consideration should be given to the results of
the screening of relevant scientific and clinical data sources and the post-market information or review of
vigilance data regarding the scope to which they are assigned.

- Yapilacak 6rnekleme plani ile tim urdnlerin ve alt gruplarinin teknik dokiimantasyonu sertifikanin
gecerlilik sUresi icerisinde en az bir kez incelenmis olmalidir ve gbézetim denetimlerinde hangi Urin i¢in teknik
dokimantasyonun incelenecegi belgelendirme denetimi dncesinde planlanmaldir.

Audit shall be planned in a way that ensures examination of technical documentation of all products
and their subgroups within at least once within the validity period of the certificate. Technical documentation
to be examined at the surveillance audits shall be planned before the certification audit.

- Teknik dékimantasyon orneklemesi yapilirken Uretim, kalite kontrol, saha, personel gibi kisimlarda
risk tespit edilmesi halinde tanimlanan sartlara ek olarak riskli Grtnlerin teknik dékimantasyon incelemesi
oncelik kazanir veya tim teknik dékimantasyon incelenmesine karar verilebilir (ilk belgelendirme denetiminde
hazirlanmis érnekleme planinin digina gikilabilir).

AUDIT DURATION DETERMINATION AND PLANNING PROCEDURE nOtlce‘v
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In the event that risks are detected in parts such as production, quality control, site, and personnel
while sampling the technical documentation during, the technical documentation review of risky products takes
priority in addition to the defined conditions, or it may be decided to examine the entire technical documentation
(Sampling plan prepared in the initial certification audit may be deviated).

Bununla ilgili planlama yapilmadan énce asagidaki belirtilen hususlar da dikkate alinarak drnekleme planindaki
teknik dokimantasyon incelemeleri 6ne alinabilir.

Before making the related planning, technical documentation reviews in the sampling plan are taken into
consideration, taking into account the following points.

- Belgelendirilen trline yénelik tGrin glvenligini riske atabilecek sureglerin tespit edilmesi durumunda
In case of detection of processes that may put the product safety at risk for the certified product

- Belgelendirilen trine yodnelik vijilans verilerinden kaynakl risk durumlarinda
In cases of risk arising from vigilance data for the certified product

- Piyasaya arz sonrasi goézetim sureglerinde, piyasa gozetim verilerinden gelen geri bildirimlerden
kaynakli risk durumlarinda
In post-market surveillance processes, in risk situations arising from feedback from market surveillance
data

- Gergeklestirilen bilimsel arastirma ve klinik veri kaynaklarindan elde edilen geri bildirim durumlarinda
In cases of feedback obtained from scientific research and clinical data sources

- Urline 6zgu sikayet bildirim durumlarinda
In case of product-specific complaint notifications

- Yetkili Otorite/Komisyon tarafindan Griinin incelenmesine yonelik gelen talep veya gerceklestirilen
inceleme durumlarinda
In case of a request or an inspection carried out by the Competent Authority/Commission for the
inspection of the product

- Imalatginin onaylanmis kurulusa beyan ettigi riine 6zgi kritik siireglerde yapmis oldugu degisiklik
durumlarinda
In case of changes made by the manufacturer to the product-specific critical processes declared to
the notified body

- Denetgi/uzman deneyim paylasim toplantilarinda edinilen geri bildirimlerde denetim ekibinin Uriine
0zgu surecleri elde edinilen geri bildirimler dogrultusunda inceleme talebinde bulunmasi durumunda
In case the audit team requests the review of product-specific processes in line with the feedback
obtained in the auditor/expert experience sharing meetings

- Eger imalatgi sertifikanin gegerlilik stiresi boyunca Griin gaminda bir degisiklik yapar ise bu dogrultuda
ornekleme planini gézden gegcirmelidir. Halihazirda kapsanan jenerik cihaz grubu/cihaz kategorisi kapsama
girmeyen cihazlar sertifika kapsamina alinirken ilk 6rnekleme kriterleri uygulanir.

If the manufacturer makes a change in the product range during the validity period of the certificate, it
should be review the sampling plan accordingly. The initial sampling criteria are applied when the devices that
are not currently covered by the generic device group/device category are included in the scope of the
certificate.

- Eger imalatgi yeniden sertifikasyon basvurusu yaparsa; sertifikasyon silireci boyunca (yeniden
belgelendirme ¢evrimi boyunca) tim uUrlnler incelenecek sekilde érnekleme plani bastan olusturulur.

If the manufacturer applies for re-certification; the sampling plan is recreated so that all products are
inspected throughout the certification process (through the recertification cycle).

- Eger imalatgi adreslerinde (madde 5.3.6 Coklu Sahalarin Orneklemesi / Sampling of Multiple Sites)
degisiklik olmasi durumunda, olusturulan érnekleme plani gincellenir.

If there is a change in the manufacturer's addresses (item 5.3.6 Coklu Sahalarin Orneklemesi /
Sampling of Multiple Sites), the generated sampling plan is updated.

- Ureticinin kritik tedarikgileri icin degisiklilk olmasi durumunda M.PR.14 Kritik Tedarik¢i Denetimi
Prosediiri'ne uygun olarak degerlendirmesi yapilir.Uretici olusturulan érnekleme programi, mevcut tedarikgi
degisikligi durumuna gore glincellenir.

In case of a change for the manufacturer's critical suppliers, it is evaluated in accordance with the
M.PR.14 Critical Supplier Audit Procedure. The sampling program created by the manufacturer is updated
according to the current absence of suppliers.

AUDIT DURATION DETERMINATION AND PLANNING PROCEDURE nOtlce‘v
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