ISO 13485 DENETIM SURESI BELIRLEME VE PLANLAMA PROSEDURU
ISO 13485 AUDIT DURATION DETERMINATION AND PLANNING
PROCEDURE

1. AMAC / PURPOSE

Bu prosediriin amaci NOTICE tarafindan gergeklestiriiecek EN 1SO 13485 Tibbi Cihazlar KYS
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 EN 1ISO 13485 Medical
Devices QMS.

2. KAPSAM / SCOPE

Bu prosediir EN ISO 13485 Tibbi Cihazlar KYS Uygunlugu kapsamindaki tim degerlendirmeleri kapsar.
This procedure covers all assessments in the context of EN ISO 13485 Medical Devices QMS conformity
assessment.

3. SORUMLULUK / RESPONSIBILITIES

NOTICE’ e gelen 6n basvurularin degerlendirilerek s6z konusu denetim igin gerekli denetim stresinin
belirlenmesinden Tibbi Cihaz Departmani Sorumlusu (TCS) mesuldir. Belgelendirme sozlesmesinin
imzalanmasinin ve bagvuru gdézden gecirmesinin ardindan degerlendirme surelerinin  dogrulamasini
yapmaktan Proje Lideri (PL) sorumludur. Belirlenen sireye gdre 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

notice
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A

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:

Tibbi Cihaz Regiilasyonu
Medical Device Regulation

NB :
NB :

Onaylanmis Kurulus
Notified Body

Yetkili Otorite :
Competent Authority:

T.C. Saglik Bakanh@: Turkiye ilag ve Tibbi Cihaz Kurumu
Medicines and Medical Devices Agency of Ministry of Health of Republic of

Turkey
Akreditasyon Kurumu: | TURKAK
Accreditation Agency: | TURKAK

Cihaz kategorisi
Category of devices

Kodlar hakkinda (AB) 2017/2185 sayili Tuzuk 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 anlagiimalidir.

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 tim “jenerik cihaz grubu” olarak
anlaslilacaktir.
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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

5.

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.O
belirlen

7.02 On Basvuru Degerlendirme Formu ile kayit altina alinir. Denetim siiresinin uygun olarak
ebilmesi igin musteri tarafindan basvuru sirasinda M.FR.07.01 Basvuru Formu’nun eksiksiz olarak

doldurulmasi istenir ve gerekli evraklarin eksiksiz olarak ulastiriimasi saglanir.

Pre-Ap
Pre-Ap

MDDR receives and evaluates the applications according to M.PR.07 Receiving and Evaluation of
plications for Certification Procedure. Application evaluation results are recorded in the M.FR.07.02
plication 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
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5.1.1 IS0 13485 Tibbi Cihazlar Kalite Yonetim Sistemi Belgelendirmesi igin Denetim Siiresi / ISO
13485 Quality Management System for Medical Devices Audit Duration

Firma calisan sayisina gore 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 iliski (Sadece Belgelendirme Denetimleri igin)
Relationship between effective number of personel and audit duration (Initinal Audit only)
Etki Denetim Siiresi Etkin Personel Denetim Siiresi
tkin Personel Sayisi
Effective Number of (A§ama_ 1+ Agama 2) _ Sayisi (A§ama' 1+ A§§ma 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
Yukaridaki artis takip edilir.
426 - 625 14 >10700 The progression above is followed.

Tablo/Table. 01

5.1.1.1 Etkin Galigan Sayisinin Hesaplanmasi igin Kurallar / Rules for the Calculating number of
Effective Employees

Calisilan saatlere bagh olarak, yari-zamanli personel sayisi ve kapsamda bolimsel olarak galisanlar,
arttirilabilir veya dusurilebilir ve tam zamanh galismaya denk olacak sekilde donustirilebilir (6rnegdin; giinde
4 saat olarak ¢alisan 30 yari zamanl personel, 15 tam-zamanl personel olarak distinulebilir).

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 ¢aligsanlarin yiksek bir yizdesi ayni igi yapiyor ise denetim siresi azaltilabilir. Azaltma
yapilan igin riski g6z 6éniinde 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.

5.1.1.2 Denetim Siiresi Arttirnm Kurallari/  Rules for Increasing Audit Duration

Firma basvuru kapsamindaki Urdnlerinin kritik streclerini dis kaynakl olarak gerceklestiriyor ise
surecin kritikligine gore Tablo 01’ e gére belirlenen surelerin ilgili proses kadar denetlenecek kismi taseronun
sahasinda gergeklesir.

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 siresinde yapilacak arttirrmda asagidaki Tablo.02 kullanilir:
Table.02 below is used when increasing calculated the audit duration according to Table 01.
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Arttinm Orani (En az)
Denetim Siiresi Arttirnm Nedenleri

List of factors where an increase of the nominal time must be Consequence on the
considered and must be applied if appropriate Inomtma;l on site duration (at
east...

Kritik tageron veya tedarikginin olmasi +2 algltageron

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

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

Duzenleyici 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 konugan galiganlar +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 ¢ok genis alana yayilimis +0.25 a/g
olmasi

Very large site for the number of personnel included in the scope of the audit +0,5 m/d
Fazla karisik prosesler (yazilim, tasarim ve dogrulama) veya firmaya 0zel

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 ydnetim sisteminde daimi alanlardaki

faatliyetlerin onay! 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

5.1.1.3 Denetim Siiresi Azaltma Kurallari / Rules for Reduce Audit Duration

Tablo.01’ e gore belirlenen denetim siresinde yapilacak azaltma asagidaki Tablo.03 kullanilir;
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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 disuk risk grubunda Grtin bulunmasi (sinif lla
ve alti) veya basit Uretim prosesleri

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

Diisiik 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, Ornegin; 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 énemli bir bélimindn benzer bir basit islevi yerine getirdigi
yerlerde. -15%
Where a significant proportion of staff carry out a similar simple function.

Tablo /Table.03

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

- Arttirm ve azaltim miktarlar belgelendirme, yeniden belgelendirme ve gbzetim denetimlerine
uygulanir.
Increase or decrease of audits are applied for certification, re-certification, and surveillance.

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

- Asama 1 denetimleri disinda, ISO 13485 denetimlerinin maksimum% 20'si ofiste yapilabilir.
Maximum 20% of Audits can be done in the office except for stage 1 audits for ISO 13485 audit

- Asama 1 denetimi siresi, toplam denetim siresinin %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.

5.1.2 Kisa ihbar Denetimlerinin Siirelerinin Belirlenmesi / Determining the Duration of Short
Notice Audits

2 adam/guin olarak hesaplanir. Sikayet Gzerine gergeklestirilecek ise bu strede sikayetin icerigine gére
%50 ila %100 arasinda arttirim 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.
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5.1.3 Belge Transfer Denetimlerinin Siirelerinin Belirlenmesi / Determining the Duration of Document
Transfer Audits

Firmanin calisan 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 siirenin %70’ 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 sire 1 a/g’ ye tamamlanir.
If the calculated time is less than 1 m/d, this period is completed to 1 m/d.

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

Yerinde yapilacak denetimlerin suresi belirlenirken AB 2017/745 MDR Uygunlugu Belgelendirmesi igin
hesaplanan sireler 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 IS0 13485 Tibbi Cihazlar Kalite Yonetim Sistemi Denetim Planlari / ISO 13485 Medical Devices
Quality Management System Audit Plans

iigili bagvuru igin TCS tarafindan gérevlendirilen Bas Denetci tarafindan M.FR.08.16 KYS
Belgelendirme Cevrimi Denetim Plani hazirlanir ve belgelendirme faaliyetleri programlanir.

M.FR.08.16 QMS Certification Cycle Audit Plan is prepared by the Lead Auditor assigned by MDDR
for the relevant application and certification activities are programmed.

Yerinde yapilacak olan denetimler igin gérismeler Planlama Sorumlusu tarafindan gerceklestirilir.
Musteri ile mUtabakata varilan tarihten en az 3 gin énce asama 1 denetimi icin M.FR.08.02 Asama 1 Saha
Denetim Plani, diger denetimler igcin M.FR.08.03 Denetim Plani, Planlama Sorumlusu tarafindan hazirlanip,
Bas Denetc¢i tarafindan kontrol edildikten sonra musteriye gdnderilir. Migsteri plani onayladiktan sonra
belirlenen tarihte denetim gergeklestirilir.

Interviews for on-site audits are carried out by the Planning Responsible. At least 3 days before the
date of agreement with the customer, M.FR.08.02 Stage 1 Site Audit Plan for stage 1 audit, M.FR.08.03
Audit Plan for other audits are prepared by the Planning Repsonsible and sent to the customer after being
checked by the Lead Auditor. After the plan is approved by the customer, the audit is carried out on the
specified date.

Asagida belirtilen denetimler igin denetim plani hazirlanir ve misteri tarafindan onaylanir.
The audit plan is prepared for the following audits and approved by the customer.

- Asama 1 Denetimi
Stage 1 Audit
- Asama 2 Denetimi
Stage 2 Audit
- Gozetim Denetimi
Surveillance Audit
- Tedarikgi/Taseron Denetimleri
Supplier/Subcontractor Audits
- Degisiklik Denetimleri (kapsam genisletme, adres degisiklidi, proses degisiklidi v.b)
Change Audits (scope extension, address change, process change etc.)

ISO 13485 AUDIT DURATION DETERMINATION AND PLANNING nOtlce‘v

A
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A

Asagida belirtilen denetimler icin ise denetim plani hazirlanir fakat misteriye gonderilmez.
For the audits mentioned below, the audit plan is prepared but not sent to the customer.

522

- Kisa ihbar Denetimleri
Short Notice Audits

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

Belgelendirmesi tamamlanan musterilerin gozetim denetimleri, belgelendirme kararinin alindigi
tarihten itibaren en fazla 12 aylik periyotlarda gergeklestirilir. Yapilmasi gereken son tarihten en az 60
glin éncesinde 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, g6zetim 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 anlagilabilmesi icin M.FR.08.29 Denetim Plani Hazirhk Formu firmaya Planlama
Sorumlusu tarafindan dreticiye goénderilir. 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 agagidakilere 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.

e Denetimler agilis toplantisi ile baglar, kapanig toplantisi ile bitirilir. Denetim ekibi bir kisiden
fazla ise kapanis toplantisi 6ncesi denetgi 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
plan.

e Saha gezisi, 6zel bir durum belirtiimedikce agilis toplantisi sonrasinda planlanmaldir.

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

e Yemek arasi denetim siiresinden sayilmaz.

Lunch break is not counted from the audit duration.

e ISO 13485 Kalite Yonetim Sistemi denetimleri igin denetim ekibinde Grtndn ilgili teknik
alaninda atamasi yapiimig uzman bulunur. Bu uzman ayni zamanda denetgi veya bas denetgi
degil ise ilgili standart maddesinin denetlenmesinde tek basina gorevlendirimez. Yaninda
mutlaka denetci veya bas denetci gorevilendirilir. Teknik uzmanlar adam gun slresine dahil

edilmez.
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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.

Denetimde Urun degderlendiricisi 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 slreleri denetim slresine
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 yapilacagr musterinin 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, gevirmen, stajer denetgi, rehberler (kullanilacak ise) adam/gun
suresine dahil edilmez.

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 goére sreler belirlenir.

When

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

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

Tablo/Table. 04

Altsistemler Sahadaki Siiresinin Aciklamalar
Subsystems Yaklasik Orani Remarks
Approximate percentage of
on-site time
Yoénetim 5-10%
Management
Tasarim ve Gelistirme Duzenleyici gerekliliklere bagh
X 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
Duzeltici ve Onleyici Faaliyetler 10 — 30 %

Corrective and prentive actions

Satinalma Kontroli
Purchasing controls

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

Dokiimantasyon ve Kayitlar
Documentation and records

5%

A
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Mausteri ile iligkili Prosesler
Customer related processes

5.3 Coklu Sahalarin Orneklemesi / Sampling of Multiple Sites

Coklu sahaya sahip misterilerin saha 6rneklemesinde 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.
- Tim sahalar KYS belgelendirmesi igin 3 yillik gcevrim icerisinde denetlenmis olmalidir.

All sites must be audit every 3 years for QMS certification.

- 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 segilen 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 goklu 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 icerir)
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 Urlnlerin depolama
sahasi
Storage site of raw materials of the device, production consumables, semi-finished products, finished
products

Bu sahalar imalat¢inin kendisine ait olmayip bir tagseron saha olsa da ¢oklu saha kapsaminda
degerlendiriimektedir.

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 degerlendiriimez. Kritik tedarikgilerin denetlenmesi
ile ilgili sire¢ M.PR.14 Kritik Tedarik¢i Denetimi Prosediiriine gore gergeklestirilir.

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.
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Kritik tedarikgiler igin denetim yapilmasina karar verilmis tedarikgiler tamami bir belgelendirme g¢evrimi
icerisinde denetlenecek sekilde dérnekleme programi yapilir ve M.FR.08.16 ISO 13485 KYS Belgelendirme
Cevrimi Denetim Planr’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.08.16 ISO 13485 QMS Certification Cycle Audit Plan.

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

- Eger imalatgi adreslerinde (madde 5.3. 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. Coklu Sahalarin Orneklemesi /
Sampling of Multiple Sites), the generated sampling plan is updated.
- Ureticinin kritik tedarikgileri igin degisiklilk olmasi durumunda M.PR.14 Kritik Tedarikgi Denetimi
Prosediirii'ne uygun olarak degerlendirmesi yapilir.Uretici olusturulan érnekleme programi, mevcut tedarikgi
degisikligi durumuna gére gincellenir.

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.

ISO 13485 AUDIT DURATION DETERMINATION AND PLANNING nOtlce‘v

A
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6. ILGILI DOKUMANLAR / RELATED DOCUMENTS

M.PR.07 Receiving and Evaluation of Certification Pre-Applications Procedure

M.PR.13 Technical File and Design Dossier Review Procedure

M.PR.14 Critical Supplier Audit Procedure

M.FR.07.02 Pre-Application Evaluation Form

M.FR.07.01 Application Form

M.FR.08.02 Stage 1 Site Audit Plan

M.FR.08.03 Audit Plan

M.FR.08.16 QMS Certification Cycle Audit Plan

M.FR.08.29 Audit Plan Preparation Form

M.FR.35.05 MDR Certification Program

M.TB.22.01 EU 2017/745 MDR Technical Documentation Review Durations

M.TB.22.02 EU 2017/745 MDR Review Durations — CLASS Is-m-r

IAF MD9:2017 Application of ISO/IEC 17021-1:2015 in the field of Medical Device Quality

EU 2017/745
GHTF/SG4/N30R21:2010

GHTF/SG4/N30R21:2010

MDCG 2019-13

Management Systems (ISO 13485)

Medical Device Regulation

Guidelines for Regulatory Auditing of Quality Management Systems of Medical
Device Manufacturers — Part 2: Regulatory Auditing Strategy

Guidelines for Regulatory Auditing of Quality Management Systems of Medical
Device Manufacturers — Part 2: Regulatory Auditing Strategy

Guidance on sampling of MDR Class lla / Class Ilb and IVDR Class B / Class C
devices for the assessment of the technical documentation
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