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1. AMAC
PURPOSE

Bu proseduriin amaci NOTICE tarafindan gergeklestirilecek EN 1ISO 13485 Tibbi Cihazlar KYS ve 93/42/AT
Uriin Uygunlugu kapsaminda olan tiim denetimlerin siirelerinin belirlenmesinde ve denetimlerin planlamasinda
kulllanilan 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 product conformity assessment according to EN ISO 13485 Medical
Devices QMS and 93/42/EEC Medical Device Directive.

2. KAPSAM
SCOPE

Bu prosedir EN ISO 13485 Tibbi Cihazlar KYS ve 93/42/AT Tibbi Cihaz Yénetmeligi Uriin Uygunlugu
kapsamindaki tim denetimleri kapsar.

This procedure covers all audits in the context of EN ISO 13485 Medical Devices QMS and 93/42/EEC Medical
Device Directive product conformity assessment.

3. SORUMLULUK
RESPONSIBILITIES

NOTICE’ e gelen ilk bagvurularin degerlendirilerek s6z konusu denetim igin gerekli denetim siresinin
belirlenmesinden Akreditasyon ve Notifikasyon Sorumlusu (ANS) mesuldir. Belirlenen slreye gore
denetimlerin planlamasini yapmaktan Tibbi Cihaz Departmani Planlama Sorumlusu mesuldir.

Accreditation and Notification Responsible (ANR) is responsible for evaluation of applications received by
NOTICE and determining audit duration. Medical Device Department Planning Responsible is responsible for
audit planning according to the audit duration determined by ANR.

4. TANIMLAR
DEFINITIONS

Yetkili Otorite: T.C. Saglik Bakanli§i Tiirkiye 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

Akreditasyon Kurumu: TURKAK

Accreditation Agency : TURKAK

5. UYGULAMA
DESCRIPTION

5.1. Denetim Siirelerinin Belirlenmesi
Determining Audit Duration

(1) ANS ilgili basvuruyu PR.07 Belgelendirme Bagvurularinin Alinmasi ve Degerlendirilmesi Prosediirii
dokiimanina uygun olarak alir ve degerlendirir. Basvuru sonrasinda yapilan incelemelerin sonuglari FR.07.02
Basvuru Degerlendirme Formu ile kayit altina alinir. Denetim suresinin uygun olarak belirlenebilmesi igin
Tibbi Cihaz Departman Sorumlusu (TCS) tarafindan basvuru sirasinda FR.07.01 Bagvuru Formunun eksiksiz
olarak doldurulmasi istenir ve gerekli evraklarin eksiksiz olarak ulastiriimasi saglanir.

ANR receives and evaluates the applications according to PR.07 Receiving and Evaluation of Applications
for Certification Procedure. Application evaluation results are recorded in the FR.07.02 Application
Evaluation Form. In order to determine the appropriate audit duration, the client is asked by Medical Device

HAZIRLAYAN / PREPARED BY KONTROL EDEN / CONTROLLED BY ONAYLAYAN / APPROVED BY

Akreditasyon ve Notifikasyon Sorumlusu Akreditasyon ve Notifikasyon Sorumlusu / Genel Midir / General Manager
Yardimcisi / Deputy Accreditation and Accreditation and Notification Responsible ~ Ozlem Vicdan Akdag

Notification Responsible Namiye Cengiz 1/14

Burcu Ozkavak



A DENETIM SURESI BELIRLEME ve PLANLAMA

notice PROSEDURU
Av AUDIT DURATION DETERMINATION AND PLANNING
PROCEDURE
Doc. No: PR.22 Yayin tarihi /Issue Date: 15.12.2015 Rev. No: 11 Rev. Tarihi/ Rev. Date: 27.04.2023

Department Responsible (MDDR) to complete the FR.07.01 Application Form and to provide the necessary
documents.

(2) Denetim siresi belirlenirken asagidaki kriterler goéz éniinde bulundurulur.
The following criteria is considered when determining audit duration:

- Firma calisan sayisi
Number of employees
- Firmanin siregleri
Company’s processes
- Firmanin slreglerinin 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 tedarikgi lokasyonlari
Locations of company’s subcontractor/critical suppliers
- Firma Vardiya Sayisi
Number of shifts of the company
- Firma vardiyalarinda gergeklestirilen stregler
Processes carried out during the shifts
- Firmanin konustugu dil
Language of the company
- Firma teknik dokiimantasyonun veya urln gesitlerinin sayisi, trlnlerin risk durumu
Number of company’s technical documentation, number of product types, and product risk situations
- Firmanin bir dnceki denetiminde tespit edilen uygunsuzluklar
Nonconformities identified during the previous audit of the company

ilgili kriterler dikkate alinarak belirlenen denetim siiresi, izlenebilirligin saglanmasi amaciyla FR.22.01 Denetim
Suresi Hesaplama Formu’na kayit edilir.

The audit duration determined by considering the relevant criteria is recorded in the FR.22.01 Audit Duration
Calculation Form in order to ensure traceability.

5.1.1 Calisan Sayisina Goére Denetim Siireleri
Audit Duration Based on Number of Employees in the Company

(3) Firma calisan sayisina gére denetim suresi belilemede 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.

Tablo 1/ Table 1

Etkin Personel Sayisi ve Denetim Siiresi Arasindaki lliski (Sadece Belgelendirme Denetimleri gin)
Relationship between effective number of personel and audit duration (Initinal Audit only)

Denetim Siiresi Denetim Siiresi
Etkin Personel Sayisi Asama 1 + Agsama 2 Etkin Personel Sayisi Asama 1 + Agsama 2
Effective Number of (Giin) Effective Number of (Giin)
Personel Audit Duration Stage 1+Stage Personel Audit Duration Stage 1+Stage 2

2 (days) (days)
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
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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 Yukaridaki ilerleme takip eder.

5.1.2 Etkin Galisan Sayisinin Hesaplanmasi Igin Kurallar
Rules for the Calculating number of Effective Employees

(4) Calisilan saatlere bagli olarak, yari-zamanli personel sayisi ve kapsamda boélimsel olarak calisanlar,
arttirilabilir veya dusurilebilir ve tam zamanh galismaya denk olacak sekilde donlstirilebilir (6rnegin; glinde
4 saat olarak ¢alisan 30 yari zamanl personel, 15 tam-zamanli personel olarak disiindlebilir).

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).

(5) Firma icerisinde galisanlarin yiksek bir ylzdesi ayni isi yapiyor ise denetim siresi azaltilabilir. Azalma
yapilan igin riski g6z éninde 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.

(6) Firma sureglerinin bir kismini dis kaynakl olarak gerceklestiriyor ise, taseron firmanin, belgelendirmesi
yapilacak olan firma igin gergeklestirdigi sureclerde goérev alan etkin personel sayisi denetim suresi
hesaplamasina dahil edilir. Tageron firmada galisan etkin personel sayisina yukaridaki tabloda karsilik gelen
sire, belgelendirmesi yapilacak firmanin denetim siresine eklenir. Hem belgelendirmesi yapilan hem de
taseron firmadaki denetlenmeyen siregler icin azaltma uygulanir. Belgelendirmesi yapilacak olan vardiyali
olarak calisiyor ve vardiyalarda gergeklestirilen faaliyetler birbirinin aynisi ise denetim suresinde azaltma
uygulanir.

If a part of the company processes is outsourced, the number of effective personnel involved in the processes
performed by the subcontractor for the company to be certified is included in the calculation of the audit
duration. For the number of effective personnel working in the subcontractor, the duration corresponding to
the table above is added to the audit duration of the company to be certified. Reduction is applied for processes
not to be audited in the company to be certified as well as the subcontracted company.

5.1.3 Denetim Siiresi Arttinm — Azaltim Kurallar
Rules for Increasing or Decreasing Audit Duration

(7) Denetim suresinde yapilacak arttirrmda asagidaki tablo kullanilir.
Table below is used when increasing the audit duration

Tablo 2/ Table 2

Denetim Siiresi Arttirrm Nedenleri Arttiim Orani (En az)
. . . . Consequence on the
List of factors where an increase of the nominal time must be - - .
. Lo . nominal on site duration (at

considered and must be applied if appropriate least...)

Denetim kapsaminin, birkac tibbi cihaz yonetmeligi ve/veya Farkh cihazlar

icin birkag uygunluk degerlendirme vyolu ve/veya Kaydeger sayida

sertifika/tip icermesi +10%

Several medical devices directives included in the scope of the audit and/or °

Several conformity assessment routes for different devices and/or

Significant number of certificates / types
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Denetim kapsaminda sinif Ill Griin olmasi o
. . . +10%
Audit scope including class llI,

+10% (her 3 grup igin ayrica
Denetim kapsamininda 3 den fazla NBOG katagorisinde Gr{in artiriimalr)

Number of NBOG categories included in the audit scope +10% if more than 3 (and so
on by group of 3)

Tibbi cihazin kritik fonksiyonlari ve/veya kullanici ve/veya bitmis Griin +0,5 adam/giin (her tedarikgi
guvenligi Uzerinde etkisi olan proses veya parga tedarigdi icin tedarikgi icin)

kullanan Ureticiler +0,5 day

Manufacturers using suppliers to supply processes or parts that are critical
to the function of the medical device and/or the safety of the user or finished

products

Musterinin tesininde urin kurulumu yapan Uureticiler (Gergek kurulumu

degerlendirmek igin stire) +0,5 adam/giin
Manufacturers who install product on customer’s premises. (time to assess +0,5 day

actual installation)
Dizenleyici sartlara uygunlugu zayif Ureticiler (6nceki denetim raporlar

kanitiyla) +10- 30%
Poor regulatory compliance by the manufacturer (with evidence in previous

audit reports)

Birden fazla bina veya isyerinin bulundugu karmasik lojistik. Ornegin, ayri
bir tasarim merkezi, 6zel tretim kosullari

Complicated logistics involving more than one building or location where +10%
work is carried out. e.g., a separate design center must be audited, particular
manufacturing conditions

Bir veya daha fazla yabanci dil konusan galisanlar

Staff speaking in more than one language (requiring interpreter(s) or +10%
preventing individual auditors from working independently)

Denetimin kapsamina dahil olan personel sayisinin ¢ok genis alana yayilimis
olmasi +10%
Very large site for the number of personnel included in the scope of the audit
Fazla karigik prosesler (yazilim, tasarim ve dogrulama) veya firmaya 6zel
aktivitelerin sayisinin fazla olmasi

o,
System covers highly complex processes (eg software design and +10%
validation) or relatively high number of unique activities
Belgelendirmeye konu olan kalite yénetim sisteminde daimi alanlardaki
faatliyetlerin onayi igin gegici sahalarin ziyareti gerekliliginin olmasi +0,5 adam/giin
Activities that require visiting temporary sites to confirm the activities of the +0,5 day
permanent site(s) whose management system is subject to certification.
Sterilizasyon faaliyetleri +0,5 — 1 glin /proses tipi
In-house sterilization activities +0,5 — 1 day /type of process
(8) Denetim siresi azaltim kurallari uygulanirken asagidaki tablo kullanilir.
Below table is used when decreasing audit duration
Tablo 3/ Table 3
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 15%
No design activity included in the scope of the audit °
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Denetim kapsaminda sadece dusuk risk grubunda trGin bulunmasi (sinif lla
ve alti) veya basit Gretim prosesleri

Audit scope including only low risk products (class lla and less) or simple
manufacturing processes

15%

Kalite yonetim sisteminin olgunlugu (ikiden daha fazla sertifika, 3 yillik
doéng, énceki denetim raporlari kanitlari ile)

Maturity of management system (certified for more than two 3-years cycles
+ with evidence of performance of the QMS in previous audit reports)

20%

Belgelendirme igin firmanin hazir olmasi (ISO 13485’e gére firmanin bagka
bir belgelendirme kurulusu tarafindan belgelendirilmis olmasi)

Client preparedness for certification (e.g., the company is already certified
by another certification body according to EN ISO 13485:2012)

15%

Belgelendirme i¢in firmanin hazir olmasi (ISO 13485 ve tibbi cihaz
yonetmeligine goére firmanin baska bir onaylanmis kurulus tarafindan
belgelendiriimis olmasi)

Client preparedness for certification (e.g., the company is already certified

by another notified body according to medical devices directives and EN
ISO 13485:2012)

15%

iki veya daha fazla uyumlu yénetim sistemlerinin entegre sisteminin
birlestiriimis denetimi
Combined audit of an integrated system of two or more compatible
management systems

15%

Musteri yonetim sisteminin 6nceden biliniyor olmasi (6rnegin; ayni
onaylanmis kurulus tarafindan diger bir kalite ydnetim sisteminin zaten
belgelendirilmis olmasi)

Prior knowledge of the client management system (e.g., already certified to
another QM standard by the same NB)

15%

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

15%

Tum vardiyalarda birbirine denk faaliyetlerin gerceklestirimesi  (dnceki
denetimlerin temelinde uygun kanitllariyla, 6rnegin; i¢ denetimler ve
Onaylanmis Kurulus denetimleri)

Identical activities performed on all shifts with appropriate evidence of

equivalence performance on all shifts based on prior audits (internal audits
and NB audits);

15%

Personelin énemli bir bélimunin benzer bir basit iglevi yerine getirdigi
yerlerde.

Where a significant proportion of staff carry out a similar simple function.

15%

Personel, "kapall konumda" ¢alisan birkag kisiyi iceriyorsa; satis elemanlari,
soférler, servis personeli vb. ve kayitlarin gézden gegcirilmesi yoluyla
faaliyetleriyle sisteme uyumunun énemli élglide denetlenebildigi durumlarda.

Where staff include a number of people who work “off location” e.g. sales
persons, drivers, service personnel, etc. and where it is possible to
substantially audit compliance of their activities with the system through
review of records.

15%
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Yonetim proseslerinin gogunun dis kaynakli olmasi (denetim kapsamina
dahil olan tum tibbi cihazlar igin)

Outsourcing of most of the manufacturing processes (for all the medical
devices included in the audit scope)

30%

Burcu Ozkavak

5.1.4 Denetim Azaltim veya Arttinnm Kurallari Uygulanirken Dikkate Alinacak Kurallar
Rules to be Considered when Applying Audit duration increase/Decrease Criteria
- Arttinm ve azaltim miktarlari belgelendirme, yeniden belgelendirme ve gdzetim denetimlerine
uygulanir.
Increase or decrease of audits are applied for certification, re-certification, and surveillance.
- Denetim suresi maksimum %20 kisaltilabilir.
Audit time can be shortened maximum 20%.
- ISO 13485 Kalite Yonetim Sistemi icin Asama 1 harici denetimlerin maksimum %20si ofiste
gercgeklestirilebilir.
For ISO 13485 Quality Management System audits, maximum 20% of Audits can be done in the office
except stage 1 audits.
- 93/42/AT Uriin Uygunlugu Degerlendirme faaliyetlerinde Asama 2 denetimi éncesinde, teknik
dokiimantasyonun incelenmesi ofiste gergeklestirilebilir. Teknik dokiimantasyon inceleme siresinin bir
kismi mutlaka sahada gergeklestiriimelidir. Sahada gergeklestirilecek minimum adam/gin sireleri;
For 93/42/EEC Product Conformity Assessment activities, before Stage 2 audit technical
documentation assessment can be reviewed in office. Some part of technical documentation
assessment duration shall be conducted on site. The minimum audit durations as given below;
- Sinif Is ve Im Grunler igin: 1 a/g
For class Is and Im products: 1 m/d
- Sinif lla Grunler igin: 2 a/g
For class lla products: 2 m/d
- Sinif lIb Grdnler igin: 3 a/g
For class Ilb products: 3 m/d
- Sinif Il Grdnler igin: 5 a/g
For class Il products: 5 m/d
NOT: Sahada gecirilecek sire belirlenirken en riskli sinif dikkate alinir, her sinif ve her Grln igin stre
ayri ayri eklenmez, belirtilen streler toplam eklenecek surelerdir.
NOTE: During determination of the audit time that is spent on site, the main consideration is the product
with the highest risk class. For each class and each product additional time is not added. Given
durations are total additional durations.
Kalan surenin tamaminda asama 2 saha denetimi 6ncesinde, teknik dokiimantasyon incelemesi
NOTICE ofisinde yapilir.
Rest of the time duration, before stage 2 site audit technical documentation assessment is conducted
in office of NOTICE.
- Asama 1 denetim suresi toplam denetim suresinin %25’inden fazla olamaz.
Stage 1 audit duration cannot be more than 25% of total audit duration.
- Gozetim denetimlerinin slresi baslangi¢c denetim siresinin (Asama 1 + Asama 2) %70’ inden ve 1
giinden daha az olamaz.
Surveillance audit duration cannot be less than 70% of the initial (stage 1 + stage 2) audit duration or
less than 1 day.
- Hesaplama sonrasinda sonug¢ ondalik bir sayi ise gun sayisi en yakin yarim giine gore ayarlanir.
(Ornegin: 5,3 denetim giinii 5,5 denetim giind olur, 5,2 denetim glini 5 denetim glnd olur).
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If after the calculation, the result is a decimal number, the number of days are adjusted to the nearest
half day (e.g.: 5.3 audit days becomes 5.5 audit days, 5.2 audit days becomes 5 audit days).

Diger denetimlerinin siresi yapilacak denetimin kapsamina gére yukaridaki tablolar kullanilarak
belirlenir.

Duration of other audits is determined based on the scope of the audit and according to the above
tables.

Uriin uygunlugu degerlendirme islemlerinde her iirlin tipi teknik dokiimantasyonu igin denetim siiresine
ilk belgelendirme ve yeniden belgelendirme denetimlerinde %20 lik bir arttinm yapilir. Sinif 1ll
uriinlerde her tasarim dosyasi incelemesi igin denetim siresine %20’lik bir arttirrm yapilir. Gézetim
denetimlerinde her Grin tipi teknik dokiimantasyonu incelemesi icin 0,25 adam/gln eklenir. Eger ilk
belgelendirme denetimlerinde madde 5.2 ye gdére dosya secimi yapilacak ise, gdzetim denetim
suresine, gozetim denetiminde ilk defa incelenecek her rin tipi igin %20 lik arttirim yapilr.

In the product conformity assessment process, a 20% increase is applied in the initial certification and
re-certification audits for each product type technical documentation. For class Ill devices, a 20%
increase is applied to the audit duration for each design dossier. For surveillance audits, 0.25 man/day
is added for each product type technical documentation review. If file selection is to be made according
to Article 5.2 in the initial certification audits, a 20% increase is made for each type of product to be
examined for the first time during the surveillance audit.

5.1.5 Kapsam Genisletme Basvurularinda Dikkate Alinacak Kurallar
Rules to be Considered for Scope Extension Audits
A. Ayni Uriin Sinifinda/Ayni Kullanim Amacinda/Ayni Uretim Prosesinde Uretilecek Uriinler
Devices with Same Classification/Same Indication/Same Production Process
- A/G suresi firmanin ilk belgelendirme s6zlesmesinde tanimlanmis gézetim sdresinin 3’de 1’i
olacak sekilde belirlenir.
Man/day is defined to be 1/3 of the defined surveillance duration.
- Firmanin mevcut gézetim siresine;
Kapsam genisletme yaptidi Grlin tipi/teknik dosya sayisi x 0,25 a/g kadar siire eklenir.
To the present surveillance duration; Duration Product type/ technical file number x 0,25 man/day
is added.
B. Farkh Uriin Sinifinda/Farkli Kullanim Amacinda/Farkh Uretim Proseslerinde Uretilecek
Uriinler
Different Product Classes/Different Indication/Products Manufactured with Different
Production Process
- AJ/G suresi Tablo D.1’de firma caligsan sayisina denek gelen streden %30 azaltim uygulanarak
belirlenir.
Man/day is defined by 30% decrease of the duration corresponding to the number of staff in Table
D.1
- Firmanin mevcut gézetim denetim suresine;
Kapsam genisletme yaptidi Grlin tipi/teknik dosya sayisi x 0,25 a/g kadar siire eklenir.
To the present surveillance duration;
Duration Scope Extension Pruduct type/ technical file number x 0,25 man/day is added.
5.2. Denetimin Planlanmasi
Audit Planning
HAZIRLAYAN / PREPARED BY KONTROL EDEN / CONTROLLED BY ONAYLAYAN / APPROVED BY
Akreditasyon ve Notifikasyon Sorumlusu Akreditasyon ve Notifikasyon Sorumlusu / Genel Mudur / General Manager
Yardimcisi / Deputy Accreditation and Accreditation and Notification Responsible ~ Ozlem Vicdan Akdag
Notification Responsible Namiye Cengiz 7/14

Burcu Ozkavak



. A DENETIM SURESI| BELIRLEME ve PLANLAMA
notice PROSEDURU
Av AUDIT DURATION DETERMINATION AND PLANNING
PROCEDURE

Doc. No: PR.22 Yayin tarihi /Issue Date: 15.12.2015 Rev. No: 11 Rev. Tarihi/ Rev. Date: 27.04.2023

(9) FR.07.02 Bagvuru Degerlendirme Formu denetim planlamasinin yapilmasi igin M-Files da ilgili misterinin
basvuru dokiimanlarina yiklenir. Musteri ile hizmet sézlesmesinin imzalanmasinin ardindan TCS tarafindan
M-Files igerisinde ilgili firma icin Proje nesnesi acilir ve saha denetimlerinde FR.08.02 Asama 1 Saha
Denetim Plani/FR.08.03 Denetim Planinin hazirlanmasi icin Planlama Bolim bilgilendirilir.

FR.07.02 Application Evaluation Form is uploaded to thee related customer’s application documents in M-
Files so that the audit can be planned. Once the agreement is signed by the customer, MDI opens Project item
in M-Files for the relevant company and in case of site audits, informs Planning department to prepare
FR.08.02 Stage 1 Site Audit Plan/ FR.08.03 Audit Plan.

Asama 2 ve gdzetim denetimlerinin 6dncesinde, denetim planinin etkin olarak hazirlanmasi ve tarafimizca
yapilacak olan degerlendirme sirasinda, sahada hazir olmasi gereken konularin ve alanlarin Uretici tarafindan
anlagilabilmesi icin FR.08.29 Denetim Plani Hazirlik Formu firmaya Planlama Sorumlusu tarafindan Ureticiye
gonderilir. FR.08.03 Denetim Plani, 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, FR.08.29 Audit Plan Preparation
Form is sent to the customers by the Planning Responsible prior tp Stage 2 and Surveillance audits FR.08.03
Audit Plan is prepared according to the information given on FR.08.29 Audit Plan Preparation Form.

- Denetimin etkinligini saglamaya yardimci olmak i¢in, NOTICE ayni zamanda denetim ekibinin yapisini

ve buyukligind de géz éniinde bulundurur (6rnegin, 2 denetgcili ¥2 giin, 1 denetgili bir glinlik denetim
kadar etkili olmayabilir veya bir bas denetgi ve bir teknik uzmanh 1 denetim guinu, teknik uzman
olmadan 1 denetgi gliniinden daha etkilidir).
To help ensure the effectiveness of the audit, the NOTICE also considers the composition and size of
the audit team (e.g. 2 day with 2 auditors may not be as effective as a one day audit with 1 auditor or
1 audit day with one lead auditor and one technical expert is more effective than 1 auditor day without
the technical expert).

(10) Denetim plani hazirlanirken mimkin oldugunca asagidaki tabloda (GHTF/SG4/N30R21:2010 — Study
Group 4 - Final Document ) belirtilen oranlara gore streler belirlenir.

When preparing the audit plan, durations are determined based on the below table (GHTF/SG4/N30R21:2010
— Study Group 4 — Final Document).

Tablo 4 / Table 4
Altsistemler Sahadaki Siiresinin Aciklamalar
Subsystems Yaklagik Orani Remarks
Approximate
percentage of on-site
time
Yonetim 5-10%
Management

Duzenleyici gerekliliklere bagl
0-20% Depends on regulatory
requirements

Tasarim ve Gelistirme
Desing and development

Uriin Dokiimantasyonu

_ [5)
Product documentation 5-20%
Uretim ve Proses Kontrolii o
Production and process controls 20-30%
Duizeltici ve Onleyici Faaliyetler o
; : ) 10-30 %
Corrective and prentive actions
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Ureticinin dig kaynakli
faaliyetlerinin orani ve 6nemine
bagli olarak s6zlesmeler
5-20% Depending on the proportion and
importance of activities an
outsourcing manufacturer is
contracting

Satinalma Kontroli
Purchasing controls

Dokumantasyon ve Kayitlar
Documentation and records

5%

Customer related processes

Musteri lle lliskili Prosesler 59

(11) Asama 1 ve asama 2 saha denetimleri sirasinda tasarim dosyalarinin incelenmesi igin belirlenen denetim
suresi, yukaridaki tabloda belirtilen ylzde araliginin maksimumu olan %20 si olarak (tasarim dosyasi

incelenmesi i¢in tanimlanan surenin tamami kullanilir, azaltma yapilmaz) belirlenir.

During Stage 1 and Stage 2 on site audits, the audit duration defined for the design dossier evaluation is is
determined as 20% of the maximum of the percentage range specified in the above table (the entire time

period defined for design dossier review is used, no reduction is made).

Uriin uygunlugu degerlendirmesi islemlerinde tasarim siirecine her teknik dokiimantasyon icin % ik bir
(12) U ygunlugu degerlend slemlerinde t her teknik dok tasyon igin %20 lik b

arttinm yapilir. Teknik dokiimantasyon secimi asagidaki sartlara gére yapilir.

During product conformity assessments design process can be increased by 20% for all technical

documentation. Selection of technical documentation is done according to the below given requirements.

Tablo 5/ Table 5

o

Belgelendirme denetiminde Sinif lla ve IIb Grlnlerin incelenmesi érnekleme bazli yapilabilir.
During certification audit evaluation of Class lla and IIb products can be done based on sampling.

Sinif lb tibbi cihazlar igin, her bir GMDN kodundan en az bir numune igin teknik dokiimantasyon
incelemesi yapiimalidir.

For class lIb medical devices technical documentation of at least one sample from each GMDN
code must be examined.

Sinif lla drdnler i¢in érnekleme MD kodlari bazinda yapilir.
For class lla products sampling is done based on MD codes.

Sinif lll Grinler igin tasarim dosyasi incelemesi her riin igin EK2 madde 4 e gére ve PR.13 Teknik
Dosya ve Tasarim Dosyasi Inceleme Prosediirii dokiimanina gére incelenir.

For Class lll devices design dossier is examined per device according to Annex 2, clause 4 and
PR.13 Technical File and Design Dossier Review Procedure .

Belgelendirme denetimlerini takip eden gbzetim denetimlerinde diger O&rneklerin teknik
dokimantasyonu incelenmelidir.

After certification audits technical documentation for different samples must be examined during
the surveillance audits.

Numune seciminde, teknolojik yenilikleri, tasarimdaki benzerlikleri, teknolojiyi, imalat ve
sterilizasyon yoéntemleri, kullanim amaci ve 93/42/AT Tibbi Cihaz Ydnetmeligine uygun olarak
gecmiste yapilmis degerlendirme sonuglari (Or. fiziksel, kimyasal ve biyolojik 6zellikler
bakimindan) dikkate alinir. Alinan numunelere yonelik gerekge ilgili denetim raporuna yazilir.

Technological updates, design similarities, production and sterilization methods, intended use, and
evaluation results (eg. in terms of physical, chemical, and biological features) according to the
93/42/EEC Medical Device Directive are considered for sampling of devices. Reasoning for sample
selection is recorded in the audit report.

Yapilacak plan ile tim Urdnlerin ve alt gruplarinin teknik dokiimantasyonu 5 yil icerisinde en az
bir kez incelenmis olmalidir ve gbézetim denetimlerinde hangi Urln icin teknik dokiimantasyonun
incelenecedi belgelendirme denetiminde planlanmalidir. Gozetim denetimi sirasinda teknik

HAZIRLAYAN / PREPARED BY KONTROL EDEN / CONTROLLED BY ONAYLAYAN / APPROVED BY
Akreditasyon ve Notifikasyon Sorumlusu Akreditasyon ve Notifikasyon Sorumlusu / Genel Midir / General Manager
Yardimcisi / Deputy Accreditation and Accreditation and Notification Responsible ~ Ozlem Vicdan Akdag
Notification Responsible Namiye Cengiz

Burcu Ozkavak

9/14



. A DENETIM SURESI| BELIRLEME ve PLANLAMA
notice PROSEDURU
Av AUDIT DURATION DETERMINATION AND PLANNING
PROCEDURE

Doc. No: PR.22 Yayin tarihi /Issue Date: 15.12.2015 Rev. No: 11 Rev. Tarihi/ Rev. Date: 27.04.2023

doékumantasyon orneklemesi yapilirken Uretim, kalite kontrol, saha, personel gibi kisimlada risk
tespit edilmesi halinde tanimlanan sartlara ek olarak riskli drlnlerin teknik dékimantasyon
incelemesi 6ncelik kazanir veya tim teknik dékiimantasyon incelenmesine karar verilebilir. (ilk
belgelendirme denetiminde hazirlanmis 6érnekleme planinin disina cikilabilir.)

Audit shall be planned in a way that ensures examination of technical documentation of all products
and their subgroups within at least 5 years. Technical documentation to be examined at the
surveillance audits shall be planned during the certification audit. During technical documentation
sampling in the surveillance audit, in cases where risk is identified in parts such as production,
quality control, site and personnel, technical documentation review of risky products takes
precedence in addition to defined conditions or all technical documentation can be decided to be
examined. (the sampling plan prepared under the first certification audit may be excluded.)

o Sinif llb cihazlar i¢in bazen ¢ok fazla genel cihaz grubu yani tercih edilen GMDN kodu olabilir. Bu
durumda asagidaki formile gore inceleme c¢evrimi olusturulur.

2’ ye kadar genel cihaz grubu i¢in; her gruptan bir 6rnek
10’ na kadar genel cihaz grubu igin; her 3 gruptan bir 6rnek
20’ ye kadar genel cihaz grubu igin; her 5 gruptan bir 6rnek
30’ a kadar genel cihaz grubu igin; her 7 gruptan bir 6rnek
N>30 grup iiriin igin; N/10 + 5 den bir 6rnek
In some cases there may be many general device groups, i.e preferred GMDN code for class lIb
devices. In this case an evaluation route is formed according to the below formula.
For general device group up to 2; one sample per group
For general device group up to 10; one sample per 3 groups
For general device group up to 20; one sample per 5 groups
For general device group up to 30; one sample per 7 groups
For general device group >N; one sample per (N/10+5) groups
o Teknik dosya inceleme c¢evrimi Bas Denet¢i tarafindan FR.08.17 93/42/AT Belgelendirme
Cevrimi Denetim Plani formu ile belirlenir. Bas Denet¢i denetim 6ncesinde ya da sonrasinda bu
cevrimi degistirebilir.
Technical file evaluation route is defined by the lead auditor with the FR.08.17 93/42/EEC
Certification Cycle Audit Plan form. Lead auditor can change this cycle before or after the audit.
o Sonradan eklenen Urinler drnekleme planina dahil edilir. Durumuna bakilmaksizin her ekleme igin
on inceleme yapllir.
Added products are included in the sampling plan. A pre-evaluation is done for every addition
regardless of its situation.

o Belgelerin transfer edildigi durumlarda, NOTICE 6nceki onaylanmis kurulugun inceleme raporlarini

ve teknik dosya érnekleme planini ister. Normal kosullarda bu dosyalar 6n incelemeden gecer
ancak eger siphe yoksa teknik dosyalar kabul edilip bir sonraki denetime kadar inceleme
yapilmayabilir.
When certificates are transferred, NOTICE requests the former notified body’s assessment reports
and technical file sampling plan. Under normal conditions these files are pre-evaluated however
the technical files are accepted if there are no concerns and may not be examined until the next
audit.

- Urdin ile ilgili sireclerde denetim ekibinde riin uzmani veya teknik uzman yer alir.
A product expert or a technical expert participates in the audit team during processes related to the
product in question.

- Denetim siresine yemek molasi ve yolda gegen sureler dahil edilmez.
Meal break and the time spent while traveling are not included in the audit duration.

- Denetimde teknik uzman kullanilacak ise teknik uzman adam/giin siresine dahil edilmez.
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If a technical expert will be used during the audit, technical expert is not included in the man/day time.

- Denetimde yer alan gézlemci, cevirmen, stajer denetgi, rehberler (kullanilacak ise) adam/glin slresine
dahil edilmez.
If observers, translators, auditor interns, guides will be used during the audits they are not included in
the man/day times.

- Coklu sahaya sahip musterilerin saha drneklemesinde 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.

Tablo 6/ Table 6

o Tum sahalar KYS belgelendirmesi icin 3 yillik, Griin uygunlugu belgelendirmesi icin 5 yillik ¢gevrim
icerisinde denetlenmis olmahdir.

All sites must be audit every 3 years for QMS certification and every 5 years for product conformity
certifications.

o Sterilizasyon, tasarim, Uretim prosesleri v.b kritik sahalar igin érnekleme yapilmaz.

Sampling is not done for critical sites such as sterilization, design, production processes etc.

o Kritik tedarikgiler ¢oklu saha denetimi kapsaminda degerlendiriimez. Kritik tedarikgilerin
denetlenmesi ile ilgili sire¢ 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 PR. 14 Critical Supplier Evaluation Procedure.

5.3. Gozetim ve Habersiz Saha Denetimlerinin Takibi
Surveillance and Unancounned Audits Fallow-up

(13) Gozetim ve habersiz saha denetimlerinin takibi PL.22.01 Gozetim ve Habersiz Saha Denetim Plani
kullanilir ve bu plana gére gerceklestirilir. Buna ek olarak Tedarikci/Taseron firmalarina yonelik denetimlerin
takibi PL.22.01 EK | Tedarikgi/Taseron Saha Denetim Plani kullanilir ve bu plana gére gerceklegtirilir.
Surveillance and unannounced site audits are followed by PL.22.01 Surveillance and Unannounced Site
Audit Plan and is carried out according to this plan. In addition, PL.22.01 ANNEX | Supplier/Subcontractor
Site Audit Plan is used for the follow-up of Supplier/Subcontractor audits and is carried out according to this
plan.

- Planda, ilk/lyeniden belgelendirme komite tarihi dikkate alinarak gdzetim ve habersiz saha denetimleri i¢in
kalan gun hesabi yapilir. Buna goére;

In the plan, the remaining days for surveillance and unannounced site audits are calculated, taking into
account the first/re-certification committee date. According to this;

1. Gozetim Denetimleri / Surveillace Audits

- Komite tarihini takip eden sirelerde 1 yil ara ile tahmini denetim tarihleri planlanir.
Estimated audit dates are planned with 1-year intervals following the date of the committee.

- llk/yeniden belgelendirmesi yapilan firmalarin ilk gézetim denetimi 12 ay igerisinde zorunlu tutulur.
The first surveillance audit of the first/re-certification companies is required within 12 months.

- Sureci takip eden diger gozetim denetimleri icin ise 1 takvim yili icerisinde gergeklestiriimesi
gerekir.
For other surveillance audits following the process, it must be carried out within 1 calendar year.

2. Habersiz Saha Denetimleri / Unannounced Site Audits;

- Siniflll dranler icin belgelendirme ¢evrimi icerisinde en az 2 habersiz saha denetimi olacak sekilde
planlama yapilir. Komite tarihini takip eden sirelerde 2 yil ara ile tahmini denetim tarihleri planlanir.
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For Class Ill products, planning is made to have at least 2 unannounced site audits within the
certification cycle. Estimated audit dates are planned with an interval of 2 years following the date
of the committee.

- Sinif lla/llb ve Sinif Is Urlnler igin ise Belgelendirme ¢evirimi igerisinde en az 1 habersiz saha
denetimi olacak sekilde planlama yapilir. Komite tarihini takip eden surelerde 3 yil ara ile tahmini
denetim tarihi planlanir.

For Class lla/llb and Class Is products, planning is made to have at least 1 unannounced field
inspection within the Certification cycle. In the periods following the committee date, an estimated
audit date is planned with an interval of 3 years.

- ilgili denetime 60 giin kala planlama siireclerine baglatilmasi igin en uygun dénem araligidir ve en geg kalan
45 gln igerisinde denetim sureci hazirlik agsamasina girmis olmasi gerekir.

This is the most appropriate period for starting the planning processes 60 days before the relevant audit, and
the audit process must have entered the preparation phase within 45 days at the latest.

- Eger 45 gun igerisinde denetim planlama slreci baslatiimamis ise plan, 30. glinde ilgili denetim sitununu
sari renk ile belirtir, 7. glinde ise kirmizi renk ile belirterek kritik stirece girildigine dair bilgilendirme yapar.
If the audit planning process has not been started within 45 days, the plan indicates the relevant audit column
in yellow on the 30th day, and in red on the 7th day, informing that the critical process has been entered.

- Denetim planlanan tarihten énce gergeklestirilemiyor ise firmanin ilgili hakh gerekgeli sebebi Tibbi Cihaz
Departman Sorumlusu tarafindan degerlendirilir ve uygun gorilir ise ilgili gerekgeli sebep ve yeni planlanan
denetim tarihi ilgili denetim sttununa eklenir. Hakli gerekge uygun goérilmez ise ilgili belge, PR.10 Belgelerin
Askiya Alinmasi Iptali ve Bildirimi Prosediiriine gére askiya alinir.

If the audit cannot be carried out before the planned date, the relevant justified reason of the company is
evaluated by the Medical Device Department Responsible and, if deemed appropriate, the relevant reasoned
reason and the new planned audit date are added to the relevant audit column. If the justification is not deemed
appropriate, the relevant certificate is suspended in accordance with PR.10 Documentation Suspension,
Cancellation and Notification Procedure.

- ligili denetim sirelerinin izlenebilirligi amaciyla denetim adam/giin sireleri, FR.22.01 Denetim Siiresi
Hesaplama Tablosu Formu kullanilarak belirlenir.

In order to trace the relevant audit duration, audit man/day times are determined using the FR.22.01 Audit
Duration Calculation Table Form.

5.4. Denetim Planlanmasi Sirasinda 8 Saatten (1 giin igin) Sapma Kurallari
Rules for Deviation from 8 Hours (for 1 day) During Audit Planning

1 adam/gin 8 saattir. Denetim planlamalasi yapilirken bir gun igererisinde denetimi gerceklestirme suresi
(yemek molasi, farkli sahalara gidis/donus streleri hari¢) 8 saati gegmeyecek sekilde ayarlanir. Denetim plani
olusturulurken bir sonraki denetim giiniine 1 ya da 2 saatlik sarkma oldugunda, firma onay! alinarak gunlik
maksimum 8 saat olarak belirlenen denetim siUresinde uzatmaya gidilebilir. Bu uzatma suresi denetimde
gorevlendirilen denetci sayina gére max. 2 saat olacak sekilde olabilir.

1 man/day is 8 hours. While planning the audit, the duration of the audit in one day (excluding the lunch break,
going to/returning to different sites) is set so that it does not exceed 8 hours. If there is a delay of 1 or 2 hours
to the next audit day while the audit plan is being drawn up, the audit period can be extended by obtaining the
approval of the company, which is determined as a maximum of 8 hours per day. This extension period can
be up to 2 hours depending on the number of auditors assigned to the audit.

5.5. Vardiyali Galigmaya iligkin Denetim Siiresi Belirleme Kurallari
Audit Period Determination Rules Regarding Shift Work
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Vardiya Planlama asamalarinda is ginl basina daha uzun saatler programlanarak tahsis edilen denetim gln
saylisl azaltiimaz. Fakat, bir is giiniinde ek saatler gerektirebilecek vardiyali faaliyetlerin verimli bir sekilde
denetlenmesine olanak tanimak dastnulebilir.

The number of audit days allocated shall not be reduced at the planning stages by programming longer hours
per working day. However, consideration can be made to allow efficient auditing of shift activities which may
require additional hours in a working day.

Vardiyalar farkli proseslerden oluguyorsa, “Tablo 4: Uretim ve Proses Kontroli” bélimiindeki saha siiresinin
yaklasik orani vardiya sayisina esit olarak béliiniir. Vardiyalar ayni proseslerden olusuyorsa, “Tablo 4: Uretim
ve Proses KontrolU” i¢in ayrilan sire hesaplandiktan sonra bu stirenin %10’u alinir. Kisurath ¢ikan sayilar st
saat dilimine yuvarlanir (Ornegin; 20 dakika yarim saate, 40 dakika 1 saate).

If shifts consist of different processes, the approximate proportion of site time in “Table 4: Production and
Process Control” is divided equally by the number of shifts. If the shifts consist of the same processes, 10% of
this time is taken after the time allocated for "Table 4: Production and Process Control" is calculated. Numbers
with fractions are rounded up to the upper time zone (For example; 20 minutes to half an hour, 40 minutes to
1 hour).

Uriin veya hizmet gergeklestirme siireglerinin vardiya bazinda calistigi KYS igin, NOTICE tarafindan her
vardiyanin denetiminin kapsami, her vardiyada gergeklestirilen sureclere ve musteri tarafindan gosterilen her
vardiyanin kontrol diizeyine baghdir. Etkili uygulamayi denetlemek igin vardiyalardan en az biri denetlenir.
Diger vardiyalarin (6rnegin mesai saatleri disinda olanlar) denetlenmemesinin gerekgesi belgelenecektir.

For QMS, where product or service realization processes operate on a shift basis, the extent of auditing of
each shift by the NOTICE depends on the processes done on each shift, and the level of control of each shift
that is demonstrated by the client. To audit effective implementation, at least one of the shifts is audited. The
justification for not auditing the other shifts (e.g. those outside of regular office hours) shall be documented.

6. ILGILIi DOKUMANLAR
RELATED DOCUMENTS

1. PR.07 Belgelendirme Basvurularinin Alinmasi ve Degerlendirilmesi Proseduru
PR.07 Receiving and Evaluation of Certification Applications Procedure
2. PR.10 Belgelerin Askiya Alinmasi iptali ve Bildirimi Prosed(irii
PR.10 Documentation Suspension, Cancellation and Notification Procedure
3. PR.14 Kritik Tedarik¢i Denetimi Proseduri
PR.14 Critical Supplier Audit Procedure
4. PR.13 Teknik Dosya ve Tasarim Dosyasi Inceleme Proseduri
PR.13 Technical File and Design Dossier Review Procedure
5. FR.07.02 Basvuru Degerlendirme Formu
FR.07.02 Application Evaluation Form
6. FR.07.01 Bagvuru Formu
FR.07.01 Certification Application Form
7. FR.08.02 Asama 1 Saha Denetim Plani
FR.08.02 Stage 1 Site Audit Plan
8. FR.08.03 Denetim Plani
FR.08.03 Audit Plan
9. FR.08.17 93/42/AT Belgelendirme Cevrimi Denetim Plani
FR.08.17 93/42/EEC Certification Cycle Audit Plan
10. FR.08.29 Denetim Plani Hazirlik Formu
FR.08.29 Audit Plan Preparation Form
11. IAF MD9:2017 Application of ISO/IEC 17021-1:2015 in the field of Medical Device Quality
Management Systems (ISO 13485)
12. GHTF/SG4/N30R21:2010 Guidelines for Regulatory Auditing of Quality Management Systems
of Medical Device Manufacturers — Part 2: Regulatory Auditing Strategy
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