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1. AMAC
PURPOSE

Bu prosedurin amaci NOTICE tarafindan gergeklestirilecek EN 1SO 13485 Tibbi Cihazlar KYS ve 93/42/AT
Urin  Uygunlugu kapsaminda olan tiim denetimlerin (cretlerinin belilenmesinde kullanilan metodu
aciklamaktir.

The objective of this procedure is to describe the method that NOTICE follows to determine audit fee for all
audits according to EN ISO 13485 Medical Devices QMS and 93/42/EEC Medical Device Directive product
conformity assessment.

2. KAPSAM
SCOPE

Bu prosedir EN 1SO 13485 KYS ve 93/42/AT Tibbi Cihaz Yénetmeligi Uriin Uygunlugu kapsamindaki tiim
denetimleri kapsar.

This procedure covers all audits in the context of 93/42/EEC Medical Device Directive and EN 1SO 13485
QMS.

3. SORUMLULUK
RESPONSIBILITIES

NOTICE’e gelen ilk basvurularin degerlendirilerek sz konusu basvuru icin belgelendirme hizmet s6zlesmesi
hazirlanmasi igin Satis Pazarlama Sorumlusuna (SPS) iletimesinden Akreditasyon ve Notifikasyon
Sorumlusu (ANS) mesuldir. Firmanin FR.07.01 Bagvuru Formu’nda verdigi bilgilere ve FR.07.02 Bagvuru
Degerlendirme Formu na goére teklifin/sdzlesmenin hazirlanmasindan ve sdzlesmenin imzalanmasi ve
sozlesme ile birlikte istenen dokiimanlarin kontroliinden SPS sorumludur.

Accreditation and Notification Responsible (ANR) is responsible for informing the Sales Marketing
Responsible (SMR) about preparation of certification service agreement for the applications received by
NOTICE and evaluated by ANR. SMR is responsible for preparing proposal/agreement according to the
information provided by the client in the FR.07.02 Application form and FR.07.02 Application Evaluation
Form and for signing the proposal/agreement and controlling the documents received together with
proposal/agreement.

4. TANIMLAR
DEFINITIONS

Yetkili Otorite: T.C. Saglik Bakanhi@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 Organization: TURKAK
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5. UYGULAMA
APPLICATION

Denetim Ucretlerinin Belirlenmesi
Determining Audit Fees

51

(1) ANS ilgili bagvuruyu PR.07 Belgelendirme Bagvurularinin Alinmasi ve Degerlendirilmesi Prosediiri
dokiimanina uygun olarak alir ve degerlendirir. Bagvuru sonrasinda yapilan incelemelerin sonuglari FR.07.02
Basvuru Degerlendirme Formu ile kayit altina alinir.

Denetim suresinin uygun olarak belirlenebilmesi icin Tibbi Cihaz Departman Sorumlusu (TCS) tarafindan
basvuru sirasinda FR.07.01 Basvuru Formunun eksiksiz olarak doldurulmasi istenir ve gerekli evraklarin
eksiksiz olarak ulastiriimasi saglanir.

ANR receives and evaluates the applications according to PR.07 Receiving & Evaluating Certification
Applications Procedure. Application evaluation results are recorded in the FR.07.02 Application
Evaluation Form. In order to determine the appropriate audit duration, Medical Devices Department
Responsible (MDDR) asks the client to complete the FR.07.01 Application Form and to provide the
necessary documents.

(2) Denetim siresi PR.22 Denetim Suresi Belirleme ve Planlama Proseduri dokimanina uygun olarak
belirlenir ve slreler FR.07.02 Basvuru Degerlendirme Formu’na ANS tarafindan kaydedilir. Bu
degerlendirme sirasinda denetim ekbinde yer alacak uzmanlarin belirlemesi de yapilir.

Audit duration is determined according to the PR.22 Audit Duration Determination and Planning
Procedure and the audits duration/time is recorded on the FR.07.02 Application Evaluation Form by ANR.
During this evaluation experts that will participate in the audit team are also identified.

(3) Belirlenen denetim stiresine ve kullanilacak uzmanlara gére asagidaki tablolar baz alinarak tcretlendirme
yapilir. Yapilan Ucretlendirme FR.23.01 Belgelendirme Teklifi/S6zlesmesi ile kaydedilir ve basvuruda
bulunan kurulusa mail veya faks yolu ile gonderilir.

Fees are determined according to the indicated audit duration and the experts to be employed based on the
below table. The fees are then recorded on the FR.23.01 Certification Proposal/Agreement and sent to the
client through email or fax.

Uriin Uygunlugu Degerlendirme Ucretleri
Product Conformity Assessment Fees

Belgelendirme
Basvuru ve -
GoOzetim Belge .
. . Belge Kullanimi Tasarim . Habersiz
Tibbi 9|haz Sl.nlfl | Hizmet € Kullaruml € Adam Giin € Sertifikasi € Belge ‘I"r'ansferl Denetim
Medical Dev_lce Class / Certification Survel-|lllance Man-day Fee € Design Certificate Unannounced
Service L Certificate i Transfer )
Application & Certificate Fee € Audit
e Usage Fee €
Certificate
Usage Fee €
Sinif Is, Im
3200 400 500 1500 600
Class Is, Im
Sinif lla
4700 700 500 2600 1000
Class lla
Sinif llb
6200 1100 500 3700 1000
Class IIb
Sinif Il
6350 2300 500 2300 4800 1500
Class Il
ilag igerikli Griinler
Products containing 6500 2700 500 2300 5900 1900
medicine

ONAYLAYAN / APPROVED BY
Genel Midir / General Manager
Ozlem Vicdan Akdag

KONTROL EDEN/ CONTROLLED BY
Akreditasyon ve Notifikasyon
Sorumlusu / Accreditation and
Notification Responsible

Namiye Cengiz
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Belgelendirme
Basvuru ve R
GoOzetim Belge .

. . Belge Kullanimi Tasarim . Habersiz

Tibbi Flhaz S|In|f| | Hizmet € KuIIaruml € Adam Giin € Sertifikasi € Belge 'I-'r-ansferl Denetim
Medical Dev!ce Class / Certification Survelllllance Man-day Fee € Design Certificate Unannounced
Service L Certificate o Transfer ;
Application & Certificate Fee € Audit
Certifi Usage Fee €
ertificate
Usage Fee €
Ayni MDD sinifinda Yeni
urtin Ekleme
. 1750 N/A 500 1150
New product addition to the
same MDD class
Ayni Uriin Grubunda
Model/6lgl ekleme
N 900 N/A 500 600
Addition of model/measure
to the same product group
Ek Belge/ Belge Degisiklik
Ucreti
" - 100 N/A N/A

Additional certificate/
Change in certificate

Kalite Sistemi Hizmetleri Ucretleri
Quality System Service Fees

Kalite Belgeleri / Hizmet
Quality Certificates /
Service

Belgelendire Bagvuru
ve Belge Kullanimi €
Certification
Application &
Certificate Usage Fee €

Gozetim Belge
Kullanimi €
Surveillance

Certificate Usage €

Adam Gun Ucreti €
Person Der Day Fee €

Transfer Ucreti €
Transfer Fee €

EN ISO 13485
EN ISO 13485 500 300 250 300
Kapsam Genisletme 200 250 B

Scope Extension
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Ucretlendirme igin Kurallar

Fee Determination Rules

- Toplam adam/giin Ucreti birim adam/gin Ucreti ile toplam denetim siresinin ¢arpimi sonucu bulunur.

Total person/day fee is determined by multiplying man/day unit fee by total audit days.

- Toplam belgelendirme Ucreti asagidaki formile goére hesaplanir.
Total certification fee is calculated according to the following formula.

Belgelendirme Ucreti =

Certification fee

- Tasarim Sertifikasi Ucreti sadece Sinif lll Gridnler igin alinir.

Design Certificate fees are charged only for class Il devices.

Belgelendirme Bagvuru ve Belge Kullanim Ucreti + (Denetim Siiresi x Adam/Giin Ucreti)

Certification Application & Certificate Usage Fee + (Audit duration x man/day fee)

- Verilmis olan bir hizmetin, NOTICE’ den kaynakl bir hata nedeniyle tekrarlanmasi durumunda ek
Ucret talep edilmez.
Additional fees are not charged in case a service is repeated as a result of a NOTICE’s mistake.

- Basvuruda bulunan firmanin olgunlagsmis bir kalite yonetim sisteminin olmasi, en az 1 gevrim
sliresinde tibbi cihazlar kalite yonetim sistemi ve/veya urin uygunluk sertifikasi sahibi olmasi ve

HAZIRLAYAN / PREPARED BY
Akreditasyon ve Notifikasyon Sorumlusu
Yardimcisi / Deputy Accreditation and

Notification Responsible
Sadiye Burcu Ozkavak

KONTROL EDEN / CONTROLLED BY
Akreditasyon ve Notifikasyon
Sorumlusu / Accreditation and

Notification Responsible
Namiye Cengiz
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marka degerimizi arttirma durumlarina gére %15 ila %25 arasinda iskonto uygulanabilir. iskonto
Genel Muduir onayi ile yapilr.

If the applicant has a mature quality system, or has a medical devices QMS and/or product
confromity certificate for at least 1 cycle, or can increase our brand value, %15 to %25 discount can
be applied, Disxounts are applied by General Manager’s approval.

- Yeniden belgelendirme denetimlerinde basvuru Ucreti alinmaz.
Application fee is not charged for re-certification audits.

- Fiyatlara vergiler dahil degildir. (%18)
Tax (18%) is not included in the fees.

- Turkiye digindaki firmalar icin vergiler eklenmez.
Tax is not added to the fees for the clients outside Turkey.

- Godzetim Denetim Ucretleri hesaplanirken agagdidaki formal kullanilir.
The following formula is used for calculating surveillance audit fees.

Gozetim Ucreti = Goézetim Kullanim Ucreti + (Denetim Siiresi x Adam/Giin Ucreti)

Surveillance Fee = Surveillance Usage Fee + (Audit duration x Man/day fee)

- Kapsam Genisletme Ucreti asagidaki sekilde hesaplanir.
When calculating scope extension fees are calculated as below

A. Ayni Uriin Sinifi/Kullanim Amaci/Uretim Prosesi igin
A. For Same Device Class/Indications/Production Process

Kapsam Genisletme Ucreti + (Adam/Guin siiresi x 500 €)
Scope Extension Fee + (Audit duration x 500 €)

B. Farkli Uriin Sinifi/Kullanim Amaci/Uretim Prosesi icin
B. For Different Device Class/Indications/Production Process

Gozetim Belge Kullanim Ucreti + (Adam/Giin siiresi x 500 €)
Surveillance Usage Fee + (Audit duration x 500 €)

Sinif lll Griinlerde ek olarak tasarim sertifikasi Ucreti eklenir.
Design certificate fees are added for the Class Il devices.

- Habersiz Saha denetim (icretlerinde sadece denetim Ucreti alinir.
Only audit fees are charged for unannounced site audits.

- Belge transferlerinde transfer Ucretine adam/gin siresi kadar adam/gun Ucreti eklenir. Sinif lI
urinlerde ek olarak tasarim sertifikasi Ucreti eklenir.
Man/day fees are added to the certification transfer fees. Design certificate fee is added for the Class
Il devices.

- Transfer denetimlerinde gozetim bedelleri ayrica hesaplanir.
Audit fee is calculated separately in transfer audits.

- Ayni Urin grubunda model/6lgu ekleme (icreti hesaplanirken model/6lgii ekleme Ucretine adam/giin
siiresi kadar adam/guin Gcreti eklenir. Sinif 11l Griinlerde ek olarak tasarim sertifikasi licreti eklenir.
When calculating the fees for model/variant addition within the same product group man/day fee is
added to the model/variant addition fees. Design certificate fee is added for the Class Ill devices.
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5.3 Tiirkiye Disindaki Pazarlar igin Ucretlendirme Politikasi
Fee Determination Policy for Markets Outside Turkey

(4) Turkiye sinirlar disinda gergeklestirilecek belgelendirme faaliyetleri icin Glke pazar sartlar g6z 6ninde
bulundurularak (Grin risk siniflari, denetginin Tirkiye’den gitmesi gibi durumlar géz éninde bulundurularak)
arttinlarak tcret belirlenir.

Fees for certification activities out of Turkey are determined with an increase by considering the related
market conditions (product risk classes, considering case that auditor are from Turkey, etc.)

5.4 Sézlegmelerde Kontrol Edilmesi Gereken Hususlar
Matters to be Controlled in Contracts:

Firmalar ile imzalanan NTMEDYYXXX numaral sbdzlesmeler igin sunlar satis&pazarlama sorumlusu
tarafindan kontrol edilmelidir:

For contracts numbered NTMEDYYXXX signed with companies, the following should be checked by Sales
Marketing Responsible (SMR):

- llgili firma bilgilerinin dogrulugu basvuru formu ve basvuru ile birlite gelen ticaret sicil gazetesinde
tanimh bilgiler ile uyumlu olup olmadigi
The accuracy of the relevant company information and whether it is compatible with the information
defined in the trade registry gazette accompanying the application.

- Sozlesme kapsaminin firma basvurusu ile uyumlu olup olmadigi
Whether the scope of the contract is compatible with the company application

- Mali sartlar altinda denetim surelerinin PR.22 Denetim Siresi Belirleme ve Planlama Proseduri’nde
tanimli sartlar ile uyumlu olup olmadigi
Whether the audit periods are in compliance with the conditions defined in PR.22 Audit Duration
Determination & Planning Procedure under financial conditions

- Soézlesmenin son boliminde taahhltlerin bulundugu kisimdaki yetkili bilgileri, imza ve tarih
bdlumlerinin dogrulugu; sézlesmenin imza tarihinin basvuru degerlendirme tarihinden sonra olup
olmadigi
In the last part of the contract, the correctness of the authorized information, signature and date
sections in the part of the commitments; whether the signature date of the contract is after the
application evaluation date
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6. ILGILIi DOKUMANLAR
RELATED DOCUMENTS

1. PR.07 Belgelendirme Basvurularinin Alinmasi ve Degerlendirilmesi Prosedirt

PR.07 Receiving and Evaluation of Applications for Certification Procedure

2. FR.07.02 Bagvuru Degerlendirme Formu

FR.07.02 Application Evaluation Form

3. FR.07.01 Bagvuru Formu

FR.07.01 Application Form

4. FR.23.01 Belgelendirme Teklifi/S6zlesmesi

FR.23.01 Certification Proposal/Agreement

5. FR.23.02 Belgelendirme Kurallari ve Genel Sartlar

FR.23.02 Certification Rules

6. PR.22 Denetim Suresi Belirleme ve Planlama Prosediri

PR.22 Audit Duration Determination and Planning Procedure

7. Tibbi Cihazlar Alaninda Faaliyet Gésterecek Onaylanmis Kuruluglara Dair Teblig (12 Mart 2015 Tarihli ve
29293 Sayili Resmi Gazete)

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

8. Uygunluk Degerlendirme Kuruluslari ve Onaylanmis Kuruluslar Yoénetmeligi (23 Subat 2012 Tarihli ve
28213 Sayili Resmi Gazete)

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