DENETIM UCRETi BELIRLEME PROSEDURU
AUDIT FEE DETERMINATION PROCEDURE

1. AMAC/PURPOSE

Bu prosediriin amaci NOTICE tarafindan gergeklestirilecek AB 2017/745 Tibbi Cihaz Regllasyonu
kapsaminda olan tim de@erlendirmelerin Gcretlerinin belirlenmesinde kullanilan metodu agiklamaktir.

The objective of this procedure is to describe the method that NOTICE follows to determine audit fee for
all assessments according to 2017/745 Medical Device Regulation product conformity assessment.

2. KAPSAM / SCOPE

Bu prosedir AB 2017/745 Tibbi Cihaz Regllasyonu Uygunlugu kapsamindaki tim degerlendirmeleri
kapsar.
This procedure covers all assessments in the context of EU 2017/745 Medical Device Regulation.

3. SORUMLULUK / RESPONSIBILITIES

NOTICE’e gelen 6n basvurularin degerlendirilerek sz konusu basvuru igin teklif ve belgelendirme hizmet
s6zlesmesi hazirlanmasi igin Satis Pazarlama Sorumlusuna (SPS) iletiimesinden Tibbi Cihaz Departman
Sorumlusu (TCS) mesuldir. Firmanin M.FR.07.01 Bagvuru Formu’nda verdigi bilgilere ve M.FR.07.02 On
Basvuru Degerlendirme Formu na gore teklifin/sézlesmenin hazirlanmasindan ve sdézlesmenin imzalanmasi
ve sOzlesme ile birlikte istenen dokiimanlarin kontroliinden SPS sorumludur.

Medical Device Department Responsible (MDDR) is responsible for informing the Sales Marketing
Responsible (SMR) about preparation of the proposal and certification service agreement for the pre-
applications received by NOTICE and evaluated by MDDR. SMR is responsible for preparing
proposal/agreement according to the information provided by the client in the M.FR.07.02 Pre-Application
Form and M.FR.07.02 Application Evaluation Form and for signing the proposal/agreement and controlling

notice
AV

A

the documents received together with proposal/agreement.

4. TANIMLAR / DEFINITIONS

Yetkili Otorite
Competent Authority

NB
NB

Akreditasyon Kurumu
Accreditation Organization

SSCP
SSCP

PSUR

PSUR

Uriin Uygunluk Belgesi
Product Conformity Certificate

T.C. Saglik Bakanligi Tirkiye ilag ve Tibbi Cihaz Kurumu
Medicines and Medical Devices Agency of Ministry of Health of
Republic of Turkey

Onaylanmis Kurulug
Notified Body

TURKAK

Guvenlik ve Klinik Perfomans Ozeti
Summary of Safety and Clinical Performance

Periyodik Guvenlik Glncelleme Raporu

Periodic Safety Update Report

AB 2017/745 MDR EK IX Kalite Yonetim Belgesi, EK IX Teknik
Dokiimantasyon Degerlendirme Belgesi, EK XI, Bolim A Kalite
Guvence Belgesi

EU 2017/745 MDR Annex IX Quality Mangement Certificate,
Annex IX Technical Documentation Assessment Certificate, Annex
Xl, Part A Quality Assurence Certificate
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DENETIM UCRETI BELIRLEME PROSEDURU

5. UYGULAMA / APPLICATION
51 Tekliflendirme / Quotation

Uretici veya yetkili temsilcisi tarafindan talep edilen AB 2017/745 MDR Uygunluk belgelendirme
tekliflendirme sureci SPS tarafindan yudrdtalir. Yurtdisindan gelen belgelendirme talepleri Yurtdisi SPS
tarafindan ve yurtigcinden gelen belgelendirme talepleri ise Yurtici SPS olarak iki elden yarataltr. Olasi
durumlarda (izin, hastalik, ani is ¢ikiglarl) yurtdisi icin gorevlendirlen SPS vyurtici veya vyurtici igin
gorevlendirilen SPS de yurtdigi tekliflendirme slreclerini gerceklestirir. Gelen belgelendirme talebinin
kapsamina gore her iki personel de SPS olarak tekliflendirme sirecinde firmalar ile gérisir.

EU 2017/745 conformity certification quotation process requested by the manufacturer, or the
authorised representative is carried out by SMR. Certification requests from abroad are handled by the
Overseas SMR, and domestic certification requests are handled by the Domestic SMR. In possible cases
(leave, iliness, sudden work exits), the SMR assigned for abroad carries out the domestic quotation processes,
or the SPS assigned for the domestic market performs the international quotation processes. According to the
scope of the incoming certification request, both personnel meet with the companies during the quotation
process as SMR.

Satis ve pazarlama temsilcilikleri, sadece tibbi cihaz Ureticilerinin MDR belgelendirme taleplerini
M.FR.23.03 Uriin Bilgisi Alma Formu ile NOTICE'ye iletmekle yukumludiir. Hicbir nedenle firmalara Grinleri
ile ilgili fiyat teklifi icin gérismelerde bulunamazlar.

Sales and marketing representatives are only obliged to forward the MDR certification requests of
medical device manufacturers to NOTICE with the M.FR.23.03 Product Information Receipt Form. For no
reason, they cannot negotiate with companies for a price offer regarding their products.

On basvuru telefonla veya miisterinin firmamizi ziyareti yoluyla yapilirsa, teklif talebinde bulunan
musterinin sorulari SPS, TCS tarafindan sozlii olarak cevaplanir. ilk iletisim sonrasinda musteriye M.FR.07.01
Basvuru Formu gonderilir.

If the pre-application is made by telephone or by the customer's visit to our company, the questions of
the customer requesting the quotation are answered verbally by SMR, MDDR. After the first contact,
M.FR.07.01 Application Form is sent to the customer.

Telefon, e-posta veya misterinin firmamizi ziyareti yoluyla yapilan én basvurulari SPS velveya TCS
cevaplar. Musteri ile telefon, ylz yilize, mail vb. iletisim kanallari Uzerinden kurulan iletisim sirasinda
danismanlik kapsamina girebilecek musteri 6zelinde bilgi paylasilmaz, musterinin cihazina 6zel olmayan
teknik bilgi, mevzuata iliskin kilavuz, belgelendirme surecleriyle ilgili genel bilgilendirmede bulunulabilir.
Uygulanacak uygunluk degerlendirme faaliyetinin misteriye daha erken piyasaya erisimi sunacagi ya da diger
onaylanmis kuruluslara nazaran daha hizli, daha kolay veya daha az zorlayici olacagi ¢ikarimini higbir sekilde
ima etmez ya da bdyle bir gikarima yol agabilecek agiklamalarda bulunmaz. Bagvuruda bulunulan cihaza dair
tasarimsal, Uretimsel metotlarin iyilestiriimesi yoniinde bilgi veremez.

SMR and/or MDDR answers pre-applications made via telephone, e-mail or customer's visit to our
company. During the communication with the customer over the telephone, face to face, e-mail etc. customer-
specific information that may be within the scope of consultancy is not shared, technical information that is not
specific to the customer's device, a guide regarding the legislation, general information about the certification
processes can be provided. It does not imply or make any statements that might lead to the conclusion that
the conformity assessment activity to be implemented will provide the customer with earlier market access or
that it will be faster, easier, or less challenging than other notified bodies. It cannot provide information on the
improvement of the design and production methods of the device applied for.
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DENETIM UCRETI BELIRLEME PROSEDURU

Mail yolu veya web sitesi Uzerinden yapilan belgelendirme teklifi taleplerinde SPS mdusteriye
M.FR.07.01 Bagvuru Formu’nu gonderir. Gonderilen M.FR.07.01 Bagvuru Formu’nun doldurulmasi ile ilgili
takibi SPS yapar ve formun eksiksiz olarak doldurulmasini, bagvuru formunun firmanin ya da yasal
temsilcisinin yetkilisi tarafindan kase ve tarih olacak sekilde imzalanmasini saglar. Basvuru formunu
imzalayanin basvuruyu yapan firmanin kendisi ya da firmanin yasal temsilcisi tarafindan doldurulmasi
zorunludur.

SMR sends the M.FR.07.01 Application Form to the customer for certification quotation requests
made via mail or website. SMR monitors the completion of the submitted M.FR.07.01 Application Form and
ensures that the form is filled in completely and that the application form is signed by the firm or its legal
representative, stamped and dated. It is obligatory to fill in the application form by the person who signed the
application or by the company's legal representative.

Eksiksiz ve imalat¢inin kendisi ya da imalatginin yetkili temsilcisinin kase ve tarih olacak sekilde
imzalanmis basvuru formlarinin kontroli SPS tarafindan yapilir. SPS, firmanin ticaret sicil gazetelerin/ig
lisansinin, form yetkili temsilcisi tarafindan doldurulmus ise yetkili temsilci anlasmasi veya niyet mektubunun
kontrolu ile dogrular.

The complete and signed application forms, stamped, and dated by the manufacturer himself or the
manufacturer's authorized representative, are controlled by SMR. SMR verifies the company's trade registry
gazettes/business license by checking the authorized representative agreement or letter of intent if the form is
filled in by the authorized representative.

On-bagvurusunun alinmasinin ardindan én-bagvuruda olusabilecek revizyon durumlarinda, her bir
glincelleme, versiyon numarasi verilerek SPS tarafindan M-files’ta ilgili bagvuru klasoériinde kayit altina alinir.
Her bir glinceleme icin SPS basvuru formunun tarih kisminin giincel olmasini, tarih ile birlikte versiyon
numarasl yazilmasini ve imzalanmasini, basvuru yapan imalatci veya yetkili temsilciden talep eder.

In case of revisions that may occur in the pre-application after the pre-application is received, each
update is recorded by SMR in the relevant application folder in M-Files by giving a version number. For each
update, SMR requests from the manufacturer or authorized representative that the date part of the application
form is up to date, that the version number is written and signed along with the date.

Basvuru formu doldurulduktan sonra, SPS tarafindan TCS mail ile bilgilendirilir ve 6n basvuru
degerlendirme Siireci M.PR.07 On Basvurularinin Alinmasi ve Degerlendirilmesi Prosediirii’ne uygun
olarak yuritulir. Degerlendirme sonuglari M.FR.07.02 On Basvuru Degerlendirme Formu ile kayit altina
alinir.

After the application form is filled, TCS is informed by SPS by mail and the pre-application evaluation
process is carried out in accordance with the M.PR.07 Receiving and Evaluating Pre-Applications
Procedure. Evaluation results are recorded with the M.FR.07.02 Pre-Application Evaluation Form.

On basvuru degerlendirmesinin tamamlanmasinin ardindan SPS tarafindan M.FR.23.04 Teklif Formu,
M.PR.23 Ucretlendirme Prosedirii’nde belirlenen Ucretlere uygun olarak hazirlanir ve misteriye e-posta
yolu ile iletilir.

After the product information is received, SMR prepares the M.FR.23.04 Quotation Form in
accordance with the fees determined in the M.PR.23 Determining Audit Fee Procedure and is sent to the
customer via e-mail.
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Musteri tarafindan M.FR.23.04 Teklif Formu’nun onaylanmasi durumunda, musteriye SPS tarafindan
M.FR.23.01 Belgelendirme Soézlesmesi gonderilir ve imzalanmasi istenir. Soézlesme tarafimiza
gonderildikten sonra ANS mail ile bilgilendirilir ve basvuru streci baslatilir.

In case the M.FR.23.04 Quotation Form is approved by the customer, the M.FR.23.01 Certification
Agreement is sent to the customer by SMR and requested to sign it. After the agreement is sent to us, ANR
is informed by mail and the application process is started.

52 Degerlendirme Ucretlerinin Belirlenmesi / Determining Assessment Fees

TCS ilgili 6n bagvuruyu M.PR.07 On Basvurularinin Alinmasi ve Degerlendirilmesi Prosediirii
dokimanina uygun olarak alir ve degerlendirir. On bagvuru sonrasinda yapilan incelemelerin sonuglari
M.FR.07.02 On Bagvuru Degerlendirme Formu ile kayit altina alinir.

MDDR receives and evaluates the pre-applications according to M.PR.07 Receiving & Evaluating
Pre-Applications Procedure. Pre-application evaluation results are recorded in the M.FR07.02 Pre-
Application Evaluation Form.

Denetim suresinin uygun olarak belirlenebilmesi icin SPS tarafindan 6n-basvuru sirasinda M.FR.07.01
Basvuru Formu’nun eksiksiz olarak doldurulmasi istenir ve gerekli evraklarin eksiksiz olarak ulastiriimasi
saglanir.

In order for the duration to be determined appropriately, SMR requests that the M.FR.07.01 Application
Form be filled in completely during the pre-application and the necessary documents are delivered in full.

Denetim slresi M.PR.22 Denetim Siresi Belirleme ve Planlama Prosediri dokimanina uygun
olarak belirlenir ve siireler M.FR.07.02 On Basvuru Degerlendirme Formu’na TCS tarafindan kaydedilir. Bu
degerlendirme sirasinda denetim ekibinde yer alacak uzmanlarin 6én-belirlemesi de yapilir.

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

Tekliflendirme prosesi tamamlandiktan sonra, belirlenen denetim siiresine ve kullanilacak uzmanlara
gére M.TB.23.01 Belgelendirme Ucretleri Tablosu baz alinarak ticretlendirme yapilir. Yapilan ticretlendirme
M.FR.23.01 Belgelendirme So6zlesmesi ile kaydedilir ve 6n basvuruda bulunan kurulusa mail veya faks yolu
ile gonderilir. On basvuruda imalatgl firma veya yetkili temsilcisindeki yetkili kisisi bulunsa bile s6zlesme
sadece imalatgi firmada yetkili imza yetkisine sahip kisi ile imzalanir. Uglincii taraflar sézlesmeye midahale
edemez.

After the quotation process is completed, fees are determined according to the indicated audit duration
and the experts to be employed based on M.TB.23.01 Certification Fees Table. The fees are then recorded
on the M.FR.23.01 Certification Proposal/Agreement and sent to the client through email or fax. Even if the
manufacturer company or its authorized representative is included in the pre-application, the contract is signed
only with the authorized signatory person in the manufacturing company. Third parties can not interfere the
agreement.

Sozlesmenin dogrudan imalatgl ile yapilmasina iligkin kontroller SPS tarafindan, Turkiye ve imza
sirkulerinin gegerli oldugu Ulkelerde imalat¢i firmada imza yetkisi olan kisiye ait imza sirkileri, ticaret sicil
gazeteleri ile gergeklestirilir. Bu durumun disinda olan firma yetkili kisi kontrolleri is lisanslari veya is lisansina
denk yasal dokiimanlarinda belirtilen yetkili kisinin kontrol edilmesi ile gergeklestirilir.

Controls regarding the conclusion of the contract directly with the manufacturer are carried out by
SMR with the signature circular and trade registry gazettes of the person authorized to sign in the
manufacturing company in Turkey and in countries where the signature circular is valid. The company's
authorized person controls, which are out of this situation, are carried out by checking the authorized person
specified in the business licenses or legal documents equivalent to the business license.
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Soézlesmenin imzalanmasinin ardindan basvuru siireci baglatilir. Bagvuru degerlendirmesi sirasinda
veya sonrasinda s6zlesmede belirtilen dederlendirme surelerinde ve Ucretlerde, bagvuru sartlarinda degisiklik
olmasi durumunda degisiklik yapilabilir.

After the agreement is signed, the application process begins. During or after the application
evaluation, the evaluation periods and fees specified in the agreement can be changed in case of a change in
the application conditions.

Belgelendirme dongusinin herhangi bir asamasindaki degdisiklik NOTICE’e firma tarafindan bildirilir
ve degisiklik degerlendirme sonucuna gére SPS, firmadan M.FR.07.01 Basvuru Formu’nu yeniden
doldurmasini ister.

A change at any stage of the certification cycle is notified to NOTICE by the company, and according
to the change assessment result, SMR asks the company to fill in the M.FR.07.01 Application Form again.

M.FR.23.01 Belgelendirme Sozlesmesi, degisiklik sonrasi son duruma gére yeniden hazirlanir ve
musteriye mail yolu ile gonderilir. S6zlemenin imzalanmasinin ardindan SPS, proje liderini (PL) bilgilendirir.
Siure¢ M.PR.35 AB 2017/745 MDR Belgelendirme Prosediri’ne gére devam ettirilir.

M.FR.23.01 Certification Agreement is prepared again according to the latest situation after the
change and sent to the customer via e-mail. After signing the contract, SMR informs the project leader (PL).
The process is continued according to M.PR.35 EU 2017/745 MDR Certification Procedure.

5.3 Ucretlendirme igin Kurallar / Fee Determination Rules

- Toplam adam/gun Ucreti birim saat Gcreti ile toplam strenin ¢arpimi sonucu bulunur. Birim saat Ucreti
degerlendirmenin igerigine gore degisir.

Total person/day fee is determined by multiplying hour unit fee by total duration. Hour unit fee changes
according to assessment content.
- Toplam belgelendirme Ucreti agagidaki formile gore hesaplanir.

Total certification fee is calculated according to the following formula.

Belgelendirme Ucreti = Bagvuru Ucreti + Belge Kullanim Ucreti + (Degerlendirme Siiresi x Birim Saat Ucreti)

Certification fee Application Fee + Certificate Usage Fee + (Assessment duration x Hour unit fee)

- Sinif Is, Im, Ir cihazlar i¢in Ucret sabittir ve asagidaki hesaplama uygulanir.
The rule is applied for devices in Class Is, Im, Ir.

Belgelendirme Ucreti Bagvuru Ucreti + Belge Kullanim Ucreti + 12.000 €

Certification fee Application Fee + Certificate Usage Fee + 12.000 €

- M.TB.22.02 AB 2017/745 MDR inceleme Siireleri — Sinif Is-m-r dokiimaninda belirtilen 2 a/g’ den fazla
gikan degerlendirme siireleri icin M.TB.23.01 Belgelendirme Ucretlerinde tanimli kys degerlendirmesi
adam/gln saat Ucreti uygulanir ve yukaridaki hesaba eklenir.

Assessment durations exceeding 2 person/days, as specified in M.TB.22.02 EU 2017/745 MDR
Review Durations — Class Is-m-r document, incur the man/day hours fee defined in M.TB.23.01
Certification Fees for the assessment of kys, and this fee is added to the calculation above.
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- Verilmis olan bir hizmetin, NOTICE’ den kaynakli 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 olgunlasmis bir kalite yonetim sisteminin olmasi, en az 1 gevrim siresinde
urGn uygunluk sertifikasi sahibi olmasi durumlarina gbre %15 ila %25 arasinda iskonto uygulanabilir.
Iskonto Genel Midir onayi ile yapilir.

If the applicant has a mature quality system, or has a product conformity certificate for at least 1 cycle,
%15 to %25 discount can be applied, Discounts are applied by General Manager’s approval.

- Yeniden belgelendirme denetimlerinde bagvuru 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 disindaki firmalar igin vergiler eklenmez.
Tax is not added to the fees for the clients outside Turkey.

- GOzetim Denetim Ucretleri hesaplanirken asagidaki formul kullanilir.
The following formula is used for calculating surveillance audit fees.

Belge Kullanim Ucreti + (Belgelendirme Ucreti X (%25 ~ %30)***)

Goézetim Ucreti

Surveillance Fee Certificate Usage Fee + (Initial Certification Assessment Fees X (%625 ~ %30)***)

*** Qran asagidaki sekilde uygulanir. ***The rate is applied as follows.
» 1~5 drdin grubu igin %25 > %25 for 1~5 devices group
> 6 ve Uzeri Urlin grubu i¢in %30 > %30 for 6 and over devices group

- Habersiz Saha ve Kisa ihbar denetim ticretlerinde sadece denetim creti, denetimden sonra alinir.
In the Unannounced Site and Short Notice audit fees, only the audit fee is collected after the audit.

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

- Ayni Urin grubunda model/dlgi ekleme (creti hesaplanirken model/dlgi ekleme (Ucretine
degerlendirme siiresi kadar birim saat Ucreti eklenir. Ayrica sertifika degisim Ucreti eklenir.

When calculating the fees for model/variant addition within the same product group unit hour fee is
added to the model/variant addition fees as much as the evaluation period. Also, certificate exchange fee
is added.

- Sertifika transfer Ucretleri ve kapsam genisletme sertifika Ucretleri, ilk sertifika Ucretleriyle aynidir.

Certificate transfer fees and scope extension certification fees are the same as the initial certification
fees.

- Adam / gun suresi Ucretleri, hesaplanan degerlendirme siresine gore ayri ayri eklenir.
Man/day duration fees are added separately according to the calculated evaluation time.

- 1 adam/gin siresi 8 saattir.
The duration of a man/day is 8 hours.

- Sertifika degisikligi durumunda, diger Ucretlere ek olarak sertifika bagina 200 € (icret eklenir.
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In case of certificate change, 200 € fees per certificate are added in addition to other fees.

54 Tiirkiye Pazar igin Ucretlendirme Politikasi / Fee Determination for Turkey Market

Yasal kaydi Tarkiye’ de olan firmalarin belgelendirme faaliyetleri icin doviz pariteleri g6z Ontinde
bulundurulur ve M.TB.23.01 Belgelendirme Ucretleri Tablosu’'na gére belirlenen toplam (icretler izerinden
% 40 ila %70 arasinda indirim yapilabilir.

For the certification activities of companies registered legally in Turkey, foreign currency parities can
be taken into consideration, and a discount ranging from 40% to 70% is applied to the total fees determined
according to the M.TB.23.01 Certification Fees Table.

5.5 Tiirkiye Disindaki Pazarlar igin Ucretlendirme Politikasi / Fee Determination Policy for
Markets Outside Turkey

Tarkiye sinirlari diginda gerceklestirilecek belgelendirme faaliyetleri icin Ulke pazar sartlari géz éniinde
bulundurularak (Grtin risk siniflari, denetginin Turkiye’den gitmesi gibi durumlar g6z éntinde bulundurularak)
arttirilarak Ucret 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.)

6. ILGILi DOKUMANLAR / RELATED DOCUMENTS

M.PR.07 Receiving and Evaluation of Pre-Applications for Certification Procedure
M.PR.22 Audit Duration Determination and Planning Procedure
M.FR.07.01 Application Form

M.FR.07.02 Pre-Application Evaluation Form

M.FR.23.01 Certification Proposal/Agreement

M.FR.23.02 Certification Rules

M.FR.23.03 Product Information Receipt Form

M.FR.23.04 Quotation Form

M.TB.23.01 Certification Fees Table

M.FR.35.21 Application Review Form

EU 2017/745 Medical Device Regulation
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7. REViZYON TARIHi / REVISION HISTORY

A

Revizyon No Revizyon Tarihi ligili Boliim Revizyon Nedeni
Revision No Revision Date Related Section Revision Cause
rev.01 01.03.2022 3. Sorumluluklar / Responsibilities Sorumluluklar yeniden diizenlendi.
Responsibilities have been reorganized.
5.1 Tekliflendirme Yeni bir boélim agilarak tekliflendirme surecinin
Quotation nasil yuritildigi bilgisi eklendi.
A new section has been opened and information on
how the quotation process is carried out has been
added.
5.2. Degerlendirme Ucretlerinin | On Basvuru ve Basvuru siireci birbirinden ayrildi.
Belirlenmesi Pre-Application and Application process are
/Determining Assessment Fees separated from each other.
M.TL.23.01 Belgelendirme Ucretleri Tablosu
eklendi.
M.TL.23.01 Certification Fees Table has been
added.
5.1. Tekliflendirme / Quotation Satis Pazarlama sorumlularinin gérevlerine iliskin
detaylar eklenmistir.
Details on the duties of Sales and Marketing
responsibles have been added.
Satig pazarlama temsilcilerinin yapabilecekleri ile
ilgili detaylar eklenmigtir.
Details about what sales and marketing
representatives can do have been added.
Basvuru  formunun  doldurulmasina  yonelik
sireglere firma sahibi ve yasal temsilcisi olmasi
durumu eklenmigtir.
The status of being a company owner and legal
representative has been added to the processes for
filling out the application form.
Basvuru formunun revize edilmesi durumlarinda
izlenebilirligin saglanmasi adina metot
tanimlanmistir.
In case of revision of the application form, a method
has been defined in order to ensure traceability.
SPS ve TCS’nin 0n bagvuru tekliflendirme
sureglerinde mdusteriler ile gergeklestirecekleri
Rev.02 25.08.2022 goérismeler kisitlanmigtir.
Interviews of SMR and MDDR with customers
during the pre-application quotation processes are
restricted.
NOTICE’nin marka degerini arttiracagina yonelik
indirim bolimu silindi.
The discount section was deleted to increase the
brand value of NOTICE.
Habersiz saha ve kisa ihbar denetimlerinde
Ucretlendirme politikasi detaylandiriimistir.
The remuneration policy is detailed in
unannounced site and short notice audits.
5.2. Degerlendirme Ucretlerinin | Sézlesmenin imzalanmasina yénelik durumlar
Belirlenmesi /Determining Assessment | diizeltildi.
Fees Situations regarding the signing of the contract
have been corrected.
Soézlesmenin dogrudan imalatgi ile yapilmasina
dair durumlar eklendi. Buna iligkin kontrol slirecinin
tanimlamasi yapildi.
Added cases where the contract is made directly
with the manufacturer. The control process for this
has been defined.
Rev.03 21.11.2022 5.1. Tekliflendirme / Quotation On basvurularin alinmasi sirasinda ki iletisim
kanallari diizenlenmistir.
Communication channels were arranged during the
receipt of preliminary applications.
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Rev.04 14.11.2023 5.3 Ucretlendirme igin Kurallar / Fee | Gézetim iicreti hesaplama formiilii degistirildi.
Determination Rules The surveillance fee calculation formula has been
changed.
Absorbe olan veya sla¢ etken maddesi degisikleri
icin
Sinif Is,m,r cihazlar igin belgelendirme {creti
kurallari eklendi.
Certificatin fee rules have been added for class
Is,m,r devices.
Rev.05 15.12.2023 5.3 Ucretlendirme igin Kurallar / Fee | Gézetim iicreti hesaplama formiilii degistirildi.
Determination Rules The surveillance fee calculation formula has been
changed.
Rev.06 12.02.2024 Butln Boélimler / All Sections Dokuman genelinde AB 2017/745 MDR ve ISO
13485 suregleri ayrilmistir.
EU 2017/745 MDR and 1SO 13485 processes are
separated throughout the document.
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