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DISTRIBUTORS AND IMPORTERS CERTIFICATION PROCEDURE Av

1. AMAGC
PURPOSE

Bu prosedir, firmamizin AB 2017/745 Tibbi Cihaz Yonetmeligi Madde 16(2) uyarinca, distribitor veya
ithalatginin Madde 16(4)'deki gerekliliklere uygun olarak gergeklestirdigi faaliyetlerin kalite yonetim sistemini
onaylamak suretiyle, kalite yonetim sistemi belgelendirmenin nasil gergeklestirilecedini anlatmayi
amaglamaktadir.

This procedure aims to explain how to carry out quality manegment system certification by approving the quality
management system of the activities carried out by the distributor or importer in accordance with the
requirements of Article 16(4), pursuant to Article 16(2) of the EU 2017/745 Medical Device Regulation.

2. KAPSAM
SCOPE

Bu prosedur, distribltér ve ithalatgilar icin AB 2017/745 Tibbi Cihaz Regulasyonu Kalite Yénetim Sistemi
belgelendirme sireci igin 6n basvurularin alinmasi ve degerlendiriimesi, tekliflendiriimesi, sézlesmelerin
hazirlanmasi, belgelendirme denetimini, belgelerin yayinlanmasini ve belgelendirme sonrasi faaliyetleri
kapsar.

This procedure covers the receipt and evaluation of pre-applications for the EU 2017/745 Medical Device
Regulation Quality Management System certification process for distributors and importers, bidding,
preparation of contracts, certification audit, publication of documents and after certification activities.

3. SORUMLULUKLAR
RESPONSIBILITIES

AB 2017/745 Tibbi Cihaz Regilasyonu Uriin Uygunlugu én basvurularinin alinmasindan Tibbi Cihaz
Sorumlusu, basvurularin  degerlendirimesinden  Genel Koordinatér, tekliflerin  ve sdézlesmelerin
hazirlanmasindan Satis Pazarlama Sorumlusu, sdézlesmesinin imzalanmasinin ardindan Tibbi Cihaz
Departmanina sozlesmenin iletiimesinden Satis Pazarlama Sorumlusu (SPS), belgelendirme programi
suresince gercgeklestiriiecek denetim planlarinin  hazirlanmasindan Tibbi Cihaz Departmani Planlama
Sorumlusu, hazirlanan denetim planina uygun olarak denetimin gerceklestiriimesinden Proje Lideri (PL) ve
Denetim Ekibi mesuldur.

Medical Device Supervisor is responsible for receiving pre-applications for EU 2017/745 Medical Device
Regulation Product Compliance, General Coordinator for evaluating the applications, Sales Marketing
Responsible for preparing offers and contracts, Sales Marketing Responsible (SMR) for forwarding the contract
to the Medical Device Department after signing the contract, preparing the audit plans to be carried out during
the certification program. The Medical Device Department Planning Responsible is responsible for the
preparation, the Project Leader (PL) and the Audit Team are responsible for carrying out the audit in
accordance with the prepared audit plan.

Belgelendirme denetimi (g6zetim ve degisiklik denetimleri dahil) ve uygunsuzluklarin onaylanmasi sonrasinda
musteri denetim dosyasinin, NOTICE prosedirlerine ve ilgili duzenleyici dokimanlara uygunlugunun
kontrolinden Proje Lideri, final raporunun hazirlanmasindan Son Gézden Gegiriciler sorumludur.

After the certification audit (including surveillance and change audits) and confirming non-conformities, the
Project Leader is responsible for controlling client audit file according to NOTICE procedures and relevant
regulatory documents, Final Reviewers are responsible for preparing final report.
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Final raporunun onaylanmasi sonrasinda belgelendirme komitesi (gozetim ve degisiklik denetimleri dahil)
degerlendirme toplantisinin organize edilmesinden Tibbi Cihaz Departmani Planlama BolimU ve Proje Lideri,
denetim dokimanlarina gére karar vermekten Karar Alicilar sorumludur.

After the approval of the final report, the Medical Device Department Planning Department and the Project
Leader are responsible for organizing the evaluation meeting of the certification committee (including
surveillance and change audits), and the Decision Makers are responsible for making decisions according to
the audit documents.

Belgelendirme komitesinin kararina goére belgenin yayinlanmasindan ANS, yayinlanan sertifikanin misteriye
gonderilmesinden veya yayinlanmama kararinin misteriye iletiimesinden TCS mesuldir.

According to the decision of the certification committee, ANR is responsible for publishing the certificate, and
MMDR is responsible for sending the published certificate to the customer or communicating the decision not
to publish it to the customer.

4. TANIMLAR
DEFINITIONS
AB 2017/745 Tibbi Cihaz Yonetmeligi yayin tarihi 5 Nisan 2017
EU 2017/745: Medical Device Regulation issued on 5 April 2017
NB Onaylanmis Krulus
NB Notified Body
Yetkili Otorite T. C. Saglik Bakanlidi ilag ve Tibbi Cihaz Kurumu

Competent Authority: Turkish Medicines and Medical Devices Agency
Akreditasyon Kurulugsu | TURKAK
Accreditation Agency TURKAK

KEK Kalite El Kitabi

QM Quality Manual

Distributor Uretici veya ithalatgi disinda bir cihazi hizmete sunma anina kadar piyasaya
Distributor arz eden tedarik zincirindeki herhangi bir gergek veya tiizel kisi.

Any natural or legal person in the supply chain, other than the manufacturer or
the importer that make a device available on the market, up until the point of
putting into service.

Ayni gercek veya tuzel kisi, tek bir cihazda hem distribitér hem de ithalatgl
roliini Ustlenemez. Distribuitor, Uretici veya ithalat¢i disinda tedarik zincirinde
yer alan ve bir cihazi hizmete sunma noktasina kadar piyasada bulunduran
herhangi bir gercek veya tuzel kisi.

The same natural or legal person cannot assume both the distributor and
importer roles for a single device. A distributor is any natural or legal person,
other than the manufacturer or importer, who is involved in the supply chain and
places a device on the market up to the point of making it available for use.
ithalatci AB pazarina uglincl bir Ulkeden bir cihaz yerlestiren AB'de yerlesik herhangi
Importer bir gergek veya tuzel kisi.

Any natural or legal person established in the EU that places a device from a
third country on the EU market.

Ayni gercek veya tuzel kisi, tek bir cihazda hem distribitér hem de ithalatgi
roliinu ustlenemez.

The same natural or legal person cannot assume both the distributor and
importer roles for a single device
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MDR Madde 16(2)
MDR Article 16(2):

Asagidakiler bir cihazin uygulanabilir gerekliliklere uygunlugunu etkileyebilecek
bir modifikasyon olarak kabul edilmez:

The following shall not be considered to be a modification of a device that could
affect its compliance with the applicable requirements:

(a) halihazirda piyasaya arz edilmis olan bir cihazla ilgili olarak MDR I. Ekin 23.
Kesimi uyarinca imalatgi tarafindan saglanan bilgiler ile bir cihazi ilgili Gye
devlette pazarlamak igin gerekli olan diger bilgilerin, geviri dahil olmak Uzere,
temin edilmesi;

(a) provision, including translation, of the information supplied by the
manufacturer, in accordance with Section 23 of MDR Annex I, relating to a
device already placed on the market and of further information which is
necessary in order to market the device in the relevant Member State;

(b) eger ilgili Gye devlette Urini pazarlamak icin yeniden ambalajlama
gerekliyse ve stz konusu ambalajlama cihazin orijinal durumunun bundan
etkilenmeyecegi sartlarda yapilmigsa, ambalaj boyutundaki bir degisiklik dahil
olmak Uizere, halihazirda piyasaya arz edilmis olan bir cihazin dig ambalajindaki
degisiklikler. Steril durumda piyasaya arz edilen cihazlar igin, eger steril durumu
korumak icin gerekli olan ambalaj acilir, hasar goérir veya yeniden
ambalajlamadan olumsuz sekilde etkilenir ise, cihazin orijinal durumunun
olumsuz olarak etkilendigi varsayilir.

(b) changes to the outer packaging of a device already placed on the market,
including a change of pack size, if the repackaging is necessary in order to
market the device in the relevant Member State and if it is carried out in such
conditions that the original condition of the device cannot be affected by it. In
the case of devices placed on the market in sterile condition, it shall be
presumed that the original condition of the device is adversely affected if the
packaging that is necessary for maintaining the sterile condition is opened,
damaged or otherwise negatively affected by the repackaging.

MDR Madde 16(3)
MDR Article 16(3):

(2) Asagidaki bentler, birinci fikranin (c) bendinde tanimlandigi sekilde bir
cihazin uygulanabilir gerekliliklere uygunlugunu etkileyebilecek bir modifikasyon
olarak kabul edilmez:

a) Halihazirda piyasaya arz edilmis olan bir cihazla ilgili olarak, ¢eviri dahil olmak
Uzere, Ek l'in 23 numarali maddesi uyarinca imalat¢i tarafindan saglanan
bilgilerin ve bir cihazi pazarlamak i¢in gerekli olan diger bilgilerin temin edilmesi.
b) Eger cihazi pazarlamak icin yeniden ambalajlama gerekliyse ve s6z konusu
ambalajlama cihazin orijinal durumunun etkilenmeyecegi sartlarda yapilmigsa,
ambalaj boyutundaki bir degisiklik dahil olmak tzere, halihazirda piyasaya arz
edilmis olan bir cihazin dis ambalajindaki degisiklikler. (Steril durumda piyasaya
arz edilen cihazlar s6z konusu oldugunda; steril durumu korumak icin gerekli
olan ambalaj agilir, hasar gorir veya yeniden ambalajlamadan olumsuz sekilde
etkilenir ise, cihazin orijinal durumunun olumsuz olarak etkilendigi varsayilr.)
2. For the purposes of point (c) of paragraph 1, the following shall not be
considered to be a modification of a device that could affect its compliance with
the applicable requirements:

(@) provision, including translation, of the information supplied by the
manufacturer, in accordance with Section 23 of Annex I, relating to a device
already placed on the market and of further information which is necessary in
order to market the device in the relevant Member State;

(b) changes to the outer packaging of a device already placed on the market,
including a change of pack size, if the repackaging is necessary in order to
market the device in the relevant Member State and if it is carried out in such
conditions that the original condition of the device cannot be affected by it. In
the case of devices placed on the market in sterile condition, it shall be
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presumed that the original condition of the device is adversely affected if the
packaging that is necessary for maintaining the sterile condition is opened,
damaged or otherwise negatively affected by the repackaging.

MDR Madde 16(4)
MDR Article 16(4):

2. paragrafin (a) ve (b) bentlerinde belirtilen faaliyetlerden herhangi birini
ylruten distribatér veya ithalatgilar; yeniden etiketlenmis veya yeniden
ambalajlanmis cihazi piyasada bulundurmadan en az 28 glin dnce, imalatgiyi
ve yeniden etiketlenmis veya yeniden ambalajlanmis cihazi piyasada
bulundurma niyetiyle ilgili olarak, cihazi bulundurmayi planladiklari Gye devletin
yetkili otoritesini bilgilendirir ve talepleri zerine, imalatgiya ve yetkili otoriteye
cevirisi yapiimis etiket ve kullanim kilavuzu dahil olmak Uzere yeniden
etiketlenmis veya yeniden ambalajlanmis cihazin bir numunesini veya modelini
temin eder. Ayni 28 glnlik slre icerisinde, dagitici veya ithalatci, dagiticinin
veya ithalatginin kalite yonetim sisteminin 3. paragrafta belirtilen gerekliliklere
uydugunu onaylayan, 2. paragrafin (a) ve (b) bentlerinde belirtilen faaliyetlere
tabi olan cihaz tipleri icin atanmis bir onaylanmis kurulus tarafindan diizenlenen
bir sertifikayi yetkili otoriteye sunar.

At least 28 days prior to making the relabelled or repackaged device available
on the market, distributors or importers carrying out any of the activities
mentioned in points (a) and (b) of paragraph 2 shall inform the manufacturer and
the competent authority of the Member State in which they plan to make the
device available of the intention to make the relabelled or repackaged device
available and, upon request, shall provide the manufacturer and the competent
authority with a sample or mock-up of the relabelled or repackaged device,
including any translated label and instructions for use. Within the same period
of 28 days, the distributor or importer shall submit to the competent authority a
certificate, issued by a notified body designated for the type of devices that are
subject to activities mentioned in points (a) and (b) of paragraph 2, attesting that
the quality management system of the distributer or importer complies with the
requirements laid down in paragraph 3.

MDR Madde 13(3)
MDR Article 13(3):

2. paragrafin (a) ve (b) bentlerinde belirtilen faaliyetlerin herhangi birini ytruten
bir dagitici veya ithalatgi; cihaz Gzerinde veya bunun uygulanabilir olmadigi
hallerde, ambalaji Gizerinde veya cihazin beraberinde bulunan bir dokiimanda
yuritilen faaliyetle birlikte adini, kayith ticari unvanini ya da kayith ticari
markasini, kendilerine ulasilabilecek, kayitl is yerini ve adresini belirtir, bdylece
konumlari belirlenebilir.

A distributor or importer that carries out any of the activities mentioned in points
(@) and (b) of paragraph 2 shall indicate on the device or, where that is
impracticable, on its packaging or in a document accompanying the device, the
activity carried out together with its name, registered trade name or registered
trade mark, registered place of business and the address at which it can be
contacted, so that its location can be established.

Distribitor ve ithalatcilar; bilgilerin ¢evirisinin dogru ve giincel olmasini ve 2.
Paragrafin (a) ve (b) bentlerinde belirtilen faaliyetlerin cihazin orijinal durumunu
koruyan bir yolla ve kosullar altinda gergeklestiriimesini ve yeniden
ambalajlanmis cihazin ambalajinin kusurlu, disitk kaliteli veya diizensiz
olmamasini saglayan prosedurler iceren bir kalite yonetim sistemine sahip
oldugundan emin olur. Kalite yonetim sistemi; digerlerine ek olarak givenlik ile
ilgili hususlara cevap vermek veya cihazi bu TizUk’e uygun hale getirmek igin
s6z konusu cihazla ilgili olarak imalat¢i tarafindan yuritilen herhangi bir
dlzeltici faaliyet hakkinda dagiticinin veya ithalatginin bilgilendiriimesini
saglayan proseduirleri kapsar.

Distributors and importers shall ensure that they have in place a quality
management system that includes procedures which ensure that the translation
of information is accurate and up-to-date, and that the activities mentioned in

Dok. No/Doc. No: M.PR.36; Yay. Tar./Iss. Date: 07.09.2021 ; Rev. No: 01 ; Rev. Tar./Rev. Date: 12.08.2024 ; Yur. Tar./Eff. Date: 12.08.2024 Sy./Pg: 4
Hazirlayan / Prepared by Kontrol Eden / Controlled by Onaylayan / Approved by

Dokiman Yonetim Sorumlusu / Kalite Yonetim Sorumlusu / Akreditasyon ve Notifikasyon Sorumlusu /
Document Management Responsible Quality Management Responsible Accreditation and Notification Responsible
Zeynep EMIRDAG Nursel YAHSI S. Burcu OZKAVAK




DISTRIBUTOR VE ITHALATGILAR BELGELENDIRME PROSEDURU  notice A
DISTRIBUTORS AND IMPORTERS CERTIFICATION PROCEDURE Av

points (a) and (b) of paragraph 2 are performed by a means and under
conditions that preserve the original condition of the device and that the
packaging of the repackaged device is not defective, of poor quality or untidy.
The quality management system shall cover, inter alia, procedures ensuring that
the distributor or importer is informed of any corrective action taken by the
manufacturer in relation to the device in question in order to respond to safety
issues or to bring it into conformity with this Regulation.

MDR Madde 13(8) Asagidakiler, ithalatginin bilgilerinin son kullaniciya ulagmasini saglamak
MDR Article 13(8) amaciyla yalnizca tek bir kullaniciya veya saglik tesisine teslim edilen cihazlar
icin gecerlidir.

Below applies exclusively to devices delivered to a single user or healthcare
facility, to ensure the importer's details reach the end user.

ithalatginin bilgilerinin son kullaniciya ulasmasini sadlamak igin ithalatgi,
beraberindeki belgeleri cihazin satilabilir en kigiuk paketiyle (yani, Uretici
tarafindan belirlenen son kullanici tarafindan satin alinabilecek en kiglk paket)
sunmayi dusunmelidir. Cihazin genel glvenlik ve performans gerekliliklerine
uygunlugunu tehlikeye atma riskinin bulundugu durumlarda ithalatgi, bu faaliyeti
imalatgi ile isbirligi icinde gergeklestirir. Boyutu veya konfiglirasyonu nedeniyle
birden fazla kutuda teslim edilen bir cihaz igin, eslik eden belge, tek bir
kullaniciya veya yere saglanmasi kosuluyla, her bir kutuda yerine bir kez
saglanabilir.

-To ensure the importer's details reach the end user, the importer should
consider providing the accompanying documentation with the smallest saleable
package of the device (i.e., the smallest package that can be purchased by the
end user as determined by the manufacturer). In cases where there is a risk of
jeopardising the device’s compliance with the general safety and performance
requirements, the importer may carry out this activity in cooperation with the
manufacturer. For a device delivered in multiple boxes due to its size or its
configuration, the accompanying document may be provided once rather than
on each individual box provided it is supplied to a single user or location.

Ana teknoloji kodu |[MDCG 2019-14’e uygun olarak,

(MDA/MDN) MDAO0100 implante edilebilir aktif cinazlar
Main technology code |MDA0200 Goéruntileme, izleme ve / veya tanilamaya yoOnelik implante
(MDA/MDN) edilemeyen aktif cihazlar

MDAO0300 implante edilemeyen aktif terapotik cihazlar ve genel implante
edilemeyen aktif cihazlar

MDN1100 Aktif olmayan implantlar ve uzun sureli cerrahi invaziv cihazlar
MDN1200 implante edilemeyen aktif olmayan cihazlar

In accordance with the MDCG2019-14,

MDAO0100 Active implantable devices

MDAO0200 Active non-implantable devices for imaging, monitoring and / or
Diagnosis

MDAO0300Active non-implantable therapeutic devices and general active non-
implantable devices

MDN1100 Non-active implants and long term surgically invasive devices
MDN21200Non-active non-implantable devices
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5. UYGULAMA
APPLICATION

(AB) 2017/745 (MDR) Yodnetmeliginin Madde 16(3)'U, cihazlarin yeniden etiketlenmesi ve yeniden
paketlenmesi ile ilgili olarak Madde 16(2)’nin (a) ve (b) bentlerinde belirtilen herhangi bir faaliyeti yuriten
distribttor ve ithalatgilar tarafindan olusturulacak kalite yénetim sistemine iliskin faaliyetleri kapsar.

Article 16(3) of Regulation (EU) 2017/745 (MDR) covers activities related to the quality management system
to be established by distributors and importers carrying out any of the activities mentioned in points (a) and (b)
of Article 16(2) concerning relabelling and repackaging of devices.

MDR’in 16. maddesinin 2. fikrasinin (a) ve (b) bentlerinde belirtilen faaliyetlerden herhangi birini yiriten tim
distribitérler (MDR Madde 14) ve ithalatgilar (MDR Madde 13), distribitorler veya ithalatcilar igin gegerli olan
genel yukamlaliklere halel gelmeksizin, bir kalite ydénetim sistemine sahip olduklarindan emin olmaldir.
Without prejudice to general obligations that apply to all distributors (Article 14 MDR) and importers (Article 13
MDR), distributors or importers carrying out any of the activities mentioned in points (a) and (b) of paragraph 2
of Article 16 of the MDR are required to ensure that they have in place a quality management system.

MDR madde 16(4) maddesinde belirtildigi sekilde distribltdr ve ithalatgilar ile ilgili olarak gerekli hususlari
saglar durumda olduklarinin kontrolleri gergeklestirilecektir. Belgelendirme slreci igin basvuruda bulunan
imalatgilar ve Distribltorler tarafindan cihazin uygulanabilir gerekliliklerine uygun olmasi sarti ile
yapabilecekleri modifikasyonlar (MDR madde 16(4)-a&b) degerlendirilecektir.

As specified in Article 16(4) of the MDR, necessary checks will be carried out to ensure that distributors and
importers comply with the requirements. Manufacturers and distributors applying for the certification process
will have their modifications (MDR article 16(4)-a&b) evaluated if they comply with the applicable requirements
of the device.

Notice belgelendirme strecinin MDR madde 16(4) gerekliliklerini karsilar Ozellikte olmasi igin sireg su
asamalari igerecektir:
Notice, the certification process to meet the requirements of MDR Article 16(4) will include the following stages:

1. Basvuru & Tekliflendirme: Teklifler de dahil olmak lizere basvuru ve/veya s6zlesme suregleri
Application & Quotations: Application and / or contractual processes, including quotations

2. Kaynak Yoénetimi: Personel ve zaman/sire¢ gereklilikleri basta olmak Uzere kaynaklarin tahsisi
Resource Management: Allocation of resources, especially personnel, technical and
time/process requirements

3. Degerlendirme: Degerlendirme sonuglarinin acik olmasini ve degerlendirmede yer almayan
kisilere bu tur bir uyumun nesnel kanitini sunabilmesini saglayacak raporlama sireci
Evaluation: Reporting process so that the conclusions of the assessment are clear and can
represent objective evidence of such compliance to persons that are not themselves involved in
the assessment

4. Sertifikasyon: Sertifikalarin verilmesi, askiya alinmasi, kisitlanmasi ve geri gekilmesine iligkin
kriterler de dahil olmak tzere nihai inceleme ve karar alma
Certification: Final review and decision-making, including criteria for the issuance, suspension,
restriction and withdrawal of certificates
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5.1 Bagvurularin Alinmasi & Sézlesme Faliyetleri / Receiving Applications & Certification Activities

NOTICEe yapilacak tiim basvurular ingilizce ve/veya Tiirkce olmalidir. NOTICE tarafindan gergeklestirilen
uygunluk degerlendirme faaliyetleri ingilizce ve/veya Tiirkge'dir. Firma, kalite yonetim sistemi Ingilizce ve/veya
Tirrkge hazirlamalidir. NOTICE, firma ile gériismelerini ingilizce ve/veya Tiirkge dilinde yapar.

All the applications to NOTICE should be in English and/or Turkish. The conformity assessment activities
performed by NOTICE is English and/or Turkish. Company has to establish quality management system in
English and/or Turkish. NOTICE conducts its meetings with the company in English and/or Turkish.

Tibbi Cihazlar igin, Tibbi Cihazlar distributér ve ithalatcilar kalite yOonetim sistemi belgelendirmesi
basvurusunu M.FR.36.01 Dagiticilar & Ithalatgilar Bagvuru Formu kullanilarak web Uizerinden veya e-posta
ile tarafimiza iletir. Gelen basvurunun degerlendiriimesi M.FR.36.02 Distributorler & Ithalatcilar Bagvuru
Degerlendirme Formu ile yapilir.

Medical Devices distributors and importers submit their quality management system certification
application to us via web or by email by using M.FR.36.01 Distributors & Importers Application Form. The
evaluation of the incoming application is made with M.FR.36.02 Distributors & Importers Application
Evaluation Form.

Distribltér ve ithalatgi tarafindan imzalanmis EN 1ISO 13485 tibbi cihazlar KYS belgelendirme basvurulari
SPS veya SPSY tarafindan alinir.

EN I1SO 13485 medical devices QMS certification applications, signed by a distributor or an importer are
received by SMR or DSMR.

Egder basvuru telefonla veya basvuru sahibinin firmamizi ziyareti yoluyla yapilirsa, bagvuru sahibinin
sorulari SPS, TCS veya ANS tarafindan sézlii olarak cevaplanir. ilk iletisim sonrasinda bagvuru sahibine
M.FR.36.01 Dagiticilar & Ithalatcilar Bagvuru Formu gdonderilir.

If the application is lodged via telephone or during the applicant’s visit to our company, applicant’s questions
are verbally answered by SMR, MDDR or ANR. After the first contact, M.FR.36.01 Distributors & Importers
Application Form will be sent to the applicant.

Mail yolu veya web sitesi Uzerinden yapilan basvularda SPS veya SPSY basvuruda bulunan firmaya
M.FR.36.01 Dagiticilar & Ithalatgilar Bagvuru Formu’nu génderir. Gonderilen M.FR.36.01 Dagiticilar &
Ithalatgilar Bagvuru Formu’nun doldurulmasi ile ilgili takibi SPS veya SPSY yapar ve formun eksiksiz olarak
doldurulmasini saglar.

SMR or DSMR sends, M.FR.36.01 Distributors & Importers Application Form to applicants who have
lodged the applications via mail or through website. SMR or DSMR follows up on filling out the submitted
M.FR.36.01 Distributors&Importers Application Form and ensures that the form is filled out completely.

SPS tarafindan alinan M.FR.36.01 Dagiticilar & Ithalatgilar Bagvuru Formu verilerinin igerigi
M.FR.36.02 Distributor&Ithalatgilar Bagvuru Degerlendirme Formu ile Genel Koordinatdr tarafindan
kontrol edilir. Degerlendirme sonucunda kabul edilen basvurular igin Satis Pazarlama Sorumlusu tarafindan
M.FR.23.04 Teklif Formu hazirlanir ve SPS veya SPSY tarafindan musteriye e-posta yolu ile iletilir. Ret olan
basvurular SPS ve SPSY tarafindan bagvuru sahibine e-mail yolu ile bilgilendirilir.

The content of the M.FR.36.01 Distributors & Importers Application Form received by SMR is checked
by general coordinator against the M.FR.36.02 Distributors & Importers Application Evaluation Form.
Following the evaluation, the M.FR.23.04 Quotation Form is prepared and sent to the customer via email by
SMR or DSMR. Rejected applications are notified to the applicant via e-mail by SMR and DSMR.
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Musteri tarafindan M.FR.23.04 Teklif Formunun imzalanmasi durumunda SPS veya SPSY tarafindan
TCS mail ile bilgilendirilir ve sdzlesme sireci baslatilir. M.FR.36.03-a Sertifikasyon So6zlesmesi (MDR-
Madde 16) TCS tarafindan hazirlanir ve SPS yada SPSY tarafindan muisteriye e-mail yolu ile iletilir. S6zlesme
sadece kurulus yetkili imza yetkisine sahip kisi ile imzalanir. Uglincii taraflar sézlesmeye miidahale edemez.

If the M.FR.23.04 Offer Form is signed by the customer, SMR or DMSR will notify them via MMDR e-
mail and the agreement process will be initiated. M.FR.36.03-a Certification Agreement (MDR- Article 16)
is prepared by TCS and delivered to the customer by SMR or DSMR via e-mail. The contract can only be
signed with the person authorized to sign the organization (importer / distributor). Third parties can not interfere
the agreement.

> Ucretlendirme Politikasi su sekildedir:
Compensation policy is as follow:

Toplam ilk belgelendirme Ucreti asagidaki formile gore hesaplanir.
Total initial certification fee is calculated according to the following formula.

Basvuru inceleme ve Sertifika Kullanim Ucreti + Ik belgelendirme denetim saha licreti + (dokiimantasyon
degerlenirmesi x adam/gin slire Ucreti)

Application Review and Certificate Usage Fee + Initial certification audit site fee + (documentation evaluation
X man/day time fee)

Belgelendirme Ucreti

Certification fee

Toplam gézetim denetim Ucreti asagidaki formile goére hesaplanir.
Total surveillance audit fee is calculated according to the following formula.

Gozetim Denetim
Ucreti
Surveillance Audit
fee

ik belgelendirme denetiminde belirlenen toplam (icreti X %30

Total fee determined at the first certification audit X 30%

Toplam transfer denetim Ucreti asagidaki formule gére hesaplanir.
Total transfer audit fee is calculated according to the following formula.

'[ransfer Denetim
Ucreti
Transfer Audit fee = Assessment fee + Certificate Usage Fee

Degerlendirme iicreti + Belge Kullanim Ucreti

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.

Yeniden belgelendirme denetimlerinde basvuru tcreti alhinmaz.
Application fee is not charged for re-certification audits.

Fiyatlara vergiler dahil degildir.
Tax is not included in the fees.

Tarkiye digindaki firmalar igin vergiler eklenmez.
Tax is not added to the fees for the clients outside Turkey.

Habersiz saha denetim Ucretlerinde sadece denetim Ucreti alinir.
Only audit fees are charged for unannounced site audits.

Kapsam genisletme Ucretleri hesaplanirken degerlendirme siresine belge degisiklik tzreti eklenir.
While scope extension fee is calculated certificate change fee is added to assessment fee
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Degerlendirme Siiresi Ucret
Assesment Duration Fee

Basvuru inceleme Ucreti B 1000 € + KDV

Application Review Fee

Sertifika Kullanim Ucreti

Certification Usage Fee - 2300 € + KDV

ilk Belgelendirme Saha Denetimi Siiresi ve Ucreti alg

Initial Certification Site Audit Duration and Fee 2 m/d 1600 € + KDV

Dokiimantasyon Degerlendirmesi Saat Ucreti 0.25 a/g (dosya bagina) 600 € + KDV

Documentation Assessment Hourly Fee ' a/g (per documentation/file)

Gozetim Degerlendirme Siiresi ve Ucreti

Surveillance Assessment Duration and Fee

Kapsam Genisletme ve Degisiklik Degerlendirme Siiresi ve Ucreti 0.25 alg (dosya bagina) 300 € + KDV

Scope Expansion and Change Assessment Duration and Fee ’ a/g (per documentation/file)

Sertifika Transfer Degerlendirme Siiresi ve Ucreti 025 @9 (dosyabasina) 600 € + KDV

Certificate Transfer Assessment Duration and Fee ' a/g (per documentation/file)

Habersiz Denetim Siiresi ve Ucreti alg

Unannounced Audit Duration and Fee 2 m/d 1600 € + KDV

Ek belge talebi lcreti _ 750 € + KDV

Additional Document Request Free

5.2 Kaynaklarin Tahsisi / Resource Allocation

NOTICE’e gelen bir uygunluk degerlendirme faaliyeti bagvurusunda ihtiyag duyabilecegi kaynaklar
asagida belirtilmigtir.
The resources that NOTICE may need for a conformity assessment activity application are listed below.

Personel Kaynagi / Personnel Resource

Saha denetimlerinde gorevlendirmek igin Saha Bas Denetgisi

Site Lead Auditor for assignment in site audits.

Basvuru gelen cihazin kullanim kilavuzu ve etiket bilgilerinin kontrollerinin yapilacagi ofis denetimleri
icin cihaz turdnun ana teknoloji kodunda atanis tGrin gézden gegirici

A product reviewer appointed in the main technology code of the device type for office audit where the
user manual and label information of the applied device will be checked

Uygunluk degerlendirme faaliyetlerinin tim sureglerini ydnetmek ve kontrol etmek igin Proje Lideri
Project Leader to manage and control all processes of conformity assessment activities

Uygunluk degerlendirme prosesinin son gézden gegirmesi igin Uriine uygun ana MDR & MDT
kodlarinda Son Gézden Gegirici

Final Reviewer in main MDR & MDT codes suitable for the product for final review of the conformity
assessment process

Uygunluk degerlendirme faaliyetlerinin karari igin cihazin teknik alanina uygun ama MDR & MDT
kodlarinda Karar Alici

Decision Maker in main MDR & MDT codes suitable for the technical field of the device for the decision
of conformity assessment activities

Denetim ekibine en yakin teknolojide atamasi tamamlanmis UrGin gézden gegiriciler ve teknoloji uzmanlari atanir.
Uygun atanmig personelin sec¢imi ise M.FR.35.18 MDR Uygunluk Degerlendirme Personeli Listesi kullanilarak
gerceklestirilir.
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Product reviewers and special experts whose assignment is completed in the closest technology are assigned to
the audit team. The selection of personnel is carried out using the M.FR.35.18 MDR Conformity Assessment
Personnel List.

Dokuman Kaynagi / Document Resource

- Rehber dokimanlar
Guidance documents

- Regulasyonlar
Regulations

- NOTICE i¢ dokimanlari ve raporlari
NOTICE internal documents and reports

5.3 Degerlendirme / Evaluation

Musteri, NOTICE tarafindan génderilen s6zlesmeyi imzalarsa, M.FR.36.03-b Belgelendirme Kurallari ve
Genel Sartlar belgesinde belirtilen sartlari misterinin s6zlesme sartlari ile birlikte kabul eder. Sozlesme ile
birlikte musteri, ticaret sicil gazetesinif/is lisansini, imzaya yetkili kisinin imza sirkilerini de (musterinin kayitl
oldugu Ulkede uygulaniyor ise) gondermelidir.

If the customer signs the agreement sent by NOTICE, accepts the terms stated in the M.FR.36.03-b
Certification Rules and General Conditions document together with the client's agreement terms. Along
with the contract, the customer must send the trade registry gazette/business license and the signature circular
of the authorized signatory (if applicable in the country where the customer is registered).

Belgelendirme sozlegsmesi NOTICE’e ulastiginda, basvuru gézden gegirme slrecinin ardindan NOTICE
belgelendirme aktivitelerini baslatir.

Once the Certification contract reaches NOTICE, after application review stage NOTICE initiates
certification activities.

SPS tarafindan teklif hazirlanir ve teklifi imzalanmis olan firmalar igin TCS tarafindan M-Files da proje
acilir. Proje olusturulduktan sonra degerlendirme aktiviteleri TCS tarafindan baslatiir ve Proje Lideri TCS
tarafindan atanir.

A proposal is prepared by SMR and a project is opened in M-Files by MMDR for companies whose
proposals have been signed. After the project is created, evaluation activities are initiated by MMDR and the
Project Leader is assigned by MMDR.

Belgelendirme dénglstnin herhangi bir asamasindaki degisiklik NOTICE’e firma tarafindan bildirilir
ve degisiklik degerlendirme sonucuna gére SPS, firmadan M.FR.36.01 Dagiticilar ve ithalatgilar Bagvuru
Formu’nu yeniden doldurmasini ister. M.FR.23.01 Belgelendirme Sézlegmesi, degisiklik sonrasi son duruma
gore yeniden hazirlanir ve musteriye mail yolu ile génderilir. S6zlemenin imzalanmasinin ardindan SPS, proje
liderini (PL) bilgilendirir.

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.36.01 Distributors & Importers
Application Form again. 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).
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5.3.1. Belgelendirme Programi / Certification Program

Bagvuruda bulunan firmanin degerlendirme surecinin baslatiimasi yéninde karar verildikten sonra PL tarafindan
M.FR.36.04 Distribiitor ve ithalatgilar Belgelendirme Programi olusturulur. Degerlendirme siireci ilerledikge
alinan kararlara gore program son seklini alir. Distribltor / ithalatginin kalite yonetim sisteminin Madde 16(4)'e
gore ilk belgelendirmesi her zaman yerinde bir denetimi igerir.

After it is decided to start the assessment process of the manufacturer submitted application, M.FR.36.04
Distributors and Importers Certification Programme is created by PL. As the assessment process proceeds,
the program takes its final shape according to the decisions taken. The initial certification of the distributor's &
importer's quality management system under Article 16(4) always includes an on-site audit.

NOTICE, ilk denetimi yerinde gerceklestiremedigi (uygun olarak gerekgelendiriimis durumlarda) durumlarda,
uzaktan denetimler de dahil olmak Uzere alternatif 6nlemler uygulayabilir ve en kisa surede, en geg ilk gbzetim
sirasinda yerinde bir denetim gercgeklestirir.

In cases where NOTICE cannot carry out the initial audit on-site (with appropriate justification), it may apply
alternative measures, including remote audit, and carry out an on-site audit as soon as possible, at the latest
during the first surveillance.

Basvuru sahibinin kalite yonetim sisteminin tim kapsamini géstermek ve AB 2017/745 MDR Madde16
gerekliliklerini karsilayip karsilamadigini belirlemek icin gereken faaliyetlerin sayisini ve sirasini agikga
tanimlayan bir degerlendirme programi, proje icin atanan Proje Lideri tarafindan M.FR.36.04 Distribitér ve
ithalatgilar Belgelendirme Programiiizerinde, M.TB.36.01 MDR Madde 16(4) Belgelendirme Programi Tablosu
temel alinarak olusturulur. Bu program, Firmanin tim tesislerinde ve uygulanabiliyor ise tedarikgilerin/tageronlarin
sahasinda denetim yapmay igerebilir. Hazirlanan program dogrultusunda faaliyetler baslatiir. NOTICE,
belgelendirme faaliyetlerinin herhangi bir asamasinda gerekli olmasi durumunda, bu programda degisiklik yapma,
faaliyet ekleme hakkina sahiptir. Program Uzerinde yapilacak degisikliklerin aciklamasi, programin son béliumine
yazilir. Yapilan degisiklikler PL tarafindan onaylanir.

An assessment program that clearly defines the number and sequence of activities required to demonstrate
the full scope of the applicant's quality management system and determine whether it meets the requirements of
EU 2017/745 MDR Atrticle 16, by the Project Leader appointed for the project on Distributors and Importers
Certification Program, and it is created based on TB.36.01 MDR Article 16(4) Certification Program Table. This
program may include audits at all Firm's facilities and if applicable at suppliers/subcontractors. Activities are
started in line with the prepared program. NOTICE has the right to make changes in this program and add
activities, if necessary at any stage of the certification activities. The explanation of the changes to be made on
the program is written in the last part of the program. Changes made are approved by PL.

Proje Lideri, s6z konusu basvuru igin belgelendirme programini hazirlarken asagidaki hususlardan emin olur.
The Project Leader makes sure of the following points while preparing the certification program for the application
in question.

-Uygunluk degerlendirme prosesinde goérevlendirilecek dederlendirme personelininin, bagvuru kapsaminda yer
alan tum dranler igin yetkilendirilmis olmasi, personelin tarafsizlik agisindan bir risk olusturmamasi.

The assessment personnel to be assigned in the conformity assessment process should be authorized for all
products within the scope of the application, and the personnel should not pose a risk in terms of impartiality.
-Gergeklestirilecek uygun degerlendirme faaliyetlerinin NOTICE prosedirlerine uygun belirlenmesi,
Determination of appropriate assessment activities to be carried out in accordance with NOTICE procedures,

- Basvuru kapsaminda yer alan cihazlarin érnekleme yapilarak degerlendiriimesi gerekiyor ise, érneklemenin
belgelendirme ¢evrimi icerisinde tim cihazlari kapsamasi,
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If the devices within the scope of the application need to be evaluated by sampling, the sampling should cover all
devices within the certification cycle,

- Basvuru kapsaminda yer alan tim lokasyonlarin denetlenmesi, érnekleme yapilacak ise bu érneklemenin saha
secgiminin M.PR.22 Denetim Siiresi Belirleme ve Planlama Prosediiriinde belirtilen hususlara (madde 5.3.6)
uygun olarak yapilmasi,

Audit of all locations within the scope of the application, if sampling is to be carried out, this sampling should
include if any, site selection should be made in accordance with the issues specified in the M.PR.22 Audit
Duration Determination and Planning Procedure (article 5.3.6),

- Basvuru kapsaminda yer alan kritik tedarikgilerin érneklemesinin planlanmasi,

Planning the sampling of critical suppliers, where applicable, for in the application,

- Saha denetimi igin gevirmen, rehber (dil ve kiltur farkhliklarindan kaynakli ihtiyaglar) ihtiyaglarinin olup olmadig,
whether translator and guide (language and cultural diversity needs) is needed for on-site audit

- Ek teknik uzman ihtiyacinin olup olmadigi

If additional technical experts are needed

Proje Lideri, ilgili bagvuru igin ihtiyag duyulan belgelendirme faaliyetlerini Belgelendirme Programinda
belirledikten sonra dokiiman ve saha degerlendirme siregleri baslatilir.

After the Project Leader determines the certification activities needed for the relevant application in the
Certification Program, the document and field evaluation processes are started.

5.3.2. Dékiumantasyon Degerlendirmesi / Documentation Review

Dokiimantasyon degerlendirmesi ilgili ana teknik alanda atamasi tamamlanmis bir Uriin Gézden Gegirici (MDR
& MDT) tarafindan gercgeklestirilir. Bu degerlendirme M.FR.36.05 IFU Etiket ve Paketleme Kontrol Listesine
kaydedilir. Bu degerlendirme IFU, etiket ve paketleme surecinin kontrolu ile sinirhdir.

Documentation review is carried out by a Product Reviewer (MDR & MDT) whose assignment is completed in
relevant main technical field. This assessment is recorded in M.FR.36.05 IFU Label and Packaging Control
List. This assessment is limited to IFU, label and packaging process control.

Degerlendirmeyi yapacak olan Uriin G6zden Gegirici(ler) M.FR.08.01 Denetim Ekibi Gérevlendirme Formu
ile, ilgili projeye atanmis Proje Lideri ve Akreditasyon&Notifikasyon Sorumlusu tarafindan atanir.
The Product Reviewers to make assessment is assigned through M.FR.08.01 Audit Team Assignment Form
by the Project Leader assigned in relevant project and Accreditation & Notification Responsible.

Dokumantasyon degerlendirmesi ofis incelemesi olarak gergeklestirilir. Dosya basina inceleme siresi 0,25
adam/gun olarak belirlenir.

Documentation evaluation is performed as an office review. The review time per file is determined as 0.25
man/day.

5.3.3.  UDI ve EUAMED Kayit Degerlendirmesi / UDI and EUAMED Registration Review
ithalatgilar ve distribitérler, sirasiyla piyasaya sirdiikleri veya kullanima sunduklar cihazlarin CE isareti
tasimasini, gerekli bilgilerle birlikte sunulmasini ve Ydénetmeliklere uygun olarak etiketlenmesini ve uygun
oldugu durumlarda bir UDI tahsis edilmesini saglamaktan sorumludur.
Importers and distributors respectively are responsible for ensuring that the devices they place on the market
or make available bear the CE marking, are presented with the necessary information and are labeled in
accordance with the Regulations, and are allocated a UDI where appropriate
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Buna ek olarak, ekonomik operatérlerin tedarik ettikleri veya kendilerine tedarik edilen sinif [l implante edilebilir
cihazlar i ¢in UDI'leri Madde 27(8) MDR ‘a gore saklama yukimliliklerine tabidirler.

In addition, economic operators are subject to obligations to retain UDIs in accordance with Article 27(8) MDR
for class Il implantable devices they supply or have supplied to them.

Yonetmelik Madde 16(1) uyarinca ithalatcilarin, distributorlerin veya diger gercek veya tizel kisilerin
imalatgilarin yukumluluklerini Ustlendigi durumlarda, EUDAMED'e imalat¢i olarak kaydolmalari gerekmektedir.
ithalatgilar ve distriblitérler, MDR Madde 25'de belirtilen izlenebilirlik yikimliliklerini karsilarlamakla
yukUmladdar.

In accordance with Article 16(1) of the Regulation, in cases where importers, distributors or other natural or
legal persons assume the obligations of manufacturers, they are required to register as manufacturers with
EUDAMED. Importers and distributors are obliged to meet the traceability obligations specified in MDR Article
25.

Bir cihazin ithalatgilari, 6zellikle Tizugun Ek VI, Kisim A, Bélim 1'inde belirtilen bilgilerinin saglanmasi, MDR
Madde 31’e gére EUDAMED adresine kayit yaptirmasi gerekmektedir. Distribitérler EUDAMED'e kayit
yaptirmak zorunda degildir, ancak MDR Madde 30(2) ve Madde 27(2) goére cihazi kullanima sunduklari Gye
devletlerin ulusal kayit gerekliliklerine tabi olabilirler.

Importers of a device must register at EUDAMED in accordance with Article 31 of the MDR, in particular
providing the information set out in Annex VI, Part A, Chapter 1 of the Regulation. Distributors are not required
to register with EUDAMED, but may be subject to the national registration requirements of the member states
in which they make the device available in accordance with Article 30(2) and Article 27(2) MDR.

ithalatgilarin EUDAMED'de asag@ida bulunan bilgileri dogrulama yikimldlikleri bulunur;

Importers have various verification obligations in EUDAMED, including:

* Verification that the device is registered according to Article 13(4) of the Regulation

Regulation Article 13(4);verifying that the device is registered,

+ MDR Madde 30(3) gore ureticinin veya yetkili temsilcinin, bir cihazin (iIsmarlama uretilen bir cihaz disinda)
piyasaya slrulmesinden sonraki iki hafta icinde gerekli bilgileri EUDAMED'e bildirdigini dogrulamasi ve bu
bilgilerin eksik veya yanlis oldugu durumlarda geri bildirimde bulunmasi

According to Article 30(3) of the MDR, the manufacturer or his authorized representative must verify that he
has provided EUDAMED with the necessary information within two weeks after a device (other than a custom-
made device) is placed on the market and report back if this information is incomplete or incorrect.

sithalatgi, MDR Madde 31(5)'de tanimlanan araliklarla kendi kayit bilgilerinin eksiksiz, dogru ve giincel
oldugunu dogrulamali

The importer should verify that its registration information is complete, accurate and up-to-date at the intervals
defined in Article 31(5) of the MDR.

Bu degerlendirme ilk belgelendirme sirasinda saha denetiminde gergeklestirilir.
This evaluation is carried out during the field inspection during the initial certification.

5.4 Saha Denetimi (ilk Belgelendirme) / Site Audit (Initial Certification)

Distribltor ve ithalatgi igin basvuru kapsaminda olan Urilin sayisi fark etmeksizin saha denetiminin stresi 2
al/g” olarak belirlenmistir. Basvuru kapsaminda birden fazla adres olmasi durumunda farkli her bir adres igin
saha denetim slresine “1 adam/ginlik” ekleme yapilarak saha denetim suresi belirlenir.

The site audit duration is determined as “2 man/days” per application for distributors and importers, regardless
of the number of products included in the application. In case there are multiple addresses within the scope of
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the application, an additional “1 man/day” is added to the site audit duration for each different address, to
determine the site audit duration.

Denetim sirasinda en azindan asagidaki konular tzerine odaklanilir ve bulgular M.FR.36.06 Distribiitor ve
ithalatgi Degerlendirme Raporu ile kayit altina alinir:

During the audit, at least on the following subjects are focused and findings are recorded in M.FR.36.06
Distributors and Importers Assessment Report:

e yOnetim sisteminin dokiimantasyonu,
documentation of the management system,

e Madde 16(2)'nin (a) ve (b) bentlerinde atifta bulunulan faaliyetlerin yuratilmesi igin gerekli tesis ve
ekipmanlarin yani sira tedarik¢i ve alt yuklenicilerin secimi, kontroli de dahil olmak Uzere kaynak
yénetimi,
resource management, including premises and equipment necessary to carry out activities referred
to in points (a) and (b) of Article 16(2) as well as selection and control of suppliers and sub-contractors

e operasyonu desteklemek icin gerekli kaynak ve bilgilerin mevcudiyetini saglayan personele
faaliyetlerin ve sorumluluklarin atanmasina iliskin politikalar,
policies for assignment of activities and responsibilities to personnel ensuring the availability of
resources and information necessary to support the operation,

e distribltor veya ithalatginin Uretici tarafindan alinan herhangi bir dizeltici eylemden haberdar
edilmesini saglayan prosedurler,
procedures ensuring that the distributor or importer is informed of any corrective action taken by the
manufacturer,

e uygun olmayan cihazlarin ele alinmasina yonelik prosedurler dahil olmak izere diizeltici faaliyetlerin
yonetimi ve gerektiginde saha guvenligi duzeltici eylemleri ve bunlarin verimliliginin dogrulanmasi
dahil olmak tzere piyasa geri cagirmalari,
management of corrective actions including procedures for handling non-conforming devices and
market recalls including, when necessary, site safety corrective actions and verification of their
effectiveness,

e cihazlarin izlenebilirligini saglamaya yodnelik prosedurler, ayrica etiketler, kullanim talimatlar ve
urtinde yapilan degisiklikleri gésteren dis ambalaj,
procedures to ensure traceability of the devices as well as labels, instructions for use and outer
packaging indicating the changes made to the product,

e dokimanlarin kontrol(,
control of documents,

e kayitlarin kontrold,
control of records,

e i¢c denetimler ve yoOnetim incelemesi dahil kalite yonetim sisteminin uygulanmasinin ve
surdurdlmesinin denetimi.
supervision of the implementation and maintenance of the quality management system, including
internal audits and management review.

o ofis ortaminda yapilan IFU, Etiket, Paketleme Dokimantasyon incelemesi sirasinda tespit edilen
uygunsuzluklarin dogrulamasi,
verification of non-conformities detected during IFU, Label, Packaging Documentation examination in
the office

e |IFU, Etiket, Paketleme Dokiimantasyon incelemesi sonrasinda degerlendirici tarafindan M.FR.36.04
Distribiitor ve ithalatgilar Belgelendirme Programi dokimani igerisinde “IFU, Etiket, Paketleme
Dokiimantasyon Ofis incelemesi” bélimiiniin “Var ise sonraki denetim icin notlar” maddesi igerisinde
belirtiimis konular.

The subjects stated in “If applicable notes for next audit” clause of “IFU, Label, Packaging
Documentation Office Examination” section in M.FR.36.04 Distributors and Importers Certification
Program by assessor after IFU, Label, Packaging Documentation review.
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Denetim sirasinda uyulmasi gereken kurallar M.TL.35.04 Denetimde Denetim Ekibi Tarafindan Uyulmasi
Gereken Kurallar Talimatinda tanimlanmistir.

The rules to be followed during the audit are defined in M.TL.35.04 Rules to be Observed by the Audit Team
in Audits Instructions during the Audit.

5.5 Belgelendirme Karari / Certification Decision

Uygunsuzluklarin bas denet¢i tarafindan dogrulanmasi ve/veya denetim sonrasinda direkt belgelendirme
tavsiyesinin verilmesi durumunda denetim dosyasi Proje Lideri tarafindan gézden gegirilir.

If nonconformities are confirmed by the lead auditor and/or a direct certification recommendation is given after
the audit, the audit file is reviewed by the Project Leader.

GoOzden gecirmenin sonucunda belgelendirme sirecinin NOTICE dokimanlarina ve ilgili duzenleyici
dokimanlara uygunlugunun onay verilir ise dosya, belgelendirme karari igin final gézden gegirici ve karar
alicinin onayina sunulur.
As a result of the review, if the certification process is approved for compliance with NOTICE documents and
relevant regulatory documents, the file is submitted to the final reviewer and decision maker for approval for
the certification decision.

Proje Lideri tarafindan yapilan kontrol sonucu uygun degil ise degerlendirme ekibi tarafindan gerekli diizeltici
faaliyetlerin gergeklestiriimesi igcin dosya degerlendirme ekibine geri gdnderilir.

If the result of the control made by the Project Leader is not appropriate, the file is sent back to the evaluation
team for the necessary corrective actions to be taken by the evaluation team.

Dosyanin uygun sekilde hazirlanmasi tamamlandiktan sonra belgelendirme karar igin Proje Lideri, Planlama
bélimind bilgilendirir. Planlama Bolimu, belgelendirme komitesi toplantisinin planlamasini M-files Gzerinde
“Belgelendirme Komitesi Karti” agcarak gerceklestirir (Belgelendirme komitesinde yer alacak Uyeler, s6z konusu
musterinin dederlendirmesinin herhangi bir asamasinda bulunmamig olmaldir. Ayrica Proje lideri de
belgelendirme komitesinde yer alamaz).

After the preparation of the file is completed properly, the Project Leader informs Planning Department for
certification decision. The Planning Department plans the meeting of the Certification Committee throughout
M-Files by opening “The Card of the Certification Committee” (Members to be included in the certification
committee must not have been involved in any stage of the assessment of the respective client. Additionally,
the project leader cannot be part of the certification committee.)

Belgelendirme komitesinde yer alacak Son G6zden Gegiriciler, Karar Alicilar, ANS ve Proje Lideri tarafindan,
M.FR.35.18 MDR Uygunluk Degerlendirme Personeli Havuzu Formunda yer alan ilgili teknik alanlarda
atanmis i¢ kaynakli Karar Alici ve Son Gézden Gegirici olarak isaretlenmis degerlendirme personellerinden
segilir. Planlama Boélimu belgelendirme komitesinin 3 is guinu i¢erisinde toplanmasini saglar.

Final Reviewers and Decision Makers placed in the Certification Committee are selected by ANR and Project
Leader from assessment personnel signed as internally sourced Decision Maker and Final reviewer assigned
in relevant technical field located in M.FR.35.18 MDR Assessment Personnel List. The Planning Department
ensures that the Certification Committee meeting is held within 3 business days.

Son gdzden gegirici yaptigi kontroliiniin sonucunu M.FR.36.07 Distribiitor ve ithalatgilar Final Raporu ile
kayit altina alinir. Karar Alici ile Son Gézden Gegiricinin ayni kisi olmasi durumunda M.FR.36.07 Distribiitor
ve ithalatgilar Final Raporu belgelendirme komitesi toplantisi sirasinda Karar Alici tarafindan doldurulur.
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The Final Reviewer records the result of his control through M.FR.36.07 Distributors and Importers Final
Report. In case the Decision Maker is the same person with the Final Reviewer, M.FR.36.07 Distributors
and Importers Final Report is filled by the Decision Maker during the meeting of the Certification Committee.

Son Gdzden Gegirici, final raporunu onayladiktan sonra belgelendirme komitesinde yer alan karar alici ile
belgelendirme slrecinin tamaminin uygunlugunun kontroliinti, Belgelendirme Komite Toplantisi ile
gerceklestirir ve sonucunu M.FR.36.08 Distribiitér ve ithalatgilar Belgelendirme Karar Tutanag ile kayit
altina alir.

After approving the final report, the Final Reviewer carries out control of the conformity of complete certification
process with the Decision Maker involved in certification committee through Certification Committee Meeting
and records the result of the meeting in M.FR.36.08 Distributors and Importers Certification Decision
Form.

Belgelendirme kararinda gorev alacak olan personel M.PR.25 Belgelendirme Komitesi Caligsma
Prosediiriine uygun olarak davranir.

The personnel who will take part in the certification decision acts in accordance with M.PR.25 Certification
Committee Work Procedure.

Belgelendirme kararinin alinmasindan sonra belgelendirme kapsamina uygun olarak M.FR.36.09 AB Kalite
Yonetim Sistemi Sertifikasi — MDR Madde 16 yayinlanir. Sertifika ingilizce ve / veya Tiirkge olarak yayinlanir.
Sertifika kapsamina uygun olarak AB 2017/745 MDR Madde 16(2) de a ve b bentlerinden birinde beyan edilen
ve onaylanan faaliyet hangisi ise agiklanarak yayinlanir.

After the certification decision is taken, M.FR.36.09 EU Quality Management System Certificate — MDR
Article 16 is issued in accordance with the scope of certification. The certificate is published in English and/or
Turkish. In accordance with the scope of the certificate, the activity declared and approved in one of the clauses
a and b in Article 16(2) of the EU 2017/745 MDR is explained and published.

MDR Madde 16(4) uyarinca diizenlenen sertifikalarin (Kapsam genigletmeleri de dahil olmak tizere gézetim
ve degisiklikler) sertifikalarinin gegerlilik stresi en fazla 3 yildir.

Certificates issued in accordance with MDR Article 16(4) (including scope extensions, surveillance, and
changes) have a validity period is up to 3 years.

5.6 Zaman Tablosu / Time Table

Asama / Stage Zaman / Time
Saha Denetimi / Site Audit

Plan Denetimden 2 glin 6nce
Plan 2 days before audit
Musteriye denetim raporunun saglanmasi Saha denetiminden sonra 7 is gunu igerisinde
Audit report is submitted to the customer Within 7 work days after on-site audit
Uygunsuzluklar igin kok neden ve dizeltici faaliyet Saha denetiminden sonra 15 is gunu igerisinde musteri
planlari tarafindan gonderilir.
The root clause and corrective actions plans of Sent by the customer within 15 work days after on-site
nonconformities audit

Saha denetiminden sonra 90 is guinu igerisinde musteri
Uygunsuzluk kapatma tarafindan gonderilir.
The nonconformities closing Sent by the customer within 90 work days after on-site

audit

Belgelendirme Karari / Certification Decision

Belgelendirme Komitesi Toplantisi Dosya onayindan sonra 3 is guinl igerisinde

Dok. No/Doc. No: M.PR.36; Yay. Tar./Iss. Date: 07.09.2021 ; Rev. No: 01 ; Rev. Tar./Rev. Date: 12.08.2024 ; Yur. Tar./Eff. Date: 12.08.2024 Sy./Pg: 16
Hazirlayan / Prepared by Kontrol Eden / Controlled by Onaylayan / Approved by

Dokiman Yonetim Sorumlusu / Kalite Yonetim Sorumlusu / Akreditasyon ve Notifikasyon Sorumlusu /
Document Management Responsible Quality Management Responsible Accreditation and Notification Responsible

Zeynep EMIRDAG Nursel YAHSI S. Burcu OZKAVAK




DISTRIBUTOR VE ITHALATGILAR BELGELENDIRME PROSEDURU  notice A

DISTRIBUTORS AND IMPORTERS CERTIFICATION PROCEDURE A'
Certification committee meeting Within 3 work days after file approval
Sertifikanin Yayinlanmasi Komite kararindan sonra 3 is gunu igerisinde
Issue of the Certificate Within 3 work days after committee decision
Sertifikanin Gonderilmesi Yayin sonrasi 3 is gunu icerisinde
Sending Certificate Within 3 work days after issuing
Sertifika Gegerliligi Gegerlilik siiresi en fazla 3 yil
Certificate Validity The validity period is up to 3 years.
5.7 Belgelendirme Sonrasi Faaliyetler / Activities After Certification

5.7.1 Gozetim Denetimleri/ Surveillance Audits

NOTICE, asagidaki hususlari dikkate alarak uygun gozetim faaliyetlerini gergeklestirir.
The notified body performs the proper surveillance activities, taking into account the following aspects.

ik belgelendirmeden sonra NOTICE, 12 ile maksimum 24 ay arasinda, kalite yénetim sisteminin fillen yerinde
oldugunu ve uygulandidini dogrulamak icin bir gézetim denetimi gergeklestirir.

After the first certification NOTICE performs one surveillance audit between 12 and max. 24 months in order
to confirm the certified quality management system is actually in place and implemented.

Gozetim denetimi belgelendirme kararinin alindigi tarihten itibaren 12 ay igerisinde (3 yil gegerliligi olan
sertifikalar hari¢) yapilamamasi durumunda firmanin belgesi, 12 aylik sirenin doldugu tarihten itibaren (3 yil
gecerliligi olan sertifikalar igin 24 ay) ANS tarafindan M.PR.10 Belgelerin Askiya Alinmasi, Kapsam
Daraltmasi, iptali ve Bildirimi Prosediirii'ne gére askiya alinir.

If the surveillance audit cannot be completed within 12 months (except for certificates valid for 3 years) the
certification date, the certificate will be suspended by the ANR from the date on which the 12-month validity is
completed (24 months for certificates valid for 3 years). M.PR.10 Certificates Suspension, Scope reduction,
Withdrawal & Notification Procedure is proceeded in this regard.

Yerinde gbézetim denetimleri denetlenen kurum, organizasyonu ve ilk denetim ve takip faaliyetlerinde kazanilan
deneyime iliskin bir risk degerlendirmesine dayanir.

On-site surveillance audits are based on a risk evaluation of the audited entity, its organization and the
experience gained in the initial audit and follow-up activities.

ik belgelendirme kapsaminda gergeklestirilen ofis incelemesi ve saha incelemeleri sonucunda asagida
belirtilen hususlarda majér uygunsuzluk tespit edilmemesi durumunda gézetim denetimi i¢in yerinde denetimi
gergeklestiriimeme karari alinabilir. Bu karar M.FR.36.04 Distribiitér ve ithalatgilar Belgelendirme
Programi ile kayit altina alinir. Degerlendirme verileri M.FR.36.06 Distribiitér ve ithalatgi Degerlendirme
Raporu ile kayit altina alinir.

As a result of the office audits and on-site audits carried out within the scope of the initial certification, if major
nonconformities are not detected in the following matters, a decision may be made not to carry out site audits
for surveillance audits. This decision is recorded with M.FR.36.04 Distributor and Importers Certification
Program. Evaluation data is recorded with M.FR.36.06 Distributor and Importer Assessment Report.

«  Ortam sartlari kontrol cihazlari, bakim ve/veya kalibrasyon cihazlarin izlenebilirli§ini saglamaya ydnelik
prosedurler ve slreglerde tespit edilen bulgu
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Findings detected in the procedures and processes to ensure traceability of environmental conditions
control devices, maintenance and/or calibration devices

» Etiketler, kullanim talimatlari ve Grinde yapilan dedisiklikleri gosteren dis ambalajlama slrecinde
kullanilan kalite yonetim sistemi dokiimanlarinda tespit edilen bulgular
Findings detected in the quality management system documents used in the outer packaging process,
which show labels, instructions for use and changes made to the product

Denetimler sirasinda uygunsuzluklarin ortaya ¢ikmasi durumunda, uygulanan dizeltici faaliyetlerin etkinligini
dogrulamak i¢in yerinde veya ofis ek denetimler yapilabilir. Distriblitor veya ithalatgl 6nerdiginde ek
denetimlerin de yapilmasi gerekebilir:

In case non-conformities are raised during the audits, additional audits may be conducted, either onsite or off-
site, to verify the effectiveness of the implemented corrective actions. Additional audits may also need to be
performed when the distributor or importer proposes

a) sertifikanin kapsadigi stireclerde 6nemli degisiklikler veya

a) significant changes to the processes covered by the certificate or

b) sertifikanin kapsadigi faaliyetlerde ve cihaz tirlerinde genigletme

b) expansion in the activities and types of devices covered by the certificate

Alternatif olarak, sertifikanin daha kisa bir gegerlilik stresi (en fazla 3 yil) belirlenmesi sartiyla NOTICE, gerekli
gormedikge (firma ile ilgili bir sikayet durumu olmamasi, onaylanan kalite yonetim sisteminin olgunlugu gibi
durumlarda) yillik gézetim denetimleri yapmamaya karar verebilir.

Alternatively, provided that a shorter validity period of the certificate is set (maximum 3 years) NOTICE may
decide not to perform annual surveillance audits, unless it considers it necessary (in cases such as the absence
of a complaint about the company, the maturity of the approved quality management system).

Gozetim denetimlerinde, saha denetim suresi ilk belgelendirme denetimlerinde belirlenen strenin %70 i
referans alinarak hesaplanir.

In surveillance audits, the site audit duration is calculated by taking as reference 70% of the time determined
in initial certification audits.

5.7.2 Kapsam Genigletme ve Degisiklik Degerlendirmeleri / Scope Extension and Changing
Assessments

Dagitici veya ithalat¢inin, AB 2017/745 Tibbi Cihaz Yénetmelidi Kalite Yonetim Sistemi belgesinde daha dnce
belirtimeyen yeni cihaz turleri de dahil olmak tzere, sertifika kapsaminin genisletilmesi gibi AB 2017/745 Tibbi
Cihaz Yonetmeligi kapsaminda belgelendirilecek faaliyetler Gzerinde dnemli etkisi olan degisikliklerin veya bu
faaliyetlerin yurataldiga saha(lar)in (taseronlar dahil) degistiriimesi, cihaz tirleri bakimindan sertifikanin
gecerliligini etkileyebilecek herhangi bir degisiklik planinin MDR Madde 16(4) uyarinca sunmasi gerekir.

The distributor or importer must submit any change plans, in accordance with MDR Article 16(4), which may
have a significant impact on activities to be certified under Regulation (EU) 2017/745 on medical devices,
including but not limited to, the expansion of the scope of certification to include new types of devices not
previously specified in the Quality Management System certificate under Regulation (EU) 2017/745 on medical
devices, or changes to the field(s) (including subcontractors) where these activities are conducted, and which
may affect the validity of the certificate in terms of device types.

NOTICE, bu tur degisiklik bildirimlerini degerlendirir ve 6nerilen degisikligin tiriine bagli olarak, degisikliklerin
onaylanmadan 6nce yerinde veya saha disinda bir denetim yapilmasina gerek olup olmadigina karar verir.
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NOTICE evaluates such change notifications and, depending on the type of change proposed, determines
whether an on-site or offsite audit is required before the changes are approved.

Madde 16(4) kapsaminda belgelendiriimesi gereken faaliyetler Gzerinde énemli etkiye sahip olan degisiklikler;
sertifika kapsamini genigletme, Madde 16(4) sertifikasinda daha énce belirtiimemis yeni cihaz turlerini icerme,
16(2) b) Madde faaliyetini ilgilendiren veya bu faaliyetlerin gerceklestirildigi tesislerin (alt yUkleniciler dahil)
degisiklik durumunda, her zaman yerinde bir dederlendirmeyi gerekir.

Changes that have a significant impact on activities requiring certification under Article 16(4) necessitate an
on-site assessment whenever there is an expansion of the scope of certification, inclusion of new types of
devices not previously specified in the Article 16(4) certificate, or in the event of changes related to the activities
specified in Article 16(2) b) or to the facilities where these activities are conducted (including subcontractors).

Yeni faaliyetler veya yeni cihaz tirleri olmasi durumunda sertifikaya eklenir. Bu durumda kapsama eklenen
yeni Urlnler nedeni 1 a/g saha ve 0,25 a/g ofis denetimi olacak sekilde denetim planlanir ve gergeklestirilir.
Kapsam genigletme ve degisiklik bagvurusunun gézetim denetimi ile bir degerlendiriimesi gereken durumlarda,
1 al/g olarak belirlenen ek inceleme siresi gozetim denetimi suresine dahil edilebilir.

In case of new activities or new device types, they are added to the certificate. In this case, the audit is planned
and carried out as 1 m/d site audit and 0,25 m/d office audit due to new products added to the scope.In cases
where the scope expansion and change application needs to be evaluated with a surveillance audit, the
additional review period determined as 1 m/d may be included in the surveillance audit period.

Kapsam geniletme / degisiklik denetimi incelemeleri sonucunda degerlendirme verileri M.FR.36.06 Distribiitor
ve ithalatg1 Degerlendirme Raporu ile kayit altina alinir. Son Gézden Gegirici, final raporunu onayladiktan
sonra belgelendirme komitesinde yer alan karar alici ile belgelendirme surecinin tamaminin uygunlugunun
kontroliinu, Belgelendirme Komite Toplantisi ile gerceklestirir ve sonucunu M.FR.36.08 Distribiitor ve
ithalatgilar Belgelendirme Karar Tutanag: ile kayit altina alir.

As a result of scope expansion / change audit reviews, evaluation data is recorded with M.FR.36.06
Distributor and Importer Assessment Report. After approving the final report, the Final Reviewer carries
out control of the conformity of complete certification process with the Decision Maker involved in certification
committee through Certification Committee Meeting and records the result of the meeting in M.FR.36.08
Distributors and Importers Certification Decision Form.

5.7.3 Yeniden Belgelendirme Denetimleri / Re-certification Audits

ilk Belgelendirme faaliyetleri sonunda miisteriye saglanan, AB 2017/745 Tibbi Cihaz Yénetmeligi Kalite
Yoénetim Sistemi Degerlendirme sertifikalarinin gecerlilik stresi en fazla 3 yildir.

The validity period of the EU 2017/745 Medical Device Regulation Quality Management System Evaluation
certificates provided to the customer at the end of the Initial Certification activities is maximum 3 years.

Sertifika gegerlilik slresinin sonuna gelmeden Once misteri tarafindan talep edilirse ve tarafimizdan
degerlendirilip basvuru kabul edilirse yeniden belgelendirme sireci yuritillir. Yeniden belgelendirme
denetimleri, belgenin gecerlilik stresinin bitiminden en erken 15 ay 6nce yapilir.

If requested by the customer before the expiration of the certificate validity period and accepted upon our
evaluation, the recertification process will be initiated. Recertification audits are conducted no earlier than 15
months before the expiration of the validity period of the certificate.

Madde 5.3.2 ve Madde 5.4 arasinda agiklanan stire¢ devam ettirilir. Belgelendirme ile ilgili karar madde 5.5de
aciklandigi sekilde alinir.
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The process described in Articles 5.3.2 and 5.4 is continued. The decision regarding certification is taken as
explained in article 5.5.

5.7.4 Denetimin Yerinde Gergeklestirilememe Durumlari / Inability to Perform on-site Audit

NOTICE' in saha denetimi yapma yetenegini kisitlayan olaganusti olaylar veya durumlarda uzaktan denetimler
gerceklestirilebilir. Uzaktan denetim yapip yapmama karari M.PR.31 Uzaktan Denetim Prosediiriine gore
verilir.

Remote audits may be performed in extraordinary events or situations that limit NOTICE's ability to conduct
site audits. The decision whether to perform a remote audit or not is made according to M.PR.31 Remote Audit
Procedure.

5.7.5 Habersiz Saha Denetimi / Unannounced Audits

Uriin giivenligini tehdit eder durumda (depolama, sevkiyat, etiket ve kullanim kilavuzu bilgileri ile sinirli kalacak
sekilde) bir sikayet tespit edilmesi halinde, uygunluk degerlendirmesi tamamlanan musterinin tesislerinde
M.TL.36.02 MDR Madde 16 Habersiz Saha Denetimleri Talimatina uygun olacak sekilde habersiz saha
denetimleri gerceklestirilir. Degerlendirmenin objektif kanitlari M.FR.36.10 MDR Madde 16 Habersiz Saha
Denetimi Raporuna kaydedilir. Komite karari M.FR.36.08 Distribiitor ve ithalatgilar Belgelendirme Karar
Tutanagi ile kayit altina alinir.

In case a complaint threatening product, safety is identified (limited to storage, shipment, label, and user
manual information), unannounced site audits are conducted at the customer's facilities in accordance with
M.TL.36.02 MDR Article 16 Unannounced Site Audits Instructions. The objective evidences of the
assessment are recorded in M.FR.36.10 MDR Article 16 Unannounced Site Audit Report. The committee
decision is recorded with M.FR.36.08 Distributors and Importers Certification Decision Form.

5.7.6 Belgelerin Askiya Alinmasi, Kapsam Daraltmasi, iptali ve Bildirimi / Certificates Suspension,
Scope reduction, Withdrawal and Notification

Belgelerin askiya alinmasi, kapsam daraltmasi, iptali ve bildirimi ANS tarafindan M.TL36.01 MDR Madde 16
Belgelerin Askiya Alinmasi, Kapsam Daraltmasi, iptali ve Bildirimi Talimati’'na gére gerceklestirilir.
Suspension, scope reduction, withdrawal and notification of certificates are carried out by ANR in accordance
with M.TL.36.01 MDR Articlel6 Certificates Suspension, Scope reduction, Withdrawal & Notification
Instruction.

5.7.7 ltiraz ve Sikayetlerin Degerlendirilmesi / Appeals and Complaints

Uygunluk degerlendirme faaliyetleri sirasinda basvurunun alinmasindan itibaren alinan tim kararlar dahil
olmak (izere miisteri tarafindan yapilan tim itiraz ve sikayetler M.PR.24 itirazlar ve Sikayetlerin
Degerlendirilmesi Prosediirii’'ne gdre islemler yuratalar.

All objections and complaints made by the customer, including all decisions taken since the application is
received during the conformity assessment activities, are processed in accordance with M.PR.24 Appeals
and Complaints Evaluation Procedure.
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