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IMPARTIALITY DECLARATION Av

NOTICE Belgelendirme Muayene ve Denetim Hizmetleri A.S., basvurusu alinan tim firmalara cografi konumuna,
blylkligune ve lye oldugu dernek ya da kuruluslara bakilmaksizin her kosulda esit ve tarafsiz davranacaktir. Uygunluk
degerlendirme streclerinin tamaminda, komite ve galisanlarimizin tarafsizlik prensiplerine bagh kalmalari, yapmis
olduklari faaliyetlerde higbir tarafin baskisina maruz kalmadan ve higbir kurum ya da kisinin ¢ikarini gézetmeden objektif
verilere dayali gtivenilir hizmet sunmalari sarti kurulusumuzun en énemli prensibidir.

NOTICE Belgelendirme Muayene ve Denetim Hizmetleri A.S. treats all clients equally and impartially without considering
their geographic location, size, or association with any organizations. All Notice employees and committee members,
who participate in the conformity assessments, also adhere to impartiality and confidentiality principles and they will
provide services based on objective evidence of conformity without favoring any organization or individuals. This is the
most important principle of our organization.

Tarafsizlik yikamluliklerini yerine getirmek amaci ile NOTICE, olasi ¢ikar ¢atismalarini olusturdugu risk yonetim sireci
ile analiz etmis, gerekli dnlemleri almistir ve risk analizini siirekli gézden gecirmektedir. Tarafsizliginin saglandiginin
surekli degerlendirmesi yilda en az bir kez gergeklestirilen Tarafsizlik Komitesi toplantilari ile yapiimaktadir.

In order to comply with impartiality requirements, NOTICE has considered and analyzed the risks associated with conflict
of interests by following the risk management process, taken all necessary precautions and continuously reviews risk
analysis. Compliance with impartiality is evaluated in the Impartiality Committee meetings, which are held at least once
a year.

Akreditasyon standartlarinin ve ilgili AB ydnetmeliklerinin sartlarina uygun olarak tibbi cihaz Grin uygunlugu
degerlendirme ve 1ISO 13485 standardina gore tibbi cihazlar kalite yonetim sistemi degerlendirme denetim siirecinde
gorev alan personel (i¢, dis ve taseron) ile denetim sonrasinda yapilan karar asamasinda gorev alan personel (i) farkh
kisilerden olmasini uyguladigi prosedurler ile saglar.

NOTICE has established procedures to ensure that the personnel (internal, external and subcontractors), who
participated in the process of medical device conformity assessment and ISO 13485 medical device quality system
assessment according to the requirements of accreditation standards and related EU regulations, are different from the
personnel (internal), who participate in the post-audit decision making processes.

NOTICE ust yonetimi, Griin uygunlugu degerlendirme ve kalite yonetim sistemi degderlendirmesinin karar siirecinde
olumlu veya olumsuz herhangi bir etkide bulunmayacagini, tarafsizhdini etkileyecek bir durum tespit ettiginde ilgili
sureg(ler)e son verecegini ve hizmet verdigi kuruluslarin itibarini zedeleyebilecek her tirli davranistan sakinacagini
taahh(t eder.

The top management of NOTICE undertakes not to positively or negatively affect the decision-making processes related
to product conformity assessment and quality management system assessments and to cease the relevant process(s)
once a situation affecting its impartiality is detected, and to avoid any behavior that might damage the reputation of the
client’s organizations.

NOTICE ust yonetimi, yetkin, acik, tarafsiz ve bagimsiz bir tavirla tim uriin uygunlugu degerlendirme ve kalite yonetim
sistemi degerlendirme faaliyetlerini yirGtebilmek i¢in gerekli kaynaklari saglamaktadir.

NOTICE top management provides all necessary resources for a competent, open, impartial and independent product
conformity assessment and quality management system assessment process.

NOTICE yetkilendirildigi ve faaliyet gosterdigi tim kapsamlarda, ilgili yonetmeliklerin, standartlarin ve ilgili eklerinin
gereklilikleri igin tam sorumluluk aldigini ve almakta oldugumuzu taahhit eder.

NOTICE has undertaken full responsibility for all requirements of regulations, standards and related annexes within the
areas it was appointed and performs activities.

NOTICE farkli bir belgelendirme kurulusunun kalite yénetim sistemini denetlemez ve belgelendirmez.
NOTICE does not audit or certify another notified body’s quality system.

NOTICE, NOTICE st yonetimi ve uygunluk dederlendirme sireglerinde yer alan tim personel (ig, dis ve taseron) ve
diger personel, urin uygunlugu degerlendirme ve kalite yonetim sistemi degderlendirme faaliyetleri ile ilgili olarak
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kararlarinin ve degerlendirmelerinin bagimsizhidi ile gelisecek higbir faaliyette bulunmaz. Uygunlugunu degerlendirdikleri
drtnlerin tasarimcisi, imalatgisi, tedarikgisi, montajcisi, ticari amagl satin alicisi, sahibi, ticari amacgh kullanicisi,
bakimcisi veya klinik arastirmasinda gorevli ya da bu kesimlerin sahibi, yetkili temsilcisi ve ortagi degildir.

NOTICE, NOTICE top management, personnel (internal, external and subcontractors) and involved in conformity
assessment processes and other personnel, is not designer, manufacturer, supplier, commercial user, installer or
attendee/responsible in the clinical investigation of medical devices nor the authorized representative of any of those
parties engaged in these activities and is ensured with M.FR.06.05 Personnel Confidentiality and Impartiality Agreement
signed by NOTICE top management, conformity assessment personnel or other personnel.

NOTICE Uriun uygunlugu degerlendirme ve kalite yonetim sistemi degerlendirme faaliyetleri sirasinda personel
gOrevlendirirken asagidaki hususlari dikkate alir.

NOTICE takes the following items into consideration when assigning personnel for product conformity assessment and
quality management system assessment activities;

e Degerlendirdikleri cihazin tasarimcisi, imalatgisi, tedarikgisi, kurulumcusu, alicisi, sahibi veya bakim/teknik
servis yapani olamaz. Bununla birlikte s6z konusu taraflarin herhangi birinin yetkili temsilcisi de olamaz. Tam
zamanli veya yari zamanli, Ucretli veya Ucretsiz ¢alisani olamaz.

Cannot be the designer, manufacturer, supplier, installer, purchaser, owner or maintenance/technical service
provider of the device they are assessing. At the same time, they cannot be the authorized representative of
any of the parties in question. They cannot be full-time or part-time, paid or unpaid employees.

e Atamalarinin gerceklestirildigi cihazlarin; tasariminda veya yapiminda, pazarlamasinda, kurulumunda ve
kullaniminda ya da bakiminda/teknik servisinde yer almaz veya bu faaliyetleri gergeklestirenlerin temsilcisi
olamaz, tam zamanli veya yari zamanli, Ucretli veya Ucretsiz ¢alisani olamaz.

Do not take part in the design or construction, marketing, installation and use or maintenance/technical service
of the devices to which their assignments are made, or cannot be the representative of those who perform these
activities, cannot be their full-time or part-time, paid or unpaid employees.

e Bagimsizliklarina, tarafsizliklarina ve obijektifliklerine olan glveni tehlikeye disirebilecek higbir teklifte

bulunmaz ve saglamaz. Ozellikle degerlendirmesini yaptiklari cihazlarin ya da siireglerin tasarimi, yapimi,
pazarlamasi veya bakimi/teknik servisi hakkinda, imalatgiya, imalatginin yetkili temsilcisine, bir tedarikgisine
veya bir ticari rakibe birebir egitim dahil danismanlk hizmetleri teklif etmez ve saglamaz. Bu konularda
danigmanlik hizmetleri saglayan higbir kurulusla baglantili olmaz.
Do not make or provide any offers that could jeopardize the confidence in their independence, impartiality and
objectivity. In particular, do not offer or provide consultancy services, including one-to-one training, to the
manufacturer, the manufacturer's authorized representative, a supplier or a commercial competitor regarding
the design, construction, marketing or maintenance/technical service of the devices or processes they are
assessing. They are not affiliated with any organization that provides consultancy services on these issues.

e Atamalarinin gergeklestirildigi uygunluk degerlendirme faaliyetlerine iliskin dirustlikleriyle ve kararlarinin
bagimsizliklariyla catigabilecek higbir faaliyette bulunmaz.

Do not engage in any activity that may conflict with their honesty regarding the conformity assessment activities
for which their assignments are made and the independence of their decisions.

- Tibbi cihaz sirketinden, onun yetkili temsilcisinden, bir tedarikgisinden veya bir ticari rakibinden finansal menfaat
saglamak (hisse, pay, tahvil/yatinm fonu, emeklilik fonu vb. sahibi olmak, tazminat, tcret, maas, hibe, kira lcreti,
burs, sponsorluk almak, dogrudan konferans/seminer katilimlari icin masraflari karsilatmak, patentler, ticari
markalar, teknik bilgiler ve/veya kisiye ait olan veya dogrudan yararlanicisi olunan bir tibbi cihazla ilgili telif haklari
dahil olmak Gzere fikri mulkiyet haklarina sahip olmak.)

Obtaining financial benefits from the medical device company, its authorized representative, a supplier or a
commercial competitor (owning shares, margins, bonds/mutual funds, pension funds etc.; taking compensation,
wages, salaries, grants, rental fees, scholarships, sponsorships; direct reimbursement for conference/seminar
participation; owning intellectual property rights including patents, trademarks, technical information and/or
copyrights related to a medical device owned or directly beneficiary.)

- Tibbi cihaz sirketinin, onun yetkili temsilcisinin, bir tedarikgisinin veya bir ticari rakibinin arastirmacisi ve/veya
bas arastirmacisi olmak (klinik arastirma yapmak)
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Being a researcher and/or principal investigator of the medical device company, its authorized representative, a
supplier, or a commercial competitor (conducting clinical research)
- Tibbi cihaz sirketinden, taseronundan veya yetkili temsilcisinden egitim almak.

Obtaining training from the medical device company, subcontractor or authorized representative.

NOTICE, personellerinin gecmisteki deneyimlerinin, hizmet verdigi musterilerinin degerlendirme faaliyetlerinin
tarafsizligini, bagimsizligini ve objektifligi riske atmamasi i¢in asagidaki durumlar olustugunda uygunluk degerlendirme
personelini, musterisinin uygunluk degerlendirme faaliyetlerinde gérevliendirmemektedir.

NOTICE does not assign conformity assessment personnel to its customer's conformity assessment activities when the

following situations occur, so that the past experiences of its personnel do not jeopardize the impartiality, independence
and objectivity of the evaluation activities of the customers it serves.

- ISO 13485 standardina goére kalite yonetim sistemi denetimleri i¢in son 2 yil; degerlendiriimesi gergeklestirilecek
firmada ve/veya grup sirketlerde gorev almak (firmanin tam zamanl/yari zamanli, Ucretli/Gcretsiz ¢alisani olmak)
Last 2 years for quality management system audits according to ISO 13485 standard; to work in the company
and/or group companies to be evaluated (full-time/part-time, paid/unpaid employee of the company)

- AB 2017/745 MDR uygunluk degerlendirme igin gorevlendirildikleri firmada ve/veya grup sirketlerinde,
degerlendirdikleri cihazin tasarimcisi, imalatgisi, tedarikgisi, kurulumcusu, alicisi, sahibi veya bakim/teknik servis
yapan! olarak ¢alismak. Bu cihazin klinik arastirmasinda ¢alismak.

To work as a designer, manufacturer, supplier, installer, buyer, owner or maintenance/technical service provider of
the device they are assessing, in the company and/or group companies they are assigned for EU 2017/745 MDR
conformity assessment. To work in clinical research of that device.

- 1SO 13485 standardina gore kalite ydnetim sistemi denetimleri icin son 2 yil; AB 2017/745 MDR uygunluk

denetimleri igin son 3 yil igerisinde firmaya ve/veya ayni gruba ait sirketlere danigsmanlik, firmaya 6zel egitim, i¢
denetim hizmeti vermek ya da veren bir danismanlik firmasinda gérev yapmak. ((EU) No 745/2017 EK VIl madde
1.2.3(d), 1.2.4’e gore ); Firmadan ve/veya grup sirketlerinden, yetkili temsilcisinden veya taseronundan egitim
hizmeti almak.
In the last 2 years for quality management system audits according to ISO 13485 standard; in the last 3 years for
EU 2017/745 MDR compliance audits; to provide consultancy, company-specific training, internal auditing services
to the company and/or companies belonging to the same group or to work in a consultancy firm provides them.
(According to (EU) No 745/2017 Annex VIl article 1.2.3(d), 1.2.4); to receive training services from the company
and/or group companies, its authorized representative or subcontractor.

NOTICE, danismanlik hizmeti veren kuruluglara denetim ve belgelendirme karari faaliyetini tasere etmez.
NOTICE does not subcontract audit & certification decision making activities to consultancy companies.

NOTICE, yetkilendirildigi ve faaliyet gosterdigi alanlarda tim musterilerine verdigi hizmet ile ilgili tcretlendirmesini
belirledigi prosedirlere gére yapar, higbir misterisine farkli bir Gcretlendirme (daha ucuz, daha pahali) yapmaz. Verdigi
hizmetleri ilgili standart ve yonetmeliklere uygun olarak belirledigi prosedurlere gore yirutir. Daha basit, daha hizli bir
proses yurutmez.

NOTICE determines the prices for the services to be provided based on the established procedures. NOTICE does not
charge its clients differently (cheaper or more expensive). NOTICE provides services based on the procedures it has
established according to the relevant standards and regulations. It does not perform a simpler or faster process.

Ozlem Vicdan Akdag
Yonetim Kurulu Bagkani /Chairman of Board
Yonetim Kurulu Adina / On behalf of Board of Directors
27.08.2022
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