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NOTICE Belgelendirme Muayene ve Denetim Hizmetleri A.$. basvurusu alinan tim firmalara cografi konumuna, buyikligine ve
Uye oldugu dernek ya da kuruluglara bakilmaksizin her kosulda esit ve tarafsiz davranacaktir. Uygunluk degerlendirme
sureglerinin tamaminda, komite ve galisanlarimizin tarafsizlik prensiplerine bagli kalmalari yapmis olduklar faaliyetlerde hig bir
tarafin baskisina maruz kalmadan ve higbir kurum ya da kisinin ¢ikarini gézetmeden objektif verilere dayali givenilir hizmet
sunmalari sarti kurulusumuzun en énemli prensibidir.

NOTICE Certification Inspection and Audit Services 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 yukumlUliklerini yerine getirmek amaci ile NOTICE, olasi ¢ikar gatismalarini olusturdugu risk yénetim sireci ile analiz
etmis, gerekli dnlemleri almistir ve risk analizini strekli 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 yénetmeliklerinin sartlarina uygun olarak tibbi cihaz Griin uygunlugu degerlendirme ve
ISO 13485 standardina gdre tibbi cihazlar kalite yonetim sistemi degerlendirme denetim surecinde goérev alan personel (i¢ ve dis)
ile denetim sonrasinda yapilan karar asamasinda gorev alan personel (ig) farkh kisilerden olmasini uyguladidi prosediirler ile
saglar.

NOTICE has established procedures to ensure that the personnel (internal and external), who participated in the process of
medical device conformity assessment and 1ISO 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 (st yonetimi, Griin uygunlugu degerlendirme ve kalite yonetim sistemi dederlendirmesinin karar siirecinde olumlu veya
olumsuz her hangi bir etkide bulunmayacagini, tarafsizligini etkileyecek bir durum tespit ettiginde ilgili stirec(ler)e son verecegini
ve hizmet verdigi kuruluglarin itibarini zedeleyebilecek her tlirli davranistan sakinacagini taahhut 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 st yonetimi, yetkin, acik, tarafsiz ve bagimsiz bir tavirla tim urin uygunlugu degerlendirme ve kalite yonetim sistemi
degerlendirme faaliyetlerini yiritebilmek icin 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.

NQTICE yetkilendirildigi ve faaliyet gésterdigi tim kapsamlarda, ilgili ydnetmeliklerin, standartlarin ve ilgili eklerinin gerekliliikleri
icin tam sorumluluk aldigini ve almakta oldugumuzu taahh(t eder.

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

NOTICE farkh bir belgelendirme kurulusunun kalite yonetim sistemini denetlemez ve belgelendirmez.

NOTICE does not audit or certify another notified body’s quality system.

NOTICE, NOTICE st yonetimi ve uygunluk degerlendirme sureglerinde yer alan tim personel (i¢ ve dis) ve diger personel, triin
uygunlugu degerlendirme ve kalite yonetim sistemi degerlendirme faaliyetleri ile ilgili olarak kararlarinin ve degerlendirmelerinin
bagimsizlidi ile gelisecek higbir faaliyette bulunmaz. Uygunlugunu degerlendirdikleri trlinlerin tasarimcisi, imalatgisi, tedarikgisi,
ontajcisi, ticari amagli satin alicisi, sahibi, ticari amagli kullanicisi, bakimcisi, veya klinik arastirmasinda gorevli ya da bu
kesimlerin sahibi, yetkili temsilcisi ve ortadi degildir.

OTICE, NOTICE top’management, (internal and external) personnel involved in conformity assessment processes and other
personnel, is not degigner, manufacturer, supplier, commercial user, installer or attendee/responsible in the clinical investigation
dl medical deviceg nor the authorized representative of any of those parties engaged in these activities and is ensured with
R.06.05 Persoyinel Confidentiality and Impartiality Agreement signed by NOTICE top management, conformity assessment
pdrsonnel or ogher personnel.

NQTICE urinf uygunlugu degerlendirme ve kalite yonetim sistemi dederlendirme faaliyetleri sirasinda personel gorevlendirirken
asdgidaki hysuslari dikkate alir.

NQIICE takes the following items into consideration when assigning personnel for product conformity assessment and quality
mah&gemgent system assessment activities;

akkinda karar alinacak firma ile ilgili tarafsizhgini tehlikeye dustrebilecek derecede yakin iligki icerisinde bulunmamasina
akrabalik, arkadaslk vs.)

aving close relationship (kinship, friendship etc.) which may jeopardize with impartiality with the company for which the
dedgsion will be made;
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ISO 13485 standardina gore kalite yonetim sistemi denetimleri igin son 2 yil; Uriin uygunlugu degerlendirme denetimleri igin
son 3 yil igerisinde tetkiki gerceklestirilecek firmada gérev almamasina
For quality management system audits according to 1ISO 13485 standard within the last 2 years; for product conformity
assessment audits and within the last 3 years, not being involved in the company (not being an employee of the company)
to be audited

« ISO 13485 standardina gore kalite yonetim sistemi denetimleri igin son 2 yil; Griin uygunlugu degerlendirme denetimleri igin
son 3 yil igerisinde tetkiki gerceklestirilecek firmaya danismanlik, firmaya 6zel egitim, i¢ denetim hizmeti vermek ya da veren
bir danismanlik firmasinda gérev yapmamasina

*  For quality management system audits according to 1ISO 13485 standard within the last 2 years; for product conformity
assessment audits and within the last 3 years,not providing consultancy, company specific training, internal audit services or
working in a company which provides those services to the company to be audited.

+ Tibbi cihaz Urin uygunlugu degerlendirme denetimleri igin son 3 yil icerisinde degerlendirme kapsamindaki Urtnin

Ureticisine, yetkili temsilcisine, tedarikgisine/teseronuna ve ticari rakiplerine danigsmanhk (Grinin ve/veya prosesin
olusturulmasi, tasarimi, pazarlamasi, bakimi ya da klinik arastirma konularinda) hizmeti dahil herhangi bir hizmet sunmamasi
veya teklif vermemesi (12.03.2015 tarih ve 29293 sayili Resmi Gazete'de yayinlanan "Tibbi Cihazlar Alaninda Faaliyet
Gosterecek Onaylanmis Kuruluslara Dair Teblid"nin Ek-I'ine ve Commission Implementing Regulation (EU) No 920/2013 EK
| madde 1.3(b)’'ye gore)
Not offering or providing, during the last 3 years, any kind of service including consultancy services (for the design,
construction, marketing, maintenance or clinical investigation of the products or processes under assessment) to the
manufacturer, his authorized representative, a supplier or a commercial competitor. (according to Annex-l of the bulletin on
"Notified Bodies to Perform Activities in the Field of Medical Devices" issued in official gazette humbered 29293 dated
12.03.2015 and Annex |, article 1.3(b) of Commission Implementing Regulation (EU) No 920/2013)

* Uygunluk degerlendirmesi yapilan tibbi cihazlari tasarlamamasi, imal etmemesi, temin etmemesi, ticari amach
kullanmamasi,kurulumunu yapmamasi veya ilgili klinik arastirmada goérev almamasi ya da yapanlarin yetkili temsilcisi
olmamasi
Not being designer, manufacturer, supplier, commercial user, installer or attendee/responsible in the clinical investigation of
the medical devices under assessment nor authorized representative of the parties involved in those activities,

* Tibbi cihaz Urin uygunlugu degerlendirme denetimleri icin son 3 yil icerisinde degerlendirme kapsamindaki (riinin
tireticisinden veya tagseronundan egitim almamasi
For medical device conformity assessment audits, not having received any training from the manufacturer or subcontractor
of the products in the certification scope in the past 3 years

Bu hususlari ve uygunluk degerlendirme personelinin gérevlendirildigi kurulusta NOTICE ile is baglantisi sona erdikten sonraki 3
yil boyunca ticari bir faaliyette bulunmayacagini, personeli ile imzaladi§i hizmet sézlesmeleri, gizlilik ve tarafsizlik sézlesmeleri ile
garanti altina alir.Uriin uygunlugu degerlendirme ve kalite yénetim sistemi degerlendirme hizmeti verdigi kuruluslara ig tetkik ve
firmaya 6zel egitim faaliyetinde bulunmaz. NOTICE hizmet verdigi tibbi cihazlarin kalite ydonetim sistemi uygunluk degerlendirmesi,
tibbi cihaz Uriin uygunluk degerlendirmesi, makine yonetmeligdi Uriin uygunluk degerlendirmesi (Griin belgelendirme) alanlarinda
ve diger hi¢bir alanda danismanlik hizmeti vermez.
Signing service agreements, confidentiality and impartiality agreements with personnel guarantees the above-mentioned items
as well as the point that conformity assessment personnel will not be involved in a commercial activity with the organization to be
audited for the next 3 years after terminating business with NOTICE. NOTICE does not perform internal audits and special
trainings for companies for which it provides product conformity assessment and quality management system assessment
services. NOTICE does not provide consultancy services in the fields of conformity assessment of the quality management system
of medical devices, medical device product conformity assessment, product conformity assessment (product certification)
agcording to machinery directive and any other areas.

OTICE, danismanlik’hizmeti veren kuruluglara denetim ve belgelendirme karari faaliyetini tasere etmez.

DTICE does not sdbcontract audit & certification decision making activities to consultancy companies.

DTICE, yetkilendirildigi ve faaliyet gosterdigi alanlarda tim mdsterilerine verdigi hizmet ile ilgili Gcretlendirmesini belirledigi

plosedirlere gdfe yapar, hig bir musterisine farkli bir Gcretlendirme (daha ucuz, daha pahali) yapmaz. Verdigi hizmetleri ilgili

standart ve yopletmeliklere uygun olarak belirledigi prosedirlere gore yuritir. Daha basit, daha hizl bir proses yuriitmez.

NQTICE detefmines the prices for the services to be provided based on the established procedures. NOTICE does not charge its

cIi ts differgntly (cheaper or more expensive). NOTICE provides services based on the procedures it has established according

to tf\e 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
28.01.2021
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