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Uygunluk degerlendirme faaliyetlerini gerceklestirecegim musteri ile
tarafsizhigimi tehlikeye diistirebilecek derecede yakin iliski (akrabalik,
arkadaslik, ortaklk, daha 6nce galismis olmak vb.) igerisinde bulunmadigimi
boyle bir iliski s6z konusu oldugunda derhal Malta Conformity Assessment
Ltd.’e (buradan itibaren MCA olarak anilacaktir) bildirecegimi,

Tibbi cihazlarla ilgili uygunluk degerlendirme alaninda gorevlendirilecegim
firmada, onun bagli bulundugu gurup sirketlerinde ve onun ticari rakipleribe
son 3 yil igerisinde gorev almadigimi, danismanlik, misteriye 6zel egitim ve
ic denetim hizmeti vermedigimi veya bu hizmetleri veren bir kurulusta
calismadigimi boyle bir durum s6z konusu oldugunda gorevi kabul
etmeyerek, derhal MCA’ya bildirecegimi,

Uygunluk degerlendirme faaliyetlerini objektif kanitlara dayandirarak, adil,
tarafsiz, bagimsiz ve dirust bir sekilde gergeklestirecegimi, MCA’nin
sayginlik ve itibarini zedeleyecek her tiirlii davranistan kaginacagimi,

Higbir kisi ve kurulus ile gikar iliskisi icinde olmayacagimi, hizmet verdigim
kisi/kurulus veya temsilcisinden kendi lehime ya da bir bagkasi lehine gikar
saglayici herhangi bir talepte bulunmayacagimi, boyle bir teklif gelmesi
durumunda kesinlikle reddedecegimi ve bunu derhal MCA’ya bildirecegimi,

MCA ve misterilerine ait her turli bilgi ve belgenin gizlilig§ine 6nem
verecegimi, onaylanmis kuruluslardan sorumlu otoriteler, tye ulkelerin
yetkili otoriteleri, Avrupa Komisyonu, Akreditasyon Kurumlari ve yasal
talepler harici Gglinci taraflarla paylasmayacagimi,

Uygunluk Degerlendirme aktivitelerini ydritirken edindigim batin
bilgilerin gizli olarak siniflandirildigini anladigimi,

Onaylanmis kuruluglardan sorumlu otoriteler, Uye dlkelerin yetkili
otoriteleri, Avrupa Komisyonu ve Akreditasyon Kurumlari ile miinasebetler
harici gizli bilgileri koruyarak profesyonel gizlilikle yaklasacagimi,

Gizlilikle ilgili PR.11 prosediriinde ve medikal hizmetler i¢in PR.MED.37
prosediriinde dokiimante edilen kurallara uyacagimi, edindigim gizli
bilgilere bu dokiimanlarda anlatildigi gibi muamele edecegimi,

Her trld fikri malkiyet haklarini koruyacagimi,

Gergeklestirecegim uygunluk degerlendirme hizmetlerinden elde ettigim
her tirlt bilgi ve belgenin uygunluk degerlendirme siiresince gizlilik ve
guvenligini saglayacagimi, uygunluk degerlendirme slreci tamamlandiktan
sonra saklamayacagimi ve dosyasinda saklanmak lzere MCA’ya teslim
edecegimi,

uygunluk degerlendirme faaliyetleri
bagimsizligimi  etkileyebilecek  higbir

kapsaminda
faaliyette

Gergeklestirecegim
tarafsizhk  ve
bulunmayacagimi,

Uygunluk degerlendirme faaliyetlerim kapsaminda yer alan Grinlerin
tasarimcisi, imalatgisi, tedarikgisi, montajcisi, ticari amacgh satin alicisi,
sahibi, bakimcisi, danismani veya bunlarin higbirisinin yetkili temsilcisi
olmadigimi,

Uygunluk degerlendirmeye konu olan Urinler ile rekabet durumunda
bulunan diger Urinler (rakip marka ya da Uretici gibi) ile dogrudan ilgili
olmadigimi boyle bir durum s6z konusu oldugunda goérevi kabul etmeyerek,
derhal MCA ’ya bildirecegimi,

Medikal departmanda (EU) 2017/745 kapsaminda gorev yapacak personel
icin ilave sartlar;

-Gorevlendirilecegim uygunluk degerlendirme faaliyetleri esnasinda
firmalar ile tarafsizligimi tehlikeye distrebilecek derecede yakin iligki

1/2

GIZLILIK VE TARAFSIZLIK TAAHHUTNAMESI
CONFIDENTIALITY AND IMPARTIALITY COMMITMENT

| commit that,

Do not have any close relations (kinship, friendship, share/partnership,
employment), which may put endanger my impartiality with the customer,
whose conformity assessment activities | will perform. | shall immediately
notify Malta Conformity Assessment Ltd. (will be referred as MCA in this
document) case of existence of such relations,

| have not been engaged with the client or the companies belonging the
same group with the client and it’'s commercial competitors that | have been
appointed to within last 3 years for medical device conformity assessment
activities, did not provide consultancy, special training to the customer or
internal auditing services, and have not worked in an organization, providing
such services. In case of similar facts, | shall not accept the assignment and
immediately notify MCA,

Shall perform the conformity assessment activities, based on objective
evidences, equitable, impartial, independent and honest; to avoid any
behaviour, which may damage the reputation and prestige of MCA.

Shall not be in a relationship of interest with any person or organization, not
claim anything from the person/organization or its representative, | serve
to, in my or anybody’s favour. In case of such proposal, | will refuse it and
immediately notify MCA,

Shall pay attention to the confidentiality of all data, information and
documents, which belong to MCA and its customers, and not disclose them
to third parties except to the authorities responsible for notified bodies,
competent authorities for medical devices in the Member States, the
Commission or required by law,

| understand all types of information gathered during conformity
assessments are classified as confidential,

| will secure and apply professional secrecy on confidential information
except in relation to the authorities responsible for notified bodies,
competent authorities for medical devices in the Member States, the
Commission,

I will follow the confidentiality practices documented in PR.11 procedure and
for medical devices services PR.MED.37 and will treat the confidential
information as documented in these documents,

Shall protect all types of intellectual property rights,

Shall ensure the confidentiality and security of all information and
documents, obtained during the performance of conformity assessment
services unless these services are completed, not keep them once the
conformity assessment process is concluded and deliver to MCA to be saved
in its file,

Shall not engage in any activity, which may affect my impartiality and
independence within the scope of conformity assessment | will be
performing,

| am not a designer, manufacturer, supplier, installer, purchaser and/or
owner, maintainer or consultant of devices which | assess, nor the
authorised representative of any of those parties,

| am not directly involved with the products, subject to conformity
assessment or other products in competition (such as competing trademarks
or manufacturers). In such case | shall not accept the assignment and
immediately notify MCA,

Additional requirements for employees to work in the medical department
under (EU)2017/745;

-1 will not engage in such a close relationship (relatives, friendship, etc.) that
may jeopardize my impartiality during the conformity assessment activities
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icerisinde bulunmayacagimi (akrabalik, arkadaslik vs.) boyle bir durum s6z
konusu oldugunda gorevi kabul etmeyerek, derhal MCA “a bildirecegimi,
-Son 3 vyl igerisinde uygunluk degerlendirme faaliyetleri igin
gorevlendirilecegim firmaya, yetkili temsilcisine, ticari rakibine ve
tedarikgisine, bagl bulundugu gurup sirketlerinden birine danigmanlik,
yerinde egitim, i¢c denetim hizmeti, teknik dosya destegi vermedigimi ya da
veren bir firmada galismadigimi, boyle bir durum s6z konusu oldugunda
gorevi kabul etmeyerek, derhal MCA’ya bildirecegimi,

- Uygunluk degerlendirme faaliyetleri icin gorevlendirilecegim uriinlerin
tasarimi, Uretimi, pazarlanmasi, kurulumu, bakimi, kullanimi ve imalatgisinin
kalite yonetim sistemi ile ilgili herhangi bir asamada gorev almadigimi ve
danigsmanlik hizmeti vermedigimi, boyle bir durum s6z konusu oldugunda
gorevi kabul etmeyerek, derhal MCA’ya bildirecegimi,

-Uygunluk Degerlendirmesi yapilacak firmada daha 6nce galismadigimi ve
bu firma ile gegmiste ve hali hazirda herhangi bir ticari bagimin olmadigini,
bu degerlendirmeye girdi teskil edebilecek sekilde gegerliligini koruyan,
sponsoru bulunan herhangi bir calismaya (klinik arastirma, bilimsel
calisma, akademik galisma, bir klinik degerlendirme, ya da test vb.) dahil
olmam durumunda galismaya sponsor olan musteri ile ilgili gorevi kabul
etmeyerek, derhal MCA’ya bildirecegimi,

Sponsoru olan ve uygunluk degerlendirmeye girdi teskil edecek herhangi
bir galismaya (klinik arastirma, bilimsel calisma, akademik galisma, klinik
degerlendirme veya test vb.) katilmayi planlarsam, dncelikle MCA’ yi
bilgilendirip onun kararina gore hareket edecegimi,

Gergeklestirmekte oldugum hizmetlerde, bagimsizlik ve tarafsizligimi
etkileyebilecek degisiklikleri MCA’ ya bildirecegimi,

Uygunluk degerlendirme hizmetlerini taraflar arasinda ayrim yapmaksizin
MCA'nin akreditasyon, notifikasyon ve yetkilerine esas ulusal ve uluslararasi
standart ve mevzuat gereklilikleri ¢ergevesinde olusturulan MCA
dokimanlarina uygun olarak gergeklestirecegimi,

MCA Etik Kodu ve MCA Politikalarina uyacagimi,
Faaliyetlerimi ticari, finansal ve diger baskilardan etkilenmeden
gerceklestirecegimi ve kimsenin bagimsizligini etkileyecek herhangi bir

baskida ya da telkinde bulunmayacagimi,

Taahhlt ve bu taahhitnamede belirtilen hususlara uyulmamasindan
kaynakli zararlari ve her tiirlii yasal tazminati 6demeyi kabul ederim.

isim/Name :

imza/Signature :

GIZLILIK VE TARAFSIZLIK TAAHHUTNAMESI
CONFIDENTIALITY AND IMPARTIALITY COMMITMENT

that | will be assigned. In case of such proposal, | will refuse it and
immediately notify MCA,

-1 did not provide consultancy, on-site training, internal audit service,
technical file preparation services to the company, it’s authorized
representative, its commercial competitor and supplier or to a company
belonging to the same group of companies to whom | will be assigned for
conformity assessment activities in the last 3 years. In case of such proposal,
1 will refuse it and immediately notify MCA,

- | have not been involved in the design, production, marketing, installation,
maintenance, use or quality management system of the products subject to
the conformity assessment that | will be assigned, in case of such proposal,
1 will refuse it and immediately notify MCA,

- | did not work in the company which will be audited/assessed or was
audited/assessed, and | did not and do not have any commercial connection.
In case of a presence of an activity which will be a valid input to the subject
conformity assessment such as being involved with a clinical investigation,
scientific study, clinical evaluation, test etc for the same manufacturer or the
sponsor of the subject manufacturer, | will refuse it and immediately notify
MCA,

If | plan to participate in any study (clinical research, scientific study,
academic study, a clinical evaluation, or test, etc.) that is sponsored and that
can be valid as an input to assessments, | will inform in advance MCA and
act as per its decision,

Shall inform MCA about the changes, which may affect my independence
and impartiality in the services | perform,

Shall provide conformity assessment services to all related parties on equal
basis appropriately to MCA documentation, which are established according
to MCA’s accreditation, notification and authorization based on national
and international standards and regulations,

Shall comply with MCA Code of Ethics and MCA Policies,

Shall perform activities, which | am responsible for, without being affected
by commercial, financial, and other forces; not be in any pressure or relation

to affect the independence of anybody,

I agree to cover all damages and legal indemnifications, which may arise
from the failure to meet this commitment and terms, specified in it.

Tarih/Date :
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