TASERON FAALIYETLERININ KONTROLU PROSEDURU

1. AMAG / PURPOSE

Bu prosedurin amaci taseron ile ¢galisildigindaki kurallarini ve taseron kuruluglarin segimini tanimlamaktir.
The purpose of this procedure is to define the rules of working with the subcontractors and selection of
subcontractors.

2. KAPSAM / SCOPE

Bu prosedir ISO 13485 Tibbi Cihazlar KYS ve AB 2017/745 Tibbi Cihaz Regulasyonu kapsaminda
gerceklestirilen Uygunluk Degerlendirme islemlerini kapsar.
This procedure covers the conformity assessment procedures carried out under 1ISO 13485 Medical Devices
QMS and Medical Devices Regulation EU 2017/745 (MDR).

3. SORUMLULUK / RESPONSIBILITIES

Bu prosedirin uygulanmasindan Genel Mudir, Akreditasyon ve Notifikasyon Sorumlusu ve Taseron
Kuruluglar sorumludur.

General manager, Accreditation & Notification Responsible, and subcontractors are responsible for
implementing this procedure.

Bu prosedlriin www.notice.com.tr internet adresinde kamuya acik olarak yayinlanmasindan, guncelliginin
saglanmasindan, test taseron kuruluslarina ve temsilciliklere iletiimesinden Kalite Yonetim Sorumlusu (KYS)
mesuldr.

The Quality Management Responsible (QMR) is responsible for publishing this procedure publicly on the
website www.noteice.com.tr, ensuring its up-to-datedness, and forwarding it to subcontractor testing
organizations and the representatives

NOTICE adina gergeklestirecedi faaliyetlerden 6énce www.notice.com.tr internet adresinde prosedurin
glncelligini kontrol etmekten, gerekirse guncelligini dogrulamak adina NOTICE ile iletisime ge¢cmekten, test
taseronu ve temsilciler sorumludur.

The test subcontractor organization and representatives are responsible for checking the up-to-datedness of
the procedure at www.not ce.com.tr website before the activities to be carried out on behalf of NOTICE, and
for contacting NOTICE to verify 1t are timeliness if necessary.

4. TANIMLAR / DEFINITIONS

5. UYGULAMA / DESCRIPTION
5.1. Genel / General

NOTICE denetim faaliyetlerini ve gerek duyulmasi durumunda uygunluk degerlendirme faaliyeti sirasinda
alinan numunelerin test islemlerini tagere ettigi kuruluslari, yaptiklari hizmet kapsaminda kontrol eder. Sunulan
hizmetin NOTICE tarafsizlik ve gizlilik ilkelerine uymasini saglar.

NOTICE controls the activities of the entities to whom audit activities and in case necessary, tests on the
samples taken during conformity assessment activities have been subcontracted. It ensures that the service
provided complies with NOTICE's impatrtiality and confidentiality principles.

NOTICE, kendi adina taseronlar ve uzmanlar tarafindan yurtttlen ¢alismalar igin tim sorumlulugu Ustlenir.
NOTICE retains full responsibility for the work conducted by subcontractors and experts on its behalf.

NOTICE, taseron kuruluslara bagvuru degerlendirme, s6zlesme, i¢/dis denetgilerin atamasi, dis uzmanlarin
niteliklerinin ve performansinin incelenmesi ve izlenmesi, denetim planinin hazirlanmasi, degerlendirme
faaliyetleri, belgelendirme faaliyetleri, nihai inceleme ve belgelendirme karari, kalite y®netim sistemi
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denetimleri veya {Urinle ilgili incelemeleri bir bitlin olarak tasere etmez. Sadece test aktiviteleri ve
tanitim/pazarlama faaliyetlerini tasere edebilir.

NOTICE does not subcontract application review and contract, allocation of work to internal/external
auditors/experts, review of the qualifications and monitoring of the performance of external experts, auditing
and certification activities where the subcontracting in question is to auditing or certification organizations;
preparing audit plan and final review and certification decision-making. It can only subcontracts carrying out
audit activities, tests and promotion/marketing activities.

NOTICE belirli uygunluk degerlendirme aktivitelerini (test, tanitim/pazarlama) tasere ederken asagidaki
tanimlanmis durumlari garanti eder:
While subcontracting certain conformity assessment activities (test, promotion / marketing) NOTICE ensures
that:
- Taseron, NOTICE'nin de tabii oldugu tim gereklilikleri kargilar
The subcontractor meets all relevant requirements which is also apply to NOTICE.
- Taseronlar ve dig uzmanlar, galismalarini tasere edemezler
Subcontractors and external experts do not further subcontract work to organizations or personnel;
- Uygunluk degerlendirmesi icin basvuran gergek ya da tiizel kisiler birinci ve ikinci kisimda belirtiimis
olan gereklilikler hakkinda bilgilendirilir.
The natural or legal person that applied for conformity assessment has been informed of the
requirements referred to in the first and second indent.

Uygunluk degerlendirme faaliyetlerinin taseron tarafindan yuritilmesi durumunda, uygunluk degerlendirmesi
icin basvuran tuzel veya gercek kisi bilgilendirilir.

Where conformity assessment activities are carried out by the subcontractor, the legal or natural person that
applied for conformity assessment shall be informed.

NOTICE, taseron faaliyetlerini dokimante eder ve araci kullanmaz. Bu durum yazili bir sdzlesmeye tabiidir.
NOTICE documents any subcontracting activity and does not involve any intermediaries and is subject to a
written agreement.

Taseronlarin, 6zellikle yeni cihazlar ya da teknoloji iceren uygunluk degerlendirme faaliyetlerinde kullaniimasi
durumunda; NOTICE tim Urin kapsamlarinda genel uygunluk degerlendirmesine 6ncilik etmek, uzman
goruslerinin uygunlugunu ve gegerliligini dogrulamak ve sertifikasyon konusunda karar vermek igin yeterli
olacak i¢ yetkinligi saglar.

Where subcontractors are used in the context of a conformity assessment, in particular regarding novel devices
or technologies, NOTICE makes certain that adequate internal competence in
each product area that is adequate for the purpose of leading the overall conformity assessment, verifying the
appropriateness and validity of expert opinions and making decisions on certification.

NOTICE, ozellikle yeni bir teknoloji iceren tibbi cihazin uygunluk degerlendirmesi kapsaminda test faaliyeti
gerceklestirilecek ise; cihazin, teknolojisi hakkinda testi gerceklestirecek olan personele uygulayacagi
standard, rehber vb. dokiimanlar temelinde test metodu, cihaz teknolojisi hakkinda egitim verir. Egitim s6z
konusu teknolojide yeterliligi olan bir Uriin Gézden Gegirici tarafindan verilir. NOTICE ilgili standard, rehber
gibi dokiimanlari paylasarak test personelini destekler.

NOTICE if the test activity is to be carried out within the scope of the conformity assessment of a medical
device containing a new technology; provides training on the test method, device technology on the basis of
standard, guide, etc. documents to be applied to the personnel who will perform the test about the technology
of the device. Training is provided by a Product Reviewer who is proficient in the technology in question.
NOTICE supports the test personnel by sharing documents such as relevant standards and guidelines.

NOTICE, taseronu tarafindan yduritilen tim islerle ilgili kayitlar saklar. Yetkili Otorite tarafindan talep
edildiginde, bu bilgileri paylasir.

NOTICE retains all documents relating to the works carried out by its subcontractor. 'NOTICE' transmits these
documents when requested by the competent authority.
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M.PR.27 Taseron Faaliyetlerinin Kontroll Prosediri, NOTICE web sitesinde kamuya agik olarak yayinlanacak
ve guncelligi saglanacaktir. Taseron listesi, taseron kullaniimasi durumunda NOTICE internet sitesinde
yayinlanacaktir.
M.PR.27 Control of Subcontractors Activities Procedure will be published publicly on the NOTICE website and
will be kept up to date. The subcontractor list will be published on the 'NOTICE' website if case of using any
subcontractors.

Sozlesme sartlar ile birlikte taseron kuruluslarin sorumlu oldugu prosedir, s6zlesmenin eki olarak taseron
kurulusglara iletilir. Taseron kuruluslar, NOTICE www.notice.com.tr web adresinde kamuya agik olarak
yayimlanan prosedurin gincelliginin kontroluni sagdlar.

The terms of the contract and the procedure for which the subcontractors are responsible shall be
communicated to the subcontractors as an annex to the contract. Subcontractors check the timeliness of the
procedure, which is publicly published on the NOTICE www.notice.com.tr website.

Prosedirin glincellenme durumlari g6z 6niine alinarak her giincellemeden sonra taseron kuruluslarla
imzalanan M.FR.27.03 Test Faaliyetleri Tageronluk S6zlesmesi yenilenmez. Guncel prosedir, NOTICE
web sitesinde yayinlandigi gibi taseron kuruluslara e-posta yolu ile iletilir.

The M.FR.27.03 Test Activities Subcontracting Agreement signed with subcontractors after each update,
considering the updated status of the procedure, is not renewed. The current procedure is communicated to
subcontractors by e-mail as published on the NOTICE website.

Taseron Kuruluglarin Gorev ve Sorumluluklar / Duties and Responsibilities of Subcontractor
Organizations

- Taseron kuruluglarin, NOTICE, tarafindan kendilerine tasere edilen faaliyetleri gerceklestirirken ilgili
cihazin Ureticisi, Ureticinin bagh oldugu sirket grubu, tasarimcisi, tedarikgisi, kurulumcusu, alicisi,

sahibi, bakim veya servisini gergeklestiren kurulusu ile hi¢bir sekilde iligkisi bulunamaz.

While performing the activities subcontracted to them by NOTICE, the subcontractors can in no way
have any relationship with the manufacturer of the relevant device, the company group to which the
manufacturer is affiliated, the designer, supplier, installer, purchaser, owner, maintenance, or service
organization.

- Taseron kurulus tibbi cihaz Ureticisi, tasarimcisi, tedarikgisi, kurulumcusu, alicisi, sahibi veya bakim
yapani olamaz.
The subcontractor organization cannot be a medical device manufacturer, designer, supplier, installer,
buyer, owner or maintainer.

- Taseron kurulug, NOTICE tarafindan kendisine tasere edilen faaliyeti baska bir kurulugsa veya Ugincu
taraf kisiye tasere edemez.
The subcontractor may not subcontract the activity subcontracted to it by NOTICE to another
organization or third party person.

- Taseron kurulus, gerceklestirecekleri faaliyetlerde NOTICE marka ve logosunu kullanamaz.
The subcontractor organization may not use the NOTICE brand and logo in the activities to be carried
out.

- Taseron kurulus, tarafsizlik, gizlilik ve objektiflikten kaynakli ve NOTICE aleyhine olabilecek her turli
maddi ve manevi zarari kargilamalidir.
The subcontractor must cover all kinds of material and non-pecuniary damages that may arise from
impartiality, confidentiality, and objectivity and against NOTICE.

- Taseron kurulus bir test kurulusu ise, NOTICE tarafindan talep edilen test hizmetini gergeklestirecek
personelinin tarafsizhigini, bagimsizhigini, objektifligini saglamahdir.
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If the subcontractor is a testing organization, it must ensure the impartiality, independence and
objectivity of the personnel who will perform the test service requested by NOTICE.

Taseron kurulus bir test kurulusu ise, test edilen trindn Ureticisinden veya personelinden para, hediye
veya herhangi bir ¢ikar saglayici yardim ve istekte bulunamaz. Test taseronlarindan talep edilen her
test hizmeti dncesi, testi gerceklestirecek olan ve raporlama surecinde gorev alacak personellere ait
tarafsizlik beyani talep edilir. Test surecinde gérev alan tim personellerden M.FR.27.05 Taseron Test
Kurulusu Tarafsizlik Beyani alinir.

If the subcontractor is a testing organization, no money, gifts or any other beneficiary assistance or
requests may be made from the manufacturer or personnel of the product under test. Before each test
service requested from testing subcontractors, a declaration of impartiality is requested from the
personnel who will perform the test and take part in the reporting process. M.FR.27.05 Subcontractor
Test Organization Impartiality Declaration is obtained from all personnel who take part in the testing
process.

Taseron kuruluglar, NOTICE ile imzaladiklari sézlesme sartlarina uymalidir, s6zlesmede yer alan
g6rev ve sorumluluklarini yerine getirmelidir.

Subcontractors must comply with the terms of the contract they have signed with NOTICE and fulfill
their duties and responsibilities contained in the contract.

Taseron kuruluglar bagimsizliklarini ve tarafsizliklarini etkileyebilecek davraniglarda bulunamazlar.
(Orn: NOTICE marka ve logosunu kendi tanitim ve pazarlama faaliyetlerinde kullanmalari, tibbi cihaz
pazarindaki firmalara gerceklestirecekleri faaliyetlerin kalite gOstergesi olarak NOTICE'yi referans
goOstermeleri veya testlerini gergeklestirdikleri firmalarin belgelendirmeleri icin NOTICE’yi 6nermeleri.)
Subcontractors may not engage in behavior that may affect their independence and impartiality. (For
example, using the NOTICE brand and logo in their own promotion and marketing activities,
referencing NOTICE as a quality indicator of their activities to the companies in the medical device
market or recommending NOTICE for the certification of the companies they test.)

Gorevlendirildigi cografi bolgede NOTICE tanitim ve pazarlama faazliyetlerini yapmak (zere
gorevlendiriimis “Pazarlama Temsilcisi” olarak isimlendirilen taseron, NOTICE ile imzaladig
M.FR.30.01 Pazarlama Temsilcisi Anlagmasinda belirtilen gérev ve sorumluluklari yerine getirmek
ile yakimladdr.

The subcontractor called as "Marketing Representative”, who is assigned to carry out NOTICE
promotion and marketing activities in the geographical region where he is assigned, is obliged to fulfill
the duties and responsibilities specified in the M.FR.30.01 Marketing Representative Agreement
signed with NOTICE.

Gorevlendirildigi  cografi boélgede NOTICE tanitim ve pazarlama faaliyetlerini yapmak Uzere
gorevlendiriimis “Temsilcisi” olarak isimlendirilen taseron, NOTICE ile imzaladigi M.FR.30.02
Temsilcilik Anlagmasi’nda belirtilen gérev ve sorumluluklari yerine getirmek ile yakimltddar.
The subcontractor called as "Representative" assigned to carry out NOTICE promotion and marketing
activities in the geographical region where he is assigned is obliged to fulfill the duties and
responsibilities specified in the M.FR.30.02 Representative Agreement signed with NOTICE.

Tanitim ve pazarlama faaliyetlerinden sorumlu pazarlama temsilcisi ve temsilci kendisi gelen 6n-
basvurulari M.FR.23.03 Uriin Bilgisi Alma Formunun basvuruyu yapan kurulus tarafindan
doldurulmasini saglamak ve kendisine iletilen trln bilgisi formunu NOTICE’e iletmekten ylukiumladur.
The marketing representative responsible for promotion and marketing activities and the
representative are obliged to ensure that the pre-applications received by the M.FR.23.03 Product
Information Receipt Form are filled out by the applicant organization and to transmit the product
information form sent to him to NOTICE.

Tanitim ve pazarlama temsilcileri kendilerine yapilan dn-basvurular sirasinda én-basvuruyu yapan
kurulugun herhangi bir ticari veya fikri mulkiyet iceren tim bilgilerinin gizliligini saglamak zorundadir.
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Promotion and marketing representatives are obliged to ensure the confidentiality of all information
containing any commercial or intellectual property of the pre-application organization during the pre-
applications made to them.

Taseron Kuruluglanin Gizlilik, Bagimsizlik ve Tarafsizhk Sartlan / Terms of Confidentiality,
Independence and Impartiality of Subcontractors

Taseron kuruluglar, NOTICE adina faaliyetlerini NOTICE'nin belirledigi gizlilik, tarafsizlik ve bagimsizlik
sartlarina bagli kalarak gergeklestiririler.

Subcontractors carry out their activities on behalf of NOTICE subject to the confidentiality, impartiality and
independence requirements set by NOTICE.

Bagimsizlik ve Tarafsizlik / Independence and Impartiality

- Taseron kurulus, NOTICE adina gergeklestirecegi faaliyetlerde cihazin ureticilerden ve ureticinin bagh
oldugu sirket grubundan tasarimcisindan, tedarikgisinden, kurulumcusundan, alicisindan, sahibinden, bakim
veya servisini gergeklestiren kurulusundan bagimsizdir ve gikar iligkisi olamaz.

The subcontractor organization is independent of the manufacturers of the device and the designer,
supplier, installer, buyer, owner, maintenance, or service organization of the device from the company group
to which the manufacturer is affiliated and cannot have an interest relationship.

- Taseron kurulus, gercgeklestirecegi test ve tanitim/pazarlama faaliyetlerinde ¢alisanlarinin gizlilik ve
tarafsizlik prensiplerine bagli kalmalarini gergeklestirmis olduklari faaliyetlerde higbir tarafin baskisina maruz
kalmadan ve higbir kurum ya da kisinin gikarini gézetmeden objektif verilere dayali bir sekilde guvenilir bir
hizmet sunacaktir.

The subcontractor organization will provide a reliable service based on objective data without being
subjected to the pressure of any party and without considering the interests of any institution or person in the
activities they have carried out in order to adhere to the principles of confidentiality and impartiality of its
employees in the test and promotion / marketing activities to be carried out.

Gizlilik / Confidentiality

- NOTICE tarafindan kendisine tasere edilen faaliyete yonelik islemlerinin her asamasinda kendisine
saglanan tim bilgilerin, dokimanlarin gizliligini saglayacaktir.

It shall ensure the confidentiality of all information and documents provided to it at every stage of its
transactions for the activity subcontracted to it by NOTICE.

NOTICE alt yuklenicileri olan tageron laboratuvar ve temsilcilikler, asagidaki ve AB 2017/745 MDR Ek VII’nin
ilgili gerekliliklerini kargilamalidir.

Subcontracted laboratories and representatives that are NOTICE subcontractors shall meet the following and
relevant EU 2017/745 MDR Annex VIl requirements.

5.2. Taseron Denetim Faaliyetleri / Subcontractor Audit Activities

Taseron denetim faaliyetleri NOTICE dokiimanlari referans alinarak gerceklestirilir.
Subcontractor audit activities are carried out with reference to NOTICE documents.

(4) NOTICE taseronun c¢ikar catismasini engellemek adina her denetim &ncesi tagseron
denetcilerinden/uzmanlarindan uygunluk degerlendirmesi yapilacak olan kurulus ile arasinda herhangi bir
cikar iligkisi (ticari ve manevi) olmadigina dair beyan alir. Her denetim faaliyetinden 6nce NOTICE
denetcilerin/uzmanlarin son 3 yil igcerisinde degerlendirme kapsamindaki UrGindn Ureticisine ve/veya ureticinin
bagh oldugu sirket grubuna, yetkili temsilcisine, tedarikgisine, bakim ve servis faaliyetlerini gergeklestiren
kuruluslarina ve ticari rakiplerine danismanlik hizmeti dahil herhangi bir hizmet veya teklif vermedigini ve
uygunluk degerlendirmesi yapilan tibbi cihazlar tasarlamadigini, imal etmedigini, temin etmedigini, ticari
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amagli kullanmadigini, kurulumunu yapmadidini, bakim ve servisini yapmadigdini, klinik arastirmalarinda gérev
almadidini ya da yapanlarin yetkili temsilcisi olmadigini, tarafsizlik ve gizlilik sézlesmesi prensiplerine risk
teskil edebilecek herhangi bir durum olmadigini arastirir. Bdyle bir durum var ise taseron kurulus NOTICE'i
bilgilendirir.

In order to prevent the subcontractor's conflict of interest, NOTICE receives a statement from the subcontractor
auditors/experts that there is no conflict of interest (commercial and moral) between the subcontractor and the
organization to be evaluated for conformity. Before each audit activity, NOTICE auditors/experts have not
provided any service or offer, including consultancy services, to the manufacturer of the product under
evaluation and/or the company group of the manufacturer, its authorized representative, supplier,
organizations performing maintenance and service activities, and commercial competitors in the last 3 years,
and that the compliance it investigates that it did not design, manufacture, supply, use for commercial
purposes, install, maintain and service the medical devices evaluated, not take part in clinical investigations or
not be an authorized representative of those who do, and that there is no situation that may pose a risk to the
principles of impartiality and confidentiality agreement. If there is such a situation, the subcontractor informs
NOTICE.

Ayrica taseron kurulugsun belgelendirme hizmeti alacak firma ve/veya firmanin bagli oldugu sirket grubu ile
cikar iliskisi olmadigina dair beyan alinir.

In addition, a declaration is taken that the subcontractor has no conflict of interest with the company that will
receive certification service and/or the company group to which the company is affiliated.

Taseron kurulus denetim faaliyetlerini gerceklestirecek personelinin yeterliligini M.PR.05 Tibbi Cihazlar KYS
Uygunluk Degerlendirme Personeli Yetkinlik, Atama ve Degerlendirme Prosediirii ve M.PR.28 Tibbi
Cihaz Uriin Uygunlugu Degerlendirme Personeli Atama ve Degerlendirme Prosediirii dokiimanlarina
uygun olarak saglayacagini ve personelin yeterliliginin strekliligini saglayacagini taahhut eder. Degerlendirme
faaliyetlerinde gorev alacak personelin CV lerinin, egitimlerinin, audit loglarinin giincel olarak NOTICE’e
saglanacagini taahhUt eder. Egitimler igin, egitimin icerigine uygun olarak egitim dokimanlarinin
hazirlanmasinda, sorularin belirlenmesinde ve sonuglarin degerlendiriimesinde gérev alan personel nitelikleri,
egitim slresinin belirlenmesi, egitim dokumanlari, egitimin degerlendiriimesi ve personel egditimlerinin takibi
M.PR.06 insan Kaynaklar ve Egitim Prosediirii'nde belirtilen kosullara uygun olmalidir.

The subcontractor undertakes to ensure the competence of the personnel to carry out the audit activities in
accordance with the M.PR.05 Medical devices quality management system assessment personnel’s
competence, assignment & evaluation procedure, and M.PR.28 Conformity Assessment Personnel's
Competence, Assignment & Evaluation Procedure and to ensure the continuity of the competence of the
personnel. The subcontractor also undertakes to provide updated CV’s, trainings, and audit logs of the
personnel to be employed in the assessment activities. For trainings, the qualifications of the personnel
involved in the preparation of training documents, determination of questions and evaluation of the results in
accordance with the content of the training, determination of training duration, training documents, evaluation
of training and follow-up of personnel training must comply with the conditions specified in M.PR.06 Human
Resources and Training Procedure.

Taseron kurulus M.PR.04 ¢ Tetkik Prosediirii’ne uygun olarak yilda en az bir kez olacak sekilde rutin olarak
NOTICE ANS tarafindan denetlenir. Ayrica taseron kurulusun denetim hizmeti verdigi kuruluslardan bir sikayet
gelmesi Uzerine plansiz denetim yapabilir.

Subcontractor organization is regularly audited by NOTICE ANR once a year according to M.PR.04 Internal
Audit Procedure. In addition, unplanned audits can be conducted in case of receiving complaints from the
audited companies.

Ucret politikasinda esitligi saglayabilmek igin belgelendirme bagvurusunda bulunan firmalarin Gcretlendiriimesi
NOTICE M.PR.23 Denetim Ucreti Belirleme Prosediirii’ne gére gergeklestirilir. Miisteri belgelendirme
s6zlesmesi NOTICE ile direkt olarak imzalanir.

In order to ensure equality in the pricing policy, the auditing fee is determined according to M.PR.23
Determination of Audit Fee Procedure for the applicants. Certification agreement is directly signed between
NOTICE and the customer.
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NOTICE taseron firma ile yapilan s6zlesmeye, NOTICE’ i tanitmak, belgelendirme bagvurularini sinirh bir kisim
ile iletmek gibi satis ve pazarlama faaliyetlerinin sinirli bir bolimiinG ekleyebilir.

NOTICE may add a limited part of sales and marketing activities to the contract with the subcontractor, such
as promoting NOTICE and forwarding certification applications with a limited portion.

Taseron kurulug, satis ve pazarlama argimanlarinda NOTICE adina belge verebilecegi ya da NOTICE
hizmetlerinin tamamini yapabilecegi seklinde anlasiimalara sebep olacak bir tanimlama yapamaz. Bu durum
taseron ile yapilan sézlesme igerisinde tanimlanir.

The subcontractor cannot imply that they can grant certificate on behalf of NOTICE in their sales and marketing
activities. This situation has been defined in the agreement.

NOTICE taseron ile sundugu hizmetlerin tim sorumlulugunu tasir. Ancak taseron firmadan, saglayacagi
hizmetleri kapsayan ve faaliyet gosterdigi cografyayi belirten mesleki sorumluluk sigortasi yaptirmasi istenir
ve bu sigortaya ait police tageron anlasmasina ek olarak sézlesme evraklari icinde saklanir.

NOTICE remains responsible for all the services presented by subcontractor. However, the subcontractor is
asked to present a professional liability insurance covering the services to be provided and specifying the
geographical area in which it operates. The insurance policy is stored in the contract documents as an annex
to the subcontracting agreement.

NOTICE’ in uyguladigi askiya alma, iptal etme, kapsam daraltma gibi islemler M.PR.10 Belgelerin Askiya
Alinmasi, Kapsam Daraltmasi, iptali ve Bildirimi Prosediirii’ ne uygun olarak taseron kurulus tarafindan
denetimi yapilan firmalara da uygulanir.

NOTICE proceeds M.PR.10 Certificates Suspension, Scope Reduction, Withdrawal & Notification
Procedure for suspending, withdrawing and reducing certificates of the organizations audited by
subcontractors.8

5.3. Tageron Test islemleri / Subcontracting Tests

NOTICE uygunluk degerlendirme faaliyetleri sirasinda gerek duydugunda musterisinin tesisinden ve/veya var
ise dagiticisindan segtigi numunelerin, s6z konusu urln ile ilgili standart ve ilgili diger yasal sartlara
uygunlugunu kontrol etmek icin yapacag test islemini, s6z konusu testi yapabilme yeterliligi olan (yeterlilik;
test kurulusunun ilgili testte EN ISO 17025 akreditasyon sertifikasina sahip olmasi veya bir Universite
laboratuvari olmasi veya Notice tarafindan ilgili test igcin EN ISO 17025 sartlarini karsilayip karsilamadiginin
denetimi ile gdsterilir) bir kuruluga tasere edebilir.

NOTICE can subcontract testing processes necessary to check the conformity of the samples selected from
the customer's facility and/or from the distributor, if any, during the conformity assessment activities to the
relevant product standard and other relevant legal requirements, to an organization competent for performing
the test in question (competency; testing organization having EN 1SO 17025 accreditation certificate for the
related test or being a university laboratory or fulfilling the requirements of EN ISO 17025 having been proved
by NOTICE audit.)

NOTICE, yukarida belirtilen test islemleri baslatiimadan 6nce taseron test kurulusu ile M.FR.27.03 Test
Faaliyetleri Tageronluk Sézlegsmesi'ni imzalar. imzalanacak sézlesmenin icerigi asagidaki hususlar dikkate
alinarak belirlenir:

NOTICE signs the M.FR.27.03 Subcontractor Test Activity Agreement with the subcontractor testing
organization prior to the above-mentioned testing processes are started. The content of the agreement to be
signed shall be determined in accordance with the following items:

Test kurulusu yapacagi test isleminin tarafsizhigini garanti etmek icin test personelinin tarafsizlik anlagsmasi
imzalamis oldugunu taahhit eder. Her test slirecinden dnce taseron kurulus, test personeli ile s6z konusu
numunenin Ureticisi arasinda herhangi bir ¢ikar ¢atismasi (ticari veya manevi) olmadigini belirten bir beyan
alir. Her test isleminden dnce, NOTICE test personelinin, test numunesinin ureticisi icin ¢calisip galismadig,
Ureticiye ve/veya bagl oldugu sirket grubuna, yetkili temsilcisine, tedarikgisine, bakim ve servis faaliyetlerini
gergeklestiren kurulusglarina veya ticari bir rakibe son 3 yil icinde danigsmanlik hizmeti saglayip saglamadigi ve
herhangi numune sahibi firmanin Gst yonetimi veya calisanlariyla bir iligkisi (akrabalik, arkadaslik) olup
olmadigi konusunda bir arastirma yapar. Test numunesinin Ureticisi ile iligki tespit edilen test personeli, ilgili
test prosesine atanmaz.
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The test organization undertakes that the test personnel has signed an impartiality agreement to guarantee
the impartiality of the test process to be performed. Before each test process, the organization receives a
declaration indicating there is no conflict of interest (commercial or spiritual) between the test personnel and
the manufacturer of the sample in question. Before each test process, NOTICE makes an investigation on
whether test personnel have worked for the sample manufacturer, provided consultancy services to the
manufacturer and/or the company group to which it is affiliated, its authorized representative, supplier,
organizations performing maintenance and service activities, or a commercial competitor within the last 3 years
and has any relationship (kinship, friendship etc.) with the top management or the employees. Personnel
related to the sample manufacturer will not be assigned at any stage of the test process.

Test kurulusu yapacagi test islemininin gizliligini garanti etmek igin test personelinin gizlilik anlagsmasi
imzalamis oldugunu ve test kurulugunun gizlilik anlasma sartlarinin MDR Ek VII 1.3’0 karsiladidini taahhat
eder.

In order to guarantee the confidentiality of the testing process, the testing organization undertakes that the test
personnel has signed a confidentiality agreement and that the terms of the confidentiality agreement of the
testing organization meet MDR Annex VII 1.3.

Test kurulusu Ucret politikasinda esitligi saglayabilmek igin test isleminin tcretlendirmesini test numunesinin
ureticisinden bagimsiz olarak kendi standart tcretlendirme prosedurlerine gére uygulayacagini ve ayni test ve
ayni Ozellikteki numuneler igin farkli tGicretlendirme yapmayacagini taahhit eder.

To ensure equality in pricing policy, the testing organization undertakes that the testing process will be charged
according to its own standard charging procedures, independent of the manufacturer of the test sample. The
organization undertakes not to charge different prices for the same test and the same sample.

NOTICE, gerek duyulmasi durumunda uygunluk degerlendirme prosesinin bir pargasi olarak yapacagdi test
islemini ticari bir gelir amacli hizmet olarak vermez. Taseron kurulus kendi satis ve pazarlama argimanlarinda
bu faaliyeti NOTICE’nin ticari bir hizmeti olarak belirtmez veya bu sekilde anlasiimasina sebep olacak imalarda
bulunmaz.

In case testing is necessary, NOTICE does not provide testing service as part of the conformity assessment
process as a commercial revenue-based service. The subcontractor does not mention this activity as a
commercial service of NOTICE in its own sales and marketing activities, nor does it have any implications that
would cause it to be understood as such.

Taseron kurulus gergeklestirdigi test islemini s6z konusu test ile ilgili standart ve/veya ilgili diger yasal sartlara
g6re raporlar ve orijinal kopyayl NOTICE’e teslim eder. Test sirasinda kullandigi numuneleri yasal gerekliliklere
uygun olarak imha eder, kullanmadigi numuneleri NOTICE’e geri génderir.

The subcontractor shall report the test procedure in accordance with the relevant test standard and/or other
relevant legal requirements and deliver the original copy to NOTICE. The subcontractor disposes of the
samples used during the test in accordance with legal requirements and returns the unused samples to
NOTICE.

Taseron kurulus gerceklestirdigi test islemi sirasinda gerektiginde basvurulmak Uzere tim objektif test
kanitlarini en az 15 yil sire ile saklar, test prosesinin izlenebilirligini ve kayitlara ulasilabilirligi taahhat eder.
The subcontractor keeps all the objective test evidence gathered during the testing process for at least 15
years to be referenced when necessary, ensuring the traceability of the test process and the availability of
records.

NOTICE, taseron tarafindan gercgeklestirilen test islemlerinin s6z konusu test ile ilgili gincel standart ve/veya
diger ilgili guincel yasal gerekliliklere uygun oldugunu garanti altina alir. Bu nedenle test islemini
gergeklestirecek taseron test kurulusuna ilgili standart ve ilgili diger yasal gerekliliklere ait bilgiler(gerekir ise
dokiiman) Dokiiman Yonetim Sorumlusu(DYS) tarafindan taseron test kurulusuna iletilir.

NOTICE assures that the testing procedures performed by the subcontractor comply with the current standard
and/or other relevant current legal requirements regarding the test in question. For this reason, the information
(if necessary, the document) regarding the relevant standard and other relevant legal requirements to the
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subcontractor testing organization that will perform the test is conveyed to the subcontractor testing
organization by the Document Management Responsible (DMR).

NOTICE, taseron tarafindan gergeklestirilen test islemlerinden kaynakli tim sonuglarin sorumlulugunu, verdigi
uygunluk degerlendirme hizmetinin tim taraflarina karsi alir. Taseron test kurulusunun gerceklestirdigi test
islemini s6z konusu test ile ilgili standart ve/veya diger ilgili yasal gerekliliklere uygun olarak
gerceklestirmemesinden ve/veya tarafsizlik ve/veya gizlilik ilkelerine uyulmamasindan dolay! ortaya
cikabilecek her tlrli maddi/manevi zararlarin karsilanmasi igin yasal islem baslatma hakkini sakli tutar.
NOTICE, holds the responsibility of all the test results from the subcontractor towards the client to whom
conformity assessment services are provided. NOTICE reserves the right to initiate legal proceedings to
compensate for any material or non-pecuniary damage that may result from not performing the testing process
in accordance with the relevant standards and/or other relevant legal requirements of the test and/or not
conforming to impartiality and/or confidentiality principles.

NOTICE, tasere edebilecegi test faaliyetlerini gergeklestirebilecek taseron kuruluglarini M.FR.27.02 Taseron
ve Bagh Kuruluslar Listesi dokiimaninda belirtmistir. Eger taseron kurulus, NOTICE’nin talep ettigi test
hizmetini; kendi istegi, ilgili testin gerceklestirilecegi cihazdan kaynakl ariza durumu veya test personelinin
testi gerceklestirmek istememesi gibi nedenlerden dolayi ilgili testi gergeklestirmez ise M.FR.27.02 Tageron
ve Bagh Kuruluslar Listesi'nden ilgili testi gerceklestirebilecek diger kurulus ile iletisim saglanir. Test ilgili
diger test kurulusu binyesinde gerceklestirilir.

NOTICE has specified the subcontractors that can perform the test activities that it can subcontract in
M.FR.27.02 List of Subcontractors and Affiliates. If the subcontractor provides the testing service requested
by NOTICE; If the test does not perform the relevant test due to reasons such as its own request, the
malfunction situation caused by the device in which the relevant test will be carried out or the fact that the test
personnel do not want to perform the test, the other organization that can perform the relevant test from the
M.FR.27.02 List of Subcontractors and Affiliates shall be contacted. The test is carried out within the body
of the other relevant testing organization.

5.4. Tasere Edilecek iglemler igin Yetkilendirme Yapilan/Yapilacak Test Kuruluslarinin
Degerlendirilmesi ve Faaliyetlerin Kontrolii / Evaluation of Testing Organizations Authorized/to be
Authorized for Transactions to be Subcontracted and Control of Activities

Test kuruluslari, NOTICE test taseron kurulusu olabilmesi icin SPS, ANS ve GM tarafindan gergeklestirilen
degerlendirme surecine tabi tutulurlar.
Test organizations are subjected to the evaluation process carried out by SMR, ANR and GM in order to
become NOTICE test subcontractors

Test kuruluglarinin ISO 17025, (bazi testler icin drnegin temizodaya yonelik testler ISO 17020) veya GLP
kapsaminda akredite olmasi veya Universite destekli bir kurulus olmasi beklenir. Akredite olmadigi test
faaliyetleri icin NOTICE tarafindan M.PR.04 i¢ Tetkik Prosediirii’ne gore ISO 17025'de yeterliligi bulunan
personellerce her yil gerceklestirecegi degderlendirme faaliyetini ve taseron kurulusun hizmet verdigi
faaliyetlerden dolay! bir sikayet gelmesi Uzerine plansiz denetim yapilmasini kabul etmesi beklenir.

Testing organizations are expected to be accredited under ISO 17025, (for some tests, e.g. tests for
cleanrooms ISO 17020) or GLP, or to be a university-funded organization. For the test activities for which it is
not accredited, NOTICE is expected to accept the evaluation activity to be carried out annually by the personnel
qualified in 1ISO 17025 according to the M.PR.04 Internal Audit Procedure and the unplanned audit upon
receiving a complaint due to the activities provided by the subcontractor.

SPS, ANS ve GM, aday taseron ile yapilan gorismeler sonucunda asagidaki kriterler temelinde bir
degerlendirme gergeklestirir ve M.FR.27.04 Taseron Test Kuruluslarinin ilk/Yeniden Degerlendirme
Formu ile kayit altina alirlar.

SMR, ANR and GM carry out an evaluation on the basis of the following criteria as a result of negotiations with
the candidate subcontractor and record it with M.FR.27.04 First/Re-Evaluation of the Subcontractor Test
Organizations Form.
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- Test kurulusunun Uguincu bir tarafa veya kuruma tasere ettigi test faaliyetlerinin olmamasi
No testing activities that the testing organization has outsourced to a third party or institution
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- Test kurulusunun ve personelinin, NOTICE tarafsizlik ¢ikar ¢catismasina neden olabilecek faaliyetlerde

bulunmamasi

The testing organization and its personnel do not engage in activities that may cause a NOTICE

impartiality conflict of interest

- Testkurulugunun ve personelinin, NOTICE tarafsizlik, bagimsizlik, gizlilik ve objektiflik ilkelerini saglamasi
Ensure that the testing organization and its personnel meet the principles of NOTICE impatrtiality,

independence, confidentiality and objectivity

- Test kurulugsunun ve personelinin, NOTICE’ nin hizmet verdigi ya da hizmet verecegi tibbi cihaz Ureticisi
tasarimcisi, tedarikgisi, kurulumcusu, alicisi, sahibi veya bakim yapani olmamasi, ayrica bu faaliyetlerin bagh

oldugu sirket grubu ile de bir iligkisi olmamasi.

The testing organization and its personnel are not designers, suppliers, installers, buyers, owners or
maintainers of the medical device manufacturer that NOTICE serves or will serve, nor do they have a

relationship with the group of companies to which these activities are affiliated

- Test kurulusunun ve test personelinin; test numunesi/muayenesi yapilacak dretici igin ¢aligip
calismadigini, Uretici firmanin tst yonetimi ve ¢alisanlariyla bir iligkisi (akrabalik, arkadaslik) olup olmamasi ve
ureticiye, yetkili temsilcisine, tedarikgisine, bakim ve servis faaliyetlerini gergeklestiren kurulusuna veya ayni

gruba bagli kuruluglara veya ticari bir rakibe son 3 yil icinde danigsmanlik hizmeti saglamamasi

The testing organization and test personnel; whether the manufacturer works for the manufacturer to be
tested / inspected, whether there is a relationship (kinship, friendship) with the senior management and
employees of the manufacturer and whether the manufacturer has provided consultancy services to the
manufacturer, its authorized representative, supplier, organization carrying out maintenance and service
activities or to the organizations affiliated to the same group or to a commercial competitor within the last 3

years

Yukarida ki kriterlere uygun bulunan test kurulusu ile s6zlesme sureci baglatilir ve karsilikh olarak M.FR.27.03
Test Faaliyetleri Tageronluk S6zlesmesi imzalanir. Test kurulusu uygun bulunmaz ise test kurulusu ile

gérasmeler sonlandirilir.

The contract process is initiated with the test organization that meets the above criteria and the M.FR.27.03
Test Activities Subcontracting Agreement is signed mutually. If the testing organization is not found

suitable, the negotiations with the testing organization are terminated.

Test tageron kuruluslari yilda en az bir kez yeniden degerlendirmeye tabi tutulurlar.
Test subcontractors are subject to re-evaluation at least once a year.

Yukarida belirtilen kriterler ile birlikte tageron test kurulusunun asagida belirtilen durumlara gére yeniden

degerlendirmesi yapilir.

Together with the criteria mentioned above, the subcontractor testing organization is re-evaluated according

to the following situations.

- NOTICE marka ve logosunu kendi faaliyetlerine referans olarak kullanmamis olmasi
Has not used the NOTICE brand and logo as a reference to its own activities

- Test kurulugsunun ve personelinin gergeklestirdigi test faaliyetlerinde gizlilik, tarafsizlik, bagimsiziik

ilkelerini ihlal edecek tutumlarda bulunmamasi

The test organization and its personnel should not behave in a way that would violate the principles of

confidentiality, impartiality and independence in their testing activities.
- Gergeklestirdigi test faaliyetlerinde giincel standartlari kullanmis olmasi.
To have used up-to-date standards in its testing activities.
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- Test kurulugsunun ve personelinin test edilen Griindn Ureticinden veya personelinden para, hediye veya
herhangi ¢ikar saglayici yardimda bulunduguna ydnelik bir ihbarin olmamasi

There is no notice that the testing organization and its personnel have provided money, gifts or any benefit
to the manufacturer or personnel of the tested product.
- Ucret politikasinda esitligi saglayabilmek igin test isleminin (cretlendirmesini test numunesinin
ureticisinden bagimsiz olarak kendi standart Gcretlendirme proseddrlerine gore uygulamis olmasi Ayni test ve
ayni 6zellikteki numuneler igin farkli ticretlendirme yapmamis olmasi

In order to ensure equality in the fee policy, the testing process should have applied its own standard
pricing procedures independent of the manufacturer of the test sample, and not have charged different fees
for the same test and samples with the same characteristics.
- Testkurulusunun ve personelinin NOTICE adina gerceklestirdigi faaliyetlerde herhangi bir kurum, kurulus
veya kisiden sikayet olmamasi

No complaints from any institution, organization or person in the activities of the testing organization and
its personnel on behalf of NOTICE

Yeniden degerlendirme SPS, ANS ve GM tarafindan gergeklestirir ve M.FR.27.04 Taseron Test
Kuruluglarinin ilk/Yeniden Degerlendirme Formu ile kayit altina alinir. Yeniden degerlendirme sonucunun
NOTICE tarafindan uygun gorilmesi halinde test taseron kurulusu ile M.FR.27.03 Test Faaliyetleri
Taseronluk Sézlesmesi yenilenir. Uygun bulunmamasi durumunda taseron kurulus ile ilgili galismalara son
verilir.

The reassessment is carried out by SMR, ANR and GM and is recorded with the M.FR.27.04 Subcontractor
Testing Organizations Initial/Reassessment Form. If the re-evaluation result is approved by NOTICE, the
M.FR.27.03 Test Activities Subcontracting Agreement is renewed with the test subcontractor. If it is not
found appropriate, the work on the subcontractor is terminated.

5.5. Taseron Tanitim/Pazarlama islemleri / Subcontracting Promotion/Marketing Activities

Taseron tanitim/pazarlama faaliyetleri M.PR.30 Reklam ve Tanitim Faaliyetleri Prosediirii referans alinarak
gerceklestirilir.

Subcontracted promotional/marketing activities is performed according to M.PR.30 Advertisement and
Promotional Activities Procedure.

Tanitim/pazarlama faaliyetlerinin tasere edilecegi kisiler OEK Organizasyon El Kitabi, Satis Temsilcisi
béliminde tanimlanmis kalifikasyonlar saglamaldir. EGer faaliyet bir organizasyona tasere edilmis ise;
organizasyon tarafindan goérevlendirilecek tim kigiler yine bu kalifikasyonlari saglamalidir. Kalifikasyonun
karsilandigini gosterir kanitlar personel dosyalarinda bulundurulur. Uygunlugun degerlendirmesi M.FR.27.01
Tanitim/Pazarlama Temsilcisi Degerlendirme Formu ile yapilir. Uygun olarak degerlendirilen ve sadece
tanitim/pazarlama yetkisi olan pazarlama temsilcileri ile M.FR.30.01 Pazarlama Temsilcilik Anlagmasi
imzalanir. Boélgesel yasal duzenlemelerden kaynakl olarak, musterilerin para transferlerinin tarafimiza
gerceklestirememesi durumunda, tanitim/pazarlama yetkise ek, musteriden édeme alma yetkisi olan
temsilciler ile M.FR.30.02 Temsilcilik Anlagmasi imzalanir. Alinan 6deme, Notice tarafindan kesilen fatura
miktari ile sinirhdir.

The persons to whom promotional/marketing activities are subcontracted, meet the qualification criteria defined
in OM Organization Manual in Sales Representative section. If the activity is outsourced to an organization, all
the personnel appointed by that organization must also meet these qualifications. Evidence of the qualification
is kept in personnel files. Evaluation of suitability is done through M.FR.27.01 Promotion / Marketing
Representative Evaluation Form. M.FR.30.01 Marketing Representative Agreement is signed with
marketing representatives who are deemed appropriate and who are only authorized for promotion / marketing
activities. In the event that customers are unable to make money transfers due to regional legal regulations, in
addition to the promotion / marketing authorization, M.FR.30.02 Representative Agreement is signed with
representatives authorized to receive payment from the customers. The payment received is limited to the
invoice amount issued by Notice.
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5.6. Tagere Edilecek islemler igin Yetkilendirme Yapilan (Temsilcilik Verilen) Firmalarin
Degerlendirilmesi ve Faaliyetlerin Kontrolii / Evaluation and Activity Review of Appointed (Granted to
be Representative) Firms for Subcontracted Processes

NOTICE, tanitim/pazarlama faaliyetlerini tasere edecegi temsilciliklerini asagida belirttigi durumlar
cercevesinde SPS, ANS ve GM tarafindan degerlendirilir ve M.FR.27.01 Pazarlama/Tanitim Temsilcisi
Degerlendirme Formu ile kayit altina alinir.

NOTICE is evaluated by SMR, ANR and GM within the framework of the following situations that it will
subcontract promotion/marketing activities to, and is recorded with the M.FR.27.01 Marketing/Promotion
Representative Evaluation Form.

Yetkilendirme yapilmadan 6nce, firmanin tescil ettirdidi istigal alanlarinin firmamiz faaliyetleri icin tarafsizhgi
etkilemedidi, istigal alanlarinin tibbi cihaz alaninda danismanlik hizmeti icermedidi garanti altina alinmalidir.
istigal alanlarini gésterir is lisanslari sézlesme dosyasina eklenir.

Before the authorization is made, it should be ensured that the fields of activity registered by the company do
not affect the impartiality for our company's activities, and that the fields of activity do not include consultancy
services in the field of medical devices. Business licenses showing the fields of activity are added to the
contract file.

Yetkilendirme yapilan bolgede (llke(ler)) yerel otorite(ler)nin izin alinma sartlari kontrol edilmelidir. Eger izin
gerekli ise; sartlar yetkili temsilci tarafindan karsilanmaldir. Temsilcilik sézlesmesi imzalanmadan énce
sartlarin karsilandigi dogrulanir ve kanitlari sézlesme dosyasina eklenir. NOTICE tarafindan ilgili boélgede
faaliyet gosterebilmek igin sartlar, NOTICE tarafindan karsilanir ve kanitlar yine s6zlesme dosyasina eklenir.
The region (country(ies)) that is authorization is granted, local authority’s approval terms shall be checked. If
approval is necessary, terms shall be met by appointed representative. Before representative agreement is
signed, the evidence that show the related terms are met, shall be added to agreement file. In order to operate
in related region, terms are met by NOTICE and evidence are added to agreement file.

Yetkilendirilen tanitim/pazarlama temsilcilerinin, kendi binyelerinde istihtam ettikleri tibbi cihaz ve iligkili
sektorlerinden bagimsiz olan personelleri NOTICE tanitim/pazarlama faaliyetlerinde géreviendiriimek lzere
NOTICE’e Onerir, personeli yok ise istihdam eder.

It recommends the personnel of the authorized promotion/marketing representatives, who are independent of
the medical device and related sectors they employ, to NOTICE to be assigned in the promotional/marketing
activities of NOTICE, and employs them if they are not available.

NOTICE, tanitim/pazarlama faaliyetlerini gergeklestirmesine yonelik personelin uygunlugunu degerlendirir ve
yetkilendirme yapilan bolgede tanitim/pazarlama faaliyetlerini gerceklestirecek personeli secer.

NOTICE evaluates the suitability of personnel to carry out promotional/marketing activities and selects
personnel who will carry out promotional/marketing activities in the authorized region.

NOTICE asagida belirtilen kriterler temelinde yetkilendirme yapilmis personelinin kalifikasyonunu
degerlendirir;
NOTICE evaluates the qualification of its authorized personnel on the basis of the following criteria;

- Yetkilendiriimis personelin son 3 yil igerisinde tibbi cihaz alaninda danigsmanhk hizmeti vermemis
olmasi
The authorized personnel have not provided consultancy services in the field of medical devices in the
last 3 years
- NOTICE Kalite Yonetim Sistemi Dokiimantasyon bilgisi
NOTICE Quality Management System Documentation information
- Tibbi cihaz ve iligkili sektorleri disinda olmak sartiyla en az 2 yil is tecribesi
At least 2 years of work experience, provided that it is outside of the medical device and related sectors
- En az lise mezunu olmasi
At least high school graduate
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- Ingilizce seviyesinin en az B1 seviyede olmasi
English level at least B1

Sézlesme imzalanmis taseron kurulusun ve faaliyetlerinin uygunlugu, NOTICE tarafindan M.PR.04 i¢ Tetkik
Prosediirii dokiimanina uygun olarak yilda en az bir kez gergeklestirilen i¢ tetkik faaliyeti ile birlikte
tanitim/pazarlama temsilcisinin uygunlugu SPS, ANS ve GM tarafindan kontrol edilir ve M.FR.27.01
Pazarlama/Tanitim Temsilcisi Degerlendirme Formu ile kayit altina alinir. Ayrica tagseron kurulugun hizmeti
verdigi kuruluglardan bir sikayet gelmesi Uzerine plansiz denetim yapabilir.

The compliance of the contracted subcontractor and its activities, the compliance of the promotion/marketing
representative together with the internal audit activity carried out at least once a year by NOTICE in accordance
with the M.PR.04 Internal Audit Procedure document is checked by SMR, ANR and GM and it is recorded
with the M.FR.27.01 Marketing/Promotion Representative Evaluation Form. In addition, the subcontractor
may conduct an unplanned inspection upon receiving a complaint from the organizations to which the service
is provided.

5.7.Tasere Edilen Faaliyetlerin Kamuya Duyurusu / Public Announcement Of Subcontracted Activities

NOTICE, yukarida belirtilen kurallar temelinde bir faaliyetini tagere etmesi durumunda, tasere ettigi faaliyetini
www.notice.com.tr Gizerinden kamuya duyurur.

When NOTICE subcontracted any activity according to rules that are defined above, subcontracted activites
publicly announced via www.notice.com.tr.

Dok. No/Doc. No:M.PR.27; Yay. Tar./Iss. Date:15.02.2021; Rev. No:04 ; Rev. Tar./Rev. Date:05.02.2025 ; Yur.Tar./Eff. Date: 08.04.2025  Sy./Pg: 13

Onaylayan / Approved by

Akreditasyon ve Notifikasyon Sorumlusu / Accreditation and Notification
Responsible

S. Burcu OZKAVAK

Hazirlayan / Prepared by
Kalite Yonetim Sorumlusu / Quality Management Responsible
Nursel YAHSI



http://www.notice.com.tr/
http://www.notice.com.tr/

TASERON FAALIYETLERININ KONTROLU PROSEDURU '
CONTROL OF SUBCONTRACTORS’ ACTIVITIES PROCEDURE notice .v
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M.PR.10
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M.PR.28

M.PR.30

M.FR.30.01
M.FR.30.02
M.FR.27.01
M.FR.27.03
M.FR.27.04
M.FR.27.05

ISO/IEC 17021-1:2015

IAF MD 9:2017

MDR

Internal Audit Procedure

Medical devices quality management system assessment personnel’s
competence, assignment & evaluation procedure

Certificates Suspension, Scope Reduction, Withdrawal & Notification
Procedure

Audit Duration Determination Procedure

Conformity Assessment Personnel's Competence, Assignment & Evaluation
Procedure

Advertisement and Promotional Activities Procedure

Marketing Representative Agreement

Representative Agreement

Promotion / Marketing Representative Evaluation Form

Subcontractor Test Activity Agreement

Initial/Re-Assessment Form for Subcontractor Testing Organizations
Subcontractor Testing Organizations Impartiality Declaration

Conformity assessment -- Requirements for bodies providing audit and
certification of management systems

Application of ISO/IEC 17021-1:2015 in Medical Device Quality Management
Systems (ISO 13485)

Medical Devices Regulation EU 2017/745
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