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1. AMAG
PURPOSE

Bu prosedirin amaci NOTICE’in taseron kuruluglarla yapacadi calismalarin kurallarini ve taseron
kuruluslarin 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 I1SO 13485 Tibbi Cihazlar KYS ve 93/42/AT Tibbi Cihaz Ydénetmelidi kapsaminda
gergeklestirilen Uygunluk Degerlendirme islemlerini kapsar.

This procedure covers the conformity assessment procedures carried out under ISO 13485 Medical Devices
QMS and 93/42/EEC Medical Device Directive.

3. SORUMLULUK
RESPONSIBILITIES

Bu prosediriin uygulanmasindan Genel Miudir , Akreditasyon ve Notifikasyon Sorumlusu ve Taseron
Kuruluglar sorumludur.

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

4. TANIMLAR
DEFINITIONS

5. UYGULAMA
DESCRIPTION

5.1. Genel Uygulama
General Description

(1) NOTICE denetim faaliyetlerini ve gerek duyulmasi durumunda uygunluk degerlendirme faaliyeti sirasinda
alinan numunelerin test islemlerini tasere ettigi kuruluslar 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 impartiality and confidentiality principles.

(2) NOTICE, denetcinin atanmasi, denetim planin olusturulmasi, belgelendirme kararinin verilmesinin
sorumlulugu taserona vermez. Sadece fanitim/pazarlama faaliyetlerini, denetim faaliyetlerini ve test
islemlerinin gerceklestirmesini tasere edebilir.

NOTICE, does not subcontract auditors’ assignment, preparing audit plan and the certification decision
making. It can only subcontracts carrying out promotion/marketing activities, audit activities and tests.

5.2 Taseron Denetim Faaliyetleri
Subcontracted Audit Activities
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(3) Taseron denetim faaliyetleri NOTICE dokimanlari referans alinarak gerceklestirilir.
Subcontracted audit activities are carried out with reference to NOTICE documents.

(4) NOTICE taseronun c¢ikar c¢atismasini engellemek adina her denetim &ncesi tageron
denetcilerinden/uzmanlarindan uygunluk degerlendirmesi yapilacak olan kurulus ile arasinda herhangi bir
cikar iligkisi (ticari ve manevi) olmadigina dair beyan alir. Her denetim faaliyetinden &nce
denetgilerin/uzmanlarin s6z konusu firma ile, tarafsizligini tehlikeye dusurebilecek derecede yakin iligki
icerisinde bulunmadigini (akrabalik, arkadaslik vs.), ticari bir baginin olmadigini; EN ISO 13485 standardina
gore yonetim sistemi denetimleri icin son 2 yil igerisinde firmaya danigmanlik, firmaya 6zel egitim, i¢ denetim
hizmeti, teknik dosya deste@i vermedigini ya da veren bir danismanlik firmasinda gérev yapmadigini; tibbi
cihaz Grtin uygunlugu degerlendirme denetimleri igin son 3 yil igerisinde degerlendirme kapsamindaki driinin
ureticisine, yetkili temsilcisine, tedarikgisine/teseronuna ve ticari rakiplerine danismanlik (iriinin ve/veya
prosesin olusturulmasi, tasarimi, pazarlamasi, bakimi konularinda ve kalite ydnetim sistemi ile ilgili herhangi
bir asamasinda) hizmeti dahil herhangi bir hizmet veya teklif vermedigini (12.03.2015 tarih ve 29293 sayil
Resmi Gazete'de yayinlanan "Tibbi Cihazlar Alaninda Faaliyet Gosterecek Onaylanmis Kuruluglara Dair
Teblig"nin Ek-I'ine ve Commission Implementing Regulation (EU) No 920/2013 EK | madde 1.3(b)’ye gore)
ve uygunluk degerlendirmesi yapilan tibbi cihazlari tasarlamadigini, imal etmedigini, temin etmedigini, ticari
amagch kullanmadigini, kurulumunu yapmadigini, klinik arastirmalarinda gérev almadigini ya da yapanlarin
yetkili temsilcisi olmadi§ini, tarafsizlik ve gizlilik sézlesmesi prensiplerine risk teskil edebilecek herhangi bir
durum olmadigini arastirir. Béyle bir durum var ise taseron kurulug NOTICFE’i bilgilendirir.

In order to prevent conflicts of interest of the subcontractor, NOTICE requests each subcontractor
auditor/expert to declare the absence of any conflict of interest (commercial or non-material) between the
subcontractor and the organization to be audited. Before each audit activity, NOTICE makes an investigation
on with the related company the auditor/expert have no close relationship (kinship, friendship etc.) which
may jeopardize impartiality; financial connections; for quality management system audits according to 1SO
EN 13485 within the last 2 years not been involved in consultancy, company-specific training, internal audit
services, technical file support or not worked in a consultancy company providing those services; for medical
device conformity assessment audits, within the last 3 years not offered or provided, any kind of service
including consultancy (for the establishment, design, construction, marketing or maintenance, clinical
investigation of the products and/or processes and in any stage related to the quality management system)
services to the manufacturer of the device in the scope of assessment, his authorized representative, a
supplier/subcontractor and a commercial competitor (according to Annex-I of the bulletin on "Notified Bodies
to Perform Activities in the Field of Medical Devices" issued in official gazette numbered 29293 dated
12.03.2015 and Annex |, article 1.3(b) of Commission Implementing Regulation (Eu) No 920/2013) and not
been involved in the design, manufacture, supply, commercial use, installation or clinical investigation of
medical devices for which conformity assessment is performed nor have been the authorized representative
of any of those parties engaged in these activities, there are no factors that may conflict with the principles of
the impartiality and confidentiality agreement. In case such condition exists, subcontractor company informs
NOTICE.

(5) Ayrica taseron kurulusun belgelendirme hizmeti alacak firma ile ¢ikar iliskisi olmadigina dair beyan alinir.

Furthermore, a declaration on the absence of relationship between subcontractor organization and the
company to receive certification activities.

(6) Taseron kurulus denetim faaliyetlerini gergeklestirecek personelinin yeterliligini PR.05 Tibbi Cihazlar
KYS Uygunluk Degerlendirme Personeli Yetkinlik, Atama ve Degerlendirme Prosediirii ve PR.28 Tibbi
Cihaz Uriin Uygunlugu Degerlendirme Personeli Atama ve Degerlendirme Prosediirii dokiimanlarina
uygun olarak saglayacadini ve personelin yeterliliginin sirekliligini sagdlayacagini taahhit eder.
Degerlendirme faaliyetlerinde goérev alacak personelin CV lerinin, editimlerinin, auditloglarinin giincel olarak
NOTICE’e saglanacagini taahhut eder. Egitimler icin, egitimin igerigine uygun olarak egitim dokimanlarinin
hazirlanmasinda, sorularin belirlenmesinde ve sonuglarin degerlendiriimesinde gérev alan personel
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nitelikleri, egitim slresinin belirlenmesi, egitim ddékimanlari, egitimin degerlendiriimesi ve personel
egitimlerinin takibi PR.06 insan Kaynaklari 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 PR.05 Medical devices quality management system assessment personnel’s
competence, assignment & evaluation procedure and 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 PR.06 Human
Resources and Training Procedure.

(7) Taseron kurulus NOTICE PR.04 i¢ Tetkik Prosediiriine uygun olarak yilda en az bir kez olacak sekilde
rutin olarak NOTICE ANS tarafindan denetlenir. Ayrica taseron kurulusun denetim hizmeti verdigi
kuruluglardan bir sikayet gelmesi lzerine plansiz denetim yapabilir.

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

(8) Ucret politikasinda esitligi saglayabilmek igin belgelendirme basvurusunda bulunan firmalarin
ticretlendiriimesi NOTICE PR.23 Denetim Ucreti Belirleme Prosediiriine goére geceklestirilir. Misteri
belgelendirme s6zlesmesi NOTICE ile direkt olarak imzalanir.

In order to ensure equality in the pricing policy, the auditing fee is determined according to PR.23
Determination of Audit Fee Procedure for the applicants. Certification agreement is directly signed
between NOTICE and the customer.

(9) Taseron kurulus, satis ve pazarlama argiimanlarinda NOTICE adina belge verebilecegi ya da NOTICE
hizmetlerinin tamamini yapabilecegi seklinde anlasiimalara sebep olacak bir tanimlama yapamaz. Bu durum
taseron ile yapilan sézlesme icerisinde 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 with the subcontractor.

(10) NOTICE tageron ile sundugu hizmetlerin tim sorumlulugunu tagir. Ancak taseron firmadan, saglayacagi
hizmetleri kapsayan ve faaliyet gosterdigi cografyayi belirten mesleki sorumluluk sigortasi yaptirmasi istenir
ve bu sigortaya ait police tageron anlagsmasina ek olarak s6zlesme evraklari iginde 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.

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

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

5.3 Taseron Test islemleri
Subcontracting Tests
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(12) NOTICE uygunluk degerlendirme faaliyetleri sirasinda gerek duydugunda musterinin tesisinden sectigi
numunelerin s6z konusu urdn ile ilgili standart ve ilgili diger yasal sartlara uygunlugunu kontrol etmek igin
yapacag test islemini, s6z konusu testi yapabilme yeterliligi olan (yeterlilik; test kurulugunun ilgili testte EN
ISO 17025 akreditasyon sertifikasina sahip olmasi veya bir Universite laboratuvari olmasi veya Notice
tarafindan ilgili test icin EN ISO 17025 sartlarini karsilayip karsilamadiginin denetimi ile gdsterilir) bir
kurulusa tasere edebilir.

NOTICE can subcontract testing processes necessary to check the conformity of the samples selected from
the customer's premises 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 ISO 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.)

(13) NOTICE test islemlerini tasere edece@i kurulug ile taseron sézlesmesi imzalar. imzalanacak
sdzlesmenin igerigi asagidaki hususlar dikkate alinarak belirlenir.

NOTICE signs contract with the organization to whom testing will be subcontracted. The content of the
contract to be signed shall be determined in accordance with the following items:

(14) Test kurulusu yapacagi test islemininin tarafsizhdini garanti etmek ic¢in test personelinin tarafsizlik
anlasmasi imzalamis oldugunu taahhlt eder. Her test prosesi 6ncesinde test personeli ile test edilen
numune Ureticisi arasinda bir gikar iligkisi (ticari ve manevi) olmadiginin beyanini alir. Her test isleminden
once test personelinin s6z konusu firma ile, tarafsizligini tehlikeye dusurebilecek derecede yakin iligki
icerisinde bulunmadigini (akrabalik, arkadaslik vs.), ticari bir baginin olmadigini; EN ISO 13485 standardina
gore yonetim sistemi denetimleri icin son 2 yil igerisinde firmaya danismanlik, firmaya 6zel egitim, i¢ denetim
hizmeti, teknik dosya destegi vermedigini ya da veren bir danismanlik firmasinda gérev yapmadigini; tibbi
cihaz Urtin uygunlugu degerlendirme denetimleri igin son 3 yil igerisinde degerlendirme kapsamindaki triiniin
Ureticisine, yetkili temsilcisine, tedarikgisine/teseronuna ve ticari rakiplerine danigsmanlk (Urandn ve/veya
prosesin olusturulmasi, tasarimi, pazarlamasi, bakimi konularinda ve kalite yonetim sistemi ile ilgili herhangi
bir asamasinda) hizmeti dahil herhangi bir hizmet veya teklif vermedigini (12.03.2015 tarih ve 29293 sayih
Resmi Gazete'de yayinlanan "Tibbi Cihazlar Alaninda Faaliyet Gosterecek Onaylanmis Kuruluglara Dair
Teblig"nin Ek-I'ine ve Commission Implementing Regulation (EU) No 920/2013 EK | madde 1.3(b)’ye gore)
ve uygunluk degerlendirmesi yapilan tibbi cihazlari tasarlamadigini, imal etmedigini, temin etmedigini, ticari
amagl kullanmadigini, kurulumunu yapmadigini, klinik arastirmalarinda gérev almadigini ya da yapanlarin
yetkili temsilcisi olmadidini, tarafsizlik ve gizlilik sézlesmesi prensiplerine risk teskil edebilecek herhangi bir
durum olmadigini arastirir. iliskisi olan personelini test prosesinin herhangi bir asamasinda géreviendirmez.

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
with the related company the auditor/expert have no close relationship (kinship, friendship etc.) which may
jeopardize impartiality; financial connections; for quality management system audits according to ISO EN
13485 within the last 2 years not been involved in consultancy, company-specific training, internal audit
services, technical file support or not worked in a consultancy company providing those services; for medical
device conformity assessment audits, within the last 3 years not offered or provided, any kind of service
including consultancy (for the establishment, design, construction, marketing or maintenance, clinical
investigation of the products and/or processes and in any stage related to the quality management system)
services to the manufacturer of the device in the scope of assessment, his authorized representative, a
supplier/subcontractor and a commercial competitor (according to Annex-1 of the bulletin on "Notified Bodies
to Perform Activities in the Field of Medical Devices" issued in official gazette numbered 29293 dated
12.03.2015 and Annex |, article 1.3(b) of Commission Implementing Regulation (Eu) No 920/2013) and not
been involved in the design, manufacture, supply, commercial use, installation or clinical investigation of
medical devices for which conformity assessment is performed nor have been the authorized representative
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of any of those parties engaged in these activities, there are no factors that may conflict with the principles of
the impartiality and confidentiality agreement. Personnel related to the sample manufacturer will not be
assigned at any stage of the test process.

(15) Test kurulugu yapacagdi test islemininin gizliligini garanti etmek icin test personelinin gizlilik anlagsmasi
imzalamis oldugunu taahhit eder.

The test organization undertakes that the test personnel have signed a confidentiality agreement to ensure
the confidentiality of the test process to be performed.

(16) Test kurulusu ucret politikasinda esitligi saglayabilmek igin test isleminin Ucretlendirmesini test
numunesinin Ureticisinden bagimsiz olarak kendi standart tcretlendirme prosedirlerine gére uygulayacagini
ve ayni test ve ayni 6zellikteki numuneler igin farkli Gcretlendirme yapmayacagini taahhiit 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 and the organization undertakes not to charge different prices for the same test and the same
sample.

(17) NOTICE, gerek duyulmasi durumunda uygunluk degerlendirme prosesinin bir pargasi olarak yapacagi
test islemini ticari bir gelir amagh hizmet olarak vermez. Taseron kurulus kendi satis ve pazarlama
argimanlarinda bu faaliyeti NOTICFE'in 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 organization 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.

(18) Taseron kurulus gercgeklestirdigi test islemini s6z konusu test ile ilgili standart ve/veya ilgili diger yasal
sartlara gore raporlar ve orijinal kopyayli NOTICE’e teslim eder. Test sirasinda kullandigi numuneleri yasal
gerekliliklere uygun olarak imha eder, kullanmadigi numuneleri NOTICE’e geri gnderir.

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.

(19) Taseron kurulus gergeklestirdigi test islemi sirasinda gerektiginde basvurulmak tzere tim objektif test
kanitlarini en az 15 yil sire ile saklar, test prosesinin izlenirbilirligini ve kayitlara ulasilabilirligi taahh(t 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.

(20) NOTICE, taseron tarafindan gerceklestirilen test islemlerinden kaynakl tim sonuglarin sorumlulugunu,
verdigi uygunluk degerlendirme hizmetinin tim taraflarina kargi alir. Taseron test kurulusunun
gerceklestirdigi test islemini s6z konusu test ile ilgili standart ve/veya diger ilgili yasal gerekliliklere uygun
olarak gergeklestirmemesinden ve/veya tarafsizlik ve/veya gizlilik ilkelerine uyulmamasindan dolayi ortaya
cikabilecek her tirli maddi/manevi zararlarin kargsilanmasi igin yasal islem baglatma 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.
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5.3 Tageron Tanitim/Pazarlama iglemleri
Subcontracting Promotion/Marketing Activities

(21) Taseron tanitim/pazarlama faaliyetleri PR.30 Reklam ve Tanitim Faaliyetleri Prosediirii referans
alinarak gergeklestirilir.

Subcontracted promotional/marketing activites is perfomed according to PR.30 Advertisement and
Promotional Activities Procedure.

(22) Tanitim/pazarlama faaliyetlerinin tasere edilecegi kisiler OEK Organizasyon E|I Kitabi, Satis
Temsilcisi béliiminde tanimlanmis Kkalifikasyonlari saglamalidir. Eder faaliyet bir organizasyona tasere
edilmis ise; organizasyon tarafindan gérevlendirilecek tim kigiler yine bu kalifikasyonlari saglamalidir.
Kalifikasyonun  karsilandigini  gésterir  kanitlar personel dosyalarinda  bulundurulur.  Uygunlugun
degerlendirmesi FR.27.03 Tanitim/Pazarlama Temsilcisi Degerlendirme Formu ile yapilir. Uygun olarak
degerlendirilen ve sadece tanitim/pazarlama yetkisi olan pazarlama temsilcileri ile FR.27.01 Pazarlama
Temsilcilik Anlasmasi imzalanir. Bélgesel yasal diizenlemelerden kaynakli olarak, mdisterilerin para
transferlerinin tarafimiza gergeklestirememesi durumunda, tanifim/pazarlama yetkise ek, misteriden 6deme
alma yetkisi olan temsilciler ile FR.27.02 Temsilcilik Anlagsmasi imzalanir. Alinan 6deme, Notice tarafindan
kesilen fatura miktari ile sinirlidir.

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 FR.27.03 Promotion /
Marketing Representative Evaluation Form. FR.27.01 Marketing Representative Agreement is signed
with 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, FR.27.02 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.

5.4 Tasere Edilecek Islemler Igin Yetkilendirme Yapilan (Temsilcilik Verilen) Firmalarin
Degerlendiriimesi ve Faaliyetlerin Kontrolii

Evaluation and Activity Review of Appointed (Granted to be Representative) Firms for Subcontracted
Processes

(23) Yetkilendirme yapilmadan dénce, firmanin tescil ettirdigi istigal alanlarinin firmamiz faaliyetleri igin
tarafsizligi etkilemedigi garanti alfina alinmalidir. Istigal alanlarini gésterir is lisanslari s6zlesme dosyasina
eklenir.

Before authorization is granted to the firm, NOTICE shall guaranteed that business area of the firm will not
affect NOTICE’s impartiality. Related business licenses that represents business areas, are added to
agreement file.

(24) Yetkilendirme yapilan bélgede ((ilke(ler)) yerel otorite(ler)nin izin alinma sartlari kontrol edilmelidir. Eger
izin gerekli ise; sartlar yetkili temsilci tarafindan kargilanmalidir. Temsicilik sézlesmesi imzalanmadan énce
sartlarin karsilandigi dogrulanir ve kanitlari s6zlesme dosyasina eklenir. NOTICE tarafindan ilgili bélgede
faaliyet gésterebilmek igin sartlar, NOTICE tarafindan karsilanir ve kanitlari yine sézlesme 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 evidences 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 evidences are added to agreement file.

(25) Sézlesme imzalanmis taseron kurulusun ve faaliyetlerinin uyguniugu, NOTICE tarafindan PR.04 i¢
Tetkik Prosediirii dokiimanina uygun olarak yilda en az bir kez gerceklestirilen ic tetkik faaliyeti ile kontrol
edilir. Ayrica tageron kurulusun hizmeti verdigi kuruluslardan bir sikayet gelmesi lizerine plansiz denetim
yapabilir.
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Appropriateness of subcontractor firm and its activities are evaluated by internal audit activities at least ones
a year according to PR 04 Internal Audit Procedure. Moreover, if any complaint is received from the
organizations that subcontractor serves, NOTICE performs unannounced audit to subcontractor.

5.5 Tagere Edilen Faaliyetlerin Kamuya Duyurusu
Public Announcement Of Subcontracted Activities

(26) NOTICE, yukarida belirtilen kurallar temelinde bir faaliyetini tagsere etmesi durumunda, tasere ettigi
faaliyetini www.notice.com.tr dizerinden kamuya duyurur.

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

6. ILGILI DOKUMANLAR
RELATED DOCUMENTS

1. PR.04 i¢ Tetkik Prosediirii

PR.04 Internal Audit Procedure

2. PR.05 Tibbi Cihazlar KYS Uygunluk Degerlendirme Personeli Yetkinlik, Atama ve Degerlendirme
Proseddri
PR.05 Medical devices quality management system assessment personnel's competence,
assignment & evaluation procedure

3. PR.10 Belgelerin Askiya Alinmasi, Kapsam Daraltmasi, iptali ve Bildirimi Prosediirii
PR.10 Certificates Suspension, Scope Reduction, Withdrawal & Notification Procedure

4. PR.23 Denetim Ucreti Belirleme Prosedirt
PR.23 Audit Duration Determination Procedure

5. PR.28 Tibbi Cihaz Uriin Uygunlugu Degerlendirme Personeli Atama ve Degerlendirme Prosediir(i
PR.28 Conformity Assessment Personnel's Competence, Assignment & Evaluation Procedure

6. PR.30 Reklam ve Tanitim Faaliyetleri Prosed(irli
PR.30 Advertisement and Promotional Activities Procedure

7. FR.27.01 Pazarlama Temsilcilik Anlasmasi
FR.27.01 Marketing Representative Agreement

8. FR.27.02 Temsilcilik Anlagmasi
FR.27.02 Representative Agreement

9. FR.27.03 Tanitim/Pazarlama Temsilcisi Degerlendirme Formu
FR.27.03 Promotion / Marketing Representative Evaluation Form

10. ISO/IEC 17021-1:2015 Conformity assessment -- Requirements for bodies providing audit and
certification of management systems
ISO/IEC 17021-1:2015 Conformity assessment -- Requirements for bodies providing audit and
certification of management systems

11. IAF MD 9:2017 Application of ISO/IEC 17021-1:2015 in Medical Device Quality Management
Systems (ISO 13485)
IAF MD 9:2017 Application of ISO/IEC 17021-1:2015 in Medical Device Quality Management
Systems (ISO 13485)

12. Tibbi Cihazlar Alaninda Faaliyet Gdsterecek Onaylanmis Kuruluslara Dair Teblig (12 Mart 2015
Tarihli ve 29293 Sayili Resmi Gazete)
Bulletin on Notified Bodies to Operate in the Field of Medical Devices (Official Gazette dated 12
March 2015 and numbered 29293)

13. Uygunluk Degerlendirme Kuruluglari ve Onaylanmis Kuruluglar Yénetmeligi (23 Subat 2012 Tarihli
ve 28213 Sayili Resmi Gazete)
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Conformity Assessment Bodies and Notified Bodies Regulation (Official Gazette dated February 23,
2012 and numbered 28213)

14. 93/42/AT Tibbi Cihaz Direktifi
93/42/EEC Medical Device Directive
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