iITIRAZ VE SIKAYETLERIN DEGERLENDIRILMESi PROSEDURU

1. AMAC /PURPOSE

Bu prosedirin amaci AB 2017/745 Tibbi Cihaz Regilasyonu (TCR) ve EN ISO 13485 kapsaminda,
NOTICE tarafindan yiritilmekte olan hizmetlerle ilgili olabilecek itiraz ve sikayetlerin degerlendirilme sirecini
anlatmak.

This purpose of this procedure is to describe the process of evaluating complaints and appeals that may
be related to the provided services by NOTICE in the scope of EU 2017/745 Medical Devices Regulation and
EN ISO 13485.

2. KAPSAM/ SCOPE

Bu prosedir, NOTICE tarafindan yiritilmekte olan hizmetler kapsaminda uygunluk degerlendirme
faaliyetlerini ve sonuglarini, ilgili organlarin kararlari vb. ile ilgili olabilecek itiraz ve sikayetlerin
degerlendiriimesine iligkin usul ve esaslari kapsar.

This procedure covers procedures and principles for evaluation of complaints and appeals related to the
conformity assessment activities and results, the decisions of the relevant bodies, etc. within the scope of the
services being carried out by NOTICE.

3. SORUMLULUKLAR / RESPONSIBILITIES

Bu prosediiriin uygulanmasindan itiraz ve Sikayet Komitesi, Akreditasyon ve Notifikasyon Sorumlusu
(ANS), Kalite Yoénetim Sorumlusu (KYS) ve Departman Yoneticileri sorumludur.

The responsibility of implementing this procedure lies with Appeals and Complaints Committee,
Accreditation & Notification Responsible (ANR), Quality Management Responsible (QMR) and Department
Responsibles.

4. TANIMLAR /DEFINITIONS

itiraz : NOTICE’den hizmet alan kisi/kurum/kuruluglarin kendilerini ilgilendiren
Appeal konularda, NOTICE’in ilgili birimlerinin almis oldugu kararlara kars! yaptiklari
yazili bagvurudur.
Written application from persons/institutions/organizations receiving services
from NOTICE in response to the decisions taken by the relevant departments
of NOTICE in matters that concern them.

Sikayet : NOTICE’in hizmet verdigi kisi/lkurum/kuruluslarin NOTICE’den aldiklari
Complaint hizmetlerden dolay1 veya NOTICE’den hizmet alan kisi/kurum/kuruluslarin
arin/yénetim sistemi/hizmetlerinden etkilenenlerin duyduklar
memnuniyetsizligin s6zli veya yazil ifadesidir.
Verbal or written statement of dissatisfaction from

persons/institutions/organizations about services received from NOTICE or
those whose product/management systems/services have been affected.
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5. UYGULAMA / DESCRIPTION

Sikayet ya da itirazlar degerlendirilirken dederlendirme yapan ya da karar alan personel tamamen sikayet
ya da itiraz konusundan bagimsiz kisilerden segilir. itiraz/sikayet ilk degerlendirme siirecinin tamamlanmasi
ve itiraz/sikayetin hakl bulunmasi halinde, ilgili konunun arastiriimasi ve degerlendiriimesi igin itiraz ve Sikayet
Komitesi olusturulur.

Completely independent persons from the subject of complaints or appeals are selected for evaluating
complaints or appeals. If the appeal/complaint initial evaluation process is completed and the appeal/complaint
is found to be justified, the Appeals and Complaints Committee will be formed to investigate and evaluate the
relevant issue.

itiraz ve Sikayet Komitesi asagida tanimlanmis kisilerden olusturulur:
Complaints and Appeals Comitte consists of personnel defined below:

- Akreditasyon ve Notifikasyon Sorumlusu ya da Kalite Yonetim Sorumlusu (KYS)
(Akreditasyon ve Notifikasyon Sorumlusunun itiraz veya sikayete konu olan musterinin denetim ve
belgelendirme komitesinde yer almasi durumunda yerine Kalite Yonetim Sorumlusu veya Genel Mudur
g6revlendirilir).
Accreditation and Notification Responsible or Quality Management Responsible (QMR)
(In case the accreditation and notification responsible is involved in the audit and certification
committee of the customer who is the subject of the complaint or appeal, Quality Management
Responsible (QMR) or General Manager is appointed).

- Bas Denetg¢i olarak atamasi tamamlanmis bir personel
Personnel who have been appointed as Lead Auditor

- Hukuksal degerlendirme gerekecek durumlarda M.FR.25.01 Komite Uyeleri Gizlilik ve Tarafsizlik
Soézlesmesi’ni imzalamis bir Avukat
A lawyer having signed M.FR.25.01 Committee Members Confidentiality and Impartiality Agreement
for cases that legal evaluation is needed

- Gerekli gérilmesi halinde, M.FR.25.01 Komite Uyeleri Gizlilik ve Tarafsizlik Sézlesmesi’ni
imzalamis konu uzmanlari
If necessary, subject experts who have signed the M.FR.25.01 Committee Members Confidentiality
and Impartiality Agreement

Komitenin olusturulmasi sirasinda asagidaki hususlara dikkat edilir.
The following points are taken into consideration when forming the committee.

- Komitede yer alacak personeller ilgili konuya dahil olmamis bagimsiz kisilerden segilmelidir.

The personnel to be included in the committee shall be selected from independent persons who are
not involved to the case.

- Eger ilgili sikayet/itiraz kapsaminda Notice Ust yonetiminden kigiler ele alinacak ve bu Kisilere yatay
olarak denk ya da daha yiiksek pozisyonda bir personel yok ise Itiraz ve Sikayet komitesi sektérel
tecribesi ispatlanmis ve dis kaynakli ve ilgili itiraz/gikayet ile ilgisi bulunmayan ve M.FR.25.01 Komite
Uyeleri Gizlilik ve Tarafsizlik Sdzlesmesini imzalamis bagimsiz bir kisi dahil edilir.
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If persons from Notice top management are evaluated related to the relevant appeal/complaint and
there is no other personnel with a horizontally equivalent or higher position, Appeals and Complaints
Committee shall include an external independent person who has proven his sectoral experience and
is not related to the relevant appeal/complaint and has signed the M.FR.25.01 Committee Members'
Confidentiality and Impartiality Agreement.

ANS'nin itiraz/sikayete konu musterinin belgelendirme projesinde gérev almasi durumunda yerine
KYS veya Genel Mudur vekalet eder.

In case the Accreditation and Notification Responsible is involved in the audit and certification
committee of the customer who has placed the complaint or appeal, QMR or General Manager will
replace.

ANS ve KYS ayni anda itiraz/sikayete konu mdsterinin belgelendirme projesinde gorev almasi
durumunda ise Genel Midir goreviendirilir.

In the event that ANR and QMR are involved in these processes, General Manager will take charge.
NOTICE, musterisine danigsmanhk saglamis veya mdisterisi tarafindan istihdam edilmis olan
personelini (yonetici pozisyonunda bulunanlar dahil), danismanlik veya istihdamin sona ermesinden
itibaren 3 yil sure ile 0 musterinin herhangi bir sikayet veya itirazinin ¢ézimunin gézden gegiriimesi
veya onayinda kullanmaz.

NOTICE will not use the consultant or other personnel employed by the client (including those in the
managerial position) for consultation or review or approval of any complaint or appeal of the client for
3 years from the end of employment.

5.1 itiraz Kaynaklan / Sources of Appeals

itiraz kaynaklari sunlardir;
Sources of Appeal include;

Firmalarin/ kisilerin yapmis olduklari bagvuruya istinaden NOTICE’ in almis oldudu kararlara yapilan
itirazlar.

Appeals to decisions made by NOTICE in respect of an application filed by companies/ businesses.
Denetim ve muayene dncesi tetkik ekibinin atamasina yapilan itiraz

Appeals to appointment of audit team before audit and inspection

Denetim ve muayene sirasinda, denetim ve muayene ekibinin bulgularina ve aldigi kararlara yapilan
itirazlar

Appeals to the findings and decisions of the audit and inspection team during the audit and inspection
Belgelendirme Komitesinin/Karar Ekibinin, Tibbi Cihaz Departman Sorumlusunun ve Akreditasyon ve
Notifikasyon Sorumlusunun almis oldugu kararlara yapilan itirazlar

Appeals to decisions made by the Certification Committee/Decision Team, the Medical Device
Department In charge and the Accreditation and Notification Responsible.

NOTICE hizmetleri ile ilgili yapilan bir sikayet sonrasi alinan karara itiraz.

Appeals to a decision made regarding a complaint to NOTICE services.

5.2 Sikayet Kaynaklari / Sources of Complaint

Sikayet kaynaklari sunlardir;
Sources of appeals include;

Basvuru slreci sirasinda NOTICE’ in yapmis oldugu faaliyetlerden dogan sikayetler. (On-bagvurunun
alinmasina dair olusan sikayetler, teklifin verilmesine dair olusan sikayetler, irtibata gegen personel
hakkinda olusan sikayetler vb.)
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Complaints arising from activities that NOTICE has made during the pre-application process. (appeals
about the receipt of the application, giving the proposal, contacted personnel, etc.)

- Degerlendirme/denetim veya muayene sirasinda, degerlendirme/denetim veya muayene ekibinin
yapmis oldugu faaliyetlerden kaynaklanan sikayetler (denetimin/muayenenin gergeklestiriimesi,
denetim ekibinin davraniglari, muayene uzmaninin davraniglari, denetimin kapsami, siresi metodu,
VS.)

Complaints from the activities carried out by the assessment/audit or inspection team during the
assessment/audit or inspection (conducting the audit/inspection, the behavior of the audit team, the
behavior of the inspection expert, the scope, duration, method... of the audit)

- Belgelendirme ve muayene sonrasi NOTICE ‘in yapmis oldugu faaliyetlerden kaynaklanan sikayetler
(muhasebe faaliyetleri, sertifika teslimi vb.)

Complaints arising from the activities of NOTICE after the certification and inspection (accounting
activities, certificate delivery, etc.)

- NOTICE’ in uygulamalari ve/veya belgelendirdigi firmalar/kisiler ile ilgili G¢lncu taraflardan gelen
sikayetler.

Complaints from third parties regarding NOTICE's applications and /or the certified companies
/persons

5.3 Sikayetlerin Ele Alinmasi / Handling of complaints

NOTICE’ in uygulamalari ile ilgili misteri ve/veya ilgili taraflardan gelen dneri ve sikayetler, web sitesinde
ulasima agiimis olan M.FR.24.01 Miisteri Sikayet itiraz ve Oneri Formu ile elektronik ortamda ya da Kalite
Yonetim Sorumlusu (KYS) veya Akreditasyon & Notifikasyon Sorumlusu (ANS) veya Kalite Yonetim Uzmani
veya ilgili bolim yoneticisi tarafindan sikayet sahibi ile yapilan gériisme sirasinda ayni form ile kayit altina
alinir.

Recommendations and complaints received from customers and/or related parties regarding NOTICE
activities are recorded in M.FR.24.01 Customers’ Complaints, Appeals & Suggestions Form which can be
reached through the web site or in the same form by Quality Management Responsible (QMR) or Accreditation
and Notification Responsible (ANR) or Quality Management Specialist or the related department responsible
during the interview with the complainant.

Yapilan sikayet ile ilgili KYS, 5 is glinU igerisinde musteri ile iletisime gecgerek sikayetin dogrulamasini yapar.
QMR verifies the complaint through communicating with the customer regarding the placed complaint in 5
working days.

Sikayetin dogrulamasi yapildiktan sonra sikayet yukaridaki sekilde KYS tarafindan siniflandirilir ve ANS
bilgilendirilir.
After the complaint is verified, the complaint is classified by the QMR as above and ANR is informed.

Sikayetin kapsami iki sekilde siniflandirilir.
The scope of the complaint is classified into two categories.

- NOTICE in belgelendirmesini yaptigi musteriler tarafindan NOTICE ile ilgili veya personeli ile ilgili
yapilan sikayetler
Complaints about NOTICE or the personnel received from customers certified by NOTICE

- NOTICE in belgelendirmesini yaptigi musteri ile ilgili sikayetler
Complaints about customers certified by NOTICE
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Sikayet NOTICE faaliyetleri veya NOTICE in belgelendirmesini yaptigi misteriler veya NOTICE personeli
ile ilgili degilse, ANS tarafindan yazilan bilgi notu sikayet sahibine KYS tarafindan iletilir.

If the complaint is not related to NOTICE activities or customers certified by NOTICE or NOTICE personnel,
the information note written by ANR is forwarded to the complainant by QMR.

Eger sikayet NOTICE faaliyetleri veya NOTICE in belgelendirmesini yaptigi musteriler veya NOTICE
personeli ile ilgili ise;

ANS, sikayetin NOTICE ile ilgili oldugu yonunde degerlendirmesini yaptiktan sonra 7 is ginu igerisinde
madde 5.0’ da agiklandigi sekilde bir itiraz ve sikayet komitesi olusturur ve konuyu degerlendirmesini saglar.
Sikayet konusu hukuki bir degerlendirme gerektirmiyor ise komiteye avukat davet edilmez.

If the complaint is related to NOTICE activities or customers certified by NOTICE or NOTICE personnel;

ANR, after evaluating the complaint as related to NOTICE, gathers the appeal and complaint committee
within 7 working days as explained in item 5.0 and ensures that the issue is evaluated. If the complaint does
not require a legal assessment, the lawyer is not invited to the committee.

itiraz ve sikayet komitesi sz konusu sikayetin hakliigini degerlendirir. Degerlendirme sonrasinda sikayeti
yapan hakli bulunmaz ise; degerlendirme sonucu, sikayet sahibine M.FR.24.01 Miisteri Sikayet itiraz ve
Oneri Formu ile 3 is giinii igerisinde KYS tarafindan bildirilir.

The appeal and complaint committee evaluate the justification of the complaint in question. If the
complainant is not justified after the evaluation; the result of the evaluation is communicated to the complainant
by QMR within 3 working days with the M.FR.24.01 Customer Complaint Appeals and Suggestion Form.

Degerlendirme sonucunda sikayet hakli bulunur ise; Akreditasyon ve Notifikasyon Sorumlusu, ilgili bolim
yoneticileri ile sikayeti gidermek igin yapilmasi gereken faaliyetleri arastinr ve KYS, sikayet sahibine
M.FR.24.01 Miisteri Sikayet, itiraz ve Oneri Formu ile 7 giin igerisinde bilgi verir. Eger ilgili sikayet
belgelendirmesi yapilan musteri hakkinda ise bu sikayet konusu ilgili misteriye yazili olarak ayni sureler
icerisinde bildirilir.

If the complaint is justified as a result of the evaluation; the Accreditation and Notification Responsible
together with the related department responsible investigates the actions to be taken and QMR informs the
complainant within 7 days through M.FR.24.01 Customers’ Complaint, Appeal and Suggestion Form. If
the complaint is about a certified customer, the related customer will be notified in writing within the same
periods.

ANS veya KYS sikayetle ilgili herhangi bir gecikmeye mahal vermeden dizeltici faaliyeti baslatir ve agilan
diizeltici faaliyet M.PR.03 Diizeltici ve Onleyici Faaliyetler Prosediiriine gére takip edilir.

ANR or QMR initiates the corrective action for the complaint without any delay and the corrective action
is followed according to M.PR.03 Corrective and Preventive Actions Procedure.

Degerlendirme sonucunda hakl bulunan sikayet kapsaminda personel ile ilgili ek faaliyet gerekli gérilmesi
halinde, kararin alindigi gun ilgili stire¢ M.PR.05 Tibbi Cihaz KYS Degerlendirme Personelinin Uygunlugu,
Atamasi ve Degerlendirilmesi Prosediirii veya M.PR.28 MDR Degerlendirme Personeli Atama ve
Degerlendirme Prosediirii hikiimleri dogrultusunda yUratuldr.

If, as a result of the assessment, additional activities related to personnel are deemed necessary within the
scope of the justified complaint, the relevant process shall be carried out on the day the decision is made in
accordance with the provisions of M.PR.05 Medical Device QMS Assessment Personnel Suitability,
Appointment, and Evaluation Procedure or M.PR.28 MDR Assessment Personnel Appointment and Evaluation
Procedure.
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Sikayete yonelik baglatilan ¢alismalar tamamlandiktan sonra KYS tarafindan sikayet sahibine M.FR.24.01
Miisteri Sikayet itiraz ve Oneri Formu ile 3 is giinii icerisinde bilgi verilir.

After completing the work initiated for the complaint, complainant is notified by QMR through M.FR.24.01
Customers’ Complaint, Appeal and Suggestion Form within 3 working days.

Musteri, gerceklestirilen faaliyet hakkinda e-posta araciligiyla bilgilendirilir. Bilgilendirme tarihi
M.FR.24.01 Miisteri Sikayet, itiraz ve Oneri Formu ile kayit altina alinir.

The customer is informed about the action taken via email. The date of notification is recorded using the
M.FR.24.01 Customer Complaint, Appeal and Suggestion Form.

Musteri yapilan faaliyeti tatmin edici bulmaz ise konu, KYS tarafindan 7 is gini icerisinde ANS’ ye ve
M.FR.24.01 Miisteri Sikayet itiraz ve Oneri Formu ile itiraz ve sikayet komitesine bildirilir ve miisteriye bilgi
verilir.

If the client does not find the action satisfactory, the matter is communicated to Appeals & Complaint
Committee by the QMR within 7 working days through M.FR.24.01 Customers’ Complaint, Appeal and
Suggestion Form and the customer is informed.

itirazlar bélim 5.4’e gére degerlendirilir.
Appeals are handled according to section 5.4.

NOTICE’ e musterisi firmalar/kisiler hakkinda yapilan sikayetler, yukarida belirtilen sekilde ele alinir. ANS
tarafindan degerlendirilir.

Complaints made to NOTICE about its customers are handled as described above. They are evaluated
by ANR.

Sikayet belgelendirilmis firmalar icin ise firmanin kalite yonetim sisteminin etkinligi ve uygunlugunun
degerlendirmesi icin gerekiyorsa yerinde denetim, M.PR.09 Gozetim ve Diger Denetimler Prosediiriine
ve/veya M.TL.35.07 MDR Kisa ihbar ve Habersiz Denetimler Talimatina gére Kisa ihbar Denetimi veya
Habersiz Denetim ile gerceklestirilir.

For complaint about certified companies, if on-site audit is necessary to check the effectiveness and
suitability of the company’s quality management system, a Short Notice Audit or Unannounced Audit will be
performed according to the M.PR.09 Surveillance and Other Audits Procedure or M.TL.35.07 Short Notice
and Unannounced Audits Instructions.

5.4 ltirazlarin Ele Alinmasi / Handling of Appeals

NOTICE’ in almis oldugu kararlar ile ilgili mUsteri ve/veya ilgili taraflardan gelen itirazlar, web sitesinde
ulasima agilmis olan M.FR.24.01 Miisteri Sikayet itiraz ve Oneri Formu ile elektronik ortamda ya da KYS
veya ilgili bélim yoneticisi yada Kalite Yonetim Uzmani tarafindan sikayet sahibi ile yapilan goériisme sirasinda
M.FR.24.01 Miisteri Sikayet itiraz ve Oneri Formu ile kayit altina alinrr.

Appeals received from customers and/or related parties about decisions made by NOTICE, are recorded
in M.FR.24.01 Customers’ complaints, appeals & suggestions form which can be reached through the
web site or in the same from by QMR or the related department manager or Quality Management Specialist
during the interview with the complainant.

itiraz alindiktan sonra KYS itirazin NOTICE'’in vermis oldugu kararlar ile ilgili olup olmadigini aragtirir.
After receiving the appeal, QMR investigate whether or not the appeal is related to the decisions made
by NOTICE.
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itiraz NOTICE’ in vermis oldugu kararlar ile ilgili degil ise itiraz sahibine KYS tarafindan yazili bilgi verilir.
If the appeal is not related to the decisions made by NOTICE, QMR gives written information to the appeal
holder.

itiraz, NOTICE’ in vermis oldugu kararlar ile ilgili ise KYS, ANS’ yi bilgilendirir.
If the appeal is related to the decisions made by NOTICE, QMR informs the ANR.

ANS, itirazin NOTICE’ in vermis oldugu kararlar ile ilgili oldugu yéniinde degerlendirmesini yaptiktan sonra
7 is gunu icerisinde madde 5.0’ da acgiklandigi sekilde bir itiraz ve sikayet komitesi olusturur ve konuyu
degerlendirmesini saglar. itiraz konusu hukuki bir degerlendirme gerektirmiyor ise komiteye avukat davet
edilmez.

ANR gathers an appeal and complaint committee as described in item 5.0 within 7 working days after
evaluating the objection as being related to NOTICE decisions and ensures that the objection is evaluated. If
the objection does not require a legal assessment, a lawyer is not invited to the committee.

itiraz ve sikayet komitesi sdz konusu itirazin hakliigini degerlendirir. Dederlendirme sonrasinda itirazi
yapan hakli bulunmaz ise; degerlendirme sonucu, itiraz sahibine M.FR.24.01 Miisteri Sikayet itiraz ve Oneri
Formu ile 3 is gunu igerisinde KYS tarafindan bildirilir.

The appeals and complaint committee evaluates the justification of the appeal. If the appeal is not justified
after the evaluation; the result of the evaluation is informed by the QMR within 3 working days to the appealing
client with M.FR.24.01 Customer Complaint Objection and Suggestion Form.

Gerek duyulmasi halinde itiraz ve sikayet komitesi konuyla ilgili uzmanlardan ve/veya anlasmazliga disen
taraflardan bilgi ve yardim alabilir. itiraz ve Sikayet Komitesi'nin konusu ile ilgili gériis alinacak uzmanlara
M.FR.20.07 Personel Tarafsizlik Beyani imzalatilir. itiraz ve sikayet komitesi kararini M.FR.24.01 Miisteri
Sikayet itiraz ve Oneri Formuna kaydeder. Formu ANS ve ilgili bélim ydneticisine bildirir.

Where necessary, Appeals & Complaint Committee may ask for information and assistance from relevant
experts and / or parties involved in the dispute. The M.FR.20.07 Personnel Impartiality Declarations shall
be signed by the experts whose opinions will be sought regarding the subject matter of the Appeals and
Complaints Committee. The decision of Appeals & Complaint Committee is recorded in M.FR.24.01
Customers’ complaints, appeals & suggestions form and ANR informs the related department responsible.

Degerlendirme sonucunda itiraz hakh bulunur ise; ANS ve KYS, ilgili bolim yoneticileri ile itirazdan
kaynakh gerceklestirilecek faaliyetleri arastirir ve KYS, misteri ya da taraflara en ge¢ 7 is glini igerisinde
M.FR.24.01 Miisteri Sikayet, itiraz ve Oneri Formu ile yazili olarak bilgi verir.

If the appeal is justified after the evaluation; ANR and QMR with related department responsible
investigates the activities to be carried out in relation to the appeals and QMR informs the customer or parties
with M.FR.24.01 Customers’ complaints, appeals & suggestions Form not later than 7 working days.

Yapilacak olan faaliyetle ilgili ANS veya KYS tarafindan M.PR.03 Diizeltici ve Onleyici Faaliyetler
Prosediiriine gore dizeltici faaliyet baslatilir.

The related corrective action will be initiated by the ANR or QMR according to M.PR.03 Corrective and
Preventive Actions Procedure.

Diizeltici faaliyet gergeklestirildikten sonra itiraz sahibine KYS, M.FR.24.01 Miisteri Sikayet itiraz ve
Oneri Formu ile 3 is giinii igerisinde yazili bilgi verir ve geri bildirim istenir.
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After the corrective action has been carried out, the appealing client is informed in writing by QMR with
M.FR.24.01 Customers’ Complaints, Appeals & Suggestions Form in 3 working days and feedback is
requested.

itiraz ve sikayet komitesinin aldi§i karar ve yapilan faaliyet ile ilgili itiraz sahibi tatmin olmazsa itiraz sahibi
yasal yollara bagvurabilir.

If objection holder is not satisfied with the decision taken by the Appeals & Complaint Committee and the
action, he can take legal actions.

Bu prosedur de yer alan ¢alismalar ve yazigmalarla ilgili TURKAK, ilgili bakanliklar ve T.C. Mahkemeleri
haricinde higbir Gg¢lncl kurum ya da kKisiye bilgi verilmez. Eger ilgili sikayet belgelendirmesi yapilan mugsteri
hakkinda ise bu sikayet konusu ilgili migsteriye yazili olarak bildirilir.

No information is given to any third party or person other than TURKAK, the relevant ministries and the
Courts of Republic of Turkey relating to the activities and correspondence in this procedure. If the complainant
is a certified customer, the complainant will be notified in writing.

Bu prosedir kapsaminda alinan itiraz ve sikayetlerde yaptigi basvuru ile ilgili ayrimci bir tavir alinmaz
tamamen degerlendirmenin objektif sonuglarina gore iglemler yuratalar.

No discriminatory attitude regarding the application made in the scope of this procedure and the
processes are carried out according to the objective results of the complete evaluation.

S6z konusu sikayet ve itirazlar daha 6nce alinan sikayetler ve itirazlar ile benzerlik gosteriyorsa daha
once gerceklestirilen arastirmalarin sonuclari da mutlaka degerlendirilir.

If the complaints and appeals are similar to the previous complaints and appeals, the results of the
previous investigations are definitely evaluated.

5.5 Itiraz ve Sikayet Komitelerinin Uzaktan Gergeklestiriimesi / Remote Performing of Appeals &
Complaint Committee

itiraz ve sikayet komitesi faaliyetlerinin yerinde yapiimasina engel durumlar olustugunda (pandemi,
deprem vb. dogal afet durumlarinda) komite uzaktan gergeklestirilebilir. Uzaktan yapilacak olan itiraz ve
sikayet komitesi faaliyetlerinde silreg ilk paragraftan son paragrafa kadar olan bélimlerde anlatildigi sekilde
uygulanir. itiraz ve sikayet komitesi Uyeleri arasinda yapilan karsilikl gériismeler Zoom, Microsoft Teams gibi
video konferans araglar kullanilarak gergeklestirilir. Uzaktan yapilacak olan gérismelerde baglantinin
olusturulmasi, katihmcilara génderilmesi M.PR.33 Uzaktan Calisma Prosediiriine gore gerceklestirilir.

The appeals and complaint committee can be carried out remotely when there are situations (natural
disasters such as pandemics, earthquakes, etc.) that prevent the activities of the appeal and complaint
committee to be carried out on site. In remote appeal and complaint committee activities, the process is applied
as described in the sections from paragraph first to final Conversations between the members of the appeal
and complaint committee are carried out using video conferencing tools such as Zoom or Microsoft Teams.
Establishing the connection and sending it to the participants in remote interviews are carried out according to
the M.PR.33 Remote Working Procedure.
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ISO/IEC 170211 Conformity assessment -- Requirements for bodies providing audit and certification
of management systems
ISO/IEC 17021-3 Conformity assessment — Requirements for bodies providing audit and certification

of management systems — Part 3: Competence requirements for auditing and
certification of quality management systems

IAF MD 9:2017 Application of ISO/IEC 17021 in the field of Medical Device Quality Management
Systems (ISO 13485)
M.PR.02 Management Review Procedure
M.PR.03 Corrective & Protective actions Procedure
M.PR.05 Medical Device QMS Assessment Personnel Suitability, Appointment, and
Evaluation Procedure
M.PR.09 Surveillance & Other Audits Procedure
M.PR.28 MDR Assessment Personnel Appointment and Evaluation Procedure
M.PR.33 Remote Working Procedure
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