SERTIFiKA VE MARKA KULLANIM PROSEDURU nOtice A
CERTIFICATE & BRAND USAGE PROCEDURE Av

1. AMAG / PURPOSE

Bu prosediiriin amaci firmamiz tarafindan verilen; EN 1ISO 13485 Tibbi Cihazlar KYS ve AB 2017/745
Tibbi Cihaz Regtlasyonu Belgelendirme islemi sonrasinda kuruluslara vermis oldugu marka ve sertifikalarin
kullaniminin ISO/IEC 17021-1:2015, AB 2017/745 Tibbi Cihaz Regllasyonu ve Tirkak Rehber R10.06
gereksinimlerine uygun olarak kullaniminin ne sekilde gercgeklestirilecedini anlatmaktir.

The purpose of this procedure is to control the proper use of issued certificate and brands in accordance
with the requirements of ISO / IEC 17021-1: 2015, 2017/745 Medical Device Regulation and Turkak Guidelines
R10.06 after completion of EN ISO 13485 Medical Devices QMS and 2017/745 Medical Device Regulation
certification process.

2. KAPSAM/SCOPE

Bu prosedir ISO 13485 Tibbi Cihazlar KYS ve AB 2017/745 Tibbi Cihaz Regllasyonu Uygunluk
Degerlendirmeleri kapsaminda verilen sertifikalari, CE2764 isaretini ve Tirkak — NOTICE logo/markalarini
kapsar.

This procedure covers the certificates, CE 2764 mark and TURKAK - NOTICE logo / brands issued under
the 1SO 13485 Medical Devices QMS and 2017/745 Medical Device Regulation Conformity Assessments.

3. SORUMLULUK / RESPONSIBILITIES

NOTICE mdsterilerinin sertifika, marka ve logolarin dizgin kullaniminin takibi ile ilgili sorumluluk
Akreditasyon ve Notifikasyon Sorumlusu (ANS), Tibbi Cihaz Departman Sorumlusu (TCS) ve Degerlendirme
Personeline aittir.

The responsibility of following up the proper use of the certificate, brand and logos by the customers lies
with Accreditation and Notification Responsible (ANR), the Medical Device Department Responsible (MDDR)
and the Audit Personnel.

TCS, musterilere sertifika ve baski amaciyla kullaniimaya hazir halde marka ve logolarin saglanmasindan
sorumludur.
MDDR is responsible for providing brands and logos ready for use for certification and printing purposes.

Musteri, bu prosedire uygun hareket etmekten sorumludur.
The customer is responsible for acting in accordance with this procedure.

ANS ve Genel Mudir (GM), bu prosediire aykiri olarak hareket eden musteriler igin gerekli yaptirimlari
baglatmaktan ve strdirmekten sorumludur.

ANR and General Manager (GM) is responsible for initiating and maintaining sanctions for customers
acting in violation of this procedure.

4. TANIMLAR / DEFINITION

Logo: NOTICE ‘in kendi ismini tanitmak i¢in kullandigi sembol.
Logo: The symbol NOTICE uses to promote its name

Marka: NOTICE’ in belgelendirdigi firmalarin belgelendirme statilerini gostermek igin kullandigi sembolddr.
Marka, logonun altina belgelendirme alani ve ilgili standart numarasi yazilarak olusturulur.

Brand: A symbol used by NOTICE to indicate the certification status of the companies that it certifies. The
brand is created under the logo by writing the certification scope and the corresponding standard number.

CE isareti: imalatcinin, cihazin AB 2017/745 TCR ile belirlenen uygulanabilir gerekliliklere ve s6z konusu
isaretin ilistirilmesini 6ngdren diger uygulanabilir uyumlastirma mevzuatina uygun oldugunu goésteren isarettir.
CE marking: A marking by which a manufacturer indicates that a device is in conformity with the applicable
requirements set out in 2017/745 Medical Device Regulation and other applicable Union harmonization
legislation providing for its affixing.

Dok. No/Doc. No: M.PR.21 ; Yayin Tar./Issue Date: 15.02.2021; Rev No: 01 ;Rev Tar./Rev Date: 01.03.2022 ; YUr. Tar./Eff. Date: 31.08.2022 Sy./Pg: 1
Hazirlayan / Prepared by Kontrol Eden / Controlled by Onaylayan / Approved by

Dokiman Yoénetim Sorumlusu / Kalite Yonetim Sorumlusu / Quality Akreditasyon ve Notifikasyon Sorumlusu /
Document Management Responsible ~ Management Responsible Accreditation and Notification Responsible

Zeynep EMIRDAG S. Burcu OZKAVAK Namiye CENGIZ



SERTIFiKA VE MARKA KULLANIM PROSEDURU nOtice A
CERTIFICATE & BRAND USAGE PROCEDURE Av

CE7s4 isareti: NOTICE tarafindan degerlendirilen ve 2017/745 Tibbi Cihaz Reglilasyonuna goére uygun
bulunan Urlnler Uzerindeki isaret.

CEz764 mark: The marking on the products that have been evaluated by NOTICE and found suitable according
to 2017/745 Medical Device Regulation.

5. UYGULAMA / DESCRIPTION

NOTICE markasini kullandirma hakki sadece NOTICE’ e aittir. NOTICE tarafindan belgelendirilen firmalar
kendilerine verilen NOTICE markasinin, musterilerinin, taseronlarinin veya herhangi bir Gglinci tarafin
kullanimini engelleyecek tedbirleri almali ve bu hakkini devretmemelidir. NOTICE 6n bilgilendirme
yapmaksizin bu prosedurde belirtilen sartlari degistirme hakkina sahiptir.

The sole right to permit the use of the NOTICE brand belongs to NOTICE. The companies certified by
NOTICE must take measures to prevent the use of NOTICE brand by their customers, subcontractors or any
third party, and shall not transfer this right. NOTICE has the right to change the terms of this procedure without
prior notice.

NOTICE belgelendirdigi firmalarin marka ve sertifikayl nerede kullandigini 6grenmek istediginde firma;
tim kullanim yerlerini géstermek durumundadir. NOTICE Akreditasyon ve Notifikasyon Sorumlusu (ANS);
musterilerin marka ve sertifikalari, bu prosedire aykiri sekilde kullanmalari halinde, gerekli dizeltici 6nleyici
faaliyetleri baglatmak, sertifika ve markayi askiya almak, geri gekmek, ihlalini kamuoyuna agiklamak ve diger
yasal iglemleri baslatmakla yukimlidar.

If NOTICE wants to know where the certified companies use the brand and the certificate, the company
shall show all places of use. NOTICE Accreditation and Notification Responsible (ANR) is obliged to initiate
necessary corrective preventive actions, to suspend and withdraw the certificate and brand, to disclose the
violation to the public and to initiate other legal proceedings, if the customers use the marks and certificates
contrary to this procedure.

Uclincii sahislarin NOTICE markasini izinsiz kullanmasi durumunda NOTICE hukuki islem baglatma
hakkini kullanir.
If third parties unauthorizedly use the NOTICE brand, NOTICE will use the right to initiate legal action.

5.1 Yonetim Sistemi Belgelendirme Sertifikalan ve Logolan / Management System Certification
Certificates & Logos

NOTICE, belgelendirme siirecinin basari ile tamamlanmasi ardindan, uygulama kapsami, yer, denetime
esas standart adi detaylarini igeren bir sertifika yayinlar. Bu sertifika, NOTICE logosu ve TURKAK logosu
asagidaki kosullara tabidir.

Upon successful completion of the certification process, NOTICE issues a certificate containing the
application standard, location, denomination, and standard details. This certificate, NOTICE logo and TURKAK
logo are subject to the following conditions.

- Musteri, sertifika Uzerinde yer alan kapsam ve yer kosullarina siki sekilde bagl kalmak kosulu ile
promosyon malzemeleri, yazisma ve reklamlari Gzerinde sertifika ve/veya logolari kullanma hakkina
sahiptir. TURKAK logosu araglar, bayraklar, binalar, kartvizitler iizerinde kullanilamaz.

The customer has the right to use certificates and/or logos on promotional materials, correspondence
and advertisements with the condition to strictly adhere to the scope and location conditions on the
certificate. TURKAK logo cannot be used on vehicles, flags, buildings, business cards.

- Basilmis dokiimanlar, sadece firma yonetim sisteminin belgelendirildigi esasina uygun hazirlanmall
urtin ya da hizmet belgesini gagristirmak suretiyle belgelendirme islemini yanlis yansitmamalidir.
Printed documents should only be prepared on the basis of the company’s certified management
system. It should not misrepresent the certification process by evoking the product or service
certificate.
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- Urdin birincil ambalaiji (izerinde logolar bulunamaz ya da yoénetim sistemi belgesine referans verilemez.
2. ambalaj (koli vb) Gizerinde gerekli agiklamalarla kullanim mimkinddr. (Or. ISO 13485:2003 belgeli
XXXX firmasi tesislerinde uretilmistir.)

No logos on the primary packaging of the product or reference to the management system document
shall be found. It is possible to use it on the second package (parcel etc.) with the necessary
explanations. (E.g. manufactured at ISO 13485: 2016 certified company XXXX)

- Yonetim sistemi sertifikasi ara denetimlerin basari ile sonuglanmasi kosulu ile tg yil icin gegerlidir.

Logolar belgenin gecerli oldugu stirece kullanilabilir. Firmanin belgesinin geri ¢ekilmesi/iptali ya da
NOTICEin akreditasyonunun ortadan kalkmasi durumunda firmalar logo kullanimi durdurmakla
mukelleftir.
Upon condition that surveillance audits are successfully completed, management system certification
is valid for three years. Logos can be used as long as the certificate is valid. If the company's certificate
is withdrawn/cancelled or the accreditation of the NOTICE is revoked, the companies are obliged to
stop using the logo.

- Yonetim sistemi sertifikasi misteriyi yasal kosullara uymaktan alikoymaz.
The management system certificate does not withhold the customer from complying with legal
requirements.

- Musteri ara denetimler sirasinda denetcilere logolarin kullanildigi yerleri 6rnekleri ile gdstermek
zorundadirlar.
The customer must show the auditors the place where the logos are used during surveillance audits.

Musterilere, NOTICE ve akreditasyon kurumu logolari ¢ogaltiimaya hazir bir bicimde saglanir. Konu ile
ilgili olarak asagidaki kogullar uygulanir.

NOTICE and the accreditation body logos are provided to customers ready to reproduce. The following
conditions are applied.

- NOTICE logosu tek basina kullanilabilir, akreditasyon kurumu logosu NOTICE logosu ile birlikte
kullanilir. Agagida 6rnek verilmektedir.
NOTICE logo can be used alone, accreditation agency logo is used together with NOTICE logo. Here
is an example.

TURK&[}@

nohce

lebl Cihazlar K. Y. S.
TS EN ISO/IEC 17021

AB-0127- YS

- Logolar musteri bilgileri ile birlikte kullanilir
Logos are used in conjunction with customer information.

- Logolar acik olarak segilebilecekleri zit renkte bir artalan tzerine, butlnlik saglayacak sekilde Uretilir.
Logos are produced in such a way as to provide integrity on an increment of opposite color that can
be explicitly selected.

- Logolar, tim 6zelliklerinin ayrintilh olarak goérilebilecegdi bir blyUklikte olmalidir.
The logos must be of a size so that all features are visible in detail.

- Akreditasyon kurumu logolari, NOTICE logosundan biyik ya da ayri bir yerde olamaz.
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The accreditation body's logo cannot be in a big or separate place from the NOTICE logos.

- Akreditasyon kurumu logolarinin kullanimina iligkin rehber ve dokiimanlar aynen gegerlidir (TURKAK
Rehberi R.10.06). Bu kapsamda akreditasyon kurumu logosu NOTICE logosu ile ayni buytkliktedir.
Guidelines and documents regarding the use of accreditation agency logos apply (TURKAK Guide
R.10.06). In this context, the accreditation agency logos are the same size as the NOTICE logos.

- NOTICE Logosu, musteri test raporlari, kalibrasyon ve muayene raporlari tizerinde kullanilamaz.
NOTICE Logos cannot be used on customer test reports, calibration and inspection reports.

NOTICE denetim ekibi, denetimler sirasinda sertifika, marka ve logo kullanimi ile ilgili hususlarin IAF,
TURKAK rehberleri ve bu prosedire uygunlugu agisindan gerekli kontrolleri yapar ve sonuglari denetim
raporunun ilgili kismina kaydeder. Denetim ekibi bu amagla, érnekler alir, gerektiginde resimler ¢ceker, brosur,
katalog, kartvizit, reklam malzemeleri ve UrUnler Uzerinde kontroller yapar.

NOTICE audit team makes the necessary checks in terms of compliance with the IAF, TURKAK guidelines
and procedures related to the use of certificates, marks and logos during audits and records the results in the
relevant part of the audit report. For this purpose, the audit team takes samples, takes pictures when
necessary, checks brochures, catalogs, business cards, advertising materials and products.

Bas denet¢ci ayni zamanda yayinlanmis olan sertifikalari acgilarindan degerlendirir ve sonuglari
M.FR.08.06 Denetim Raporunun ilgili kismina kaydeder.

Meanwhile, the lead auditor controls the issued certificates regarding the following items and records the
results in the relevant part of M.FR.08.06 Audit Report

- Genel goriinim, yazim hatalari
General view, spelling mistakes

- Kullanim yerleri
Locations of use

- Tarihler, standart ve revizyon durumu
Dates, standard and revision status

- Firma adi, adres, imza, muhir durumu
Company name, address, signature, seal condition

- Harig tutmalar ve uygunluk durumu
Excluded articles and their suitability

- NOTICE ve akreditasyon kurumu logolari varlidi, durumu
NOTICE and accreditation agency logos and their conditions

ANS, musterilerin logo ve sertifikalari bu prosedure aykiri olarak kullanmalari halinde gerekli yaptirimlari
belirler ve baslatir. Bu islem musteriden dizeltici faaliyet talep etmekten hukuki yollara basvurmaya kadar
genis kapsamli olabilir. Her turlu faaliyet ile ilgili bilgiler misteriye yazil olarak bildirilir.

Incase customers use the logo and certificates in contradiction to this procedure, ANR defines and initiates
necessary enforcements. This process can go from requesting corrective action from the customer to legal
appeals. Information regarding any kind of activity will be given the customer in writing.

Belgelendirme anlagsmasinin iptal edilmesi ardindan musteri NOTICE sertifika ve logolarinin kullanimini
durdurur, sertifikasint NOTICE’e geri génderir.

After the cancellation of the certification agreement, the customer stops using the NOTICE certificate and
logos and returns the certificate to NOTICE.

Dok. No/Doc. No: M.PR.21 ; Yayin Tar./Issue Date: 15.02.2021; Rev No: 01 ;Rev Tar./Rev Date: 01.03.2022 ; YUr. Tar./Eff. Date: 31.08.2022 Sy./Pg: 4

Hazirlayan / Prepared by Kontrol Eden / Controlled by Onaylayan / Approved by
Dokiman Yoénetim Sorumlusu / Kalite Yonetim Sorumlusu / Quality Akreditasyon ve Notifikasyon Sorumlusu /
Document Management Responsible ~ Management Responsible Accreditation and Notification Responsible

Zeynep EMIRDAG S. Burcu OZKAVAK Namiye CENGIZ



SERTIFiKA VE MARKA KULLANIM PROSEDURU nOtice A
CERTIFICATE & BRAND USAGE PROCEDURE Av

NOTICE logosu Tiirk Patent Enstitiisii tarafindan gergeklestirien marka tesciline tabidir. Uglincii
sahislarin NOTICE logosunu izinsiz kullanmasi durumunda Genel Middr, Tirk Ticaret Kanununa gore hukuki
yaptirimlarin baglatilmasindan sorumliudur.

The NOTICE logo is subject to the trademark registration carried out by the Turkish Patent Institute. In
case the third parties use the NOTICE log without permission, the General Manager is responsible for initiating
legal sanctions in accordance with the Turkish Commercial Code.

5.2 CE igareti ve Onaylanmis Kurulus Kimlik Numarasi / CE marking and Notified Body Identification
Number

NOTICE 2764 no.lu onaylanmis kurulus olarak atanmistir. CE isareti ile birlikte kullanimi asagidaki gibidir.
NOTICE has been appointed as notified body number 2764. Its use with CE mark is as shown below:

a ml | » {30

CE markasi uygulamasi igin sorumluluk Ureticiye, NOTICE'in yetkisi ile verilmis ise; NOTICE’in uygunluk
degerlendirmesi yaptigi, CE isareti kolayca gorilebilir, okunabilir ve silinmeyecek bir sekilde tibbi cihaza,
sterilligini koruyan ambalajina, kullanim kilavuzuna ve satis ambalaji Gzerine ilistirilir.

If the responsibility for the application of the CE mark is given to the manufacturer by NOTICE authority,
the CE mark is affixed to the medical device, the package protecting the sterility, and the sales package, and
instruction for use in a visible, legible and inerasable way.

Onaylanmis kurulus kimlik numarasi “2764” CE markasinin altina ya da yanina konulmalidir. Eger marka
kiiglltilir ya da biyiiltiilirse oran yukarida gésterilen sekle bagh kalmalidir. isaret silinmez olmali, kimyasal
etkenler ve sicakliktan etkilenmemelidir.

The notified body identification number "2764" must be placed under or next to the CE mark. If the brand
is minimized or enlarged, the ratio should be protected as shown above. The mark should not be erased, it
should not be affected by chemical agents and temperature.

Cok buylk Uranlerde birden fazla yere isaret konulabilir.
In very large products, mark can be used in more than one place.

CE markasinin dikeyde boyutlari ayni olmali ve yuksekligi 5 mm’den az olmamalidir. Bu minimum boyut
kicuk olcekli cihazlar icin kullanilabilir. AB 2017/745 Tibbi Cihaz Regulasyonu EK V gereklilikleri
karsilanmalidir.

The vertical dimension of the CE mark must be the same and the height should not be less than 5 mm.
This minimum size can be used for small scale devices. The requirements of Annex V of 2017/745 Medical
Device Regulation must be met
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5.3 Genel Kurallar / General Rules

Belge almaya ve ilgili Griin belgelendirme logosunu kullanmaya hak kazanmis firma belge kapsamindaki
degisiklikler ile ilgili olarak NOTICE e bilgi vermelidir. Bunlar:

The company entitled to obtain the certificate and to use the relevant product certification logos must
inform NOTICE of any changes in the certificate scope. These include:

- Lisans hakkinin bagka bir firmaya devredilmesi
Transfer of license to another company

- Firmanin ayni Griin{ farkli bir tesiste Gretmesi
Manufacturing the same product in other plant

- Tesisin yer degistirmesi
Plant relocation

- Uriin Gzerinde ilgili gereksinimler agisindan tekrar degerlendirimesine ihtiyag duyulacak tasarim ve
yapisal degigsiklikler.
Design and structural changes that will need to be re-evaluated in terms of relevant requirements on
the product.

- Modellerin artmasi, ya da model isimlerinde yapilan degisiklikler
Increase of models, or changes of model names

ilgili Griin logosu sadece tesis incelemesinden gegen ve uygun bulunan firma tarafindan ve (riinler
uzerinde kullanilabilir. Sadece test raporu, Tip Sertifikasi, Muayene Sertifikasi ve Uygunluk Sertifikasi alan
firmalar NOTICE logolarini kullanamazlar.

The relevant product logo can only be used by companies and on products that pass the plant review
eligibly. Companies that only receive a test report, Type Certificate, Inspection Certificate and Certificate of
Conformity cannot use NOTICE logos.

Sertifika sahibi almis oldugu sertifikay! ve ilgili Griin belgelendirme logosunu belgelendirme kapsami ve

akreditasyon kurallari diginda kullanamaz. Verilen kapsamin disina ¢ikmasi halinde énce sertifika sahibi
uyarilir ve ondan bu usulstzligun giderilmesi icin duzeltici faaliyet talep edilir. Bu islem hukuki yollara
basvurmaya kadar genis kapsamli olabilir.
The certificate holder can only use the certificate and related product certification logos in the certification
scope and according to accreditation rules. If the certificate is used out of the given scope, the certificate holder
will be warned and corrective action will be demanded to correct this nonconformity. This process can be as
extensive as making legal appeal.

Bunlar:
These include:
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- Farkli modellere Urin belgelendirme logosu basiimigsa bu etiketlerin degistiriimesi,
Modification of different models’ labels with the product certification logo printed on them,

- Piyasaya arz edilmisse geri toplanmasi ve musterilerinin ve saticilarinin bilgilendiriimesi,
If it is placed on the market, recalling and informing its customers and sellers,

- Duzeltiliemeyecek durumda ise imhasi gibi.
If it cannot be corrected, its annihilation.

NOTICE belgelendirme surecinin basari ile tamamlanmasi ardindan, uygulama kapsami, yer, denetime
esas standart adi detaylarini iceren bir Sertifika yayinlanir. Uriin belgelendirme sertifikasi ara denetimlerin
basari ile sonuglanmasi kosulu ile en fazla 5 (bes) yil igin gegerlidir.

Upon successful completion of the NOTICE certification process, a certificate is issued containing the
application standard scope, place, and principal standard details. The product certification certificate is valid
for max. 5 (five) years provided that surveillance audits are passed successfully.

Musteri ara denetimler sirasinda denetgilere logolarin kullanildi§i yerleri 6rnekleri ile gdstermek
zorundadirlar.
The customer must show the auditors the place where the logos are used during surveillance audits.

Sertifika sahibi belge ve logo kullanim hakkini iptal ettirmek isterse, siiresi dolan sertifikay1 devam ettirmek
istemezse ya da mali ve diger yukumlUliklerden dolay belgesi geri ¢ekilirse; musterinin yazili onay! alinir.
Bunun yani sira mugteriden belgenin orijinali geri istenilir.

If the certificate holder tends to cancel the right to use the certificate and the logo, if he does not want to
continue the expired certificate, or if the certificate is withdrawn due to financial and other obligations; written
approval of the customer is taken. In addition, the customer is requested to send back the original certificate.

CE isaretinin uygunsuz kullanildigi tespit edildiginde imalatgi uyarilir. Ayrica yetkili otorite yanhs
kullanimla ilgili ivedilikle bilgilendirilir. Bilgilendirme sirasinda imalat¢inin adi, Uranu, yénetmelik ve yanhs
kullanimla ilgili detaylar verilir.

The manufacturer is warned if improper use of the CE mark is detected. Furthermore, competent
authorities are immediately informed of the misuse. Details of the manufacturer's name, product, regulation
and misuse are given when making the notification.

5.4 Logolar/ Logos

Genel Notice Markasi / General Notice Brand:

. VA
no’uceAv

Onaylanmig Kurulug Oldugunu Gésterir Marka / Brand demonstrating Notified Body:

notified onavlanmi
noticeAe body noticeAe kil
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ISO 13485 Tibbi Cihazlar icin Kalite Yonetim Sistemi / ISO 13485 Quality Management System for
Medical Devices:

A TS EN 1SO 13485:2016
Tibbi Cihazlar

NOtICE g ot 25 Cinezter
AY

A EN ISO 13485:2016

+
nOtlce Medical Devices
Aquality Management System

ISO 13485 Tibbi Cihazlar igin Kalite Yonetim Sistemi Tiirkak Akreditasyonlu / Tiirkak Accredited ISO
13485 Quality Management System for Medical Devices:

A TURKAR
notice
e

Tibbi Cihazlar K. Y. S
TS EN ISO/IEC 17021
AB-0127. YS

CE Logosu / CE Mark

C€2rea

6. ILGILIi DOKUMANLAR / RELATED DOCUMENTS

M.FR.08.06 Audit Report

R.10.06 Requirements for the use of TURKAK ACCREDITATION MARK as an organization
accredited by TURKAK

EU 2017/745 Medical Device Regulation
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