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1. AMAC
PURPOSE

Bu prosedurin amaci firmamizda EN ISO 13485 Tibbi Cihazlar KYS ve 93/42/AT Tibbi Cihaz Y&netmeligi
Uriin Belgelendirme bagvurlarinin ne sekilde alinacagini ve degerlendirilecegini anlatmaktir.

The purpose of this procedure is to explain the way EN ISO 13485 medical devices QMS and 93/42/EEC
medical devices directive product conformity applications are received and evaluated.

2. KAPSAM
SCOPE

Bu prosediir EN ISO 13485 Tibbi Cihazlar Kalite Yénetim Sistemi ve 93/42/AT Tibbi Cihaz Yénetmeligi Uriin
Uygunlugu belgelendirme basvurularini kapsar.

This procedure covers EN ISO 13485 medical devices QMS and 93/42/EEC medical devices directive
product conformity certification applications.

3. SORUMLULUK
RESPONSIBILITIES

Firmamiza yapilan EN ISO 13485 Tibbi Cihazlar Kalite Yonetim Sistemi ve 93/42/AT Tibbi Cihaz Y6énetmeligi
Uriin Uygunludu belgelendirme basvurularinin alinmasindan Satis ve Pazarlama Sorumlusu ve Yardimcisi
(SPS) ve Satis ve Pazarlama Sorumlusu Yardimcisi (SPSY), degerlendiriimesinden Tibbi Cihaz Departman
Sorumlusu(TCDS), degerlendirmenin gbézden geciriimesinden ve uygun bulunan basvurularin Satis ve
Pazarlama Sorumlusuna (SPS), Satis Pazarlama Sorumlusu Yardimcisina (SPSY) ve TCDS'ye
iletiimesinden Akreditasyon ve Notifikasyon Sorumlusu (ANS) mesuldur.

Sales and Marketing Responsible and Deputy of Sales and Marketing Responsible are responsible for
receiving EN 1SO 13485 medical devices QMS and 93/42/EEC medical devices product conformity
certification applications, Medical Device Department Responsible (MDDR) is responsible for evaluation of
applications, Accreditation & Notification Responsible (ANR) is responsible for review of application
evaluations and forwarding the eligible ones to Sales & Marketing Responsible (SMR), Deputy Sales &
Marketing Responsible (DSMR) and MDDR.

4. TANIMLAR
DEFINITIONS

Yetkili Otorite : T.C. Saglk Bakanligi Tirkiye ilag ve Tibbi Cihaz Kurumu
Competent Authority : Medicines and Medical Devices Agency of Ministry of Health of Republic of Turkey
Tibbi Cihaz  : Insanda kullanildiklarinda asli fonksiyonunu farmakolojik, immiinolojik veya metabolik
etkiler ile saglamayan fakat fonksiyonunu yerine getirirken bu etkiler tarafindan desteklenebilen ve insan
Uzerinde;
Medical Device: Any instrument, apparatus, appliance, software, material or other article, whether used
alone or in combination, including the software intended by its manufacturer to be used specifically for
diagnostic and/or therapeutic purposes and necessary for its proper application, intended by the
manufacturer to be used for human beings for the purpose of:

1) Hastaligin tanisi, 6nlenmesi, izlenmesi, tedavisi veya hafifletiimesi ya da

Diagnosis, prevention, monitoring, treatment or alleviation of disease,
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2) Yaralanma veya sakathidin tanisi, izlenmesi, tedavisi, hafifletiimesi veya magduriyetin giderilmesi ya
da
Diagnosis, monitoring, treatment, alleviation of or compensation for an injury or handicap,
3) Anatomik veya fizyolojik bir islevin arastiriimasi, degistirimesi veya yerine bagka bir sey konulmasi
veyahut

Investigation, replacement or modification of the anatomy or of a physiological process,

4) Dogum kontroli

Control of conception,
amaciyla kullaniimak lizere imal edilmis, tek basina veya birlikte kullanilabilen, imalatgisi tarafindan 6zellikle
tani velveya tedavi amach kullaniimak Uzere imal edilmis ve tibbi cihazin amaglanan iglevini yerine
getirebilmesi igin gerekli olan yazilimlar da dahil, her tirli arag, alet, techizat, yazihm, aksesuar veya diger
malzemeler.
and which does not achieve its principal intended action in or on the human body by pharmacological,
immunological or metabolic means, but which may be assisted in its function by such means.
insan Kani Tiirevi: insan kani veya plazmasindan tiiretilen ve tibbi cihazdan ayri kullanildiginda, Beseri
Tibbi Uriinler Ruhsatlandirma Yénetmeliginde ifade edilen kan (riinii bileseni veya kan driini olarak
degerlendirilebilen ve tibbi cihazin insan vicudu Uzerindeki etkisine yardimci olan maddeler.
Human Blood Derivative: substances derived from human blood or plasma, which are assessed as blood
product component or blood product under the Regulation on Licensing of Medicinal Products for Human
Use, when used alone, which help the medical device to influence on the human body.
Kullanim Amaci: imalatgi tarafindan teknik dosyada ayrintili olarak ifade edilen ve tibbi cihazin kullanim
kilavuzunda, tanitim materyalinde veya etiketinde belirtilen kullanim maksadi.
Intended Use: The purpose of use specified in the technical file by the manufacturer and indicated in the
user manual of the medical device, in the introductory material or on the label.
llac Kombinasyonlu Tibbi Cihaz: Tek basina kullanildiginda Beseri Tibbi Uriinler Ruhsatlandirma
Yonetmeliginde yer alan tibbi drin kapsaminda degerlendirilen bir maddeyi, tibbi cihazin insan vicudu
Uzerindeki fonksiyonunu destekleyen tamamlayici bir pargasi olarak kullanan tibbi cihazlar.
Medical device incorporating medicinal substance: Medical device that use as a substance which is
assessed under the Regulation on Licensing of Medicinal Products for Human Use, when used alone. As a
complementary part of the medical device for supporting the function on the human body.
Farmakolojik Etki: S6z konusu maddenin bilesenleri ve genellikle reseptér olarak bilinen bir direkt yanitla
sonuglanan veya baska bir ajani bloklayan huicresel madde arasindaki etkilesim. Tamamen guvenilir bir kriter
olmasada doz-tepki iligkisi farmakolojik etkinin belirtisidir.
Pharmacological Effect: An interaction between the molecules of the substance in question and a cellular
constituent, usually referred to as a receptor, which either results in a direct response, or which blocks the
response to another agent. Although not a completely reliable criterion, the presence of a dose-response
correlation is indicative of a pharmacological effect.
Immunolojik Etki: Stimulasyon ve/veya hicrelerin mobilisazyonu (hareket ettirmesi) ve/veya spesifik bir
bagisik reaksiyon icerisine dahil olan Grtnler ile vucutun iginde veya tGzerinde yapilan bir etki.
Immunological effect: An action in or on the body by stimulation and/or mobilization of cells and/or products
involved in a specific immune reaction.
Metabolik Etki: Normal viicut fonksiyonu igin uygulanan ve vicut fonksiyonu igerisine katilan normal
kimyasal prosesin hizini degistirme veya baglama, durdurma gibi degisiklikleri iceren bir etki.
Metabolic Effect: An action which involves an alteration, including stopping, starting or changing the speed
of the normal chemical processes participating in, and available for, normal body function.

HAZIRLAYAN / PREPARED BY KONTROL EDEN / CONTROLLED BY = ONAYLAYAN / APPROVED BY
Akreditasyon ve Notifikasyon Sorumlusu  Akreditasyon ve Notifikasyon Genel Mudur / General Manager
Yardimcisi / Deputy Accreditation and Sorumlusu / Accreditation and Ozgiir Vicdan

Notification Responsible Notification Responsible 2/11

Umut Can Oksiiz Namiye Cengiz




BELGELENDIRME BASVURULARININ ALINMASI ve
notice DEGERLENDIRILMESiI PROSEDURU
Av RECEIVING & EVALUATING CERTIFICATION
APPLICATIONS PROCEDURE

Doc. No: PR.07  Yayin Tarihi/ Issue Date: 15.12.2015 Rev. No: 09 Rev. Tarihi/ Rev. Date: 05.03.2021

5. UYGULAMA
DESCRIPTION

51 Bagvurunun Alinmasi;
Receiving Applications:

(1) EN ISO 13485 Tibbi Cihazlar Kalite Yonetim Sistemi ve 93/42/AT Tibbi Cihaz Yénetmeligi Uriin
Uygunlugu belgelendirme basvurulari SPS veya Yardimcisi tarafindan alinir.

EN I1SO 13485 medical devices QMS and 93/42/EEC medical devices directive product conformity
certification applications are received by SMR or Deputy SMR.

(2) Basvuru telefon veya basvuran firmanin sirketimizi ziyareti sirasinda yapilmis ise s6zIli olarak basvuran
firmanin sorulari SPS, TCDS veya ANS tarafindan cevaplanir. ilk gériisme sonrasinda basvuruda bulunan
firmaya FR.07.01 Bagvuru Formu goénderilir.

If the application is lodged via telephone or during the applicant’s visit to our company, applicant’s questions
are verbally answered by SMR, MDDR or ANR. After the first contact, FR.07.01 Application Form will be sent
to the applicant.

(3) Mail yolu veya web sitesi lizerinden yapilan basvularda SPS veya SPSY basvuruda bulunan firmaya
FR.07.01 Basvuru Formu’'nu génderir. Gonderilen FR.07.01 Basvuru Formu’nun doldurulmasi ile ilgili takibi
SPS veya SPSY yapar ve formun eksiksiz olarak doldurulmasini saglar.

SMR or DSMR sends FR.07.01 Application Form to applicants who have lodged the applications via mail
or through website. SMR or DSMR follows up the sent applications and ensures the forms are thoroughly
filled out.

5.2 Basvurularin Degerlendirilmesi:
Application Evaluation:

(4) Eksiksiz doldurulmus FR.07.01 Basvuru Formu ve basvuru dokimanlarinin SPS veya SPSY’ ye
ulagsmasinin ardindan M-files’da yeni basvuru karti olusturulur. Basvuru yapan firma daha énce NOTICE'e
basvuru yapmis bir kurulus degil ise, basvuru olusturulmadan énce yeni kurum/kurulus karti olusturulur
ardindan yeni basvuru karti acilir. FR.07.01 Basvuru formu ve basvuru doékimanlar M-files’da ilgili
basvurunun dékimanlari olarak kaydedilir. Basvuru bilgileri SPS veya SPSY tarafindan TCDS'’ye e-posta ile
iletilir. Basvuru TCDS tarafindan FR.07.02 Basvuru Degerlendirme Formu kullanilarak Bélim 5.2.1°de
belirtilen sartlara gore degerlendirir, ayni zamanda veya Boélum 5.2.1°’e gére dederlendirme tamamlandiktan
sonra, basvuruyu degerlendirmesi igin klinik gbézden gegiriciye e-posta ile iletilir. Klinik gézden gegcirici Bélim
5.2.2’ye uygun olarak basvuruyu degerlendirir ve degerlendirme sonuglarini e-posta ile TCDS'ye iletir.
Degerlendirmenin tamamlanmasinin ardindan FR.07.02 Basvuru Degerlendirme Formu ANS’ ye e-posta
yolu ile iletilir. ANS tarafindan gerceklestirilen gdézden gecgirme yorumlari e-posta ile TCDS'ye iletilir.
Duzeltme gerekliligi mevcut ise, diizeltmelerin tamamlanmasinin ardindan tekrar gézden gegirme yapillir.

A new application card is created in M-files after the fully completed FR.07.01 Application Form and the
application documents have reached to SMR or DSMR. If the applicant company has not previously lodged
an application to NOTICE, a new institution/organization card is created prior to creating the application and
then a new application card is opened. FR.07.01 Application Form and application documents are recorded
as documents of the relevant application in M-files. Application information is forwarded by SMR or DSMR to
MDDR by e-mail. The application is evaluated by MDDR in accordance with the conditions specified in
Section 5.2.1 through FR.07.02 Application Evaluation Form. at the same time or after the evaluation
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according to Section 5.2.1 is completed, the application is sent to the clinical reviewer by e-mail. The clinical
reviewer evaluates the application in accordance with Section 5.2.2 and sends the results of the evaluation
to MDDR by e-mail. Upon completion of the evaluation, FR.07.02 Application Evaluation Form is sent to ANR
by e-mail. Review comments by ANR are sent to MDDR by e-mail. If there is a need for revision, re-review is
made after completion of the corrections.

5.2.1 Basvuru Kapsaminin Degerlendirilmesi:
Evaluating the scope of the application:

(5) Basvuruda bulunan firmanin basvuruda bulundudu kapsam incelenir. incelemede asagida yer alan
kriterler g6z 6éninde bulundurulur.
The scope of the applications is checked. The following items are taken into consideration:

a) Basvuruda bulunulan kapsamda yer alan Grtn/Urinler 93/42/AT Tibbi Cihaz Yoénetmeligi

kapsaminda olmalidir, (bu degerlendirmede Ozellikle tibbi cihaz tanimi ve MANUAL ON
BORDERLINE AND CLASSIFICATION IN THE COMMUNITY REGULATORY FRAMEWORK FOR
MEDICAL DEVICES ve MEDDEV 2.1/3 MEDICAL DEVICES: Guidance document - Borderline
products, drug-delivery products and medical devices incorporating, as an integral part, an ancillary
medicinal substance or an ancillary human blood derivative dokiimanlari kontrol edilir).
Product(s) in the application form shall be covered by the scope of 93/42/EEC Medical Devices
Directive, (this is specifically checked according to medical device description and MANUAL ON
BORDERLINE AND CLASSIFICATION IN THE COMMUNITY REGULATORY FRAMEWORK FOR
MEDICAL DEVICES & MEDDEV 2.1/3 MEDICAL DEVICES: Guidance document - Borderline
products, drug-delivery products and medical devices incorporating, as an integral part, an ancillary
medicinal substance or an ancillary human blood derivative).

b) Basvuruda bulunulan kapsam, NOTICE akreditasyon/notifikasyon kapsami igerisinde olmalidir.
Scope of the application shall be covered by NOTICE accreditation/notification scope.

¢) Basvuruda bulunulan kapsamda yer alan denetim personellerinden en az iki personel bulunmalidir
ve bu iki personel basvuruda bulunan firma ile iliskisi PR.20 Tarafsizlik Prosediri’nde belirtilen
gereklilikleri karsihiyor olmahdir.

NOTICE shall have at least two auditors for the application scope and the relationship of these two
with the applicant company shall meet the requirements on PR.20 Impartiality Procedure.

d) Entegre denetim talepleri firmadan gelmis ise kabul ediimez. Notice tarafindan sadece ISO 13485
Tibbi Cihazlar Kalite Yénetim Sistemi denetimleri ve 93/42/AT Tibbi Cihaz Yénetmeligi Uriin
Uygunlugu denetimleri gergeklestiriimektedir.

Integrated audit applications are not accepted. NOTICE only carries out ISO 13485 Medical Devices
Quality Management System audits and 93/42/EEC Medical Devices Directive Product Conformity
Assessment audits.

e) Urlin uygunlugu kapsaminda séz konusu tibbi cihazin belgelendirilmesi igin baska bir Onaylanmis
Kurulusa bagvuruda bulunulmamis olmalidir veya tibbi cihaz i¢in gegerli bir Grin uygunluk belgesi
olmamalidir. Uriiniin bagka bir onaylanmis kurulus tarafindan belgelenmis ve belge siiresi sonra
ermis ya da iptal edilmis bir sertifikasi mevcut ise, yeniden belgelendiriimeme, iptal nedenleri
arastirilacaktir. Bagvuru kapsaminda yer alan urlnlerin iptal edilmis bir sertifikanin kapsaminda
bulunmasinin nedeni trinin guvenlik ve performans gerekliliklerinin karsilanamamasi olmamalidir.
In the context of product conformity, no application to any other Notified Body shall have been made
for certification of the medical device in question, or there shall not be a valid product conformity
certificate for the medical device. If the product has been certified by another notified body and the
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9)

certificate is expired or the product has a withdrawn certificate, the reasons for cancellation will be
investigated. In case the products in the scope of the application are in the scope of a cancelled
certificate, the reason of cancellation shall not be the failure to meet safety and performance
requirements of the product.

Uriin risk sinifi dogru belirlenmis olmalidir.

Product risk class shall be determined correctly.

Piyasada Urln eglenigini olup olmadigi degerlendirilir.

It is checked whether equivalent products are available in the market.

(6) Yukarida beliritilen kriterlere gére degerlendirme yapilirken asagidaki kontroller yapilir.
The following checks are made to evaluate according to the criteria specified above.

a)

b)

c)

“Bagvuruya konu olan driin tibbi cihaz olmahdir’. Uretici tarafindan génderilen basvuru formunda
belirtilen kullanim amaci kontrol edilir. Belirtilen kullanim amaci tibbi cihaz tanimi igerisinde yer
almalidir.
"The product subject to the application must be a medical device". The Intended use specified by the
manufacturer in the application form is checked. The intended use shall be included in the medical
device description.
i. Uriinin  tani ve/veya tedavi, bir hastali§i énleme veya hafifletme amaci ile kullanilip
kullaniimadigi kontrol edilir.
It is checked whether the product is used for diagnosis and/or treatment, for the purpose of
preventing or alleviating a disease.
ii. Uriin ana islevini yerine getirirken farmakolojik, immiinolojik veya metabolik etki ile sadlayip
saglamadigi kontrol edilir. Uriiniin etki mekanizmasi kontrol edilir.

It is checked whether he product has pharmacological, immunological or metabolic effect
when it fulfills its main function. The mechanism of action of the product is controlled.
“Basvuruya konu olan uriin NOTICE akreditasyon/notifikasyon kapsami igerisinde olmalidir’. Kalite
ybnetim sistemi belgelendirme basvurularinda Notice A.$. akreditasyon kapsami Akreditasyon
Sertifikasi lzerinden, Uriin uygunlugu degerlendirme basvurularinda Notice A.S. notifikasyon
kapsami http://ec.europa.eu/growth/tools-databases/nando/index.cfm?fuseaction=notifiedbody.main

linkinden notified body numarasi ile kontrol edilir.

Basvuruya konu olan (riin birden fazla MD kodunda degerlendirilebilir ise dogrudan baglantili MD
kodu secilir.

"The product subject to the application must be within the accreditation/notification scope of NOTICE
"For quality management system applications, NOTICE accreditation scope is controlled through its
accreditation certificate, and for product conformity assessment applications, NOTICE notification
scope is checked from
http://ec.europa.eu/growth/tools-databases/nando/index.cfm?fuseaction=notifiedbody.main using the
Notified Body number.

If the product subject to application can be evaluated in more than one MD code, the directly linked
MD code is selected.

“Basvuruya konu olan urdndn ilgili MD/MDS kodunda tarafsiz en az iki personel bulunmaldir”.
FR.05.08 Degerlendirme Personeli Havuzu Formu dokimanindan s6z konusu Grtrandn ilgili
MD/MDS kodunda atanmis denetci/uzman kontroli yapilir. Sinirlandirma isareti * olan personelin
sinirlama bilgisi icin FR.05.08 Degerlendirme Personeli Havuzu Formu sinirlama bélimu ve personel
dosyasi kontrol edilir. Basvuruda bulunan firma veya belgelendirme basvurusunda bulunulan Grin
veya uretici igin sinirlandirma olup olmadidi kontrol edilir. Géreviendirilecek personelin ilgili firmanin
kendisinden veya taseronlarinin herhangi birinden son 3 yil igcerisinde editim almamis olmasina
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d)

f)

dikkat edilir. ilgili MD/MDS kodunda atanmis denetgilerin sinirlandirma kontrolii ANSY tarafindan
yapilir, ANSY nin ilgili kodda atanmis olmasi durumunda sinirlandirma kontrola ilgili MD/MDS
kodunda atanmis olmayan bir personel tarafindan yapilir.

"There must be at least two impartial personnel in the relevant MD/MDS code of the product subject
to the application”. Auditors/experts assigned for the related MD/MDS code are checked through
FR.05.08 Assessment Personnel List. The restriction section of the FR.05.08 Assessment Personnel
List and the file of personnel with restriction mark* is controlled. It is checked whether there is a
restriction regarding the applicant company or the product for which certification application has been
made. It is noted that the personnel to be appointed have not received training from the relevant
company itself or any of its subcontractors in the last 3 years. The restriction control is performed by
ANSY, in case of that DANR is assigned in related MD/MDS code, restriction control is performed by
personnel who is not assigned to related MD/MDS code.

“Entegre denetim talebi olmamaldir’. Basvuru formundan firmanin hizmet talebi kontrol edilir. EN
ISO 13485 Tibbi Cihazlar Kalite Yénetim Sistemi ve/veya 93/42/AT Tibbi Cihaz Yénetmeligi Uriin
Uygunlugu Belgelendirmesi disinda bir yénetim sistemi veya uriin belgelendirme talebinin olup
olmadigi, var ise s6z konusu ydnetim sistemi ile ISO 13485 kalite yonetim sisteminin entegre olarak
hazirlanip hazirlanmadigi kontrol edilir.

"The requested service shall not include Integrated audit". The client’s service request is checked
from the application form. It is checked whether there is a request for any management system or
product certification other than EN ISO 13485 Medical Devices Quality Management System and/or
93/42/EEC Medical Device Directive Product Conformity Certification, if so, it is checked whether the
ISO 13485 quality management system is prepared in an integrated manner with the management
system in question.

“S6z konusu Urin icin firmanin baska bir onaylanmis kurulusa basvurusu veya hali hazirda bagka
onaylanmis kurulustan gecerli bir 93/42/AT Tibbi Cihaz Y6netmeligine gére Grtin uygunluk sertifikasi
bulunmamalidir’. Firma tarafindan génderilen basvuru formu tzerinden sertifika sorgulama bdlimleri
kontrol edilir. Ayrica basvuruda bulunan firmanin web sitesinden basvuruda bulundugu Urdn igin
sertifikasinin olup olmadigi kontrol edilir. iptal edilmis baska bir onaylanmis kurulus tarafindan
belgelenmis ve belge suresi sonra ermis ya da iptal bir sertifika olup olmasi durumunda, yeniden
belgelendiriimeme ya da iptal nedeni Ureticiden talep edilir. Ek olarak, Saglik Bakanligrndan firma
veya bagvuru kapsamindaki Griin ile ilgili iletilmig bir bilgilendirme olup olmadi@i kontrol edilir. iptal ya
da yeniden belgelendirmeme nedeninin Urin guvenligi ya da performansi ile ilgili olabilecegi
disunilduginde, sertifikayr yeniden belgelendirme slrecini baslatmamis ya da iptal etmis
onaylanmis kurulus ile nedeni ile ilgili bilgi istenir.

"Another application shall not be lodged with another notified body for the product subject to
application, or the product shall not have a valid conformity certificate according to 93/42/EEC
Medical Device Directive from another Notified Body”. Certificate inquiry part in the application form
is checked. In addition, the product’s certificates are checked through the applicant's web site. In
case of a withdrawn certificate or product has been certified by another notified body and the
certificate is expired, the reason for cancellation or not starting the recertification process is
requested from the manufacturer. In addition, it is checked whether there is any notices forwarded to
the Ministry of Health about the company or the product covered by the application. Given that the
cause of cancellation or denial of recertification may be related to product safety or performance, the
notified body that has revoked the certificate or denied the recertification is asked for information on
the cause.

“S6z konusu Urinln bagvuru formunda belirtilen MD risk sinifi dogru belirlenmis olmalidir”. Bagvuru
formundan Uretici tarafindan tanimlanmis MD risk sinifi kontrol edilir. Uriin kullanim amacina ve Urin
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ozelliklerine (icerdigi madde, kullanim siresi, temas ettigi dokular) goére 93/42/AT Tibbi Cihaz
Yoénetmeligi EK IX Siniflandirma bélimine uygun olarak siniflandiriimasi kontrol edilir. Yapilan
degerlendirme sonucunda basvuru sahibinden daha farkh bir siniflandirma s6z konusu ise firmaya
gerekeeli aciklama, FR.07.02 Basvuru Degerlendirme Formuna yazilarak mail veya faks yolu ile
bildirilir. Bu konuda Uretici ile anlasmazliga dusulir ise yetkili otoriteye bagvurulur.

"The MD risk category specified in the product application form shall be correctly identified". The MD

risk class defined by the manufacturer is checked from the application form. The suitability of
classification is controlled based on the intended use of the product and the product characteristics
(contained substance, period of use, contacted tissues) according to 93/42/EEC Medical Device
Directive Annex IX Classification. If as a result of the evaluation, classification is decided different
than the applicant, the reasoned explanation is sent to the company in written through FR.07.02
Application Evaluation Form by mail or fax. In case of disagreement with the manufacturer, the
competent authority shall be consulted.

g) “Piyasada urin eglenirliginin olup olmadiginin degerlendirmesi yapilmalidir”. Bagvuru formundan

arin kullanim amaci, etki mekanizmasi ve teknik 6zellikleri kontrol edilir. Web Uzerinden basvuru
formunda belirtilen Griin 6zelliklerinde ve kullanim amacinda esdeer Uriin olup olmadigi kontrol
edilir. Kontrol sonuglari Klinik Uzman ile paylasilir. Piyadadaki trGn esleniklerinin basvurusu yapilan
Urinden daha yaygin ve daha riskli bir kullanim alani mevcut ise, en riskli kullanima gére
siniflandirma ve teknik alan belirlemesi yapilir. Yapilan de@erlendirme sonucunda basvuru
sahibinden daha farkli bir siniflandirma s6z konusu ise firmaya gerekceli aciklama, FR.07.02
Basvuru Degerlendirme Formuna yazilarak mail veya faks yolu ile bildirilir. Bu konuda Uretici ile
anlasmazliga dusulir ise yetkili otoriteye bagvurulur.
"It shall be evaluated whether there are equivalent products on the market". From the application
form, the intended use of the product, its mechanism of action and its technical characteristics are
checked. It is checked on the web whether there are products equivalent to the product
specifications and intended use defined in the application form. Control results are shared with the
Clinical Expert. If the equivalent products have more widespread use with higher risk, classification
and technical field determination is made according to use highest risk. If as a result of the
evaluation, classification is decided different than the applicant, the reasoned explanation is sent to
the company in written through FR.07.02 Application Evaluation Form by mail or fax. In case of
disagreement with the manufacturer, the competent authority shall be consulted.

5.2.2 Basgvuru Degerlendirmede Klinik Uzman Goriisu;
Clinical Expert’s Opinion in Application Evaluation:

(7) Bagvuru degerlendirmesi sirasinda s6z konusu uriinin kullanim amaci, etki mekanizmasi bilgilerini beyan
edilen kullanim amaci—etki mekanizmasi ve piyasadaki eslenik Griin kontroli, FR.05.08 Degerlendirme
Personeli Havuzu Formu’nda belirlenen Klinik Gézden Gegirici tarafindan yapilir. Klinik Gézden Gegirici
gerek gérdugl durumlarda ilgili MD kodunda atanmig bir klinik uzmandan goéris alma karari verir ve bunu
TCDS’na bildirir. TCDS FR.05.08 Degerlendirme Personeli Havuzu Formu ile gérus alinacak klinik uzmani
belirler. Klinik gézden gegcirici ilgili MD kodunda atanmis klinik uzmana dretici tarafindan iletiimis FR.05.01
basvuru formunu, bagvuru dékimanlarini iletir ve goris talep ettigi konuyu belirtir. Klinik uzmanin gértsinu
belitmesinin ardindan FR.05.02 Basvuru Degerlendirme Formu’'nu doldurur, ek olarak klinik gézden gegirici
ariin uygunlugu degerlendirme saha denetimi sireglerine klinik uzmanin de katilmasi gerektigine karar
verdiginde FR.05.02 Basvuru Degerlendirme Formu’na kararini ekler ve e-posta ile TCDS’ye iletir.

During application evaluation, the Clinical Reviewer (selected from FR.05.08 Assessment Personnel’s
List), controls the product’s intended use & mechanism of action information with the declared information
and the equivalent products on the market, the Clinical Reviewer decides to get opinion from clinical expert
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assigned for the related MD code if necessary and informs MDDR. Using FR.05.08 Assessment Personnel
List, MDDR determines the clinical expert to be consulted. Clinical reviewer sends FR.05.01 Application
form, and application documents which are sent by the manufacturer to the assigned clinical expert in the
relevant MD code, and indicates the subject of request for opinion. After the clinical expert has written his/her
opinion, the clinical reviewer fills in the FR.05.02 Application Evaluation Form and in addition, when the need
to involve a clinical expert in site audit of product conformity assessment process deems necessary to
clinical reviewer, he/she adds the decision to the FR.05.02 Application Evaluation Form and send it to MDDR
by e-mail.

8) Piyasada Uriin esleniginin bulunmamasi durumunda basvuruda bulunan firma ile iletisime gecilerek Urin
performans ve giivenligi ile ilgili yapilan calismalarin listesi istenir. Uriiniin klinik ¢alismalarinin EN 14155
standardina goére gergeklestirilip gergeklestiriimedigi sorgulanir. Tamamlanmis bir klinik ¢calisma var ise
calismanin sonucu hakkinda yazili bilgi istenir.

In case no equivalent product exists, the applicant is contacted and requested to present the list of the
clinical investigations performed regarding the product’s performance & safety. It is checked whether clinical
investigations are carried out according to EN 14155. If a completed clinical investigation is available written
information is requested regarding the investigation result.

(9) Tamamlanmamis veya heniiz bagslanmamis klinik arastirma galismalari i¢in basvuruda bulunan firmadan
yazili bir taahh(t alinarak ¢alismalarin olumsuz veya yetersiz sonuglanmasi durumunda ortaya gikacak olan
maddi ve manevi zararlarin bagvuruda bulunan firmanin sorumlulugu altinda olacagdi belirtilir.

For clinical investigations not yet completed or started, a written commitment is taken from the customer
indicating the applicant will be responsible for financial and non-material damages arising from adverse or
inadequate results of the investigation.

53 Basvuru Degerlendirmenin Sonug¢landiriimasi;
Finalizing Application Evaluation:

(10) Yukarida belirlenen sartlara goére basvurunun kabul edilmesi durumunda FR.07.02 Basvuru
Degerlendirme Formu SPS ye M-Files tzerinden iletilerek bagvuru igin teklif hazirlanmasi saglanir.

If the application is accepted according to the requirements set out above, FR.07.02 Application Evaluation
Form is submitted to the SMR through M-Files so that the proposal for the application is prepared.

(11) Yukarida yer alan sartlardan birinin karsilanmamasi (e ve f maddesi hari¢g) durumunda bagvurunun
reddi, firmaya gerekgeli agciklama FR.07.02 Bagvuru Degerlendirme Formuna yazilarak mail veya faks yolu
ile bildirilir.

In the event that one of the above requirements is not met (except for items e and f), the application is
rejected and the company is informed of the justifications and reasons through FR.07.02 Application
Evaluation Form sent via fax or email.

(12) Basvuruda bulunan firma ile s6z konusu cihazin tibbi cihaz olmadidi ile ilgili ihtilafa dugulmesi
durumunda firma ile goérusilerek Yetkili Otorite ile iletisime gecilecedi son kararin Yetkili Otorite tarafindan
verilecegdinin bilgisi yazili olarak verilir ve basvuruda bulunan firmanin yazili onay! alinir. Bagvuruda bulunan
firma Yetkili Otorite inceleme Ucretini yatirdiktan sonra Yetkili Otoriteye asagidaki evraklar ile birlikte
basvuruda bulunulur.

In the event of a dispute arising between the company and NOTICE on whether or not the device falls into
medical devices category, the company will be informed in writing that the Competent Authority will be
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contacted and the final decision will be made by them. The customer’s written approval is obtained in this
regard. Once the Applicant has paid the Competent Authority’s review fee, they must submit an application
to the Competent Authority together with the following documents.

- S0z konusu cihaz igin detayll olarak yazilmis kullanim amaci ve etki mekanizmasini i¢ceren Urin
bilgisi
Product information containing the intended use and mechanism of action in detalil
- S0z konusu cihazin kullanim talimati
Instructions for use
- 806z konusu cihaz i¢in hazirlanmis klinik degerlendirme raporu
Clinical evaluation report

(13) Yetkili Oteritenin karari dogrultusunda basvuru, Yetkili Otoritenin cevabi eklenerek yazili olarak
sonlandirilir veya soézlesme hazirlanmasi i¢in FR.07.02 Bagvuru Degerlendirme Formu SPS’ye M-Files
Uzerinden gonderilir.

In case The Competent Authority decides the device in question is not a medical device, the application is
terminated and the decision is forwarded to the applicant. Otherwise, FR.07.02 Application Evaluation
Form is sent to SMR via M-Files to prepare the contract.

(14) Basvuruda bulunan firma ile Grin risk sinifi konusunda ihtilafa digilmesi durumunda karar Yetkili
Otorite tarafindan verilir. Prosedlr yukarida anlatildigi sekilde isletilir. Yetkili Otoritenin karari sonucunda
FR.07.02 Bagvuru Degerlendirme Formu SPS’ye M-Files Gzerinden génderilir.

In case of a dispute with the applicant company regarding the product risk class, the decision is made by the
Competent Authority. The above-mentioned process will be proceeded. After the decision is made by the
Competent Authority, FR.07.02 Application Evaluation Form is sent to SMR via M-Files.

(15) Klinik uzman s6z konusu tibbi cihaz i¢in gerceklestirilen klinik arastirmalarin yetersiz oldugu sonucuna
varirsa; basvurunun retti, firmaya gerekgeli agiklama FR.07.02 Bagvuru Degerlendirme Formu ilk sayfasi
ile yazilarak e-posta veya faks yolu ile bildirilir. Klinik uzman gérisi olumlu ise FR.07.02 Basgvuru
Degerlendirme Formu SPS’ye M-Files Gzerinden iletilir.

If the clinical expert concludes that the clinical investigation carried out for the medical device is inadequate,
the company will be informed of the application rejection through FR.07.02 Application Evaluation Form
first page which contains the reasons for rejection and is sent to the applicant via fax or email. In case of
positive opinion, FR.07.02 Application Evaluation Form will be submitted to SMR via M-Files.

5.4 Uriin Sinifina Gére Uygunluk Degerlendirme Metodunun ve Teknik Dosyanin Degerlendirme
Kapsaminin Belirlenmesi;

Determination of Conformity Assessment Method and Technical Documentation Evaluation
Scope based on Device Risk Class;

(16) Uriin sinifina gore uygunluk degerlendirme metodu ve teknik dokiimantasyonun degerlendirmesi
kapsami asagidaki tabloya goére belirlenir.

Conformity Assessment Method and Technical File Evaluation Scope based on Device Risk Class is
determined according to the following table.

Uriin Sinifi Uygunluk Degerlendirme Metodu Teknik Dokiimantasyon
Device Risk Class Conformity Assessment Method Degerlendirmesi
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Technical Documentation
Evaluation
Sinif 1l EK Il (madde 4 harig) Tam Kalite | PR.13 Madde 51 ve 52
Class 1l Guvence Sistemi kapsaminda degerlendirme yapllir.
Ve Evaluated according to Section 5.1
EK Il (madde 4) Tasarim incelemesi and 5.2 of PR.13 Technical File and
Annex Il (Excluding Section 4) Full | Design Evaluation Procedure.
Quality Assurance System or Annex I
(Section 4) Design Evaluation
Sinif i flac | EK Il (madde 4 harig¢) Tam Kalite | PR.13 Madde 5.1, 5.2 ve PR.17 llac
Kombinasyonlu Cihazlar | Guvence Sistemi Kombinasyonlu Tibbi Cihaz Bagvuru
Class Il Device with | Ve ve Degerlendirme Proseduri

incorporating medicinal
substances

EK Il (madde 4) Tasarim incelemesi
Annex Il (Excluding Section 4) Full
Quality Assurance System or Annex I
(Section 4) Design Evaluation

kapsaminda degerlendirme yapilir.

Evaluated according to Section 5.1
and 5.2 of PR.13 Technical File and
Design Evaluation Procedure and
PR.17 Receiving and Evaluating
Applications of Medical Devices
incorporating Medicinal Substances

Annex Il (Excluding Section 4) Full

Sinif lIb EK I (madde 4 harig) Tam Kalite | PR.13 Madde 5.1 kapsaminda
Class lIb Gulvence Sistemi degerlendirme yapillir.
Annex Il (Excluding Section 4) Full | Evaluated according to Section 5.1
Quiality Assurance of PR.13 Technical File and Design
Evaluation Procedure.
Sinif lla EK Il (madde 4 hari¢) Tam Kalite | PR.13 Madde 5.1 kapsaminda
Class lla Guvence Sistemi degerlendirme yapllir.
Veya Evaluated according to Section 5.1
EK V Uretim Kalite Glivence Sistemi of PR.13 Technical File and Design
Annex Il (Excluding Section 4) Full | Evaluation Procedure.
Quality Assurance System or
Annex V Production Quality Assurance
Sinif Is EK Il (madde 4 haric) Tam Kalite | PR.13 Madde 5.1 kapsaminda teknik
Class Is Guvence Sistemi dokimantasyonun steril kosullari
Veya olusturma, glvenceye alma, devam
EK V Uretim Kalite Giivence Sistemi ettirme ile ilgili bélimleri
Annex Il (Excluding Section 4) Full | Parts of technical documentation
Quality Assurance System or related to build, secure and
Annex V Production Quality Assurance maintenance of sterile conditions in
scope of Section 5.1 of PR.13
Technical File and Design Evaluation
Procedure
Sinif Im EK 1l (madde 4 hari¢) Tam Kalite | PR.13 Madde 5.1 kapsaminda teknik
Class Im Guvence Sistemi dokimantasyonun cihazlarin
Veya metrolojik gerekliliklere uygunlugu ile
EK V Uretim Kalite Giivence Sistemi ilgili bélimleri

Parts of technical documentation
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Quality Assurance System or related metrological requirement

Annex V Production Quality Assurance compliance in scope of Section 5.1
of PR.13 Technical File and Design
Evaluation Procedure
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1. FR.07.01 Basvuru Formu
FR.07.01 Application Form

2. FR.07.02 Basvuru Degerlendirme Formu
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FR.05.08 Assessment Personnel List
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Manual on Borderline and Classification in the Community Regulatory Framework for Medical
Devices
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Bulletin on Notified Bodies to Operate in the Field of Medical Devices (Official Gazette dated 12
March 2015, numbered 29293)

8. Uygunluk Degerlendirme Kuruluglari ve Onaylanmis Kuruluslar Yonetmeligi (23 Subat 2012 Tarihli
ve 28213 Sayili Resmi Gazete)

Bulletin on Conformity Assessment Bodies and Notified Bodies Regulation (Official Gazette dated
February 23, 2012 and numbered 28213)

9. MEDDEYV 2.1/3 Medical Devices: Guidance document - Borderline Products, Drug-Delivery Products
and Medical Devices Incorporating, as an Integral Part, an Ancillary Medicinal Substance or an
Ancillary Human Blood Derivative
MEDDEYV 2.1/3 Medical Devices: Guidance document - Borderline Products, Drug-Delivery Products
and Medical Devices Incorporating, as an Integral Part, an Ancillary Medicinal Substance or an
Ancillary Human Blood Derivative

10. 93/42/AT Tibbi Cihaz Yonetmeligi
93/42/EEC Medical Devices Directive
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