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Asagidaki bilgilere dayanarak Kiwa Hizmetleri ile ilgili teklifi [itfen tarafimiza iletiniz./Please send a quote of Kiwa’s
services based on the following information;

Formlar hakkinda bazi yénlendirici / tamamlayici notlar:
Some guidance / complementary notes about forms

1.

Kiwa’nin size dogru ve giivenilir denetim hizmeti verebilmesi igin, tibbi cihaz firma bilgi formu ve tibbi cihaz basvuru formunun dogru ve
eksiksiz bicimde doldurulmasi nemlidir.

In order to provide accurate and reliable conformity assessment services, to fill correctly and completely medical devices company information
sheet and medical devices application forms are important .
Liitfen cevaplanmasi istenen sorulara miimkiin oldugunca en yakin cevabi veriniz, herhangi bir sorunun cevabini bilmiyorsaniz liitfen
‘bilinemiyor’ yaziniz ve ardindan teknik ekibimizin sizinle temas kurmasi icin bekleyiniz.

Please to be given the closest as much as possible answer the requested questions, if you do not know the answer, please type 'cannot know' and
then waiting for one of our technical team will contact you.
Eger birden ¢ok tesisiniz i¢in denetim hizmeti istiyorsaniz, tesislerinizin adres bilgilerini, faaliyet alanlarini ve belgelendirilme kapsami liste
olarak tibbi cihazlar firma bilgi formuna ekleyiniz.

If you have multi-unit site to be audited, please provide a list of the site addresses, activities each site and certification scope to be included with
medical devices company information sheet.

Tamamlamanizi bekledigimiz tibbi cihazlar firma bilgi formu ve tibbi cihaz bagvuru formlari tarafimizca alindiktan sonra, verdiginiz bilgiler
i1siginda degerlendirme yaparak size fiyat teklifi sunulacaktir.

Expected to complete the medical devices company information sheet and medical devices application form will have received by us, in the light
of the information given by you, a price quote will be offered by making our assessment.
Daha énceden bu formu doldurduysaniz ve sirketinizde kéklii bir degisiklik (adres, unvan, vb.) yapmadiysaniz sadece iiriin bilgisi kismini
doldurmaniz yeterli olacaktir.

If filled out this form before and have not been a substantial change in your company (address, title, etc..), only filling the product information
part being sufficient.

Tibbi cihazlar firma bilgi formunun ve tibbi cihazlar bagvuru formunun elektronik formatta ya da basili formatta Kiwa’ya ulastigindan emin
olunuz.

Please make sure to attain medical devices company information sheet and medical device the application form in electronic format or printed
format in Kiwa.

1.Firma ve ilqili kisi bilgileri

Details about the company and contact persons

Firma (Tuzel kisi): Company (Legal entity):

(Eger firma bir sirket grubunun liyesi ise lutfen belirtiniz) (If company is a part of a group, please specify)

(Firmaniza ait olan ticaret sicil gazetesini veya faaliyet belgesini form ekinde iletiniz/ Please attach the commercial registry or activity
certificate of your company to the form.)

Adres:_Address : (Sertifikada yer alacak adres/ Address to be included in the certificate):

Tel/Faks : Phone/Fax :

Web /E-posta: Web/Email :

ilgili kisi/ Unvani: Contact Person /Position :

Firmanin durumu: Status of the Company :

[] Uretici Manufacturer [ ] Dagitici Distributor ] ithalatgl Importer

M Yetkili Temsilci Authorized
Representative
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Calisan sayisi: Number of employees: (Goklu saha olmasi durumunda liitfen her lokasyon igin tabloyu ¢cogaltarak ayri
tablolarda doldurunuz) (In case of multiple sites, please duplicate the table for each location and fill in separate tables)

Tabloyu, calisanlariniz tek bir pozisyonda goziikecek sekilde doldurunuz. (Grn: Yéneticiniz ayni zamanda miihendis
ise firmaniz icin kritik olan pozisyonda gosteriniz.)

Fill in the table so that your employees appear in a single position. ( e.q.: If your manager is also an engineer, show him in a
position that is critical for your company.)

1.Adres: 1.Address

Yonetici sayisi Muhendis, Tekniker, Teknisyen Sayisi
Number of managers Number of engineers, technicians
Kritik isgi sayisi Taseronlarin Toplam Calisan Sayisi
Number of critical workers Number of subcontractors
Tekrarli igler yiiriiten personel sayisi Yari Zamanh Galisan Sayisi
Number of employee for repetitive jobs Number of part-time employee
Gecici Yari Zamanh Galisanlarin Giinliik calisma

egici velveya vasifsiz personel sayisi . .
Number of temporary employee Sun;elen/Sa_at . .

Daily Working Times of Part Time employee / Hour

Toplam c¢alisan sayisi
Number of total employee

Etkin Caligan Sayisi (Kiwa Tarafindan Hesaplanacaktir)
Number of effective employees (will be calculated by KIWA)

2.Adres: 2.Address
Tek ofis mevcut ise agagidaki tabloyu doldurmayiniz.
If there is only one office, do not fill in the table below

Yonetici sayisi Muhendis, Tekniker, Teknisyen Sayisi
Number of managers Number of engineers, technicians
Kritik isci sayisi Taseronlarin Toplam Calisan Sayisi
Number of critical workers Number of subcontractors
Tekrarh igler yiiriiten personel sayisi Yari Zamanh Galisan Sayisi
Number of employee for repetitive jobs Number of part-time employee
Gecici Yar1 Zamanh Galisanlarin Giinliik galisma

ecici ve/veya vasifsiz personel sayisi .. .
Number of temporary employee S”Te'e”’s"?at . ,

Daily Working Times of Part Time employee / Hour

Toplam ¢aligan sayisi
Number of total employee

Etkin Calisan Sayisi (Kiwa Tarafindan Hesaplanacaktir)
Number of effective employees (will be calculated by KIWA)

Vardiya sisteminiz varsa liitfen; vardiya basina ¢alisan sayinizi, vardiya mesai saatleri ve faaliyet alanlan

hakkinda kisa bilgi veriniz.
If the company operates a shift system, please indicate the number of employees per shift, shift hours and a descriptions of the activities per
shift.

[] 1 Vardiya/ 1 Shift [] 2 Vardiya/ 2 shift [] 3 Vardiya/ 3 Shift

Mevcut bir KYS belgesi var mi?, varsa ekleyiniz Do you have any QA system certificates, if exist please attach.

Var ise gecerlilik tarihi if exist
] Evet / Yes ] Hayir / No validty date
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Kalite Sistemi Belgelendirme talebiniz var mi? Do you have a Quality System Certificatio n Request?

U] Evet / Yes
[] ENISO 9001

[] ENISO 13485

[ ] Hayir/nNo

Cevabiniz “Evet” ise asagidaki sorulari yanitlayiniz; if your answer is “Yes”, please answer the following questions;

2. Arzu edilen kalite yonetim sistemi kapsami:

Scope of requested QMS

Arzu edilen KYS kapsaminda harig tutulan maddeler var mi? (Orn; 7.3 tasarim ve gelistirme)
Are there any clauses excluded from the scope of the required QMS? ( Ex; 7.3 design and development)

MDR Basgvuru talebiniz var mi? Var ise bagvuru formu tarafiniza iletilecektir.
Do you have a MDR Application request? If so, the application form will be sent to you.

[] Evet/ Yes

] Hayir/No

ihtiyaciniz olan yukarida géremediginiz bir standart varsa liitfen Kiwa ile iletisime geginiz.
If you do not see the standard you require above please contact Kiwa.

[] Evet/Yes

[] Hayir/No

Spesifik 6zellikler
Specific functions

(Not: Bu bolimi ISO
13485 bagvuru
kapsaminda ise
doldurunuz.
Note:Complete this section
if ISO 13485 certification is
within the scope of the
application.

Not 2: Yandaki sorulardan
herhangi birisinin cevabi
“Evet” ise, denetim ekibi
A.1.1-A.1.6'daki ilgili teknik
alanlari ve IAF-MD9'daki
Tablo B.2'deki “Denetgi”
gerekliliklerini
karsilamahdir. Tim
sorularin cevabi “Hayir”
ise, denetim ekibi sadece
Tablo B.2’deki “Pargalar ve
Hizmetler” kismindaki
denetgi gerekliliklerini
karsilamalidir.

Note 2: If the answer to
any of the questions is
‘Yes’, the audit team shall

Uriin neredeyse tamamlanmis ve monte edilmis bir tibbi cihaz mi? (yani, tibbi bir amag igin
kullaniimak Uzere tasarlanmistir ve sadece paketleme ve/veya etiketiemeye ihtiyaci vardir)

Is the product a nearly finished and assembled medical device? (i.e., it is intended to be used for a
medical purpose and only needs packaging and/or labeling)

[] Evet/ Yes
Uriiniin bir tibbi cihazin bilegeni/pargasi olmasi amaglaniyor mu?

[ Hayir / No

Is the product intended to be a component/part of a medical device?
[ Evet/ Yes [ Hayir / No

Kurulus, bir tibbi cihaz mevzuati tarafindan diizenlenen herhangi bir faaliyeti ylritmek lizere
s6zlesme yapmis midir? (6rn. yeniden etiketleme, diger tibbi cihazlarin yeniden uretilmesi)

Is the organization contracted to carry out any activities that are regulated by a medical device
regulation (e.g., relabeling, remanufacturing of other medical devices)?

(] Evet/ Yes [ Hayir / No
Uriin steril olarak mi arz ediliyor?

Is the product supplied sterile?

[ Evet/ Yes [ Hayir / No

Uriin, misteri kurulug veya bir tedarikgi tarafindan gelistirilen bir yazilim igeriyor mu?
Does the product contain software developed by the client organization or a supplier?

(] Evet/ Yes [ Hayir / No
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fulfil the relevant technical "Tasarim ve Gelistirme", ISO 13485 sertifikasyon kapsaminda midir ? (6rnegin, hukuki mevzuat,
areasin A.1.1-A.1.6 and disUk riskli tibbi cihazlar i¢in siklikla gecerli olan tasarim ve gelistirmenin hari¢ tutulmasina izin
the ‘Auditor’ requirements verdiginde)

in Table B.2 in IAF-MD9. If
the answer to all questions | Is “Design and Development” in the scope of the ISO 13485 cetrtification (e.g., when public law
is ‘No’, the audit team shall | permits exclusion of design and development which is the case very often for low-risk medical

only fulfil the auditor devices)?
requirements in Table B.2
‘Parts and Services’. (] Evet/ Yes (] Hayir / No

Uriin (Hammaddeler, Parcalar, Bilesenler, Alt Montajlar, Bakim Hizmetleri veya Diger Hizmetler)
ilgili tibbi cihazlari desteklemeyi amacliyor mu?

Is the product (Raw Materials, Parts, Components, Subassemblies, Maintenance Services, or
Other Services) intended to support associated medical devices?

[ Evet/ Yes [] Hayir / No

Dis kaynakl siire¢leriniz varsa, sahiplerinin adi ve adresi, varsa ilgili sertifikalarini ekleyiniz:

Uretim, tasarim, sterilizasyon, depolama, paketleme, etiketleme, test faaliyetleri (biyouyumluk vb.) vb.
Do you have any outsourced processes, if yes name and location of those companies and attach their relavant certificates.
Manufacturing, design, steilization, warehouse, packaging,labelling, testing activities (biocompatibility etc.) etc.

1.Tedarik¢i adi, adresi, faaliyeti:
Supplier name, address, activity:

2.Tedarik¢i adl, adresi, faaliyeti:
Supplier name, address, activity:

3.Tedarikgi adi, adresi, faaliyeti:

Supplier name, address, activity:

4. Tedarikgi adi, adresi, faaliyeti:

Supplier name, address, activity:

5.Tedarik¢i adl, adresi, faaliyeti:
Supplier name, address, activity:

3. Gozetim Denetimleri / Bu kisim g6zetim denetimleri i¢in doldurulacaktir.
Surveillance Audits / This section will be filled in for surveillance audits.

Mevcut KYS kapsami: Existing QUS scope :

Gergeklesecek gozetim denetimi i¢cin mevcut kapsamda degisiklik talebiniz var mi?
Do you have a request for a change in the current scope for the surveillance audit to be carried out?

Evet / Yes
Cevabiniz evet ise kapsam degisikligi bilgilerini ekleyiniz : ] Hayir / No
If yes, please attach the scope change information:

Gergeklesecek gozetim denetimi mevcut kapsaminizda hari¢ tutma maddelerinde bir degisiklik var mi?
Is there any change in the exclusion clauses in your current scope of the surveillance audit to be carried out?

Evet/ Yes

m Cevabiniz evet ise hari¢ tutma maddelerindeki degisiklik bilgilerini [ Hayir/ No
ekleyiniz:
If yes, please add the change information in the exclusion clauses

Adres ve lokasyonlarinizda degisiklik var mi?
Are there any changes in your addresses and locations?

Evet / Yes

Il ] Hayir/ No

Cevabiniz evet ise adres bilgilerini ekleyiniz:
If yes, add address information:

Kiwa Belgelendirme Hizmetleri A.S.
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Organizasyon yapinizda 6nemli bir degisiklik var mi?
Is there any significant change in your organizational structure?

Evet / Yes

Cevabiniz evet ise degisiklik bilgileriniz ekleyiniz: [ 1 Hayir/no
If yes, add your change information

Kritik tedarikg¢i degisikligi var mi?
Are there any critical supplier changes?
Evet / Yes
[0 Cevabiniz evet ise degisiklik bilgileriniz ekleyiniz: [J Hayir/no

If yes, add your change information

Uriin ve tasarim degisikligi var mi?

Are there any product and design changes?
Evet/ Yes
Cevabiniz evet ise degisiklik bilgileriniz ekleyiniz: [1 Hayir/no
If yes, add your change information

Klinik verilerde ve raporlarda degisiklik var mi?
Are there any changes in clinical data and reports?
Evet / Yes

Il ] Hayir/No

Cevabiniz evet ise degisiklik bilgileriniz ekleyiniz:
If yes, add your change information

Belgelendirme siirecinden bu yana geri gcagirma gergeklestirilen iriiniiniiz var mi?
Have any of your products been recalled since the certification process?

Evet / Yes
]

Cevabiniz evet ise bilgilerini ekleyiniz: L1 Hayir/no

If yes, please add the information

Uyari(vijilans) sisteminin igletilmesini gerektiren olumsuz bir olayla karsilasildi mi?
Has there been any adverse event requiring the operation of the vigilance system?

Evet / Yes
]

Cevabiniz evet ise bilgilerini ekleyiniz: L1 Hayir/no

If yes, please add the information

Son yapilan iretimin tarihi ve yaklasik miktarlari hakkinda bilgi veriniz:
Provide information about the date and approximate amounts of the last production:

Gozetim Denetiminde Uretim Siirecinin Varligi: Denetim siirecinde belge kapsamindaki iiriinlerle ilgili en az

bir Uriine ait siire¢ degerlendirilecektir. Teyit ediniz.

Existence of Production Process in Surveillance Audit: During the audit process, the process of at least one product related to the products

covered by the EC certificate will be evaluated. Please Confirm.

Uretimde olacak iiriinlerin bilgileri / information of the products to be produced :

Kiwa Belgelendirme Hizmetleri A.S.
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4. MDR'nin 120. maddesi uyarinca gézetim denetimlerinde kapsanmak iizere 93/42/EEC Direktifi

kapsaminda sertifikalandiriimis liriin / Product certified under Directive 93/42/EEC to be covered in surveillance audits

in accordance with article 120 of MDR

Uriin/Cihaz Adi Uriin
(Product/Device Sinifi(class
Name) ification)

MDA/MDN, MDT
ve MDS
Kodlari(MDA/MDN
, MDT and MDS
codes

EMDN(EMDN
Code)

Uygunluk
Degerlendirme
Yolu(Annex of the
selected conformity
assessment)

MDR basvurusu kapsamindaki
cihazlarin MDD Sertifika
Referans(lar)i ve NB
Tanimlamasi(MDD

Certificate

Reference(s) of the

devices under MDR
application, and the

NB Identification)

Sertifika #1; NB# Sertifika #2; NB #
veya N/A - Cihaz Direktifler
kapsaminda bir Onaylanmis Kurulug
sertifikasi gerektirmedi

(Certificate #1; NB# Certificate #2;, NB
# or N/A - Device did not require a
Notified Body certificate under
Directives /)

Sertifika #1; NB# Sertifika #2; NB #
veya N/A - Cihaz Direktifler
kapsaminda bir Onaylanmis Kurulug
sertifikasi gerektirmedi

(Certificate #1; NB# Certificate #2; NB
# or N/A - Device did not require a
Notified Body certificate under
Directives /)

Sertifika #1; NB# Sertifika #2; NB #
veya N/A - Cihaz Direktifler
kapsaminda bir Onaylanmis Kurulug
sertifikasi gerektirmedi

(Certificate #1; NB# Certificate #2; NB
# or N/A - Device did not require a
Notified Body certificate under
Directives /)

Sertifika #1; NB# Sertifika #2; NB #
veya N/A - Cihaz Direktifler
kapsaminda bir Onaylanmis Kurulus
sertifikasi gerektirmedi

(Certificate #1; NB# Certificate #2;, NB
# or N/A - Device did not require a
Notified Body certificate under
Directives /)

Tabloda belirtilen tirtinlerin spesifik 6zellikleri / Specific characteristics of the products mentioned in the table

Tibbi Cihazlar igin
Sterilizasyon Metodu
Sterilization Method for
Medical Devices

[ Diger (Other)
[ Uriin steril degildir. (The product is not sterile.)

[] Etilen Oksit Gaz Sterilizasyonu (Ethylene Oxide Gas Sterilization)
[] Radyasyon Sterilizasyonu (Radiation Sterilization)
[] Sicak Buhar (Moist Heat)

[] Aseptik isleme(Aseptic Processing)

Spesifik 6zellikler
Specific properties

S.M.FR.001/11.12.2024/R25

Viicut icinde emilebilir mi? /s it absorbable product?
L] Evet/ Yes [] Hayir / No
Hayvansal doku icermekte mi? /s it containing tissue(s) of animal origin?
L] Evet/ Yes [] Hayir / No
insan kani ve tiirevi igermekte mi? Is it incorporating derivatives of human blood?
L] Evet/ Yes [] Hayir / No
Fitalat icermekte midir? /s it containing phytalathe?
L] Evet/ Yes [] Hayir / No
Giumis icermekte midir? /s it containing silver?
[] Evet/ Yes [] Hayir / No
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ilag-farmasotik igermekte midir? /s it containing pharmaceuticals-medicinal product(s)?
L] Evet/ Yes ] Hayir / No

Yazilim icermekte midir? /s it containing software?

[ ] Evet/ Yes [ ]| Hayir / No

Nanomateryal igermekte midir? /s it incorporating nomaterials?
[ ] Evet/ Yes [ ]| Hayir / No

Telemetri icermekte midir? /s it incorporating telemetry?
[ ] Evet/ Yes [ ]| Hayir / No

Mikromekanik icermekte midir? /s it utilizing micromechanics?
[ ] Evet/ Yes [ ]| Hayir / No

5. Belgelendirme Gecmisi _Certification Background

Kiwa’dan nasil haberdar oldunuz? How or from whom did you hear about Kiwa?

Bir danigsmanlik hizmeti aldiniz mi? Kimden? Has your company engaged any consultants? Whom?

Kiwa'’yi tercih sebebiniz? Reason of preference Kiwa?

[] Genis Belgelendirme Kapsami Wide Certification Scope
] Tecriibe Experience

] Giivenilirlik Reliability

] Hizmet Kalitesi Service Quality

L] Fiyat Price

L] Diger Other

“isbu Bilgi Formu ile birlikte, Kiwa Belgelendirme Hizmetleri Anonim Sirketi ile paylasmakta oldugumuz ve kisisel
veri nitelikli bilgilerin, sirketler arasindaki sé6zlesmesel iligkinin kurulabilmesi, bu sirecte her iki sirketin ilgili
¢alisanlarinin irtibat halinde kalabilmesi, teklif sunulmasi ve s6zlesme asamasinin yuritilebilmesi, sézlesmenin ifasi
ve ileride yeni is imkanlari olmasi halinde bilgilendirme amaglari ile Kiwa Belgelendirme Hizmetleri Anonim Sirketi
nezdinde, muhafazasina, kullaniimasina muvafakat ettigimizi bildiririz.”

“I hereby declare that, with this Form, | consent to use and conservation of personal data quality information by Kiwa Belgelendirme Hizmetleri
A.S’ nin order to establish a contractual relationship between companies, to keep the relevant employees of both companies in contact, to submit
proposals and to carry out the contract phase, to fulfill the contract and to provide new job opportunities in the future purposes.”

Formu dolduran Completed By:

Tarih Date:

imza Signature :
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