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Fees for MDR Annex IX and Xl part A /MDR Ek IX ve XI Béliim A igin
Ucretler

Hourly Rate /Saat

Fixed /Sabit Ucreti

Fixed administration fee for initial certification and renewal’
llk belgelendirme ve yenileme igin sabit idari tcret'

Administrative activities for voluntary/forced change of notified body ’
Onaylanms Kurulusun goniillii/zorunlu degisimi icin idari faaliyetler’

Fixed administration fee for certification extension or change !
Kapsam genisletme ya da degisiklik icin sabit idari ticret'

Fixed administration fee for surveillance ?
Gozetim igin sabit idari tcret?

Documentation assessment3
Dokiimantasyon degerlendirmesp

Clinical data assessment (including PMCF, PSUR, SSCP)3
Klinik veri degerlendirmesi (PMCF, PSUR, SSCP dahil)?

Site Audit 2
Saha DenetimF®

Unannounced Audit
Habersiz Denetim

Costs for Closing the Certification Plan / Application (in any step of the
certification process) / Sertifikasyon Plani / Basvuru Kapatma Maliyetleri
(Sertifikasyon stirecinin herhangi bir adiminda)

Fee for requests pursuant to Art. 117 / Md. 7177 uyarinca talepler igin
ucretlendirme

=
=
==
==
—
=
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For the SMEs following

Special conditions for manufacturers belonging to SME as defined in discourjts are applied / KOBI ler igin
Recommendation 2003/361/EC asagidaki indirimler uygulanir;
2003/361/EC sayili Tavsiyede tanimlandigi gibi KOBi'lere dahil 15% d,'S,COOU ntfor micro (<10} / Mikro
imalatcilar igin 6zel kosullar (<10) igin 9615 indirim
10% discount for small (<50) / Ktigtik
(<50) igin %10 indirim
5% discount for medium (<250) /
Orta(<250) igin %5 indirim
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Other Additional Costs / Diger Ek Ucretler

Laboratory tests /Laboratuvar testleri At cost /Maliyeti

Fee related to handling of external consultations with the competent authorities
(CA) (Itincludes the request and the submission of applications for external
consultations with the competent authorities (MDR, Annex IX 5.2, 5.4 (b)) and
their management until completion.) / Yetkili makamlar (CA) ile dis
konstiltasyonlarin ydrdtilmesine iliskin ticret (yetkili oteriteler ile
konsliltasyonlar i¢in talep ve basvurulari sunulmasini (MDR, Ek IX 5.2, 5.4 (b) ve
bunlarin tamamlanana kadar yénetilmesini igerir).

At cost + 15% service fee /
Maliyeti + %15 hizmet bedeli

External consultations delivered by the competent authorities / Yetkili makamlar At cost + 15% service fee /
tarafindan verilen dis konstiltasyonlar Maliyeti + %15 hizmet bedeli

Reporting on specific documentation required by competent authorities (MDR,
Annex IX 5.2, 5.4(b)) or by the Expert Panel (MDR art. 54.1, Annex IX5.1) to
prepare the application relating to external consultations. / Dis konsdiltasyonlar
ile ilgili basvuruyu hazirlamak igin yetkili makamlar (MDR, Ek IX 5.2, 5.4(b)) veya
Uzman Heyeti (MDR madde 54.1, Ek IX 5.1) tarafindan talep edilen 6zel belgeler
hakkinda raporlama.

€400/h

Fee related to handling of external consultations with Expert Panel (EP) (It
includes the request and the submission of applications for external
consultations with Expert Panels (MDR art. 54.1, Annex IX 5.1) and their
management until completion.) /Uzman Paneli (EP) ile dis konstiltasyonlarin €400/h
yurttdlmesine iliskin dcret (Uzman Panelleri ile dis konstiltasyonlar icin
basvurularin talep edilmesini ve sunulmasini (MDR madde 54.1, EkIX5.1) ve
bunlarin tamamlanana kadar yonetilmesini icerir.)

€ 350,00
Certificates/Sertifikalar
(for each / her biri igin)

Hard certificate issue, reissue, duplicates and certified copies /Basili sertifika
verme, yeniden dizenleme, kopyalar ve onayli kopyalar

Non-standard or legalized/apostilled through embassy or authenticated by At cost + required man/day
notary EU certificates. /Standart olmayan veya elgilik araciligiyla (€ 150/ h) /Maliyet + harcanan
yasallastinlmis/apostillenmis veya noter tarafindan onaylanmis AB sertifikalari adam/gdn (€ 150/ h)
Accommodation costs / Seyahat ve konaklama masraflari At costs / Mallyeti
Km costs /Km dicretleri €0.607km

€150/ h

Travel time costs /Seyahat stiresi licretleri

per staff /personel basina

» Travel time is the travel and accommodation time spent by the auditor for the audit since the audit is planned.
The fee is calculated based on the time spent by each auditor in hours. / Seyahat stiresi; denetginin denetim
planlanmasindan itibaren denetim icin harcadigi seyahat ve konaklama siiresidir. Ucret, saat olarak her bir
denetginin harcadigi siire baz alinarak hesaplanir.

» The distance travelled for vehicles used for transport other than public transport such as planes, trains, etc. is
calculated on the basis of km. / Ulasim i¢cin ugak, tren vb. toplu tasima araglari haricinde kullanilan araglar igin
katedilen mesafe km baz alinarak hesaplanir.
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Tt includes, the review/confirmation of preliminary information, the issuance of the offer, the application review, the
administrative management of the certification plan, the planning, , the structured dialogues, the management of
customer documentation as well as of the assessment reports and the management of Eudamed/National database
and related communications to the relevant Authorities. / On bilgilerin gézden gecirilmesi/onaylanmasi, teklifin
verilmesi, basvuru incelemesi, sertifikasyon planinin idari yonetimi, planlama, yapilandirilmis diyaloglar, miisteri
belgelerinin ve degerlendirme raporlarinin yonetimi ve Eudamed/Ulusal veri tabaninin yénetimi ve ilgili Makamlarla
ilgili iletisimleri igerir.

Change: It covers changes intended to be made in the device (intended use, place of use, targeted patient and user,
design, marking and instructions, etc.), production and other processes, quality management system, organisational
structure, etc. After the manufacturer's application for change, evaluation is made by Kiwa TR. For the approval of
the change; If document evaluation, clinical data evaluation, audit is required, these activities are also included in
the price. / Degisiklik: Cihazda(kullarum amaci, kullanim yeri, hedeflenen hasta ve kullanici, tasarimi, isaretleme ve
klavuz vb.), tretim ve diger proseslerde, kalite yonetim sisteminde, organizasyon yapisinda vb. yapilmasi amacglanan
degisiklikleri kapsar. Imalatcinin degisiklik basvurusu sonrasi Kiwa TR tarafindan degerlendirme yapilir. Degisikligin
onaylanmasi igin;, dokiiman degerlendirmesi, klinik veri degerlendirmesi, denetim gerekmesi durumunda bu
faaliyetler ayrica fiyata dahil edilir.

2 Jtincludes the administrative management of the certification plan, the planning, the management of customer
documentation as well as of the assessment reports and the management of Eudamed/National database and
related communications to the relevant Authorities. /Sertifikasyon planinin idari yonetimini, planlamayi, mdsteri
dokiimantasyonunun ve degerlendirme raporiarinin yonetimini ve Eudamed/Ulusal veri tabaninin yonetimini ve ilgili
Otoritelerle ilgili iletisimleri igerir.

8 Including also extension, changes and all supplementary activities compared to the standard certification cycle laid
down in the contract (CAPA review, follow-up audits, special audits, integrations, etc.). /Sozlesmede belirtilen
standart sertifikasyon déngiisiine kiyasla kapsam genisletme, degisiklikler ve tiim ek faaliyetler de dahil (DOF

NOTE / NOT:

a. Supplementary assessments / Ek degerlendirmeler

- For supplementary documental assessments / Ek dokiimantasyon degerlendirmeleriigin: The contract costs related
to documental and clinical data assessment only includes the first evaluation round. If further rounds for the closure
of the findings are necessary, they will be additionally invoiced, using the hourly rate fees reported respectively in "
Documental assessment " and " Clinical data assessment ". / Dokiimantasyonun ve klinik verilerin degerlendirilmesi
i¢in sozlesmede belirtilen maliyet, yalnizca ilk degerlendirmenin ylirtitilmesini icerir. Bulgularin kapatilmasi i¢in ek
degerlendirmelerin gerekli olmasi halinde, bunlar ayrica "Dokimantasyonun degerlendirilmesi” ve "Klinik verilerin
degerlendirilmesi” kalemlerinde sirasiyla saatlik ticrette gosterilen tutarlar kullanilarak ayrica faturalandirilacaktir.

- For supplementary Audit / Ek denetim igin: the relevant costs shall be additionally invoiced, using the hourly rate fees
reported in "Audit”. / ilgili maliyetler, "Denetim" bolimdiinde belirtilen saatlik ticretler kullanilarak ek olarak
faturalandirilacaktir.

b. If an additional scientific opinion (except consultation) regarding to activities already defined during the application
review (e.g. Borderline MD), has been requested for a medical device, this activity will be quoted with a specific offer.
The amount is € 750 per device. In case it is not possible to proceed with certification process, this cost will be
reimbursed by 50% in the event of the acceptance by the customer of the relevant offer. / Bir tibbi cihaz i¢in basvuru
incelemesi sirasinda hali hazirda tanimlanmis faaliyetlerle ilgili ek bir bilimsel goris (konstiltasyon harig) talep
edilmisse, bu faaliyet 6zel bir teklifle fiyatlandirilacaktir. Tutar cihaz basina 750 €'dur. Belgelendirme sdlrecine
gecilmesinin mimkdin olmamasi durumunda, ilgili teklifin misteri tarafindan kabul edilmesi halinde de bu bedel %50
oraninda mdisteriye geri 6denecektir.

c. Electronic duplicates or certified copies of the certificate are free. / Sertifikanin elektronik kopyalari veya onayli
kopyalari tcretsizdir.

d. All prices shown above are net of VAT. / Yukarida gosterilen tim fiyatlar KDV harigtir.
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Billing and Payment Terms / Fatura ve Odeme

Certification, Surveillance and Renewal /Sertifikalandirma,
Gézetim Denetimi ve Yenileme

100% of fixed administration fee upon acceptance of the
contract with 30 days final maturity. /30 gtinliik nihai vade
ile s6zlesmenin kabuld tizerine sabit idari ticretinin %700'.

30% system and technical document fee upon
acceptance of the contract. 30 days final maturity. /
Sozlesmenin kabuld lizerine %30 sistem ve teknik belge
tcreti. 30 gtin nihai vade.

Certification Extension or Change /Kapsam Genisletme ya
da Degisiklik

Before each assessment activity, the amount specified in
the contractis paid 100%. Payment is made within 30 days
final maturity. / Her degerlendirme faaliyeti 6ncesinde,
sézlesmede belirtilen bedel %100 édenir. Odeme 30 giin
nihai vade icerisinde yapilir.

Supplementary Assessment and Unannounced Audit / Ek
Degerlendirme ve Habersiz Denetim

100% payment at the end of each assessment activity as
specified in the contract with a final maturity of 30 days. /
30 giinliik nihai vade ile s6zlesmede belirtildigi gibi her
degerlendirme faaliyetinin sonunda % 100 6deme yapilir.

Laboratory tests /Laboratuvar testleri

100% payment is made as a result of the test with a final
maturity of 30 days. / 30 gtinliik nihai vade ile
gerceklestirilen test sonucunda %100 6deme yapilir.

Consultation /Konsdiltasyon

As aresult of the action taken by the competent authority,
100% payment is made with a final maturity of 30 days. /
Yetkili otorite tarafindan gergeklestirilen faaliyet
sonucunda, 30 giinlik nihai vade ile %100 6deme yapilir.
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