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SAGLIK HIZMETLERI

INSAAT SANAYIi VE TiC. LTD. STI.

Atakent Mah. 221.Sk. No:3A Rota Office A Blok D.83
Kiiglikgekmece / ISTANBUL
Tel.: 0 (212) 471 4 200 (Pbx) * Fax: 0 (212) 471 4 201

info@kafgrup.com

Manufacturer’s Declaration

URETICI TAAHUTNAMESI

in relation to Regulation (EU) 2023/607 amending Regulations (EU) 2017/745 and (EU) 2017/746 as
regards the transitional provisions for certain medical devices and in vitro diagnostic medical devices, in

particular with respect to

* thevalidity of certificates issued under Council Directive 90/385/EEC on Active Implantable Medical
Devices (AIMDD) or Council Directive 93/42/EEC on Medical Devices (MDD) (Directive

Certificates) and/or’

e the compliance of the devices and us as their manufacturer with the conditions for the continued

placing on the market and putting into service

(AB) 2023/607 ve (AB) 2017/745 sayilt Yonetmelikleri degistiren (AB) 2017/746 sayil Yonetmelik ile ilgili olarak, ézellikle

asagudakilerle ilgili olarak

*  90/385/EEC saylt Vidcuda Yerlestirilebilir Aktif Tibbi Cihazlar (AIMDD) Konsey Direktifi veya 93/42/EEC sayilt
Tibbi Cihazlar (MDD) Konsey Direktifi (Direktif Sertifikalary) kapsaminda verilen sertifikalarin gecerliligi ve/veya
Cihazlarin ve tretici olarak bizlerin, piyasaya arz edilmeye ve hizmete sunulmaya devam etme kosullarina

uygunlugu

Manufacturer name
Uretici Adi

KAF GRUP SAGLIK HIZMETLERI INSAAT
SANAYI VE TiC. LTD. $TI.

Manufacturer address and contact details
Uretici adres ve iletisim detaylari

Atakent Mh. 221. Sk No:3A Rota Office A Blok
D.83 Kiglkgekmece / Istanbul / Turkiye

Single Registration Number (SRN) (if available)
Tekil Kayit Numarasi (SRN)(varsa)

TR-MF-000018530

Authorised Representative name (if applicable)
Yetkili Temsildi Adi (varsa)

Awann GmbH

Authorised Representative address and contact details
Yetkili Temsilci adres ve iletisim detaylari

Industriestrasse 43-45, 50389 Wesseling,
GERMANY, HRB: 106071

Single Registration Number (SRN) (if available)
Tekil Kayit Numarasi (SRN)(varsa)

DE-AR-000039942

! The first condition is not applicable in case of devices for which the conformity assessment procedure pursuant to MDD did not
require the involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May 2021 and for which
the conformity assessment procedure pursuant to this Regulation requires the involvement of a notified body.

lik kosul, MDD uyarinca uyguniuk degerlendirme prosedtriintin bir anaylanmis kurulusun katilimini gerektirmedidi, uyguniuk beyaninin 26 Mayis 2021
tarihinden énce hazirandig ve bu Yénetmelik uyarinca uygunluk degerlendirme prosediiriiniin bir onaylanmis kurulusun katihmin gerektirdigi cihazlar

igin gecerli degildir,

Digitally signed by Granaci Boris
Date: 2025.09.11 10:48:32 EEST
Reason: MoldSign Signature
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Notified body name (if applicable)
Onaylanmis Kurulus Adi (varsa)

Kiwa Belgelendirme A.S

n See attached schedule
Ekteki programa bakin

Notified body number (if applicable)
Onaylanmis Kurulus Numarasi (varsa)

1984

o See attached schedule
Ekteki programa bakin

Directive Certificate number(s)
to which this confirmation is made (if applicable)

Yénerge Bu onayin yapildigi sertifika numarasi (numaralar)
(varsa)

1783-MDD-238
1783-MDD-239
1783-MDD-211
1783-MDD-212
01 See attached schedule
Ekteki programa bakin

Original expiry date as indicated on the Directive Certificate
prior to the extension of the validity (if applicable)

Gegerliligin uzatilmasindan énce Direktif Sertifikasinda
belirtilen orijinal son kullanma tarihi (varsa)

26.05.2024

o See attached schedule
Ekteki programa bakin

End date of extended validity/transition period
Uzatilmus gecerlilik/gecis déneminin bitis tarihi

For 1783-MDD-238 and 1783-MDD-239: 31.12.2027

For 1783-MDD-211, 1783-MDD-212 and upclassifed
devices: 31.12.2028

o See attached schedule
Ekteki programa bakin

We, as the manufacturer declare under our sole responsibility:

Biz, dretici olarak tamamen kendi sorumlulugumuz altinda beyan ederiz:

¢ for the above listed Directive Certificate (or see attached schedule, if multiple certificates) the
conditions for the legal extension of validity as required in Article 120.2 of the MDR are met and/or?

s yukarida listelenen Direktif Sertifikasi igin (veya birden fazla sertifika varsa ekteki programa bakin) MDR
Madde 120.2'de gerekli olan yasal gecerlilik uzatma kosullari karsilanir ve/veya

e the listed device(s) in the attached schedule and we as their manufacturer are in compliance with
the conditions listed in Article 120.3c of the MDR for continued placing on the market and putting

into service,

o ekteki gizelgede listelenen cihaz(lar) ve onlarin Ureticisi olarak, piyasaya arz edilmeye ve hizmete sunulmaya
devam etmek icin MDR Madde 120.3c'de listelenen kosullara uygun oldugumuzu,

2 The first condition is not applicable in case of devices for which the conformity assessment procedure pursuant to MDD did not
require the involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May 2021 and for which
the conformity assessment procedure pursuant to this Regulation requires the involvement of a notified body

Ik kogul, MDD uyarinca uyguniuk dederlendirme prosedtriiniin bir onaylanmis kurulusun katihimin gerektirmedidi, uygunluk beyaninin 26 Mayis 2021
tarthinden énce hazidandigi ve bu Ydnetmelik uyarinca uyguniuk dederlendirme proseddrindn bir onaylanmis kurulusun katiimn gerekbrdigi cihaziar

icin gegerli dedildir.
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namely by fulfilling the following conditions:
yani agsagidaki kosullar yerine getirerek:

» Directive Certificates as listed above and in the attached schedule

~ Yukarida veya ekteki gizelgede listelenen Direktif Sertifikalar

» Directive Certificate(s) covering the listed device(s) was/were issued after 25 May 2017, was/were
valid on 26 May 2021 and have not been withdrawn afterwards.

s Listelenen cihaz(lar)i kapsayan Direktif Sertifika(lar)i 25 Mayis 2017 tarihinden sonra
verilmis/dizenlenmis, 26 Mayis 2021 tarihinde gegerliydi/gecerliydi ve daha sonra geri gekilmemistir.

Choose applicable statements:
Uygulanabilir ifadeleri segin:

O Expired before 20 March 2023
20 Mart 2023'ten dnce sona erdi.

VExpirediexpires after 20 March 2023
20 Mart 2023'ten sonra sona erdi.

Choose one applicable statement:

Uygulanabilir ifadeleri segin:

VFormal application(s) to the notified body in accordance with Section 4.3, first subpara-
graph of Annex VIl MDR for conformity assessment has/have been made or will be
made/submitted by us to a notified body no later than 26 May 2024 for the device(s) listed
in the attached schedule or its/their substitute(s) and signed written agreement(s) is/will be
in place in accordance with Section 4.3, second subparagraph of Annex VIl MDR before
26 September 2024.

MDR'nin Ek VIl Bolim 4.3 birinci alt paragrafl uyarinca uygunluk degderlendirmesi icin onaylanmis
kurulusa resmi bagvuru(lar) yapilmistir veya tarafimizea yapiimistir/sunulacaktir ve ekteki gizelgede
listelenen cihaz(lar) veya bunlarin yerine gegecek olan cihaz(lar) ve imzal yazili sézlesme(ler)
MDR'nin Ek VIl Boltim 4.3 ikinci alt paragrafi uyarinca 26 Eylil 2024 tarihinden énce yurdrlikte
olacaktir,

As the manufacturer we submit on 11 May 2024 to a Kiwa Belgelendirme Hizmetleri A.S
identified by the number 1984 on NANDO, in accordance with the first subparagraph of point
4.3 of Annex VII to the MDR, for the conformity assessment in relation to the devices.
14.05.2024 dated Application Approval Letter has been shared with us. The agreement has
been signed in accordance with the second subparagraph of point 4.3 of Annex VIl to the MDR
on 01 July 2024 and Conformation Letter has been shared with us on 21 August 2024
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Imalatgi olarak 11 Mayis 2024 tarihinde cihazlarla ilgili uyguniuk dederlendirmesi icin MDR Ek VIl madde
4.3'un birinci bendine uygun olarak NANDO'da 1984 numarasi ile tanimlanan Kiwa Belgelendirme
Hizmetleri A.$.'ve bagvurulmus 14.05.2024 tarihli Bagvuru Onay Yazisi tarafimiza paylagiimistir. Yazili
Sozlegme MDR Ek VIl madde 4.3'in ikinci bendine uygun olarak 01 Temmuz 2024 tarihinde imzalanmig
ve 21 Agustos 2024 tarihinde Onay Yazisi tarafimizia paylasiimistir.

O We do not intent to lodge an application for conformity assessment by 26 May 2024, there-
fore the transition period will end on 26 May 2024.

26 Mayis 2024 tarihine kadar uygunluk degerlendirmesi i¢in bagvuruda bulunma niyetinde dediliz, bu
nedenle gegis dénemi 26 Mayis 2024'te sona erecektir.

Upclassified devices

Sinifi Yikselmis Cihazlar

In case of devices for which the conformity assessment procedure pursuant to MDD did not require the
involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May
2021 and for which the conformity assessment procedure pursuant to this Regulation requires the
involvement of a notified body:

MDD uyarinca uygunluk degerlendirme prosedtiriiniin bir onaylanmis kurulusun katiimini gerektirmedigi, uygunluk
beyaninin 26 Mayis 2021 tarihinden 6nce hazirlandigi ve bu Yonetmelik uyarinca uygunluk dederlendirme
proseddrtniin bir onaylanmig kurulusun katihmini gerektirdigi cihazlar séz konusu oldugunda:

Choose one applicable statement:

Uygulanabilir ifadeleri segin:

VFormal application(s) to the notified body in accordance with Section 4.3, first subparagraph of

Annex VII MDR for conformity assessment has/have been made or will be made/submitted by
us to a notified body no later than 26 May 2024 for the device(s) listed in the attached schedule
or its/their substitutes and signed written agreement(s) is/will be in place in accordance with
Section 4.3, second subparagraph of Annex VII MDR before 26 September 2024.

MDR'nin Ek VII Bolim 4.3 birinci alt paragrafi uyarinca uygunluk dederlendirmesi igin onaylanmis
kurulusa resmi basvuru(lar) yapimistir veya tarafimizca yapilmistir/sunulacaktir ve ekteki gizelgede
listelenen cihaz(lar) veya bunlarin yerine gececek olan cihaz(lar) ve imzali yazili sézlesme(ler) MDR'nin
Ek VIl Bélum 4.3 ikinci alt paragrafi uyarinca 26 Eylil 2024 tarihinden 6nce yirtirlikte olacaktir,

As the manufacturer we submit on 11 May 2024 to a Kiwa Belgelendirme Hizmetleri A.S identified by the

number 1984 on NANDO, in accordance with the first subparagraph of point 4.3 of Annex VIl to the MDR,

for the conformity assessment in relation to the devices. 14.05.2024 dated Application Approval Letter has

been shared with us. The agreement has been signed in accordance with the second subparagraph of point

4.3 of Annex VIl to the MDR on 01 July 2024 and Conformation Letter has been shared with us on 21
August 2024,
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Imalatgi olarak 11 Mayis 2024 tarihinde cihazlaria ilgili uyguniuk degerlendirmesi igin MDR Ek VIl madde 4.3'tin birinci
bendine uygun olarak NANDO'da 1984 numarast ile tanimlanan Kiwa Belgelendirme Hizmetleri A.S.'ye basvurulmus
14.05.2024 tarihli Bagvuru Onay Yazisi tarafimiza paylagilmigtir. Yazili Sézlesme MDR Ek VII madde 4.3'tin ikinci
bendine uygun olarak 01 Temmuz 2024 tarihinde imzalanmig ve 21 Agustos 2024 tarihinde Onay Yazisi tarafimizia
paylasimistir.

O We do not intent to lodge an application for conformity assessment by 26 May 2024, therefore
the transition period will end on 26 May 2024,

26 Mayis 2024 tarihine kadar uygunluk degerlendirmesi igin bagvuruda bulunma niyetinde degiliz, bu
nedenle gegis dénemi 26 Mayis 2024'te sona erecekiir.

» Quality Management System (QMS)
» Kalite Yénetim Sistemi (KYS)
Choose one applicable statement:
Uygulanabilir ifadeleri segin:

O A QMS in accordance with Article 10(9) MDR will be put in place by no later than 26 May 2024.
MDR Madde 10(89) uyarinca bir KYS, en ge¢ 26 Mayis 2024 tarihine kadar uygulamaya konulacaktir.
G’A QMS in accordance with Article 10(9) MDR is in place.
MDR Madde 10(9) uyarinca bir KYS mevcuttur.
O A notified body has issued the attached certificate for the MDR-compliant QMS.
Onaylanmisg bir kurulus, MDR uyumlu KYS icin ekteki sertifikay: vermistir.

» Device(s) as listed in the attached schedule
»  Ekli programda listenen cihaz(lar)

e The device(s) continue to comply with the AIMDD or MDD.
Cihaz(lar) AIMDD veya MDD ile uyumlu olmaya devam eder.

e There are no significant changes in the design and intended purpose.
Tasarimda ve amaglanan amagta 6nemli bir degisiklik yoktur.

e The device(s) do not present an unacceptable risk to health or safety of patients, users or other
persons, or to other aspects of the protection of public health.
Cihaz(lar) hastalarin, kullanicilarin veya diger kisilerin sadlhigi veya giivenligi veya halk sadliginmn
korunmasinin diger yonleri igin kabul edilemez bir risk olusturmaz.

Signed for and on behalf of the manufacturer: . _
Uretici adina imzalayan kigi: /% =

KAF GRUP SAGLIK HiZMETLERI INSAAT SANAYI VE TiC. LTD. STI.

istanbul, 21.08.2024

Emine Merve SUSLU, Quality Management Representative/ Kalite Yonetim Temsilcisi

eminemerve.suslu@kafgrup.com / info@kafgrup.com
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