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To whom it may concern,
Sayin Yetkili,

Confirmation of the status of a formal application, written agreement, and appropriate surveillance in
the framework of 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.

AB) 2017/745 sayili ve (AB) 2017/746 sayili Tiiziikleri belirli Tibbi cihazlarin ve in vitro tani amagh
Tibbi cihazlarin gegis hiikimlerini tadil eden 2023/607 Sayili Avrupa Parlamentosu ve Konsey
Tiziga” Sayit Yénetmelik cergevesinde, resmi bir bagvurunun durumunun onaylanmasi, yazili
anlagma ve uygun gozetim.

This letter confirms that, Kiwa Cermet Italia SPA.a Notified Body (NB) designated against
Regulation (EU) 2017/745 (MDR) and identified by the number 0476 on NANDO, has received a
formal application in accordance with Section 4.3, first subparagraph of Annex VIl of MDR and has
signed a written agreement CERB00180124 in accordance with Section 4.3, second subparagraph
of Annex VIl of MDR with the following manufacturer.

Bu mektup, (AB) 2017/745 Sayili Yonetmelik (MDR) kapsaminda atanan ve NANDQ'da 0476
numarasi ile tanimlanan bir Bildirilmis Kurulug (NB) olan Kiwa Cermet Italia SPA.'nin, MDR'nin Ek
Vil'nin 4.3. maddesi birinci alt paragrafina uygun olarak alinan resmi bir bagvuruyu ve MDR'nin Ek
Vil'nin 4.3. maddesi ikinci alt paragrafina uygun olarak imzalanan CERBO0180124 yazili anlagmayi
asagidaki dretici ile gerceklestirdigini teyit etmektedir.

Qamara Endoskopi Medikal Sistemler San Tic Ltd $ti
OSB Giyim Sanatkarlar Sit. 3. Ada B Blok Kat 5 No:518 Ikitelli / Bagaksehir - Istanbul

In the case of devices covered by certificates issued under Directive 90/385/EEC (AIMDD) or
Directive

93/42/EEC (MDD) that expired after 26 May 2021 and before 20 March 2023, without having been
with-drawn, this letter also confirms that:

- the manufacturer signed the written agreement under MDR by the date of MDD/AIMDD certificate
expiry; or

- provided evidence that a competent authority of a Member State had granted a derogation in ac-
cordance with Article 59(1) of the MDR or

- provided evidence that a competent authority of a Member State had granted an exemption from
the applicable conformity assessment procedure in accordance with Article 97(1) of the MDR re-
spectively,

90/385/EEC Sayil Direktif (AIMDD) veya 93/42/EEC Sayili Direktif (MDD) kapsaminda diizenlenen
ve 26 Mayis 2021 tarihinden sonra ve 20 Mart 2023 tarihinden énce stiresi dolan ve geri ¢cekilmemis
sertifikall cihazlar durumunda, bu mektup ayrica sunlari da teyit etmektedir:



kiwa ¥

-Uretici, MDD/AIMDD sertifikasinin sdresi doimadan énce MDR kapsaminda yazili anlagmayi
imzalamigtir; veya

-Bir AB (iye devletinin yetkili makaminin, MDR'nin 59(1) maddesine uygun olarak bir muafiyet
verdigine dair kanit sunulmustur; veya

-Bir AB iiye devletinin yetkili makaminin, MDR'nin 97(1) maddesine uygun olarak gegerii uyguniuk
degerlendirme prosediiriinden muafiyet verdigine dair kanit sunulmusgtur.

On 26.03.2024, an application was submitted to our organization for the extension of the MDD certificate
of the products specified in Annex-I. In this context, the company’s MDD extension responsibility falls
on Kiwa Belgelendirme Hizmetleri A.S. It will be continued until 26.09.2024.

26.03.2024 tarihinde, Ek-I'de belirtilen Griinlerin MDD sertifikasnin uzatimi  igin kurulusumuza
bagvuruda bulunulmustur. Bu baglamda, sirketin MDD uzatma sorumlulugu Kiwa Belgelendirme
Hizmetleri A.S. tarafindan 26.09.2024 tarihine kadar devam ettirilecektir.

Annex-I: Certificate Information
Ek-i: Sertifika bilgileri

Notified Products Certificate Valid Date/ Regulation
Body/Onayi ICihazlar Number/Sertifika Gecerlilik 1Yénetmelik
Kurulug Numarasi Tarihi
Kiwa . N
X - Rigid Endoscope Device/
Belgelendirme ) 1984-MDD-21-833 27.05.2024 93/42/AT
Hizmetleri A.S. Sert Endoskop Cihazi
Kind Regards,
Saygilarimia,
Debuty General Maneger
Genel Miidiir Yardimcisi

Mehmet Fevzi Giiliinay
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