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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

Belirli tibbi cihazlar ve in vitro diagnostik tibbi cihazlar i¢in gegis hiikiimlerine iliskin olarak
(AB) 2017/745 ve (AB) 2017/746 sayili Tiiziikleri tadil eden (AB) 2023/607 sayili Tiiziik
gcercevesinde resmi basvuru, yazili anlasma ve uygun gézetim durumunun teyit edilmesi

This letter confirms that, Kiwa Belgelendirme Hizmetleri A.S Notified Body (NB) designated against
Regulation (EU) 2017/745 (MDR) and identified by the number 1984 on NANDO, has received a
formal application in accordance with Section 4.3, first subparagraph of Annex VII of MDR and has
signed a written agreement in accordance with Section 4.3, second subparagraph of Annex VII of
MDR with the following manufacturer:

Bu mektup, 2017/745 (AB) Yénetmeligine (MDR) gére belirlenmis ve NANDO'da 1984 numarasi ile
tanimlanan bir Onaylanmis Kurulus (OK) olan Kiwa Belgelendirme Hizmetleri A.S. MDR Ek VII
Béliim 4.3, birinci alt paragrafina uygun olarak resmi bir bagvuru aldigini ve asadidaki (retici ile
MDR Ek VIl Béliim 4.3, ikinci alt paragrafina uygun olarak yazili bir anlasma imzaladigini teyit eder:

Company Name / Sirket Adi: ELMASLAR iMALAT TIBBi CIHAZLAR INSAAT TICARET
ITHALAT iIHRACAT SANAYi VE TICARET A.S.

Address / Adres: ASO 1.0SB BABURSAH CD NO : 17 SINCAN / ANKARA / TURKEY
SRN Number (if available) / SRN Numarasi (varsa): TR-MF-000030191

The devices covered by the formal application and the written agreement mentioned above are
identified in the Tables below. Table 1 identifies the devices for which an MDR application has been
received, written agreement concluded and for which the NB is also responsible for appropriate
surveillance of the corresponding devices under the applicable Directive. Table 2 identifies the
devices for which an MDR application has been received and a written agreement

concluded, but the NB has not yet taken the responsibility for appropriate surveillance of the
corresponding devices under the applicable Directive

Yukarida belirtilen resmi bagvuru ve yazili anlasma kapsamindaki cihazlar asagidaki Tablolarda
tanimlanmigtir. Tablo 1, MDR basvurusu alinmis, yazili anlasma yapilmis ve OK'nin ilgili Direktif
kapsaminda ilgili cihazlarin uygun gézetiminden de sorumlu oldugu cihazlari tanimlamaktadir.
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Tablo 2, bir MDR basvurusunun alindigi ve yazili bir anlasmanin yapildidi, ancak OK'nin ilgili
Direktif kapsaminda ilgili cihazlarin uygun gézetim sorumlulugunu heniiz almadigi cihazlar
tanimlamaktadir.

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 withdrawn, 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 or exemption from the applicable conformity
assessment procedure in accordance with Article 59(1) of MDR or Article 97(1) of the MDR
respectively, by the 20 Mar 2023 for the relevant devices.

90/385/AET sayili Direktif (AIMDD) veya 93/42/AET sayil Direktif (MDD) kapsaminda diizenlenen
ve 26 Mayis 2021 tarihinden sonra ve 20 Mart 2023 tarihinden énce geri ¢ekilmeden sona eren
sertifikalar kapsamindaki cihazlar s6z konusu oldugunda, bu mektup ayni zamanda imalatginin
MDD/AIMDD sertifikasinin sona erme tarihi itibariyle MDR kapsamindaki yazili anlagsmayi
imzaladigini teyit eder; veya bir Uye Devletin yetkili makaminin ilgili cihazlar igin 20 Mart 2023
tarihine kadar sirasiyla MDR Madde 59(1) veya MDR Madde 97(1) uyarinca gecerli uygunluk
dederlendirme prosediiriinden bir derogasyon veya muafiyet verdigine dair kanit saglamistir.

The transition timelines that apply to the devices covered by this letter, subject to the manufacturer’s
continued compliance to the other conditions specified in Article 120.3c of MDR (as amended by
(EU) 2023/607), are shown below:

Ureticinin MDR Madde 120.3c'de (2023/607 (AB) ile dedistirildigi sekliyle) belirtilen diger kosullara
uymaya devam etmesine bagli olarak, bu mektup kapsamindaki cihazlar igin gecgerli olan gecis
zaman gizelgeleri asagida gosterilmistir:

* 26 May 2026 for Class Il custom-made implantable devices / 26 Mayis 2026 Sinif I
1Ismarlama implante edilebilir cihazlar igin

* 31 December 2027 for Class lll devices and Class Ilb implantable devices excluding Well-
established technologies (WET - sutures, staples, dental fillings, dental braces, tooth crowns,
screws, wedges, plates, wires, pins, clips and connectors) / 31 Aralik 2027 Sinif Ill cihazlar ve
Sinif Ilb implante edilebilir cihazlar igin lyi kurulmus teknolojiler (WET - dikigler, zimbalar, dis
dolgulari, dis telleri, dis kronlari, vidalar, kamalar, plakalar, teller, pimler, klipsler ve konektérier)
hari¢

* 31 December 2028 for other Class IIb devices, Class lla, Class | devices placed on the market in
sterile condition or have a measuring function / 31 Aralik 2028 diger Sinif lIb cihazlar, Sinif lla,
Sinif | steril durumda piyasaya strtilen veya 6lgiim fonksiyonu olan cihazlar igin

* 31 December 2028 for devices not requiring the involvement of a notified body under MDD but
requiring it under MDR (e.g., class | devices that qualify as re-usable surgical instruments) / 31
Aralik 2028 MDD kapsaminda bir onaylanmig Kurulusun katilimini gerektirmeyen ancak MDR
kapsaminda bunu gerektiren cihazlar igin (6rnegin, yeniden kullanilabilir cerrahi aletler olarak
nitelendirilen sinif | cihazlar)

On behalf of the Notified Body,
Onaylanmis Kurulus adina,

Mustafa Serkan Sevimli
Medical Devices Division Manager
Tibbi Cihazlar Boliim Yoneticisi

MUSTAFA Digitally signed by

MUSTAFA SERKAN

SERKAN SEVIMLI
Date: 2024.12.24

SEV”V”—I 09:50:32 +03'00'
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Table 1: Devices covered by this letter and for which the NB is ALSO responsible for appropriate
surveillance of the corresponding devices under the applicable Directive: / Tablo 1: Bu mektup
kapsamina giren ve OK'nin ilgili Direktif kapsaminda ilgili cihazlarin uygun gézetiminden de

sorumlu OLDUGU cihazlar:

Device name or MDR Device If the MDR device is | MDD/AIMDD Certificate
Basic UDI-DI (under | classification (as a substitute device, | Reference(s) of the
MDR proposed by the identification of the | devices under MDR
application)/Cihaz manufacturer and corresponding application, and the NB
adi veya Temel UDI- | verified at the MDD/AIMDD device/ | Identification/ MDR
DI (MDR preapplication MDR cihazi ikame basvurusu kapsamindaki
uygulamasi altinda) | stage)/ MDR Cihaz bir cihaz ise, ilgili cihazlarin MDD/AIMDD
siniflandirmasi MDD/AIMDD Sertifika Referans(lar)i ve
(iiretici tarafindan cihazinin NB Tanimlamasi
Onerildigi ve én tanimlanmasi
basvuru
asamasinda
dogrulandigi gibi)
Ultrasonic Class Ila The MDR device is Certificate #1;
Nebuliser not a substitute 1984-
device. MDD-19-621
NB#
1984 Kiwa
Belgelendirme
Hizmetleri
AS.
Oxygen Class lla The MDR device is Certificate #1;
Concentrators not a substitute 1984-
device. MDD-19-621
NB#
1984 Kiwa
Belgelendirme
Hizmetleri
AS.
Surgical Class lla The MDR device is Certificate #1;
Aspirator not a substitute 1984-
device. MDD-19-621
NB#
1984 Kiwa
Belgelendirme
Hizmetleri
AS.
Nebulizing Class lla Compressor Certificate #1;
Systems Nebulizer 1984-
(Compressor) MDD-19-621
NB#
1984 Kiwa
Belgelendirme
Hizmetleri
AS.
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Table 2: Devices covered by this letter and for which the NB is NOT responsible for appropriate
surveillance of the corresponding devices under the applicable Directive: / Tablo 2: Bu mektup

kapsamina giren ve OK'nin ilgili Direktif kapsaminda ilgili cihazlarin uygun gézetiminden
sorumlu OLMADIGI cihazlar:

Device name or
Basic UDI-DI (under
MDR application) /
Cihaz adi veya
Temel UDI-DI (MDR

MDR Device
classification (as
proposed by the
manufacturer and
verified at the

If the MDR device
is a substitute
device,
identification of the
corresponding

MDD/AIMDD
Certificate
Reference(s) of the
devices under
MDR application,

uygulamasi altinda) preapplication stage) | MDD/AIMDD and the NB
/ MDR Cihaz device/ MDR cihazi Identification /
siniflandirmasi ikame bir cihaz ise, MDR basvurusu
(iiretici tarafindan ilgili MDD/AIMDD kapsamindaki
Onerildigi ve 6n cihazinin cihazlarin
basvuru agsamasinda | tanimlanmasi MDD/AIMDD
dogrulandigi gibi) Sertifika
Referans(lar)i ve
NB Tanimlamasi
N/A N/A N/A N/A

Confirmation Letter Revision History / Teyit Mektubu Revizyon Ge¢migi

Date/ Tarih Revision No/ Action/Faaliyet
Revizyon Numarasi
20.09.2024 Rev00 Initial issue/ flk yayin
24.12.2024 RevO1 E S|9!1ature request / E imza
istegi
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