SZUTEST

Konformititsbewertungsstelle GmbH
INFORMATIVE LETTER FOR A FORMAL APPLICATION

To whom it may concern,

This letter confirms that SZUTEST Konformitiitshewertungsstelle GmbH, 2 Notified Body (NB) designated against Regulation (EU)
2017/745 (MDR} and identified by the number 2975 on NANDO, received a formal application before 26.05.2024 in accordance
with Section 4.3, first subparagraph of Annex VIl of MDR with the following manufacturer.

Company Name DLR MEDIKAL SAN.ve DIS TiC.LTD.STi.

Address ISTANBUL DERI ORGANIZE SANAYi BOLGESI DILEK SOKAK NO:2/A TUZLA
/ISTANBUL/TURKEY

SRN Number (if available) TR-MF-000024447

Formal Application Date: 13.05.2024

SZUTEST Konformitdtsbewertungsstelle GmbH will evaluate the logged formali application and in case of a positive result will
sign a written agreement in accordance with Section 4,3 second subparagraph of Annex VIl of MDR until 26.09.2024. Once a
written agreement is signed “Notified Body Confirmation Letter” will be issued by SZUTEST Konformitdtsbewertungssteile
GmbH to replace this letter. In any case, this letter will expire on 26.09.2024.

The devices covered by this letter are presented in below Table 1. The scope of this letter and the “Notified Body Confirmation
Letter” may differ from each other. In such case, the scope presented in the “Notified Body Confirmation Letter” shall be

considered.

On behalf of SZUTEST Konformititsbewertungsstelle GmbH,

Hasan AKKOK
Competent Authority and Committee Coordinator

SZUTEST Konformitdtsbewertungsstelle GmbH-NB 2975
Friedrich-Ebert-Anlage 36 D-60325 Frankfurt am Main /GERMANY

For further information please contact md_confirmation@szutest-germany.de
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SZUTEST

Konformititsbewertungsstelle GmbH

Table 1: Devices that SZUTEST Konformititsbewertungsstelle GmbH has received a formal application.

Device name or Basic UDI-DI
(Under MDR application)

Long-Term Hemodialysis Catheter and Set

Short-Term Hemodialysis Catheter and Set

Ureteral Stents

Date Action
2024/05/23 Initial issue

MDD Certificate Reference(s) of the devices
under MDR application, and the NB
Identification

Certificate #1; M.2016.106.7244

issue Date: 07.12.2016

Expiry Date: 27.05.2024

NB2292: UDEM Uluslararasi Belgelendirme
Denetim Egitim Merkezi San. ve Tic. A.S.
Certificate #1; M.2016.106.7244

Issue Date: 07.12.2016

Expiry Date: 27.05.2024

NB2292: UDEM Uluslararasi Belgelendirme
Denetim Egitim Merkezi San. ve Tic. A.S.
Certificate #1; M.2016.106.6518

Issue Date: 29.03.2016

Expiry Date: 27.05.2024

NB2292: UDEM Uluslararasi Beigelendirme
Denetim Egitim Merkezi San. ve Tic. A.S.

For further information please contact md_confirmation@szutest-germany.de
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CIM - Weditat

San.veDigTic. Ltd. §ti.

DLR MEDIKAL

Uretici Beyam1 / Manufacturer’s Declaration

(AB) 2017/745 ve (AB) 2017/746 sayili Tiiziikleri belirli tibbi cihazlar ve in vitro diagnostik tibbi cihazlar i¢in gegis hiikiimleri bakimindan
tadil eden (AB) 2023/607 sayil1 Tiiziik ile ilgili olarak, 6zellikle

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

e  Viicuda Yerlestirilebilir Aktif Tibbi Cihazlara (AIMDD) iliskin 90/385/EEC sayili Konsey Direktifi veya Tibbi Cihazlara (MDD)
iliskin 93/42/EEC sayili Konsey Direktifi (Direktif Sertifikalar1) kapsaminda verilen sertifikalarin gecerliligi ve/veya

The validity 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 cihazlarin ve bunlarin ireticisi olarak bizim, piyasaya siiriilmeye ve hizmete sunulmaya devam edilmesine iliskin kosullara
uygunlugumuz

The compliance of the devices and us as their manufacturer with the conditions for the continued placing on the market and putting
into service

Uretici Adv Manufacturer name DLR MEDIKAL SAN. Ve DIS TIC.LTD.STI.

Uretictadrest e tlctision bilzfler! Serifali Mah. Beyan Sok.No:36/A Umraniye
Manufacturer address and contact details ISTANBUL/TURKIYE

Tekil Kayit Numarasi (SRN) (varsa) TR-MF-000024447
Single Registration Number (SRN) (if available)

Yetkili Temsilci ad1 (varsa)

Authorised Representative name (if applicable)

Yetkili Temsilci adresi ve iletisim bilgileri

Authorised Representative address and contact details

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

Onaylanmis kurulus ad1 (varsa) UDEM Uluslararasi Belgelendirme Denetim Egitim
Notified body name (if applicable) Merkezi San. ve Tic. AS.
2292

Onaylanmis kurulus numarasi (varsa)
Notified body number (if applicable)

VASKULER CE SERTIFIKA NUMARASI
Direktif Sertifika numarasi(lar1) bu onayin yapildig (varsa) VASCULAR CE CERTIFICATE NUMBER: M.2016.106.7244

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

UROLOIJI CE SERTiFIKA NUMARASI:
UROLOGY CE CERTIFICATE NUMBER: M.2016.106.6518

Gegerlilik siiresinin uzatilmasindan once Direktif Sertifikasinda belirtilen orijinal son 27.05.2024
kullanma tarihi (varsa) Uo.

Serifali Mah. Beyan Sk. No:36/A Umraniye - istanbul / TURKIYE
Tel: +90216 316 29 69 Fax: +90 216 412 58 26 www.dlrmed.com info@dlrmed.com



CIM - Weditat

San.veDig Tic. Ltd. §ti.

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

Kisa Dénem Hemodiyaliz Kateter ve Seti ve Uzun Donem Hemodiyaliz
Kateter ve Seti / Short Term Hemodialysis Catheter and Set and Long Term
Hemodialysis Catheter and Set:12-2027

Ureteral Stent ve seti / Ureteral Stent and set:: 12-2028

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

Biz, DLR Medikal olarak kendi sorumlulugumuz altinda beyan ederiz:
We, DLR Medikal, declare under our own responsibility:

e  Yukarida listelenen Direktif Sertifikasi icin (veya birden fazla sertifika varsa ekteki ¢izelgeye bakiniz) MDR Madde 120.2'de istenen
yasal gecerlilik siiresi uzatimi kosullarinin karsilandigini ve/veya

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

o  Ekteki cizelgede listelenen cihaz(lar) ve bunlarm iireticisi olarak biz, piyasaya siiriilmeye ve hizmete sunulmaya devam edilmesi
icin MDR Madde 120.3c'de listelenen kosullara uygunlugunu,

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,

yani agagidaki kosullar1 yerine getirerek/ namely by fulfilling the following conditions:

. Uygunluk degerlendirmesi i¢cin Ek VII MDR'nin Boliim 4.3, birinci alt paragrafina uygun olarak onaylanmis kurulusa resmi
bagvuru(lar), ekli cizelgede listelenen cihaz(lar) veya yedek(ler)i i¢in en geg¢ 26 Mayis 2024 tarihine kadar tarafimizdan bir
onaylanmig kurulusa yapilmistir veya yapilacaktir ve 26 Eyliil 2024 tarihinden 6nce Ek VII MDR'nin B6liim 4.3, ikinci alt
paragrafina uygun olarak imzalanmis yazili anlagma(lar) mevcuttur/olacaktir.
Formal application(s) to the notified body in accordance with Section 4.3, first subpara-graph 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 substitute(s) 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 Madde 10(9) uyarinca bir KYS, en ge¢ 26 Mayis 2024 tarihine kadar uygulamaya konulacaktir.

. A OMS in accordance with Article 10(9) MDR will be put in place by no later than 26 May 2024.

»  Ekteki programda listelenen cihaz(lar)

I Cihaz(lar) AIMDD veya MDD ile uyumlu olmaya devam eder.

! Tasarimda ve kullanim amacinda 6nemli bir degisiklik yoktur.

{  Cihaz(lar), hastalarin, kullanicilarin veya diger kisilerin sagligi veya giivenligi veya halk sagliginin korunmasina iliskin diger
hususlar agisindan kabul edilemez bir risk olusturmaz.

> Device(s) as listed in the attached schedule

{ The device(s) continue to comply with the AIMDD or MDD.

{ There are no significant changes in the design and intended purpose.
{ 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.

DLR MEDIKAL SAN. VE DIS TIC. LTD.STi
TURKIYE-TURKEY /13.02.2024
KALITE YONETIM TEMSILCIiSI/ QUALITY MANAGEMENT REPRESENTATIVE

SEVDA KOCAMAN
sevda@dlrmed.com

Serifali Mah. Beyan Sk. No:36/A Umraniye - istanbul / TURKIYE
Tel: +90216 316 29 69 Fax: +90 216 412 58 26 www.dlrmed.com info@dlrmed.com



CIM - Weditat

San.veDigTic. Ltd. §ti.

Cihaz Program / Schedule of Devices

Yukaridaki Uretici Beyam asagidaki cihazlar icin gegerlidir/

The above Manufacturer’s Declaration is valid for the following devices:

Cihaz(lar)in tammlanmas:
(6rn. cihaz adh, aile/grup adi
cihaz modeli veya katalog
numarast)

Identification of the
device(s)

(e.g., device name,
family/group name device

Direktif Sertifika
numarasy/numaralari

bu onayin yapildigi kisi (varsa)

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

(if applicable)

Gegerlilik siiresinin
uzatilmasindan 6nce Direktif
Sertifikalarinda belirtilen
orijinal son kullanma tarihi
(uygunsa)

Original expiry date as
indicated on the Directive
Certificate (s) prior to the

Direktif Sertifikasim
diizenleyen
Onaylanmis
Kurulusun adi ve
numarasi

(uygunsa)

Notified Body name
and number that issued

MDR basvurusunun
yapildigy/sozlesmenin
imzalandig1 Onaylanmis
Kurulusun adi ve numarasi
(uygunsa)

Notified Body name and number
where the MDR application was
lodged/contract signed

Uzatilmus gegerlilik /
gecis doneminin
bitis tarihi

End date of extended
validity / transition
period

Yedek Cihaz(lar)
(uygunsa)
Substitute Device(s)
(if applicable)

model or catalogue number) extension of the validity the Directive Certificate (if applicable)
(if applicable) (if applicable)
UZUN DONEM
HEMODIYALIZ M.2016.106.7244 27.05.2024 UDEM 2292 SZUTEST 12-2027
7KATETERI o] Konfomititsbewertungsstelle
LONG TERM
HEMODIALYSIS GmbH /2975
CATHETER AND SET
KISA DONEM
HEMODIYALiZ
KATETER SET VE M.2016.106.7244 27.05.2024 UDEM 2292 SZUTEST 12-2027
AKSESUARLARI Konfomitiitsbewertungsstelle
SHORT TERM GmbH /2975
HEMODIALYSIS
CATHETER AND SET
Sop TERALSTENTVE M.2016.106.6518 27.05.2024 UDEM 2292 SZUTEST 12-2028
URETERAL STENT AND Konfomititsbewertungsstelle
SET GmbH /2975

Serifali Mah. Beyan Sk. No:36/A Umraniye - istanbul / TURKIYE
Tel: +90216 316 29 69 Fax: +90 216 412 58 26 www.dlrmed.com info@dlrmed.com




SZUTEST NOTIFIED BODY CONFIRMATION LETTER

Konformititsbewertungsstelle GmbH

NOTIFIED BODY CONFIRMATION LETTER
No: MD0114-CL-01

To whom it may concern,

Confirmation of the status of a formal application, written agreement, and appropriate surveillance in the framework of
Regulation (EU) 2023/607 amending Regulation (EU) 2017/745 and implementing Regulation (EU) 2023/1194 amending
implementing Regulation (EU) 2022/2346 as regards the transitional provisions for certain medical devices.

This letter confirms that SZUTEST Konformitétsbewertungsstelle GmbH, a Notified Body (NB) designated against Regulation (EU)
2017/745 (MDR) and identified by the number 2975 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 Vil of MDR with the following manufacturer:

Company Name DLR MEDIKAL SAN.ve DIS TiC.LTD.STi.
Address Serifali Mah. Beyan Sok. No:36/A Umraniye iSTANBUL / TURKIYE
SRN Number (if available) TR-MF-000024447

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
SZUTEST Konformitdtsbewertungsstelle GmbH 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 SZUTEST Konformitdtsbewertungsstelle GmbH has not yet taken responsibility for appropriate
surveillance of the corresponding devices under the applicable Directive.

In the case of devices covered by certificates issued under 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 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.

The transition timelines that apply to the devices covered by this letter, subject to the manufacturer’s continued compliance
with the other conditions specified in Article 120.3c of MDR (as amended by (EU) 2023/607), are shown below:
® 31 December 2027 for Class Ill 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)
e 31 December 2028 for other Class IIb devices, Class Ila, Class | devices placed on the market in sterile condition or have
a measuring function
e 31 December 2028 for devices not requiring the involvement of a notified body under MDD but requiring it under MDR
® 31 December 2028 for Annex XVI products which do not require a clinical investigation.
e 31 December 2029 for Annex XVI products which require a clinical investigation.

On behalf of SZUTEST Konformitdtsbewertungsstelle GmbH,

57 N ITEST
i >
g ’

MEHMET ISIKLAR
General Manager

SZUT,E;T Konformitdtsbewertungsstelle GmbH-NB 2975
Friedrich-Ebert-Anlage 36 D-60325 Frankfurt am Main /GERMANY

E To check the validity of this confirmation letter please scan the barcode. To manually check, go to
; https://public.szutest-germany.de/ use the first 3 digits of the manufacturer name and confirmation letter No. For
further information please contact md_confirmation@szutest-germany.de

1/3 FR.MED.203 R.04



SZUTEST NOTIFIED BODY CONFIRMATION LETTER

Konformititsbewertungsstelle GmbH

Table 1: Devices covered by this letter and for which SZUTEST Konformititsbewertungsstelle GmbH is also responsible for
appropriate surveillance of the corresponding devices under the applicable Directive:

Device name or MDR Device classification (as If the MDR device is a MDD Certificate Reference(s)
Basic UDI-DI proposed by the manufacturer  substitute device, identification of the devices under MDR
{Under MDR | and verified at the pre- of the corresponding MDD application, and the NB
application) | application stage) device Identification

N/A | N/A N/A N/A

further information please contact md_confirmation@szutest-germany.de

2/3 FR.MED.203 R.04



SZUTEST NOTIFIED BODY CONFIRMATION LETTER

Konformititsbewertungsstelle GmbH

Table 2: Devices covered by this letter and for which SZUTEST Konformitatsbewertungsstelle GmbH is NOT responsible for
appropriate surveillance of the corresponding devices under the applicable Directive:

Device name or MDR Device classification (as If the MDR device is a MDD Certificate Reference(s) of
Basic UDI-DI proposed by the manufacturer substitute device, the devices under MDR

{Under MDR and verified at the pre- identification of the i application, and the NB
application) application stage) corresponding MDD device Identification

Certificate #1; M.2016.106.7244
Issue Date: 07.12.2016

Expiry Date: 27.05.2024
NB2292: UDEM Uluslararasi
Belgelendirme Denetim Egitim
Merkezi San. ve Tic. A.S.

Long-Term Class 1l Same
Hemodialysis
Catheter and Set

Short-Term Class Ili Same Certificate #1; M.2016.106.7244
Hemodialysis Issue Date: 07.12.2016
Catheter and Set Expiry Date: 27.05.2024

NB2292: UDEM Uluslararasi
Belgelendirme Denetim Egitim
Merkezi San. ve Tic. A.S.

Certificate #2;
M.2016.106.7244-1

Issue Date: 07.12.2016

Expiry Date: 27.05.2024
NB2292: UDEM Uluslararasi
Belgelendirme Denetim Egitim
Merkezi San. ve Tic. A.S.

Ureteral Stents Class lib Same Certificate #1; M.2016.106.6518
Issue Date: 29.03.2016
Expiry Date: 27.05.2024
NB2292: UDEM Uluslararasi
Belgelendirme Denetim Egitim
Merkezi San. ve Tic. A.S.

Confirmation Letter Revision History

 Date ' Version of the letter Action
| 2024/09/24 | MD0114-CL-01 | Initial issue

E To check the validity of this confirmation letter please scan the barcode. Te manually check, go to
https://public.szutest-germany.de/ use the first 3 digits of the manufacturer name and confirmation letter No. For
further information please contact md_confirmation@szutest-germany.de
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