UDEM

UDEM Adriatic d.o.o0.
Radnicka cesta 54/R3
10000 Zagreb, CROATIA

2023/05/15

Turkuaz Saghk Hizmetleri Medikal Temizlik
Kimyasal Uriinler Sanayi ve Ticaret A.S.
Akc¢aburgaz Mah. Muhsin Yazicioglu Cad.

No: 45/5 Esenyurt, istanbul, Tiirkiye

NOTIFIED BODY CONFIRMATION LETTER
Reference: 2023.MDR.1060.NBCL.0005

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 Regulations (EU)
2017/745 and (EU) 2017/746 as regards the transitional provisions for certain medical
devices and in vitro diagnostic medical devices.

This letter confirms that, UDEM ADRIATIC D.0.0.,, a Notified Body (NB) designated under
Regulation (EU) 2017 /745 (MDR) and identified by the number 2696 on NANDQO, has received a
formal application in accordance with Section 4.3, first subparagraph of Annex VII of MDR (on the
date of 2022/11/16) and has signed a written agreement in accordance with Section 4.3, second
subparagraph of Annex VII of MDR (on the date of 2022/11/16) with the following manufacturer:

Turkuaz Saglik Hizmetleri Medikal Temizlik

Kimyasal Uriinler Sanayi ve Ticaret A.S. Digitally signed by Granaci Boris

Date: 2025.05.16 15:43:02 EEST
Reason: MoldSign Signature
Location: Moldova

MOLDOVA EUROPEANA

Akgaburgaz Mah. Muhsin Yazicioglu Cad.
No:45/5 Esenyurt, [stanbul, Tiirkiye

SRN Number (if available): TR-MF-0000154.02

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 UDEM Adriatic d.o.o. is also
responsible for appropriate surveillance of the corresponding devices under Directive 93 /42 /EEC
(MDD). Table 2 identifies the devices for which an MDR application has been received and a
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written agreement concluded, but UDEM Adriatic d.o.o. has not yet taken the responsibility for
appropriate surveillance of the corresponding devices under MDD.

In the case of devices covered by certificates issued under 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and before 20 March 2023, without having been withdrawn, this letter also confirms that the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 March 2023 for the relevant devices.

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:

e 26 May 2026 for Class I1I custom-made implantable devices
31 December 2027 for Class III devices and Class IIb 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 IIa, Class I 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 (e.g,, class [ devices that qualify as re-usable surgical instruments)

On behalf of UDEM Adriatic d.o.o.
Zekeriya AYTAC

General Manager
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Table 1: Devices covered by this letter and for which UDEM Adriatic d.o.o. is also
responsible for appropriate surveillance of the corresponding devices under Directive
93/42 /EEC (MDD)

Device name or Basic UDI- ,I MDR Device classification If the MDR deviceisa | MDD Certificate

DI (under MDR (as proposed by the | substitute device, ‘ Reference(s) of the devices
application) | manufacturer and verified | identification of the ' under MDR application, and
| at the pre-application corresponding MDD the NB Identification
| stage) device 1
N/A | NA ' ' N/A NA

Table 2: Devices covered by this letter and for which UDEM Adriatic d.o.0. is NOT
responsible for appropriate surveillance of the corresponding devices under Directive
93/42 /EEC (MDD)

Device name or Basic UDI- MDR Device classification If the MDR deviceisa | MDD Certificate Reference(s)
DI (under MDR (as proposed by the substitute device, | ofthe devices under MDR
application) manufacturer and verified identification of the | application, and the NB

at the pre-application corresponding MDD | Identification

stage) | device

Obstetric Gel Class IIb excluding Class [Tb | N/A Certificate 1:
| implantable non-WET | . Production Quality Assurance
. Certificate No:
' M.2018.106. 9536

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

| (NB2292)

Konix Lido Sterile Class 111 N/A Certificate 1:

Catheter Gel j | Full Quality Assurance System
(Chlorhexidine | Certificate No:

Gluconate) M.2021.106. 14604

| UDEM Uluslararasi
Belgelendirme Denetim Egitim
Merkezi San. ve Tic. A.S.
(NB2292)

Certificate 2:

EC Design Examination
Certificate No:
M.2021.106.14604-1

- UDEM Uluslararasi

. Belgelendirme Denetim Egitim
. Merkezi San. ve Tic. A.S.

. (NB2292)

UDEM Adriatic d.o.o.
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" Device name or Basic UDI- | MDR Device classification

DI (under MDR (as proposed by the
application) | manufacturer and verified
at the pre-application
stage)
Konix Lido Sterile Class III
 Catheter Gel with Lidocain |
Konix Lido+ Class III
' Chlorhexidine Sterile
~ Catheter Gel, with
. Lidocain
Aromatic and Steril - Class Ilb excluding Class IIb
/Nonsteril Nonaromatic  implantable non-WET
| Lubricant Gels (In case of
Lubricants specifically
intended for use together

with medical devices (e.g.
for gloves, endoscopes,
condoms]))

UDEM Adriatic d.o.o.

Address: Radnitka cesta 54/R3, Green Gold Centar, 10000 Zagreb

Phone: +385 (1) 4819 601e Fax: +385 (1) 4819 434
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] N/A

—

| Ifthe MDR deviceisa MDD Certificate Reference(s)

| substitute device, ‘
| identification of the
| corresponding MDD
| device

of the devices under MDR
application, and the NB
Identification

' N/A

Full Quality Assurance System
Certificate No:
M.2021.106. 14603

UDEM Uluslararasi

Belgelendirme Denetim Egitim

Merkezi San. ve Tic. A.S.
(NB2292)

EC Design Examination
. Certificate No:
' M.2021.106. 14603-1

| UDEM Uluslararasi
Belgelendirme Denetim Egitim
Merkezi San. ve Tic. A.S.
(NB2292)

Certificate 1:

Full Quality Assurance System
Certificate No:

M.2020.106. 13505

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

Certificate 2:

| EC Design Examination
| Certificate No:
M.2020.106. 13505-1

| UDEM Uluslararasi

| Belgelendirme Denetim Egitim
| Merkezi San. ve Tic. AS.

| (NB2292)

i orti

| Production Quality Assurance
| Certificate No:

| M.2018.106.10376

| UDEM Uluslararasi

| Belgelendirme Denetim Egitim
Merkezi San. ve Tic. A.S.
(NB2292)
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Device name or Basic UDI- | MDR Device classification | Ifthe MDR deviceisa | MDD Certificate Reference(s)
DI (under MDR ' (as proposed by the ' substitute device, of the devices under MDR
application) . manufacturer and verified  identification of the application, and the NB

. at the pre-application j corresponding MDD Identification

| stage) | device

 Certificate 2;

Production Quality Assurance
Certificate No:

M.2018.106. 9536

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

| Certificate 3:
! Production Quality Assurance

| Certificate No:
| M.2021.106. 14521

| UDEM Uluslararasi

| Belgelendirme Denetim Egitim

| Merkezi San. ve Tic. A.S.
(NB2292)

Certificate 4:
Production Quality Assurance

Certificate No:
0425-MED-004476-00

ICIM S.p.A. (NB0425)

Sterile Ultrasound Gel | Class IIb excluding Class IIb | N/A Certificate 1:

(invavize usage& body | implantable non-WET | Full Quality Assurance System
surface) ' 5 Certificate No:
M.2018.106.9377

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

- (NB2292)

Antifog Solution Class IIb excluding Class ITb N/A | Certificate 1:
implantable non-WET Production Quality Assurance
Certificate No:
M.2018.106. 9536

UDEM Uluslararast
Belgelendirme Denetim Egitim
Merkezi San. ve Tic. A.S.
(NB2292)
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Confirmation Letter Revision History

Date | NBinternal reference traceableto | Action

2023/05/15 2023.MDR.1060.NBCL.0005  Initial issue

UDEM Adriatic d.o.o.

; each version of the letter
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