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Healthcare

Manufacturer’s Declaration in regards to Regulation 2023/607

2023/607 Yonetmeligine iliskin Uretici Beyani

with respect to the 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
their validity per Article 120.2 of Regulation (EU) 2017/745 on Medical Devices as amended by Regulation
(EU) 2023/607 of 20 March 2023 (MDR) and with respect to the devices’ — including 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 — and their
manufacturer’s compliance with the conditions to continued placing on the market or putting into service
per Article 120.3c of the MDR:

Viicuda Yerestirilebilir Aktif Tibbi Cihazlara iligkin Konsey Direktifi 90/385/EEC (AIMDD) veya Tibbi
Cihazlara fliskin Konsey Direktifi 93/42/EEC (MDD), (Direktif Sertifikalar) kapsaminda verilen sertifikalar ve
bunlarin Yénetmeligin 120.2. Maddesi uyarinca gegerliligi (20 Mart 2023 tarihli (AB) 2023/607 (MDR)
Yénetmeligi ile tadil edilen Tibbi Cihazlara iliskin AB) 2017/745 ve cihazlaria ilgili olarak - MDD uyarinca
uygunluk degerlendirme prosediiriiniin dahil edilmesini gerektirmedi§i cihazlar dahil 26 Mayis 2021'den
6nce uygunluk beyani diizenlenen ve bu Tiziik uyaninca uygunluk degerlendirme proseddriinin bir
onaylanmis kurulusun katilimini gerektirdigi bir onaylanmis kurulug - ve bunlarin imalatgisinin piyasaya
stirmeye devam etme kosullarina uygunlugu veya MDR'nin 120.3c Maddesi uyarinca hizmete alma:

Turkuaz Saglk Hizmetleri Medikal Temizlik

Kimyasal Urlinler San. ve Tic. A.S.

Manufacturer name
Uretici adi

Akcaburgaz Mah. Muhsin Yazicioglu Cad.
No:45/5 34522 Esenyurt / istanbul / Tiirkiye

Manufacturer address
Uretici adresi

Single Registration Number (SRN), (if available) TR-MF-000015402

Tekil Kayit Numarasi (SRN), (varsa)

Authorised Representative name (if applicable) NA
Yetkili Temsilci adi (varsa)

Authorised Representative address NA
Yetkili Temsilci adresi

Single Registration Number (SRN) (if available) NA
Tekil Kayrt Numarasi (SRN), (varsa)

Notified body name (if applicable) KUDEM
Onaylanmis kurulug adi (varsa)

Notified body number (if applicable) X2292

Onaylanmis kurulus numarasi (varsa)

M.2018.106.9377

Directive certificate number M.2018.106.9536

to which this confirmation is made (if applicable)

Turkuaz Saglik Hizmetleri Medikal Temizlik Kimyasal Urlinler San. ve Tic. A.S.
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Bu onayin yapildigi direktif sertifika numarasi
(varsa)

Date of validity as indicated on the Directive
certificate(s) (if applicable)

Direktif sertifika(lar)inda belirtilen gegerilik tarihi
(varsa)

M.2018.106.9377 - Expire date: 06/03/2023
M.2018.106.9536 - Expire date: 12/04/2023

End date of extended validity/ transition period
Uzatilmig gecerlilik/gecis stiresinin bitig tarihi

31/12/2028

Contact details including e-mail address of the
notified body authority issuing the document:
Belgeyi diizenleyen onaylanmis kurulug yetkilisinin
e-posta adresi dahil iletisim bilgileri:

+90 312 443 03 90

info@udem.com.tr ¥
Mutlukent Mah. 2073 Sk. No:10 Umitkoy -
Cankaya — ANKARA

Statement that a written agreement has been
signed in accordance with the second
subparagraph of Article 4.3 of Annex VIl to MDR:

MDR Ek VII'nin 4.3 numarali maddesinin ikinci alt
paragrafi uyarinca yazili bir anlasmanin imzalanmig
olduguna dair agiklama:

An agreement was signed with MDR NB before
20.03.2023.
Agreement date: 16/11/2022

20.03.2023 ten 6nce MDR NB ile anlagma
imzalanmistir.
Anlagma tarihi: 16/11/2022

We, as the manufacturer declare under our sole responsibility:

» 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

v

service,

namely by fulfilling the following conditions:

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

Biz, dretici olarak yegane sorumlulugumuz altinda beyan ederiz:

> yukarida listelenen Yénerge sertifikasi icin (veya birden fazla sertifika varsa ekteki Cizelgeye

bakin), MDR'nin 120.2.

» ekli gizelgede listelenen cihaz(lar) ve onlarin dreticisi olarak bizler, piyasaya arz ve hizmete

sunmaya devam etmek icin MDR'nin 120.3c maddesinde listelenen kogullara uyuyoruz,

yani asagidaki kogullari yerine getirerek:
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» Directive certificate(s) — if applicable - as listed above or in the attached schedule

« Directive certificate(s) covering the listed device(s) was/were issued after 25 May 2017, was/were
valid 26 May 2021, was/were not withdrawn by 20 March 2023, and

e Choose applicable statement:
Xdid expire before 20 March 2023

before its date of expiry, a formal application to the notified body in accordance with
Section 4.3, first subparagraph, of Annex VII, MDR for conformity assessment was made
for the devices(s) listed in the attached schedule or its substitute and a signed written
agreement was in place in accordance with Section 4.3, second subparagraph, of Annex
VII.

0 a Competent Authority has granted a derogation from the applicable conformity
assessment procedure in accordance with Article 59(1) MDR,

O a Competent Authority has required the manufacturer, in accordance with Article 97(1)
MDR, to carry out the applicable conformity assessment procedure.

X did not expire before 20 March 2023

Where certificates expire after 20 March 2023, a formal application to the notified
body in accordance with Section 4.3, first subparagraph, of Annex VIl MDR for
conformity assessment has been made or will be made/submitted to a notified body
no later than 26 May 2024 for the device(s) listed in the attached schedule or its
substitute and a signed written agreement is or will be in place in accordance with
Section 4.3, second subparagraph, of Annex VII MDR before 26 September 2024.

O Where certificates expire after 20 March 2023 and before 26 May 2024, if the
manufacturer does not lodge an application for conformity assessment by 26 May
2024, the transition period will end on 26 May 2024.

- Yonerge sertifika(lar)| — varsa — yukarida veya ekli gizelgede listelendigi sekilde

» Listelenen cihazlarr kapsayan direktif sertifikalan 25 Mayis 2017'den sonra
verilmig/verilmis, 26 Mayis 2021'de gecerli olmus/olmus, 20 Mart 2023'e kadar geri
cekilmis/geri alinmamis ve

» Gegerli ifadeyi segin:
7 20 Mart 2023'ten énce sona ermigtir:

XSon kullanma tarihinden énce, Ek VII, Bélim 4.3, birinci alt paragraf, MDR uyarinca
ekli listede listelenen cihaz(lar) veya onun yerine gegen cihazlar igin uyguniuk
degerlendirmesi igin onaylanmig kuruluga resmi bagvuru yapilmig ve imzalanmig Ek VII'nin
Bolim 4.3, ikinci alt paragrafina uygun olarak yazili anlagma yrriikteydi.

OYetkili bir Merci, MDR Madde 59(1) uyarinca geceri uygunluk degerlendirme
prosedirtinden bir istisna onayladiysa,
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[IBir  Yetkili Makam, MDR Madde 97(1) uyannca imalatginin gegerli uyguniuk
degerlendirme prosedtirini gergeklestirmesini zorunlu kilmistir.

X720 Mart 2023'ten sonra sona ermistir:

5 Sertifikalarin siresinin 20 Mart 2023'ten sonra sona erdigi durumliarda, uygunluk
degeriendirmesi igin Ek VIl MDR'nin Bélim 4.3, birinci alt paragrafi uyarinca onaylanmis
kuruluga resmi bagvuru yapilmigtir veya en geg 26 Mayis'a kadar bir onaylanmig kuruluga
yapilacaktir/sunulacaktir. 26 Eylil 2024 tarihinden énce Ek VIl MDR'nin Bélim 4.3, ikinci
alt paragrafi uyarinca ekli listede listelenen cihaz(lar) veya onun yerine gegen cihaz(lar)
icin 2024 yili ve imzalanmig bir yazili anlagsma ylirtiriliktedir veya olacaktir.

« Sertifikalarin gecerlilik sdresinin 20 Mart 2023'ten sonra ve 26 Mayis 2024'ten énce
oldugu durumlarda, imalatginin 26 Mayis 2024'e kadar uygunluk degerfendirmesi igin
basvuruda bulunmamasi halinde, gegis dénemi 26 Mayis 2024'te sona erecektir.

» Quality Management System (QMS)
Choose applicable statement:
O A QMS in accordance with Article 10(9) MDR has been put in place
O A notified body has issued the attached certificate for the MDR-compliant QMS

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

[Kalite Yénetim Sistemi (KYS)
Gegerli ifadeyi segin:
LIMDR Madde 10(9) uyarinca bir KYS uygulamaya konulmustur
CIOnaylanmisg bir kurulug, MDR uyumlu KYS igin ekteki sertifikay: yayinlamistir.

X MDR Madde 10(9) uyannca bir KYS en geg¢ 26 Mayis 2024 tarihine kadar uygulamaya
konulacaktir.

» Device(s) as listed in the attached schedule

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

¢ The device(s) has/have not been significantly changed in its/their design and intended purpose
since 26 May 2021.

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

& MDR Madde 10(9) baslayacak bir KYS en ge¢ 26 Mayis 2024 tarihine kadar idame konulacaktir.
- Ekli programda listelenen cihaz(lar)

« Cihaz(lar) AIMDD veya MDD ile uyumlu olmaya devam eder.
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* Cihaz(laryin tasanmi ve kullanim amaci 26 Mayis 2021 tarihinden bu yana &nemli &lciide
degistiriimemistir.

« Cihaz(lar) hastalarin, kullanicilarin veya diger kigilerin saghgi veya giivenligi veya halk saghginin
korunmasina iligkin diger hususlar agisindan kabul edilemez bir risk olugturmaz.

..

» We acknowledge that requirements relating to post-market surveillance, vigilance, registration of
economic operators and of devices in accordance with MDR apply for the device family/ies as listed
in the attached schedule.

» Ekli gizelgede listelenen cihaz gruplan igin piyasaya arz sonrasi gézetim, vijilans, ekonomik
opretadrilerin ve cihazlarin MDR'ye uygun kaydina iliskin gerekliliklerin gegerli oldudunu kabul
ediyoruz.

Full Company Name/ Uretici tam adi: Turkuaz Saglik Hizmetleri Medikal Temizlik Kimyasal Uriinler
San. ve Tic. A.S.

Location & Lokasyon (Uretim yeri): Akcaburgaz Mah. Muhsin Yazicioglu Cad. No:45/5 34522
Esenyurt / Istanbul / Turkiye

Date/ Tarih: 9 5,0 Lg.Q_O'L‘Z

Signature, Print Name, Title:

TURKUAZ SAGLIK HIZMETLERI MEDtR 3
ERiZLIK KIMYASAL ORUNLER SAN ve TIC.AS.
Akgaburgaz Mah. Muhsin Yazicioglu Cad. No:4§/5
bostakodu 34522 Esenyurt/ [STANBUL
=500 212 428 66 46 Fax:+90 212 428 66 53

Yenikapt No:871 05640 10 Tic.Sic.No:450836

3 Kalite Giivence & Ruhsatlang

Imza, Kase, Unvan:

Devices/Cihazlar:

ldentification of the device (e.g., device Number of the Validity date as Notified Body Extended

name, family/group name device model or Directive indicated on the name and validity date

catalogue number) certificate(s) Directive number or transition
certificate(s) period

Cihazin kimligi (6rn. cihaz adi, aile/grup | Direktif Onaylanmis

adi cihaz modeli veya katalog numarasi) | sertifika(lar)inin Direktif Kurulus adi ve | Uzatiimis

numarasi sertifika(lar)inda numarasi gecerlilik
belirtilen tarihi veya
gecerlilik tarihi gecis
dénemi |

STERIL ULTRASON JEL M.2018.106.9377 06/03/2023 2292 31/12/2028

(STERILE ULTRASOUND GEL)

STERIL BUGU ONLEYICI SOLUSYONU M.2018.106.9536 12/04/2023 2292

(STERILE ANTI-FOG SOLUTION) 31/12/2028

STERIL OBSTETRIK JEL M.2018.106.9536 12/04/2023 2292 31/12/2028

(STERILE OBSTETRIC GEL)

STERIL KAYGANLASTIRICI JEL M:2018.106.9536 12/04/2023 2292 31/12/2028

(STERILE LUBRICANT GEL)

NON-STERIL KAYGANLASTIRICI JEL M.2018.106.9536 12/04/2023 2292 31/12/2028

(NON-STERILE LUBRICANT GEL)

Digitally signed by Granaci Boris
Date: 2025.05.16 15:42:35 EEST
Reason: MoldSign Signature
Location: Moldova

| MOLDOVA EUROPEANA |
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