Full Quality Assurance System

Medical Devices Directive 93/42/EEC Annex |l
(Excluding Section 4)

Company Name

Company Address

Related Directives and Annex

Product

: Aqua Medikal Tibbi Arac ve Gerecler ins. San. Dis Tic. Ltd. $ti.

: Esentepe Mah. 2953. Sk. 11 Blok No:54 Sultangazi ISTANBUL / TURKEY

: 93/42/EEC Medical Devices Directive - Annex Il (Excluding Section 4)

: - Non-Sterile 2% Gluteraldehyde High-Level Medical Device

Disinfectant - Class lib
- Non-Sterile Alcohol-Containing Medical Device Disinfectant - Class lla
- Non-Sterile Lubricating Gel - Class lla
- Non-Sterile Lice Spray - Class lla
- Non-Sterile Lice Shampoo - Class lla

GMDN : 40579, 58082, 33587, 45370

1 M.2021.106.14611
:MD.4149.1B

Certificate Number
Report Number
Initial Assessment Date : 24.03.2021
Registration Date :21.056.2021
Revision Date /No -

Expiry Date :27.05.2024

UDEM hereby declares that the requirements of Annex ll, excluding section 4 of the 93/42/EEC Directive have been r
met for the listed products. The above named manufacturer has established and applies a quality assurance system.
which is subject fo periodic surveillance audits, defined by Annex i, section 5 of the forementioned directive. According
to Annex Il section 4 an EC design- examination cerfificate is required for placing the Class lll devices on the market.
UDEM's responsibility for class | devices covered by the EC sertificate is imited to manufacturing issues related to
safeguarding and maintaining sterile conditions, if the device is sterile; and manufacturing issues related to product's
conformity with metrological requirements, if it has measurement function. This certificate remains as the property of
UDEM International Certification Auditing Training Centre Industry and Trade Inc. Co. to whom it must be returedupon
request. The above named company and UDEM must keep a copy of this certificate for 5 years from the registration
of the certificate. Usage of the CE mark is under the responsibility of the manufacturer with thecompletion of EC
Declaration of Conformity. The above mentioned company must nofify all changes relatedwith the approved product
to UDEM. If UDEM will not renew the expiry date of this certificate in question, thementioned

Address: Mutiukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY
Phone: +90 0312 443 03 90 Fax: +90 0312 44303 76
E-mail: info@udemitd.com.fr www.udem.com.fr

UDEM Intetnafitmet
Auditing Trainire
and Trade Inc. Co.
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/La MDR SﬁZLESME ONAY YAZISI
UDEM

29/04/2024

ONAYLANMIS KURULUS SOZLESME ONAY YAZISI
SOZLESME ONAY YAZI NO: CL.CONTRACT.UDEM.0228/P1

Konu: Belirli tibbi cihazlar ve in vitro diagnostik tibbi cihazlar icin gegis hiikiimlerine iliskin olarak (AB)
2017/745 ve (AB) 2017/746 sayil Tiziikleri tadil eden (AB) 2023/607 sayil Tiiziik cercevesinde resmi
basvuru, yazili sdzlesme ve uygun gozetim durumunun teyit edilmesi

ilgili makama,

Bu yazi, (AB) 2017/745 Yonetmeligine (MDR) gére belirlenmis ve NANDO'da 2292 numaras! ile
tanimlanan bir Onaylanmis Kurulug (OK) olan UDEM A.S.’nin, MDR Ek VII Bolim 4.3, birinci alt
paragrafina uygun olarak resmi bir bagvuru aldigini ve asagidaki tiretici ile MDR Ek VIl B6lim 4.3, ikinci
alt paragrafina uygun olarak yazili bir sozlesme imzaladigini teyit eder:

Firma Adi: AQUA MEDIKAL TIBBi ARAC VE GEREGLER INS.SAN.DIS.TIC.LTD.STi.

ESENTEPE MAH. 2953. SK. KUCUK SANAYi SITESI 11

Firma Adresi: BLOKKAT:0 NO: 54 SULTANGAZI/ iSTANBUL

SRN Numarasi (varsa): | -

Yukarida belirtilen resmi basvuru ve yazil sézlesme kapsamindaki cihazlar asagidaki tablolarda
tanimlanmistir. Tablo 1, MDR basvurusu alinmis, yazili sézlesme yapilmis ve UDEM A.S.’nin 93/42/EEC
Tibbi Cihaz Direktifi (MDD) kapsaminda ilgili cihazlarin uygun gézetiminden de sorumlu oldugu
cihazlarn tammlamaktadir. Tablo 2, bir MDR basvurusunun alindigi ve yazili bir sozlesmenin yapildig,
ancak UDEM A.$."nin MDD kapsaminda ilgili cihazlarin uygun gbzetim sorumlulugunu heniiz almadigi
cihazlari tanimlamaktadir.

MDD kapsaminda diizenlenen ve 26 Mayis 2021'den sonra ve 20 Mart 2023'ten 6nce geri ¢ekilme
durumu sdz konusu olmadan siiresi dolan sertifikalar kapsamindaki cihazlar igin, bu yazi ayrica
ureticinin MDD sertifikasinin sona erdigi tarihe kadar MDR kapsaminda Uye Devletin yetkili
otoritesinin ilgili cihazlar i¢cin 20 Mart 2023'e kadar MDR Madde 59(1) veya MDR Madde 97(1)
uyarinca gegerli uygunluk degerlendirme prosediiriinden bir istisna veya muafiyet verdigine dair kanit
sagladigini teyit eder.

Ureticinin MDR Madde 120.3c'de ((AB) 2023/607 ile degistirildigi sekliyle) belirtilen diger kosullara
uymaya devam etmesine bagli olarak, bu yazi kapsamindaki cihazlar igin gegerli olan gegcis zaman
cizelgeleri asagida gosterilmistir:

e Sinif lll implante edilebilir ismarlama tibbi cihazlar igin 26.05.2026 tarihine kadar,

e Sinif lll cihazlar ve siitiirler, zmba telleri, dental dolgular, dental braketler, dis kronlari,
vidalar, kamalar, plaklar, teller, pinler, klipsler ve konektérler haric¢ sinif Ilb implante edilebilir
cihazlar icin 31 Aralik 2027 tarihine kadar,

UDEM ULUSLARARAS| BELGELENDIRME DENETIM EGiTiM MERKEZI SAN. VE TiC. A.S.
Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Umitkdy Cankaya/Ankara
0(312) 443 03 90

mdr@udem.com.tr

MDRFRM.187-1/00-00/28.11.2023
Sayfal/3
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e Yukarida kapsananlar digindaki sinif I1b cihazlar, sinif lla cihazlar ve steril durumda veya 6l¢iim
fonksiyonuna sahip olarak piyasaya arz edilen sinif | cihazlar i¢cin 31 Aralik 2028 tarihine kadar,

e 93/42/EEC sayili Direktif uyarinca uygunluk degerlendirme prosediiriiniin bir onaylanmig
kurulusun dahiliyetini gerektirmedigi, 26 Mayis 2021 tarihinden 6nce uygunluk beyani
diizenlenmis ve MDR uyarinca uygunluk degerlendirme prosediirii bir onaylanmis kurulusun
dahiliyetinin gerektigi cihazlar icin 31 Aralik 2028 tarihine kadar.

UDEM A.S. Genel Midiir

Ad-Soyad: MUS?A FA ME’;‘-'UQ 06 LWJ~

Tarih:

Kase-imza:

UDEM ULUSLARARAS! BELGELENDIRME DENETIM EGITIM MERKEZi SAN. VE TiC. A.S.
Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Umitkéy Cankaya/Ankara
0(312) 443 03 90

mdr@udem.com.tr
MDRFRM.187-1/00-00/28.11.2023
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MDR SOZLESME ONAY YAZISI

Tablo-1 Bu Yazi Kapsaminda Yer Alan ve UDEM A.S.’nin MDD Kapsaminda ilgili Cihazlarin

Uygun Gézetiminden Sorumiu Oldugu Cihazlar

Cihaz adi veya
Temel UDI- DI (MDR
uygulamasi kapsaminda)

MDR Cihaz siniflandirmasi
(liretici tarafindan Gnerildigi
ve On basvuru asamasinda
dogrulandigi sekilde)

DR cihazi ikame
bir cihaz ise, ilgili
MDD cihazinin
tanimlanmasi

MDR basvurusu
kapsamindaki cihazlarin MDD
Sertifika Referans(lar)i ve OK
Tanimlamasi

NON-STERIL %2
GLUTERALDEHIT iCERIKLI

Sertifika 1: M.2021.106.14611

YUKSEK DUZEY TiBBI Cinaz | 5™ !la cihazlar N/A Sertifika 1: 2292
DEZENFEKTANI

NON-STERIL ALKOL iCEREN SiniF bt N/A Sertifika 1: M.2021.106.14611
TIBBi CIHAZ DEZENFEKTANI Sertifika 1: 2292

NON-STERIL BIT SPREYi VE ’ Sertifika 1: M.2021.106.14611
SAMPUANI Sinif lla cihazlar N/A Sertifika 1: 2292

Sinif Ilb WET olmayan N
NON-STERIL LUBRIKANT JEL | implantlar harig sinif Iib N/A i ———

cihazlar

Sertifika 1: 2292

Tablo-2 Bu Yazi Kapsaminda Yer Alan ve UDEM A.S.’nin MDD Kapsaminda ilgili Cihazlarin

Uygun Gdzetiminden Sorumlu Olmadig Cihazlar

Cihaz adi veya
Temel UDI- DI (MDR
uygulamasi kapsaminda)

MDR Cihaz siniflandirmasi
(liretici tarafindan dnerildigi
ve 6n basvuru asamasinda
dogrulandigi sekilde)

MDR cihazi ikame
bir cihaz ise, ilgili
MDD cihazinin
tanimlanmasi

MDR basvurusu
kapsamindaki cihazlarin
MDD Sertifika Referans(lar)i
ve OK Tanimlamasi

N/A N/A N/A N/A
SOZLESME ONAY YAZISI REVIZYON GECMISI
Tarih Sozlesme Onay Yazisi Revizyon Numarasi Revizyon Aciklamasi
29/04/2024 CL.CONTRACT.UDEM.0228/P1 Stzlesme onay yazisinin hazirlanmasi

UDEM ULUSLARARASI BELGELENDIRME DENETIM EGITIM MERKEZI SAN. VE TiC. A.S.
Mutlukent Mahallesi 2073 Sokalk (Eski 93 Sokak) No:10 Umitkéy Cankaya/Ankara

0{312) 44303 90
mdr@udem.com.tr
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29/04/2024

NOTIFIED BODY CONTRACT CONFIRMATION LETTER
CONTRACT CONFIRMATION LETTER NO: CL.CONTRACT.UDEM.0228/P1

Subject: 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.

To whom it may concern,

This letteris the official document of UDEM A.S., a Notified Body (NB) designated in accordance with
Regulation (EU) 2017/745 (MDR) and identified in NANDO with the number 2292, in accordance with
the first subparagraph of Chapter 4.3 of Annex VII of the MDR and confirms that UDEM A.S. has
received an application and has signed a written contract in accordance with the second
subparagraph of Chapter 4.3 of Annex VIl to the MDR with the following manufacturer:

Company Name: AQUA MEDIKAL TIBBI ARAC VE GERECLER INS.SAN.DIS.TIC.LTD.STI.

ESENTEPE MAH. 2953. SK. KUCUK SANAYi SITESI 11

Company Address: BLOKKAT:0 NO: 54 SULTANGAZI/ ISTANBUL

SRN Number (if any): | -

The devices covered by the above-mentioned official application and written contract are defined in
the tables below. Table 1 describes the devices for which an MDR application has been received, a
written contract has been made and UDEM A.S. is also responsible for the appropriate surveillance
of the relevant devices within the scope of the 93/42/EEC Medical Device Directive (MDD). Table 2
identifies devices for which an MDR application has been received and a written contract has been
concluded, but for which UDEM A.S. has not yet taken appropriate surveillance responsibility for the
relevant devices under the MDD.

For devices covered by certificates issued under the MDD which expire after 26 May 2021 and before
20 March 2023 without withdrawal, this letter also confirms that the manufacturer has provided
evidence that the competent authority of the Member State under the MDR up to the date of expiry
of the MDD certificate has granted an exception or exemption from the applicable conformity
assessment procedure in accordance with Article 59(1) of the MDR or Article 97(1) of the MDR for
the devices concerned until 20 March 2023.

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:

UDEM ULUSLARARASI BELGELENDIRME DENETIM EGITiM MERKEZI SAN. VETIC. A.S.
Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Umitkéy Cankaya/Ankara
0(312) 44303 90

mdr@udem.com.tr

MDRFRM.187-1/00-00/28.11.2023
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e 26 May 2026 for Class Il custom-made implantable devices

e 31 December 2027 for Class Ill 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 class Ilb devices other than those covered above, class lla devices and
class | devices placed on the market in a sterile condition or with a measurement function,

e 31 December 2028 for devices for which the conformity assessment procedure in accordance
with Directive 93/42/EEC does not require the involvement of a notified body, for which a
declaration of conformity was issued before 26 May 2021 and for which the conformity
assessment procedure in accordance with the MDR requires the involvement of a notified
body.

UDEM A.S. General
o™ | Hwmes Moy odes
Date: 29.0Y4. 01y

Stamp-Signature:

Tobx] Fhk: (0.312) 443 03 76
+ 88% 844 2587

—_—

UDEM ULUSLARARASI BELGELENDIRME DENETIM E&ITIM MERKEZI SAN. VE TiC. A.S.
Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Umitkéy Cankaya/Ankara
0(312) 443 03 90
mdr@udem.com.tr
MDRFRM.187-1/00-00/28.11.2023
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MDR CONTRACT CONFIRMATON LETTER

Table-1 The Devices Covered in the Scope of this Letter and for which UDEM AS.is
Responsible for the Appropriate Surveillance of the Related Devices within the Scope of the

MDD
MDR Device B
classification (as fithe N_IDR devufe e MDD Certificate Reference(s)
v " a substitute device, R
Device name or Basic UDI-DI | proposed by the = . = of the devices under MDR
i identification of the e
(under MDR application) manufacturer and g application, and the NB
5 corresponding MDD 4 %
verified at the pre- : Identification
SR device

application stage)
NON-STERILE HIGH LEVEL
MEDICAL DEVICE DISINFECTANT | Class Ilb excluding Class N/A Certificate 1: M.2021.106.14611
WITH 2% GLUTERALDEHYDE | IIb implantable non-WET Certificate 1: 2292
CONTENT
NON-STERILE ALCOHOL- 3 )
CONTAINING MEDICAL DEVICE | Class lla N/A Ee:ﬁcaie i: :Tz';g 21.106.14611
DISINFECTANT SRS
NON-STERILE LICE SPRAY AND Class Ila N/A Certificate 1: M.2021.106.14611
SHAMPOO Certificate 1: 2292
NON-STERILE LUBRICANT GEL Class IIb excluding Class N/A Certificate 1: M.2021.106.14611

Ilb implantable non-WET

Certificate 1: 2292

Tablo-2 The Devices Covered in the Scope of this Letter and for which UDEM A.S. is Not
Responsible for the Appropriate Surveillance of the Related Devices within the Scope of

the MDD
: MDR Device classification (as Hithe HIDR devicfe = MDD Certificate
Device name or Basic UDI- a substitute device,
proposed by the = Syl Reference(s) of the devices
DI (under MDR [ identification of the
application) manufacturer and verified at corresponding MDD under MDR application, and
the pre-application stage) Bacied the NB Identification
N/A N/A N/A N/A
CONTRACT CONFIRMATION LETTER REVISION HISTORY
Bisite Contract Confirmation Letter Revision Revision Explanation
Number
29/04/2024 CL.CONTRACT.UDEM.0228/P1 Preparation of contract confirmation

letter

UDEM ULUSLARARASI BELGELENDIRME DENETIM EGIiTIM MERKEZI SAN. VE TiC. A.S.
Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Umitkdy Cankaya/Ankara

0(312) 4430390
mdr@udem.com.tr
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