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AORT SAGLIK HiZMETLERI VE BiLGi iSLEM
SISTEMLERIi TURIiZM iINSAAT SAN. TiC. LTD. STi.

DUDULLU OSB MAHALLESI DES 116. SOKAK DES SITESi E APT. NO: 27 A UMRANIYE - iSTANBUL - TURKIYE

DESIGN, MANUFACTURE AND SERVICING, SALES OF ENDOSCOPE SYSTEMS AND
AUXILIARY PRODUCTS

with a scope of

EN ISO 13485:2016

Has established a management system in accordance
with international Medical Devices Quality Management System Standard

“Following elements of the standard are excluded”
“7.5.5“7.5.7" “7.5.9.2 “8.3.4"

CERTIFICATE

Certificate No 1M 10432

Initial Certification Date 127 June 2016
Certification Date : 12 December 2024
Expiration Date : 11 December 2027

Tel: +90 216593 2575
Faks: + 90 216 593 25 74

info@kiwa.com.tr

www.kiwa.com.tr

Kiwa Belgelendirme Hizmetleri A.S.
ITOSB 9. Cadde No. 15 Tepedren Tuzla
Istanbul / Turkey U

General Manager
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Certificate is valid till expiration date,
subject to successful completion of

periodical surveillance audits.

Please contact above numbers for
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AB-0006-YS

detailed information.
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EC Certificate
Full Quality Assurance System according to

Medical Devices Directive 93/42/EEC Annex-1l Section 3

Certificate Number: 1984-MDD-15-341
We hereby declare that an examination of the under mentioned full quality
assurance system has been carried out following the requirements of the national
legislation to which the undersigned is subjected, transposing annex |l (with the
exemption of section 4) of the Directive 93/42/EEC on medical devices. We certify
that the full quality assurance system conforms with the relevant provisions of the
aforementioned directive.

Organization:

AORT SAGLIK HIZMETLERI VE BiLGI ISLEM SISTEMLERI
TURIZM INSAAT SANAYI TICARET LIMITED SIRKETi

Dudullu Osb. Mah. Des-116 Sk. Des Sit. E Apt. No:27 A Umraniye, istanbul, Turkey

Product Name: Full automatic endoscope washer and disinfector

Trade Name: Endcocleaner

Model Numbers: EC111, EC112, EC122, EC211, EC212, EC222, EC311, EC312,
EC322, EC411, EC412, EC422, EC511, EC512, EC522, EC611, EC612, ECB22, EC711,
EC712, EC722, EC811, EC812, EC822, EC911, EC912, EC922

The certificate is valid till expiration date, subject to successful completion of

periodical surveillance audits. Please contact Kiwa for details.

Report Number: M.4766.06

Date of first issue: 09 June 2015

Date of last issue: 20 May 2020

Revision Number: 04

Expiry Date: 27 May 2024

Kiwa Belgelendirme Hizmetleri A.S. is Notified Body under Council Directive
93/42/EEC concerning medical devices with identification number: 1984

u@wﬂ

Muhtesem Gdkhan Yiicel
20 May 2020, Istanbul, Turkey Head of Notified Body

Kiwa Belgelendirme Hizmetleri A.S.
ITOSB 9. Cad. No:15 Tepeéren, Tuzla, Istanbul, Turkey
Tel.: +90 216 583 25 75, Fax: +90 216 593 2574

Web: www.kiwa.com.tr , e-mail: posta@kiwa.com



AR
.".."* * \;“N"n Lu
*

o
B,
oem T *
SAGLIK BAKANLIGI /
Tirkiye Ilag ve Tibbi Cihaz Kurumu
) (\l TORKIYE CUMHURIYET NN YizINei v

v

Sayr E-61749811-511.99-148‘4;904 ® ) : 27.05.2024
Konu : 2023/KK-1 Sayili Duyurn Hk.(F-4113) AV

= |

@
AORT SAGLIK HiZMETFEERI VE BILGI ié@l SISTEMLERI TURIZM INSAAT
SANAYI TICARB#L TD. STI.
Dudullu Osb Mh. Des 116 Sk. N@ UMRANIYE ISTANBUL

ligi  :30.04.2024 tarihli, E-48535386-511.01.99-3122677 sayili, 6038510 islem takipli yaziniz

ligi yazida yer alan 1984-MDD-15-341 numarali EC sertifikasinin belge gegerlilik siiresinin uzatilmasi
talebinizle ilgili olan bagvurunuz incelenmistir.

Avrupa Komisyonu’nun tibbi cihazlarin tedarik edilememe riskini azaltmak amaciyla “(4B) 2017/745
sayilt ve (AB) 2017/746 sayili Tiiziikleri belirli nbbi cihazlarin ve in vitro tam amagh nbbi cihazlarin gegis
hiikiimlerini tadil eden (AB) 2023/607 Sayili Avrupa Parlamentosu ve Konsey Tiiziigii” 20 Mart 2023 tarihinden
itibaren yiiriirlige girecek sekilde 20 Mart 2023 tarihinde AB Resmi Gazetesinde yayimlanmustir.

AB’nin giincel tibbi cihaz mevzuatina uyum c¢aligmalari kapsaminda;(4B) 2023/607 Sayii Avrupa
Parlamentosu ve Konsey Tiiziigii'ne paralel olarak, “Tibbi Cihaz Yonetmeliginde Degisiklik Yapilmasina Dair
Yénetmelik™ ve “In Vitro Tam Amagh Tibbi Cihaz Yonetmeliginde Degisiklik Yapilmasina Dair Yonetmelik” adli
Yénetmeliklerimiz 2/4/2023 tarihli Resmi Gazete *de yayimlanmis olup, 7ibbi Cihaz Yénetmeligi ve In Vitro Tan
Amagli Tibbi Cihaz Yonetmeliginde s6z konusu degisikler yapilmigtir.

Bu kapsamda, s6z konusu gegis hiikiimlerinin uygulanmasina yoénelik basvurularin usul ve esaslarinin
aciklandigt “2023/KK-1 Sayili (AB) 2023/607 Sayili Tiiziik Hiikiimlerinin Uygulanmasina Dair Duyury” adli
Duyurumuz 3/4/2023 tarihinde Kurumumuz web sitesinde ve UTS Portal’da yayimlanarak yiiriirliige girmistir.

Bu minvalde ilgili bagvuru “2023/KK-1 Sayili (A4B) 2023/607 Sayili Tiiziik Hiikiimlerinin Uygulanmasina
Dair Duyury” kapsaminda degerlendirilmis olup, basvurudaki 1984-MDD-15-341 numarali EC sertifikalarinin
gegerlilik stiresinin 31.12.2028 tarihine kadar uzatilmasi uygun gorilmustir. Bu baglamda, “2023/KK-2 Sayili
(AB) 2023/607 Sayili Tiiziik Hitkiimlerinin Uygulanmasia Dair Duyuru” adli Duyurumuz kapsaminda UTS’de
belge kayit/giincelleme bagvurusu yapilmasi ve ilgili basvuruya bu cevabi yazimiz ve eklerinin de eklenmesi
hususunda;

Bilgilerinizi ve geregini rica ederim.

Dr. Mehmet Hakan FIRAT
Kurum Bagkani a.
Kurum Baskan Yardimcist

Ek-1 Uretici Beyani (2 Sayfa)
Ek-2 Teyit Mektubu (6 Sayfa)
Ek-3 Gozetim Belgesi (2 Sayfa)

Bu belge, giivenli elektronik imza ile imzalanmigtir. : 10 ,\&?—%ER 4
Belge Dogrulama Kodu: ZW56ak 1 UZmxXS3k0ZWS56SHY3YnUyZmxX Belge Takip Ad:esi:https://www.turklye.goﬁr/s;‘l@lk—‘t ~ebys

SR Ia
Sogiitozii Mahallesi, 2176.Sokak No:5 06520 Cankaya/ANKARA o 5\{:\\) I
Telefon No: (0 312) 218 30 00 Faks No:.(0 312) 218 34 60 U
e-Posta: halkla iliskiler@titck.gov tr Internet Adresi: https://www.titck.gov.tr _ “y !
Kep Adresi: titck@hs01 kep.tr cev al
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Turkish Medicines and Medical Devices Agency . \&. \
j‘TQI qﬁ) 27.05.2024

Issue: E-61749811-511.99-14849
Subject: About the Announceme

ered 2023/KK-1 (F-4113)

] . o
AORT SAGLIK HIZMETLERI VE BILGI ISLEM SISTEMLERI TURIZM INSAAT
SANAYI TICARET LTD. STI.
Dudullu Osb Mh. Des. 116 Sk. No: 27/A UMRANIYE / ISTANBUL

Concern: Your letter dated 30.04.2024, numbered E-48535386-511.01.99-3122677, with transaction follow-up
6038510

Your application regarding your request to extend the validity period of the EC certificate numbered 1984-
MDD-15-341 has been examined.

Regulation (EU) No 2023/607 of the European Parliament and of the Council amending Regulations (EU)
2017/745 and (EU) 2017/746 as regards transitional provisions for certain medical devices and in vitro complete
medical devices in order to reduce the risk of non-supply of medical devices by the European Commission was
published in the Official Journal of the EU on 20 March 2023 with effect from 20 March 2023.

Within the scope of harmonisation with the current medical device legislation of the EU; In parallel with the
Regulation (EU) No. 2023/607 of the European Parliament and the Council, our Regulations titled "Regulation
Amending the Regulation on Medical Devices" and for In Vitro Diagnostic Purposes" were published in the
Official Gazette dated 2/4/2023 and the said amendments were made in the Regulation on Medical Devices and
the Regulation on Medical Devices for In Vitro Diagnostic Purposes.

In this context, our Announcement titled "Announcement on the Implementation of the Provisions of
Regulation (EU) No. 2023/607 No. 2023/KK-1", which explains the procedures and principles of the
applications for the implementation of the said transitional provisions, was published on our Agency's website
and UTS Portal on 3/4/2023 and entered into force.

In this respect, the relevant applications were evaluated within the scope of the "Announcement on the
Implementation of the Provisions of Regulation (EU) No 2023/607 No 2023/KK-1" and it was deemed
appropriate to extend the validity period of the EC certificate numbered 1984-MDD-16-400 in the application
until 31.12.2028. In this context, within the scope of our Announcement titled "Announcement on the
Implementation of the Provisions of Regulation (EU) No. 2023/607 No. 2023/KK-2", document
registration/update application should be made in the UTS and our letter and its annexes should be attached to
the relevant application;

I kindly request your information and necessity.

Dr Mehmet Hakan FIRAT
Head of Institution a.
Vice-Principal of Institution

ANNEX-1: Manufacturer Declaration (2 Pages)
ANNEX-2: Letter of Confirmation (6 Pages)
ANNEX-3: Certificate of Surveillance (2 Pages)

This document has been signed with safe electronic-signature.
Document Verification Code: ZW56ak1UZmxXS3k0ZW356SHY3YnUyZmxX Document Tracking Address: https://www turkiye. ov.tr/saglik-titck-ebys
Sogiitozi Mahallesi, 2176. Sokak No: 506520 Gankaya/ ANKARA
Phone No: (0 312) 218 30 00 Fax No: (0 312) 218 34 60
E-Mail: halkla.iliskiler@titck.gov.tr Intemnet Address: https://www titck.gov.tr
Kep Address: titck@hs01.kep.tr
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AORT SAGLIK HiZMETLERI VE BILGI ISLEM SISTEMLERI TURIZM

INSAAT SANAYI TICARET LTD. STi. Kiwa Belgelendirme Hizmetleri A.S.
Dudullu OSB Mah. DES-116 Sok. DES Sitesi No:27A Dudullu - Umraniye /  1.T.0.8.B 9. Cadde No: 15
istanbul / Turkey Tepedren Mevkii PK 34959
24/09/2024 Tuzla istanbul

Tarkiye
Notified Body Confirmation Letter Reference: MY-24-003194 Tel. +90 216 593 25 75
Onaylanmis Kurulus Teyit Mektubu Referansi: MY-24-003194 Faks +90 216 593 25 74

osta@kiwa.com.tr
www.kiwa.com
www. 1kiwa.com

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 igin gegis hiikiimlerine iliskin olarak
(AB) 2017/745 ve (AB) 2017/746 sayili Tiiziikleri tadil eden (AB) 2023/607 sayil 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 Onaylanmig 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 VII Béliim 4.3, ikinci alt paragrafina uygun olarak yazili bir anlasma imzaladigini teyit eder:

Company Name/Sirket Adi. AORT SAGLIK HIZMETLERI VE BILGI ISLEM SISTEMLERI
TURIZM INSAAT SANAYI TICARET LTD. STi.

Address/Adres: Dudullu OSB Mah. DES-116 Sok. DES Sitesi No:27A Dudullu - Umraniye /
istanbul / Turkey.

SRN Number (if available)/SRN Numarasi (varsa). TR-MF-000022381

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.
Tablo 2, bir MDR basvurusunun alindigi ve yazili bir anlagsmanin yapildigi, ancak OK'nin ilgili

S.M.FR.043/28.03.2024/R0
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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 anlagmayi
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 IlIb 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)
harig

* 31 December 2028 for other Class IIb devices, Class lla, Class | devices placed on the market in
sterile condition or have a measuring function / 37 Aralik 2028 diger Sinif Ilb cihazlar, Sinif lla,
Sinif | steril durumda piyasaya stirtilen 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
Tibbi Cihazlar Program Yoneticisi

S.M.FR.043/28.03.2024/R0

2/4

Bu belge 5070 sayili Elektronik Imza Kanunu uyarinca elektronik olarak imzalanmistir.



kiwa

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
Basic UDI-DI (under
MDR
application)/Cihaz
adi veya Temel
UDI-DI (MDR
uygulamasi altinda)

MDR Device
classification (as
proposed by the
manufacturer and
verified at the
preapplication
stage)/ MDR Cihaz
siniflandirmasi
(iiretici tarafindan

If the MDR device
is a substitute
device,
identification of the
corresponding
MDD/AIMDD
device/ MDR cihazi
ikame bir cihaz ise,
ilgili MDD/AIMDD

onerildigi ve én cihazinin
basvuru tanimlanmasi
asamasinda

dogrulandigi gibi)

MDD/AIMDD Certificate
Reference(s) of the devices
under MDR application, and
the NB Identification/ MDR
basvurusu kapsamindaki
cihazlarin MDD/AIMDD
Sertifika Referans(lar)i ve
NB Tanimlamasi

Full Automatic
Endoscope Washer
and Disinfector/
Tam otomatik
endoskop yikayici
ve dezenfektor

Class IIB / Sinif 1IB

The MDR device is
not a substitute
device./ MDR
cihazi ikame bir
cihaz degildir.

Kiwa Belgelendirme
Hizmetleri A.S.
Notified Body
Number/Onaylanmisg
Kurulus Numarasi:
1984

Certificate Number/
Sertifika Numarasi:
1984-MDD-15-341

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
uygulamasi altinda)

MDR Device
classification (as
proposed by the

verified at the

manufacturer and

is a substitute
device,

corresponding

If the MDR device

identification of the

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

preapplication stage)
/ MDR Cihaz
siniflandirmasi
(iiretici tarafindan
6nerildigi ve 6n
basvuru asamasinda
dogrulandigi gibi)

MDD/AIMDD and the NB
device/ MDR cihazi Identification /
ikame bir cihaz ise, MDR basgvurusu
ilgili MDD/AIMDD kapsamindaki
cihazinin cihazlarin
tanimlanmasi MDD/AIMDD
Sertifika

Referans(lar)i ve
NB Tanimlamasi

S.M.FR.043/28.03.2024/R0
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Confirmation Letter Revision History / Teyit Mektubu Revizyon Gegcmigi

Date/ Tarih Revision No/ Action/Faaliyet
Revizyon Numarasi

24/09/2024 Rev00 Initial issue/ llk yayin

S.M.FR.043/28.03.2024/R0
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AT UYGUNLUK BEYANI
EC DECLARATION OF CONFORMITY

iIMALATCI/Manufacturer . AORT SAGLIK HiZMETLERI VE BiLGI iSLEM SiSTEMLERI TURIZM
iNSAAT SANAYi TIiCARET LIMITED SIRKETI

ADRES : Dudullu OSB Mahallesi Des-116 Sk. Des Sit. E Apt. No:27A
Address Umraniye/istanbul/TURKIYE

TELEFON : +90 216 660 06 99

Telephone

FAKS : +90 216 660 07 99

Fax

Web : www.aort.net

e-mail : inf rt.n

SRN NO : TR-MF-000022381

SINIFLANDIRMA :MDD 93/42/EEC Tibbi Cihaz Direktifi-EK IX,Kural 15,SINIF IIb
CLASSIFICATION Medical Device Directive-ANNEX IX, RULE 15, CLASS IIb
UYGUNLUK DEGERLENDIRME : MDD 93/42/EEC Tibbi Cihaz Direktifi-

EK II-Tam Kalite Giivence

CONFORMITY ASSESMENT : MDD 93/42/EEC Medical Device Directive
Annex II-Full Quality Assurance System

URUN ADI / PRODUCT NAME

TAM OTOMATIK ENDOSKOP YIKAYICI VE DEZENFEKTOR
FULL AUTOMATIC ENDOSCOPE WASHER AND DISINFECTOR

URUN GMDN
ADI/PRODUCT MODEL KODU/GMDN G”D":ADJ{,GMDN
NAME CODE
TAM OTOMATIK
ENDOSKOP EK-1 Urtin Modelleri Dezenfeksiyon
YIKAYICI VE Tablosu Unitesi, Sivi,
DEZENFEKTOR 35012 Endoskop
Full Automatic ANNEX-1 Product Disinfection Unit,
Endoscope Washer Model List Liquid, Endoscope
and Disinfector

LISTELI URONLERIN, 93/42/ AT TIBBI CiHAZ DIREKTIFI iciN GEREKLi SARTLARA UYGUN OLDUGUNU BEYAN EDERIZ.

DESTEKLEYiCi TUM BELGELER URETIiCINiN TESiSLERINDE BULUNMAKTADIR.
WE HEREWITH DECLARE THAT THE ATTACHED PRODUCT LIST MEET THE PROVISIONS OF THE COUNCIL DIRECTIVE

93/42/EEC FOR MEDICAL DEVICES. ALL SUPPORTING DOCUMENTATION IS RETAINED UNDER THE PREMISES OF THE

MANUFACTURER.

D1001.04 Yayin Tarihi: 13.02.2015 Revizyon Tarihi: 06.02.2018 13
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AT UYGUNLUK BEYANI

ILGILI STANDARTLAR / Standarts Applied:

EC DECLARATION OF CONFORMITY

ilgili Harmonize Standartlar

EN ISO 13485:2016/A11:2021

EN ISO 15883-1:2009/A1:2014

EN 60601-1-8:2007/A2:2021

EN 15223-1:2021

EN ISO 15883-4:2018

EN 62304: 2006/A1:2015

EN ISO 20417:2021

EN 14971:2019/A11:2021

EN 62366-1: 2015/A1:2020

Diger Yénetmelik, Mevzuat Ve Kilavuzlar

EN 61010-2-040:2021

EN 61326-1:2021

EN 61010-1: 2010/A1:2019/AC:2019-04

CEN ISO/TR 24971:2020

Meddev 2.12-1 rev.8: 2013

Meddev 2.7/1 rev.4: 2016

Meddev 2.12-2 rev.2: 2012

Meddev 2.5/5 rev.3

ONAYLANMIS KURULUS
Notified Body

ONAYLANMIS KURULUS ADRESI
Notified Body Adress

: KIWA BELGELENDIiRME HiZMETLERI A.S

: istanbul Tuzla Organize Sanayi Bolgesi Tepedren Mevkii

34957 Tuzla-Istanbul Tirkiye

ONAYLANMIS KURULUS NO
Notified Body Number

CE BELGE YAYIN TARIHi
Issue Date

CE BELGE GECERLIiLiK TARIHI
Valid Time

SERTiFIKA NUMARASI
Certificate Number

CE ISARETI BASLANGIC
TARIHI / SERI NO

Start of CE Marking

SEHiR, DUZENLEME TARIHI
PLACE, DATE OF ISSUE
BELGE BiTiS TARIHI

IMZA/ SIGNATURE

: 1984

: 09/06/2015

1 27/05/2024

: 1984-MDD-15-341

: 03/05/2010-2010001

: ISTANBUL / 23/03/2023

: ISTANBUL / 23/03/2024

: DR. KENAN TEKINDAG

GENEL MUDUBR
GENERAL MANAGER
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AT UYGUNLUK BEYANI
EC DECLARATION OF CONFORMITY
Uriin Marka/ Model ve GMDN kodlari Tablosu
endoCleaner / 35012- Dezenfeksiyon Unitesi,Sivi,Endoskop
NODEL  |Bkortecon | |Hevevalortscon | amount of i s
: through the channel
EC-111 7 mm 1 mm 1,5L/5sn
EC-112 7 mm 1.5 mm 1,5L/5sn
EC-122 7 mm 1.8 mm 1.5L/5sn
EC-211 8 mm 1 mm 1,5L/5sn
EC-212 8 mm 1.5 mm 1,5 L/5sn
EC-222 8 mm 1.8 mm 1,5L/5 sn
EC-311 9 mm 1 mm 2,0L/5sn
EC-312 9 mm 1.5 mm 2,0 L/5sn
EC-322 ! 9 mm 1.8 mm 2,0 L/5 sn
EC-411 10 mm 1mm 2,0 L/5 sn
EC-412 10 mm 1.5 mm 2,0 L/5sn
EC-422 10 mm 1.8 mm 2,0 L/5 sn
EC-511 9 mm 1 mm 2,2 L/5 sn
EC-512 9 mm 1.5 mm 2,2L/5 sn
EC-522 9 mm 1.8 mm 2,2 L/5 sn
EC-611 10 mm 1 mm 2,2 L/5sn
EC-612 10 mm 1.5 mm 2,2 L/5sn
EC-622 10 mm 1.8 mm 2,2 L/5 sn
EC-711 7 mm 2 mm 1,5L/5sn
EC-712 8 mm 2 mm 2,0 L/5 sn
EC-722 9 mm 2 mm 2,2L/5sn
EC-811 8 mm 2 mm 1,5L/5sn
EC-812 9 mm 2 mm 2,0 L/5 sn
EC-822 10 mm 2 mm 2,2 L/5 sn
EC-911 8 mm 1.5 mm 2,5L/5sn
EC-912 9 mm 1.8 mm 2,5L/5 sn
EC-922 10 mm 2.0 mm 2,5 L/5sn
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