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EC Certificate
Full Quality Assurance System according to
Medical Devices Directive 93/42/EEC Annex-I] Section 3

Certificate Number: 1984-MDD-21-738
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 Il
{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:

ERYiGiT ENDUSTRIYEL MAKINE VE TIBBi CIHAZLAR
IMALAT iTHALAT iHRACAT INSAAT
TICARET ANONIM SIRKETI

ivedik Organize Sanayi Bélgesi Oz Anadolu Sitesi 1453. Sok. No:3 06370
Ostim, Ankara, Turkey

Products: Steam Sterilizers, Washer disinfectors, Oxygen Production and
Storage Systems, Hydrogen Peroxide Gas Plasma Sterilizer

The products defined at the enclosure which is the part of this certificate and
contains one page. The certificate is valid till expiration date, subject to
successful completion of periodical surveillance audits. Please contact Kiwa for

CERTIFICATE

details.
Report Number: M.2927.12
Expiry Date: 27 May 2024
Muhtesem Gokhan Yiice!
12 February 2021, Istanbul, Turkey Head of Notified Body
Kiwa Belgetendirme Hizmetieri A.5.

ITOSB 9. Cad. No:15 Tapednen, Tuzla, Istanbul, Turkey
Tel.: +90 216 593 25 75, Fax: +90 216 50325 74
Web: www.kiwa.com.tr , e-mail: posta@kiwa.com
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Enclosure of the EC Certificate:
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Full Quality Assurance System according to
Medical Devices Directive 93/42/EEC Annex-Il Section 3

Certificate Number: 1984-MDD-21-738

Concerned medical devices;
Product: Steam sterilizers

Types

Models

ERS, STR

75, 75V, 4407S, 4407V, 4410V, 44105, 55105, 5510V, 55100,
55128, 5512V, 5512D, 66105, 6610V, 6610D, 6613S, 6613V, 6613D,
77125, 7712V, 7712D, 77155, 7715V, 7715D, 77178, 7717V, 7717D,
20005, 2000V, 2000D

GOLDBERG

75, 75V, 1208, 120V, 160S, 160V, 2505, 250V, 250D, 300S, 300V,
300D, 422S, 422V, 422D, 5505, 550V, 550D, 675S, 675V, 6750,
8405, 840V, 840D, 10005, 1000V, 1000D, 2000S, 2000V, 2000D

Product: Washer disinfectors

Types

Models

TEKSTERIL

TSY 150, TSY 225, TSY 290M, TSY 2900, TSY 360, TSY 3000

GOLDBERG

GY 150, GY 225, GY 290M, GY 2900, GY 360, GY 3000

Product: Oxygen production and storage systems

Types

Models

GOLDBERG

Oxy-Gold 2, Oxy-Gold 3, Oxy-Gold 4, Oxy-Gold 5, Oxy-Gold 7, Oxy-
Gold 11, Oxy-Gold 15, Oxy-Gold 18, Oxy-Gold 22, Oxy-Gold 30,
Oxy-Gold 37, Oxy-Gold 45, Oxy-Gold 55, Oxy-Gold 75, Oxy-Gold 90,
Oxy-Gold 110, Oxy-Gold 132, Oxy-Gold 160, Oxy-Gold 200, Oxy-
Gold 250,0xy-Gold Poliklinik10, Oxy-Gold Ambulans10, Oxy-Gold
M10, Oxy-Gold M20, Oxy-Gold M30, Oxy-Gold M40, Oxy-Gold K4,
Oxy-Gold K5, Oxy-Gold K7, Oxy-Gold K11, Oxy-Gold K15, Oxy-Gold
K18, Oxy-Gold K22, Oxy-Gold K30, Oxy-Gold K37

Product: Hydrogen Peroxide Gas Plasma Sterilizer

Types

Madels

TEKSTERIL

TSP 80, TSP 120, TSP 135, TSP 160, TSP 200

GOLDBERG

GP 80, GP 120, GP 135, GP 160, GP 200

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

12 February 2021, Istanbul, Turkey

u@wﬂ

Muhtesem Gdkhan Yiicel
Head of Notified Body

Kiwa Belgolendirme Hizmetleri A.$.

ITOSE 9. Cad. No:15 Tepedren, Tuzla, Istanbul, Tukey
Tel: +30 216 593 25 75, Fax: +90 216 59325 74

Web: www.kiwa.com.tr , e-mail: pusta@kiwa.com
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. Kiwa Belgelendirme Hizmetleri A S,
Eryigit Endlistriyel Makine Tibbi Chazlar Imalat Ithalat [hracat ingaat Ticaret  1.7.0.S.B 9. Cadde No: 15
AS. Tepedren Mevkii PK 34959
Ivedik OSB Oz Anadolu Sitesi 1453. Sokak No:3 Ostim Ankara Tuzla Istanbul
13.05.2024 Tiirkiye
Tel. +80 216 593 25 75
Notified Body Confirmation Letter Reference: MY-=24-002864 Faks +80 216 593 25 74
Onaylanmis Kurulug Teyit Mektubu Referansi: MY-24-002864 posta@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 ibbi cihazlar ve in vitro diagnostik tibbi cihazlar icin gegis hiikiimlerine iliskin olarak
(AB) 2017/745 ve (AB) 2017/746 sayi Tiiziikleri tadil eden (AB) 2023/607 sayii Tiiziik
gercevesinde resmi bagvuru, yazili anlagma ve uygun gézetim durumunun teyit edilmesi

This letter confirms that, Kiwa Belgelendirme Hizmetleri A.$ 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 Vi of
MDR with the following manufacturer:

Bu mektup, 2017/745 (AB) Yénetmeligine (MDR) gére belinenmis ve NANDO'da 1984 numarast ile
tanimlanan bir Onaylanmis Kurulug (OK) olan Kiwa Belgelendirme Hizmetleri A.S. MDR Ek Vi
Bélim 4.3, birinci alt paragrafina uygun olarak resmi bir bagvuru aldidini ve agagidaki (iretici ile
MDR Ek VI B6liim 4.3, ikinci alt paragrafina uygun olarak yazil bir antagma imzaladigini teyit eder:

Company Name / Sirket Adi: Eryigit Endiistriyel Makine Tibbi Chazlar Imalat Ithalat lhracat
Ingaat Ticaret A.S.

Address / Adres: ivedik OSB Oz Anadolu Sitesi 1453. Sokak No:3 Ostim Ankara
SRN Number (if available) / SRN Numarasi (varsa): TR-MF-000019239

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 yazil anlagma kapsamindaki cihazlar asadidaki Tablolarda
tamimlanmigtir. Tablo 1, MDR bagvurusu alinmis, yazili anlasma yapilmis ve OK'nin ilgili Direktif
kapsaminda ilgili cihazlarin uygun gézetiminden de sorumiu oldugu cihazlan tanimlamaktadir,
Tablo 2, bir MDR bagvurusunun alindidi ve yazili bir anlasmanin yapildigi, ancak OK’nin ilgili
Direktif kapsaminda ilgili cihazlarin uygun gézetim sorumiulugunu heniiz almadigi cihaziari
tanimlamaktadir.

S.M.FR.043/28.03.2024/R0
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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 sayilt 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 séz konusu oldugunda, bu mekiup aym zamanda imalatginin
MDD/AIMDD sertifikasinin sona erme tanhi itibariyle MDR kapsamindaki yazili anlasmay:
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 gegerli uyguniuk
degerlendirme prosediriinden bir derogasyon veya muafiyet verdigine dair kanit saglamigtir.

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 120.3¢ 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 kogullara
uymaya devam etmesine bagh olarak, bu mektup kapsamindaki cihazlar igin gegerli olan gegis
zaman cizelgeleri agagida gosterilmistir:

* 26 May 2026 for Class Il custom-made implantable devices / 26 Mayis 2026 Sinif Il
1smarlama implante edilebilir cihazlar igin

* 31 December 2027 for Class Ill devices and Class lib impiantable 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 kurulmug teknolojiler (WET - dikisler, zimbalar, dig
dolgulari, dig telleri, dig kronlar, vidalar, kamalar, plakalar, teller, pimler, klipsler ve konektdrier)
harig

* 31 December 2028 for other Class |Ib devices, Class lla, Class | devices placed on the market in
sterile condition or have a measuring function / 31 Aralik 2028 diger Sinif llb cihazlar, Sinif lla,
Sinif | steril durumda piyasaya stiriilen veya lgiim 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 onaylanmis kurulugun katihimini gereklirmeyen ancak MDR
kapsaminda bunu gerektiren cihazlar igin (6rnedin, yeniden kullaniiabilir cerrahi aletler olarak
nitelendiriten sinif | cihazlar)

On behalf of the Notified Body,
Onaylanmig Kurulug adina,

Mustafa Serkan SEVIMLI

TS,

g, Jan Bolg
{STA HU;}?:’%.!"{P
3 i /No:Feshin
o {
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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 cihazlann uygun gbzetiminden de

sorumlu OLDUGU cihazlar:
Deavice name or MDR Device If the MDR device isa | MDD/AIMDD
Basic UDI-DI (under | classification (as substitute device, Certificate
MDR proposed by the identification of the Reference(s) of the
application)/Cihaz manufacturer and corresponding devices under MDR
adi veya Temel UDI- | verified at the MDD/AIMDD device/ application, and the
Di (MDR uygulamas: | preapplication MDR cihazi ikame bir | NB Identification/
altinda) stage)/ MDR Cihaz cihaz ise, ilgili MDR bagvurusu
simiflandirmasi MDD/AIMDD cihazinin | kapsamindaki
(iiretici tarafindan tammlanmasi cihazlarin
Onerildigi ve én MDD/AIMDD Sertifika
basvuru agsamasinda Referans(lar)i ve NB
dogrulandigr gibi) Tanimlamasi
Steam Sterilizer / Class lla/ Same Certificate #1; Kiwa
Buhar Sterilizatérii Sinif lla Belgelendirme
Hizmetleri A.$.# 1984-
MDD-21-738
Washer Disinfectors | Class lla/ Same Certificate #1; Kiwa
1 Yikama ve Sinif lia Belgelendirme
Dezenfeksiyon Hizmetleri A.S.# 1984-
Cihazi MDD-21-738
Hydrogen Peroxide | Classfla/ Same Certificate #1; Kiwa
Gas Plasma Swnif lla Belgelendirme
Sterilizer /Hidrojen Hizmetleri A.S.# 1984-
Peroksit Gaz Plazma MDD-21-738
Sterilizatorii
Oxygen Production | Class lib excluding Same Certificate #1; Kiwa
and Storage Ciass Ilb implantable Belgelendirme
Systems /Oksijen non-WET / Snif Iib Hizmetleri A.S.# 1984-
Oretim ve Depolama | implante edilebilir MDD-21-738
Sistemi WET olmayan cihaz
harig

S.M.FR.043/28.03.2024/R0
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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'min ilgili Direktif kapsaminda ilgili cihazlarin uygun gézetiminden
sorumlu OLMADIGI cihazlar:

Device name or MDR Device If the MDR device MDD/AIMDD

Basic UDI-DI (under | classification (as is a substitute Certificate

MDR application) / proposed by the device, Reference(s) of the

Cihaz adi veya manufacturer and identification of the devices under

Temel UDI-DI (MDR verified at the corresponding MDR application,

uygulamasi altinda) | preapplication stage) | MDD/AIMDD and the NB
! MDR Cihaz device/ MDR cihazi Identification /
siniflandirmasi ikame bir cihaz ise, MDR basvurusu
(tiretici tarafindan ifgili MDD/AIMDD kapsamindaki
onerildigi ve 6n cihazinin cihazlarin
basvuru agamasinda | tanimlanmasi MDD/AIMDD
dogrulandigi gibi) Sertifika

Referans(lar)i ve
NB Tanimiamasi

Medical Type Class llb excluding N/A N/A

Reverse Osmosis Class llb implantable

Device /Medikal Tip | non-WET / Sinif lib

Reverse Osmosis implante edilebilir WET

Cihazi olmayan cihaz hari¢c

Hydrogen Peroxide Class lla/ N/A N/A

Gas Plasma Sinif lla

Sterilizer Cartridge

/Hidrojen Peroksit

Gaz Plazma

Sterilizatoril Kartusu

Confirmation Letter Revision History / Teyit Mektubu Revizyon Gecmisi
Date/ Tarih Revision No/ Action/Faaliyet
Revizyon Numarasi
13/05/2024 Rev00 Initial issue/ llk yayin
S.M.FR.043/28.03.2024/R0
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CERTIFICATE

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

Tel: +90216593 2575
Faks: + 90 216 593 25 74
info@kiwa.com.tr

www.kiwa.com.tr

Certificate is valid till expiration date,
subject to successful completion of
periodical surveillance audits.

Please contact above numbers for
detailed information.

kiwa

ERYiGIiT ENDUSTRIYEL MAKINA VE TIBBi CiIHAZ iML.
ITH. iHR. INS. TiC. A.S.

IVEDIK ORGANIZE SANAYi BOLGESI, 5ZANADOLU SAN. SiT. 1453. SOKAK NO: 3 OSTiM
YENIMAHALLE - ANKARA - TURKIYE

DESIGN, MANUFACTURE, SALES AND SERVICING OF CENTRAL STERILIZATION UNITS,
STEAM STERILIZERS, HYDROGEN PEROXIDE GAS PLASMA STERILIZERS AND
CARTRIDGE, LABORATORY TYPE PERPENDICULAR AUTOCLAVE, SURGICAL WASHING
AND DISINFECTION DEVICES, OPERATING TABLES AND TRACTION SETS, OPERATING
CEILING LAMPS, GYNECOLOGICAL, UROLOGICAL, DELIVERY AND EXAMINATION
TABLES, HOSPITAL STERILIZATION STAINLESS EQUIPMENT, OXYGEN PRODUCTION
AND STORAGE SYSTEMS, MEDICAL TYPE REVERSE OSMOSIS DEVICE, MEDICAL
CLOSING DEVICES, ULTRASONIC WASHING AND BIOLOGICAL PURIFICATION

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 No : M 12209

Initial Certification Date : 28 January 2010
Certification Date : 23 January 2025
Expiration Date : 22 January 2028
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General Manager
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