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Tam Kalite Glivence Sistemi
Tibbi Cihaz Yonetmeligi 93/42/AT Ek-1l B6liim 3

Sertifika Numarasi: 1984-MDD-21-738
Asagida bahsi gegen kurulusun tam kalite glivence sistemine ait incelemesinin,
tibbi cihazlara dair 93/42/AT ydnetmeligi Ek-l (B6lim 4 muaf tutularak)
gereksinimlerine gére yapildigini beyan ederiz. Tam kalite giivence sisteminin
yukarida bahsi gecen yonetmeligin ilgili kosullarina uygunlugunu tasdik ederiz.

Kurulus:

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, Turkiye

Uriinler: Buhar Sterilizatori, Yikama ve dezenfeksiyon cihazi, Oksijen Uretim ve
Depolama Sistemi, Hidrojen Peroksit Gaz Plazma Sterilizatorii

Uriinler, sertifikanin bir parcasi olan ekte tanimlanmis olup, ek bir sayfadan
olugsmaktadir. Sertifika son kullanma tarihine kadar gecerli olup periyodik gdzetim
denetimlerinin basan ile tamamlanmasina tabidir. Detaylar igin liitfen Kiwa
Belgelendirme Hizmetleri’ne bagvurunuz.

Rapor No: M.2927.12
Son Gegerlilik Tarihi: 27 Mayis 2024
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Muhtesem Gékhan Yicel

12 Subat 2021, istanbul, Tiirkiye Onaylanmis Kurulus Bagkani

Kiwa Belgelendirme Hizmetleri A.S.
ITOSB 9. Cad. No:15 Tepeéren, Tuzla, Istanbul, Turklye
Tel.: +90 216 593 25 75, Faks: +90 216 593 7 '

Web: www .kiwa.com.tr , e-posta: posta@k “
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CERTIFICATE

AT Sertifika Eki:

Tam Kalite Giivence Sistemi

Tibbi Cihaz Yonetmeligi 93/42/AT Ek-11 Béliim 3
Sertifika No: 1984-MDD-21-738

ilgili tibbi cihazlar;

Uriin: Buhar Sterilizatorii

Tipleri

Model Adi

ERS, STR

75, 75V, 4407S, 4407V, 4410V, 4410S, 5510S, 5510V, 5510D,
55125, 5512V, 5512D, 6610S, 6610V, 6610D, 6613S, 6613V,
6613D, 7712S, 7712V, 7712D, 7715S, 7715V, 7715D, 77175,
7717V, 77170, 2000S, 2000V, 2000D

GOLDBERG

75, 75V, 120S, 120V, 160S, 160V, 250S, 250V, 250D, 300S, 300V,
300D, 4225, 422V, 422D, 550S, 550V, 550D, 675S, 675V, 675D,
840S, 840V, 840D, 1000S, 1000V, 1000D, 2000S, 2000V, 2000D

Urdin: Yikama ve Dezenfeksiyon Cihazi

Tipleri Model Adi
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

Uriin: Oksijen Uretim ve Depolama Sistemi

Tipleri

Model Adi

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, Oxy-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

Uriin: Hidrojen

Peroksit Gaz Plazma Sterilizatori

Tipleri Model Adi
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. Tibbi Cihaz Yonetmeligi 93/42/AT altinda bir
onaylanmis kurulug olup kimlik numarasi 1984't(r.

12 Subat 2021,
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Muhtesem Gokhan Yiicel

istanbul, Tiirkiye Onaylanmis Kurulus Bagkani

Kiwa Belgelendirme Hizmetleri A.S.
ITOSB 9. Cad. No:15 Tepedren, Tuzla, Istanbul, Turkiye

Tel.: +90 216 593 25 75,

Faks: +90 216 593 25 74

Web: www.kiwa.com.tr , e-posta: posta@kiwa.com
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EC Certificate
Full Quality Assurance System according to

Medical Devices Directive 93/42/EEC Annex-Il 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 SiRKETIi

ivedik Organize Sanayi Bolgesi 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
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details.
Report Number: M.2927.12
Expiry Date: 27 May 2024
Muhtesem Gokhan Yiicel
12 February 2021, Istanbul, Turkey Head of Notified Body

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepetren, Tuzla, Istanbul, Turkey
Tel.: +90 216 593 25 75, Fax: +90 216 593 25 74

Web: www.kiwa.com.tr , e-mail: posta@kiwa.com
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Enclosure of the EC Certificate:

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, 4410S, 5510S, 5510V, 5510D,
5512§, 5512V, 5512D, 6610S, 6610V, 6610D, 6613S, 6613V, 6613D,
77125, 7712V, 7712D, 77158, 7715V, 7715D, 77175, 7717V, 7717D,
2000S, 2000V, 2000D

GOLDBERG

75, 75V, 1208, 120V, 160S, 160V, 250S, 250V, 250D, 300S, 300V,
300D, 4225, 422V, 422D, 550S, 550V, 550D, 675S, 675V, 675D,
8405, 840V, 840D, 1000S, 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 Models
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
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Muhtesem Gokhan Yiicel
Head of Notified Body

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepedren, Tuzla, Istanbul, Turkey
Tel.: +90 216 593 25 75 , Fax: +90 216 593 25 74

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