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CERTIFICATE

kiwa

AT Sertifikasi
Tam Kalite Gilivence Sistemi

Tibbi Cihaz Yonetmeligi 93/42/AT Ek-11 Béliim 3

Sertifika Numarasi: 1984-MDD-21-814
Asagida bahsi gecen kurulusun tam kalite giivence sistemine ait incelemesinin,
tibbi cihazlara dair 93/42/AT yénetmeligi Ek-Il (B6lim 4 muaf tutularak)
gereksinimlerine gore yapildigini beyan ederiz. Tam kalite giivence sisteminin
yukanida bahsi gegen yonetmeligin ilgili kosullarina uygunlugunu tasdik ederiz.

Kurulug:

KOBE GAZ SiISTEMLERi SANAYi TICARET LiMITED $iRKETi

KAVAKPINAR MH. CEMIL MERIC CD. KORUMA SANAYi SiT.C BLOK NO.44
PENDIK /iISTANBUL/ TURKIYE

Uriinler: Hasta Basi Unitesi, Yogun Bakim Unitesi, Duvar Modiilii, Pendant, Gaz
Prizleri ve Jaklar, Vakum Regtilatorii, Yiiksek Basing Reglilatérii, Manometreli
Vana, Oksijen Terapi Cihazi, Flowmetre

Sertifika son kullanma tarihine kadar gecerli olup periyodik gozetim
denetimlerinin basan ile tamamlanmasina tabidir. Detaylar icin litfen Kiwa
Belgelendirme Hizmetleri’'ne basvurunuz.

Rapor No: M.5946.01
Son Gegerlilik Tarihi: 27 Mayis 2024

Kiwa Belgelendirme Hizmetleri A.S. Tibbi Cihaz Yénetmeligi 93/42/AT altinda bir
onaylanmis kurulus olup kimlik numarasi 1984'tiir.

MQM,,

Muhtesem Gékhan Yiicel
19 Mayis 2021, istanbul, Tiirkiye Onaylanmis Kurulus Bagkani

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepesren, 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.tr
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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-21-814
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:

KOBE GAZ SISTEMLERi SANAYi TICARET LIMITED SiRKETI

KAVAKPINAR MH. CEMIL MERIC CD. KORUMA SANAYi SiT.C BLOK NO.44
PENDIK /iISTANBUL/ TURKEY

Products: Bed Head Unit, Intensive Care Unit, Wall Gas Module, Pendant,
Medical Gas Outlet And Gas Probes, Vacuum Regulator, High Pressure Regulator,
Gas Pressure Valve, Oxygen Therapy Device, Oxygen Flowmeter

The certificate is valid till expiration date, subject to successful completion of
periodical surveillance audits. Please contact Kiwa for details.

Report Number: M.5946.01
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

axﬁ_ﬂwﬂ

Muhtesem Gékhan Yiicel
19 May 2021, Istanbul, Turkey Head of Notified Body

Kiwa Belgelendirme Hizmetleri A.$.

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.tr
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Kiwa Belgelendirme Hizmetleri A.§.
ITOSE 9. Cadde No: 15 Tepeéren Tuzla
Istanbul / Tirkiye

Tel: +902165932575
Faks: + 90 216 593 25 74
info b com.tr

vrww Yiwa Lom.tr

Sertifikalar periyodik ara denetimlerin
baganih ile tamamlanmass kaydiyla
gegeridir, Detayl bilgi igin yukandaki
numaralara bagvurulabilir,
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KOBE GAZ SiSTEMLERi SANAYi TICARET
LiMITED SIRKETI

KAVAKPINAR MAHALLES| CEMIL MERIC CADDES| KORUMA SANAYI SITESI C BLOK NO: 44
PENDIK - ISTANBUL - TURKIYE

MEDIKAL GAZ SISTEMLERI, HASTA YATAKBASI, YOGUNBAKIM VE PENDANT
UNITELERI, GAZ PRIZLERI VE JAKLARI, VAKUM REGULATORU VE VAKUM
KAVANOZLARI, BASING REGULATORU, OKSIJEN TERAPI CiHAZI, FLOWMETRE
TASARIM, URETIM VE SATISI

kapsaminda

EN ISO 13485:2016

Uluslararasi Tibbi Cihazlar Kalite Yénetim Sistemi Standardina uygun bir yénetim

sistemi kurmugtur.
“Standardin agagida verilen maddeleri hari¢ tutulmugtur”

#7.5.3"*7.5.5% "7.5.7" "7.5.9.2"
Sertifika No : M 11598
ik Belgelendirme Tarihi : 04 Mayis 2021
Sertifika Tarihi : 04 Mayis 2021

Son Gegerlilik Tarihi

: 03 Mayis 2024
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Genel Miidiir

Sertifika Son Giincelleme Tarihi : 04 Mayis 2021 - R 00

CamScanner ile tarandi
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KOBE GAZ SiISTEMLERI SANAYi TICARET
LIMITED SIRKETI

KAVAKPINAR MAHALLES| CEMIL MERIC CADDESI KORUMA SANAYi SITESI C BLOK NO: 44
PENDIK - ISTANBUL - TURKEY

DESIGN, PRODUCTION AND SALE OF MEDICAL GAS SYSTEMS, BED HEAD UNITS,
INTENSIVE CARE UNITS, PENDANTS, GAS SOCKETS AND JACKS, VACUUM
REGULATORS AND VACUUM JARS, PRESSURE REGULATORS, OXYGEN THERAPY

DEVICE, FLOWMETERS

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”

CERTIFICATE

7.5.3"*7.5.5" “7.5.7" “7.5.9.2"
Certificate No :M 11598
Initial Certification Date 104 May 2021
Certification Date : 04 May 2021
Expiration Date : 03 May 2024

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cadde No. 15 Tepedren Tuzla

Istanbul / Turkey dk: ! ‘M‘
Tel: +90216 5932575

Faks: +90 216 593 25 74

info@kiwa.com.tr General Manager

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,

Last Modified : 04 May 2021 - R 00

CamScanner ile tarandi
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