B A R n K S Hiperbarik Oksijen Tedavi Kabin Sistemleri Doc. No:
Hyperbaric Oxygen Treatment Chamber Systems 2024/CE/01

UYGUNLUK BEYANI
DECLARATION OF CONFORMITY
93/42/ AT TIBBI CIHAZ YONETMELIGI EK Il
93/42/EEC MEDICAL DEVICE DIRECTIVE ANNEX Il

Uriin Tanimi :  Hiperbarik Oksijen Tedavi Kabin Sistemleri

Description Hyperbaric Oxygen Treatment Chamber Systems
Tipler :  Ozmulti, O;mono, O;care, O.deco, Sabos
Types

Siniflandirma . Simif llb Kural 11 93/42/AT Ek 1X’a goére
Classification Class llb Rule 11 93/42/AT Annex IX

GMDN Kodu 12061

GMDN Code

Standardlar : EN 14931, TS EN 60601-1 /A2, TS EN 60601-1-2/A1, EN 14971
Standards EN 13485, EN 15223, TS EN ISO 20417, IEC 62304,
EN ISO 15001

Yonetmelikier 93/42/ AT
Directives 93/42/EEC

imalatgi z BAROKS Basing Teknolojileri San. Ve Tic. A.S.
Manufacturer

Adres :  Aydintepe Mh. Dingel Sk. No:1 Lider Plaza Kat:4
Address TUZLA/ISTANBUL- TURKIYE

Fabrika Adresi . Balgik Mah. 3237. Sok. No:12
Factory Address 41400 Gebze / Kocaeli, Tiirkiye

Onaylanmig Kurulus : Szutest Uygunluk Degerlendirme A.$
Notified Body

Kimlik Numarasi : 2195

Identification Number

Adres : Tathsu Mahallesi, Akif inan Sk. No:1,
Address 34774 Umraniye — Istanbul

EC Sertifika Numarasi :2195-MED-1416701
EC Certificate No

EC isaretleme Baslangig Tarihi:16.06.2014
EC Marking Start Date

Ustte adi gegen ekipmanin, yazili olan standart(lar)’in ve yénetmelik(ler)’in sartlarina uygun
oldugunu asagidaki imza ile beyan ederiz.
The undersigned declares that above named equipment confirms to the above Standard(s) and
Directive(s)
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Tarih / Date :  25.01.2024
Yer / Location :  BAROKS Basing¢ Teknolojileri San/ ¥e A IS N
. - - ncat oK é
Isim / Name :  Taner INCI No:1 Kat:4 TuzlaST.
Tel.:0216 394 10 20
Tuzla VD.: : /

Pozisyon / Position :  GENERAL MANAGER

Imza / Signature Mersis No:
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