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Revision Date

Olarak, modelleri ve GMDN Kodlar1 06.04.2020 ilk Yayin Tarihli TD.OD.TB.02 EK-1 Uriin Model ve GMDN
Kodu Tablosu’nda belirtilen “Medikal Oksijen Uretim ve Depolama Sistemi” cihazimiz icin;

As it is, models and GMDN Codes dated 04/06/2020 Initial Release TD.OD.TB.02 and specified in Annex-1
Product Model GMDN Code Table "Medical Oxygen Production and Storage System" for our device;

Relevant Harmonized Standards

EN ISO 13485: 2016

EN 62366: 2008

EN 15223-1:2016

EN 1041: 2008

EN 60601-1-6: 2010

EN 1SO 14971: 2012

EN 60601-1: 2006/A1:2013

EN 60601-1-2: 2015

EN 62304: 2006

EN 1SO 7396-1:2007/A1:2010

Other Regulations, Legislation and Guidelines

Meddev 2.7/1 rev.4: 2016

Meddev 2.12-2 rev.2: 2012

93/42/AT

Meddev 2.12-1 rev.8: 2013

NBOG 2010-1: 2010

2014/68/EU

EN 13348:2016

EN 286-1:1998+A1:2002+AC:2002

produced according to harmonized standards and;
Medical Device Directive 93/42/EC Annex Il (Except Article 4)

Full Quality Assurance System
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36271- Medikal Gaz Besleme Sistemi

Agiklama: Bir kaynaktan tibbi bolimiin ¢ikis ve girislerine basingli
tibbi gaz (oksijen, nitroz oksit, hava) ve vakum kaynagi saglamak
icin tasarlanmis bir sistemdir. Bir sistem bir gaz kaynagi, manifold
birimi, basing diizenleme ve alarm sistemi, boru sistemi, uzak ya
da yerel gostergeler, basing hafifletme vanalar, bélge vanalari ile
duvar ¢ikisi terminal birimlerinden olusabilir. Ayrica

Alarm, bélimlerine bakin.
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