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The medical devices are conform to the European harmonized standards under the Medical Device 
Directive 98/79/EC. 
The current checkup of European harmonized standards for Wellion GALILEO audio meters ac­ 
cording to EU Directive 98/79/EC was performed on September 15, 2023. 
The current status is summarized below: 

Harmonisierte Normen I Aktueller Stand per/ Current status per: 15.09.2023 
harmonized standards* 
EN ISO 13485:2016, EN ISO 15197:2015, EN 13532:2002, EN 13612:2002/AC:2002, EN ISO 

23640:2015, EN 13975:2003 

* I https :/ /eur-lex.europa.eu/lega 1-content/E N/TXT /?un=unserv:OJ. ll.2020.090.01.0033.0l. ENG&toc=OJ: L: 2020:090I :TOC 

Stand der Technik Normen I Aktueller Stand per/ Current status per: 15.09.2023 
State of the Art standards: 
EN ISO 13485:2016/A11:2021, EN ISO 14971:2019/A11:2021, EN ISO 15223-1:2021, EN ISO 

17511:2021, EN 62366-1:2015/A1:2020, EN IEC 61326-2-6:2021, EN 62304:2006/A1:2015, EN 

IEC 61326-1 :2021, ISO 18113-1 :2022, ISO 18113-3:2022, ISO 18113-5:2022 
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