


Products Covered By This Certificate

Reorder 
Code Description

Sterilization
Method

Date 
Approved 
for CE

15 Hampshire Street 
Mansfield, MA  02048
Tel:  508-261-8000
Fax:  508-261-8461
www.covidien.com

GMDN 
Code Rule

Measuring 
Function

G1 074735 0083EC Certificate:

AnnexIIaClass II excluding (4)

303013 Genius 3 Tympanic 
Thermometer and Base

Non 4/17/2018Infrared patient 
thermometer, ear 
[17887]

10Yes

Page 1 of 1Product List -Tech File: RE00135119



Unless otherwise indicated, full conformance to listed standards is assumed  
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Standards List for  
RE00135119 – Genius™ 3Tympanic Thermometer 

 

Standards to Which Conformity is Declared: 

STANDARD: STANDARD TITLE: VERSION:  

EN ISO 13485 Medical devices - Quality management systems - Requirements for regulatory 
purposes 

2016 

EN ISO 14971 Medical devices - Application of risk management to medical devices 2019 

ISO 10993-1  Biological evaluation of medical devices - Part 1: Evaluation and testing within 
a risk management process  

2018  
 

EN ISO 15223-1 Medical devices - Symbols to be used with medical device labels, labelling and 
information to be supplied - Part 1: General requirements 

2016 

EN 1041 Information supplied by the manufacturer of medical devices 2008/A1:2013 

ISO 80601-2-56  
 

Medical Electrical Equipment – Part 2-56: Particular Requirements for Basic 
Safety and Essential Performance of Clinical Thermometers for Body 
Temperature Measurement  

2017  
 

EN 60601-1 Medical electrical equipment - Part 1: General requirements for basic safety 
and essential performance 

2005/A1:2012 

EN 60601-1-2 Medical electrical equipment - Part 1-2: General requirements for basic safety 
and essential performance - Collateral Standard: Electromagnetic disturbances 
- Requirements and tests 

2015 

EN 60601-1-6 Medical electrical equipment - Part 1-6: General requirements for basic safety 
and essential performance - Collateral standard: Usability 

2010/A1:2013 

IEC 60601-1-11  

Medical Electrical Equipment- Part 1-11: General Requirements for Basic 
Safety and Essential Performance- Collateral Standard: Requirements for 
Medical Electrical Equipment and Medical Electrical Systems used in the home 
healthcare environment  

2015 

EN 62304 Medical device software - Software life-cycle processes 2006/A1:2015 

EN 62366-1 Medical devices - Application of usability engineering to medical devices 2015 

IEC 60529  Degrees of protection provided by enclosures (IP Code)  1989/AMD1:1999/A
MD2:2013  
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