


Declaration of Conformity, Attached 1 

List of Products 

Brand Name/Model 

CareSens Dual Blood Glucose / Blood β-Ketone Monitoring System, 

Model GM01HAC 

- CareSens Dual Blood Glucose / Blood β-Ketone Meter, EDMA: 21 06 01 / 21 06 11

- CareSens PRO Blood Glucose Test Strips, EDMA: 11 70 01 01 00

- KetoSens Blood β-Ketone Test Strips, EDMA: 11 70 01 90 00

- CareSens PRO Glucose Control Solutions, EDMA: 11 50 90 90 00

- KetoSens β-Ketone Control Solutions, EDMA: 11 50 90 90 00

* Start of CE Marking: 2016-04-04



Declaration of Conformity, Attached 2 
 

List of Applied Standards 
 

 

Document Number Title of Document 

EN ISO 13485: 2016 Medical devices - Quality management systems -Requirements for regulatory purposes 

EN ISO 18113-1: 2011 In vitro diagnostic medical devices - Information supplied by the manufacturer 

(labeling) - Part 1: Terms, definitions and general requirements 

EN ISO 18113-4: 2011 In vitro diagnostic medical devices - Information supplied by the manufacturer 

(labeling) - Part 4: In vitro diagnostic reagents for self-testing 

EN ISO 18113-5: 2011 In vitro diagnostic medical devices - Information supplied by the manufacturer 

(labeling) - Part 5: In vitro diagnostic instruments for self-testing 

EN ISO 15223-1: 2016 Medical devices – Symbols to be used with medical device labels, labelling and 

information to be supplied – Part 1: General requirements 

EN 13532: 2002 General requirements for in vitro diagnostic medical devices for self-testing 

EN 13612: 2002 Performance evaluation of in vitro diagnostic medical devices 

EN ISO 23640: 2015 In vitro diagnostic medical devices. Evaluation of stability of in vitro diagnostic 

reagents 

EN ISO 14971: 2012 Medical devices - Application of risk management to medical devices 

EN ISO 15197: 2015 In vitro diagnostic test systems - Requirements for blood-glucose monitoring systems 

for self-testing in managing diabetes mellitus 

EN ISO 17511: 2003 In vitro diagnostic medical devices - Measurements of quantities in samples of 

biological origin - Metrological traceability of values assigned to calibrators and control 

materials 

EN 61010-1: 2010: 

Third edition 

Safety requirements for electrical equipment for measurement, control, and laboratory 

use – Part 1 : General requirements 

EN 61010-2-101: 2002 Safety requirements for electrical equipment for measurement, control and laboratory 

use. Particular requirements for in vitro diagnostic (IVD) medical equipment 

EN 61326-1: 2013 Electrical equipment for measurement, control and laboratory use. EMC requirements. 

General requirements 

EN 61326-2-6: 2013 Electrical equipment for measurement, control and laboratory use. EMC requirements. 

Particular requirements. In vitro diagnostic (IVD) medical equipment 

EN 60068-2-64: 2008 Environmental testing. Tests. Test Fh. Vibration, broadband random and guidance 

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

EN 62366: 2008 Medical devices - Application of usability engineering to medical devices 

 


