MEDITEN

Declaration of Conformity

C€

Type of device: Tissue Floatation Bath

Model: TFB 35

We hereby declare that the device named above has been designed to comply with all
applicable essential requirements of the listed directives of the European Parliament:

EU Directive 98/79/EC In Vitro Diagnostic Medical Devices
EU Directive 2014/30/EU Electromagnetic compatibility (EMC)

according to:

EN 61010-2-101:2017-10 Safety Requirements for IVD equipment
EN ISO 14971:2012 Risk Management
EN 61326-2-6:2013 EMC for IVD equipment
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