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English EC Declaration of Conformity

Name: Gram BioUltra
Model: UL570
Refrigerant: R404, R508 (R290 as additive)

To which this declaration relates, is in compliance with all the applicable essential requirements, and other provisions of the European
Council Directive.

Directive of the European Parliament and of the Council:
- Directive for Machinery 2006/42/EC

- Low Voltage Directive 2006/95/EC
- EMC Directive 2004/108/EC

- RoHS 2002/95/EC
Product compliance has been demonstrated on the basis of:
Harmonized Standards: Text:
EN 60601-1-1:2005 Medical electrical equipment - Part 1-1: General requirements for safety - Collateral
standard: Safety requirements for medical electrical systems
EN 60601-1-2:2007 Medical electrical equipment - Part 1-2: General requirements for basic safety and

essential performance - Collateral standard: Electromagnetic compatibility -
Requirements and tests

DS/EN 60601-1-6: 2010 Medical electrical equipment - Part 1-6: General requirements for basic safety and
essential performance - Collateral standard: Usability

EN 60335-1:94 + A11:95 + A1:96 + A12:96 + | Safety of household and similar electrical appliances

A13:98 + A14:98 + A15:00 + A2:00. Part 1: General requirements.

EN 60335-2-24:00 + A11:04 Safety of household and similar electrical appliances
Part 1: Particular requirements for refrigerators, food freezers and ice-makers.

EN 60704-1:1997 Household and similar electrical appliances - Test code for the determination of
airborne acoustical noise - Part 1: General requirements

EN 28960:1994 Refrigerators, frozen-food storage cabinets and food freezers for household and similar
use - Measurement of emission of airborne acoustical noise

DS/EN 3744:1995 Acoustics - Determination of sound power levels of noise sources using sound pressure
- Engineering method in an essentially free field over a reflecting plane

DS/EN ISO 9001:2008 Quality management systems - Requirements
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John B. S. Petersen
Approval Manager
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