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* Certification of DENTIS

- ENISO 13485:2016
- Relevant EC Regulation: REGULATION (EU) 2017/745

* Applied Standards

- 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 1041:2008/A1:2013, Information supplied by the manufacturer with medical devices

- EN'ISO 13485:2016, Medical devices — Quality management systems — Requirements for regulatory

purpose

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

- EN 60601-1:2006/A1:2013, Medical electrical equipment — Part 1: General requirements for basic

safety and essential performance

- EN 60601-1-2:2015, Medical electrical equipment — Part 1-2: General requirements for basic safety

and essential performance - Collateral standard: Electromagnetic disturbances — Requirements and
tests

- EN 60601-1-6:2010, Medical electrical equipment-Part 1-6: General requirements for basic safety

and essential performance - Collateral Standard: Usability

- EN'ISO 7010:2019, Graphical symbols — Safety colors and safety signs-Registered safety signs
- EN 62471:2008, Photo biological safety of lamps and lamps systems
- EN 62366-1:2015, Medical devices — Application of usability engineering to medical devices

- |IEC 60601-2-41:2009/A1:2015, Medical electrical equipment — Part 2-41: Particular requirements for

the basic safety and essential performance of surgical luminaires and luminaires for diagnosis

- |EC 62133:2012, Secondary cells and batteries containing alkaline or other non-acid electrolytes -

Safety requirements for portable sealed secondary cells, and for batteries made from them, for use
in portable applications

- |EC 62304:2006/A1:2015, Medical device software, Software life-cycle processes
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Immunity test EN 60601-1-2:2015 Compliance
Electrostatic Direct: = 8 kV Contact
Discharge( ESD) £2KkV, £4KkV, 8KV, £15kV Air Complies
I[EC 61000-4-2 Indirect: + 8 kV HCP/VCP
Radio Frequency 3V/m @ 80 MHz ~ 2.7 GHz .
Electromagnetic Fields 80 % AM at 1 kHz Complies
IEC 61000-4-3 °
Frequency (MHz) Modulation Immunity Level (V/m)
385 **Pulse Modulation: 18 Hz 27
450 *FM + 5Hz deviation: 1 kHz sine 28
710
745 **Pulse Modulation: 217 Hz 9
780
Proximity fields from 810 ;
y. 870 **Pulse Modulation: 18 Hz 28
RF wireless 930
communications 1720 » ) Complies
equipment 1 8471(5) Pulse Modulation: 217 Hz 28
IEC 61000-4-3 2 450 *#*pylse Modulation: 217 Hz 28
5240
5500 **Pulse Modulation: 217 Hz 9
5785
** The carrier shall be modulated using a 50 % duty cycle square wave signal.
* As an alternative to FM modulation, 50 % pulse modulation at 18 Hz may be used
because while it does not represent actual modulation, it would be worst case.
Voltage AC/DC power ports Signal ports
Fast Transients Test voltage £2KV £1KV i
IEC 61000-4-4 2 Complies
- 100 kHz repetition frequency
Voltage Power lines
Surges . ) )
Line to Line: = 0.5kV, £ 1kV Complies
IEC 61000-4-5 Test voltage Line to ground: £ 05 KV, £ 1KV, £ 2 kV
RF Continuous 3V @015 MHz ~ 80 MHz
Conducted 6V @ in ISM bands between 0.15 MHz and 80 MHz Complies
IEC 61000-4-6 80 % AM at 1 kHz
Power Frequency
Magnetic Fields 30 A/m @ 50 Hz or 60 Hz Complies
IEC 61000-4-8
+ Voltage Dips
0 % UT; 0,5 cycle At 0% 45° 90° 135° 180° 225° 270° and 315°
0 % UT; 1 cycle and 70 % UT; 25/30 cycles Single phase: at 0°
Voltage Dips, - Voltage Interruptions
Interruptions, and 0 % UT; 250/300 cycle .
Variation's Complies
IEC 61000-4-11 + Voltage Variations
Frequency (Hz) Ranges
50 49, 50, 51
60 59, 60, 61
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CEILING VERTICAL ARM 46
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