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UE DECLARATION OF CONFORMITY

Sulbiate (MB) – Italia 

DECLARES

under its sole responsibility that the medical devices

comply with the requirements of the Regulation (EU) 2017/75 of the European Parliament and of the Council of 5 

April 2017 on medical devices of Class I.

The intended purpose of the devices is the illumination of oral cavity  for treatments of preventive care, restoration, 

endodontics, oral surgery, implantology and periodontology. The intended users are only medical personnel authorized 

to perform dentistry treatments. The devices are not intended for profan users. The devices are intended for the follow-

ing types of patients: children (4-17 years), adults (18-75 years) and elderly (over 75 years), whose weight and clinical 

conditions to diagnose, treat and / or monitor are not relevant.

-

ized all measures to comply with the Directive 2011/65/EU as amended in Annex II by the Delegate Directive (EU) 

2015/863 for the devices listed above. The devices listed above do not contain, for the restricted substances regulated, 

higher concentration values in respect to those tolerated in the article 4 and in the Annex II of the Directive 2011/65/

EU as amended by the Delegate Directive (EU) 2015/863.

The manufacturer also states that this Declaration of Conformity is valid only in case: 

1. periodical servicing is performed only according to G.COMM’s instructions and by G.COMM’s authorised  

 personnel; 

2. no part of these products is replaced with spares which are not approved by G.COMM; 

 tion. 

 

Sulbiate, ______________

CEO

DI.CO.POL.21.00
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 INDEX

 SYMBOLS  USED IN THE MANUAL AND IN THE PRODUCT

 SAFETY WARNINGS

Before using the lamp, please read the instructions 

contained in this manual and please pay attention 

to the following indications:

-

-

-

-

-

laws applied for medical local;

-

EN 60601-1.

long period;

 INTRODUCTION

Thank you for purchasing the dental operating

light “POLARIS”.

-

INSTALLATION........................................................
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 Alternating Current     

 Ground

  Colour temperature Variation

  

 

 

 Separate collection of electrical and electronic devices

    /  
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FUNCTIONS

-

-

-

-

-

-

-

-

quent reduction of dentist eyestrain.

-

-

-

Please read the following thoroughly and strictly 

observe the operating instructions provided.

our Helpline +39 039 6060420.

DEVICE DESCRIPTION

-

-

-

-

-

-

DEVICE DESTINATION

-

medicine.

-

-

G.COMM declines all responsibility deriving from 

the incorrect or improper use of the lamp.

GENERAL HYGIENE RULES

While using this device always use individual

protection devices. This device is not protected 

against liquid penetration.

-
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TECHNICAL DESCRIPTION

SPECIFICATIONS

(Fig.1)
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DEVICE CLASSIFICATION

-

Device of class I according to directive 93/42/CEE 

-

-

ments. 

-

dard.
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Connector

green 0V

green 0V
connected

REF:

8671xxxxx 

8666xxxxx 

8668xxxxx 

86.H100xxxxx 

86.H600xxxxx 

ACCESSORES:

Surgical Cart  Cod. 83040000

Cieling mount  Cod. 82100011

82090000

Trolley   Cod. 83060000

86.C102.0000

- Standard   Cod. 86460000/F          

- Long   Cod. 86460000/FL

- Ceiling   Cod. 86570000/F          

- Standard   Cod. 86400000

- Long   Cod. 86400000L

- H90 standard   Cod. 86401000I

- H90 long   Cod. 86401000IL

- H90 standard ceiling Cod. 86411000I

- H90 long ceiling   Cod. 86411000IL

- Ceiling    Cod. 86410000

- Trolley   Cod. 86420000

 ESSENTIAL PERFORMANCE

-

-

-

 ELECTRICAL CONNECTION

Light head  (Fig.2a)

Operating light arm  (Fig.2b)

It is necessary to use an insulation transformer from

-

 The device must be installed only by autho-

rized technicians. 
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 Installation and all maintenance operations 

have to be always carried out with the lamp un-

plugged from the power supply (dental unit’s gen-

eral switch in OFF position).

“Lamp unplugged from the power supply” has 

to be always intended as the dental unit’s general 

switch set in OFF position.

Dental unit general switch must have a light 

indication (green light indicate ON status of power 

supply connection).

To avoid the risk of electric shock, this equipment 

must only be connected to a supply mains with 

protective earth.

INSTALLATION

-

120 200

8
0
0

2
5
0

3
6
0

470

PACKAGING 

M3 (Fig.4)

AWG 24.

(Fig.4).

Fig.2a/b)

M5

(6 Nm).

-

 A   

 Do not modify the device and its installation 

must be carried out exclusively by technicians au-

thorized by G.COMM as foreseen in the REPAIRS 

section.

 The grounding of the lamp arm must be car-

ried out by connecting to a ground system of a 

dental unit that complies with the requirements 

of EN 60601-1 and which provides for protection 

2

unit column

connection for protective 
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systems against involuntary loosening from the 

outside.

TROLLEY APPLICATION

01

          

02

       

01 - 

02 - 

03

03 - 

.

04

CABLE
FR OM AR M

GRAINS

04 - 

05

220v

CABLE
FR OM AR M

TRANSFORME R
220V- 1 /24VdC

05 -

POWER SUPPLY: 12-24 Vdc

CEILING APPLICATION

Assembly must be carried out by specialized 

technicians.

 The power supply to the room, where the 

installation will take place, must be disconnected 

during the works.

 Make an inspection of the room by evaluat-

ing the conditions of the ceiling, if it is able to 

withstand the weight of the application.

  Refer to Fig.C and Fig.D for the positioning 

of the base.

Fig.C

respective indications.

Fig.D.

Fig.E

 Fig.F

M8

M8 Fig.G

Fig.F

later stage.

O-ring 

Fig.I.
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-

VARIATION POLE LENGTH PROCEDURE

Fig.C and D.

Fig.L and 

Fig.M

compass.

N and O 

 AUXILIARY POWER SUPPLY OUTPUT

-

WALL MOUNT

 Assembly must be carried out by specialized 

technicians.

 The power supply of the room, where the 

during the work.

 Make an inspection of the room assessing 

whether the wall is able to support the weight of 

the application.

L

M

N

O
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(Fig.5)

 USE

(Fig.6).

supply connector 

I

O

 ATTENTION: Do not stare into beam when

light is on.

Sensor version. (Fig6/a) 

means of a sensor.

green led 
switch on

yellow led 

green led 
switch on

yellow led 

SENSOR AREA

LIGHT INDICATOR

green led switch on

yellow led 

green led 
switch on

yellow led 

 

switch on

switch on
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Toothmatching     Surgery

LUX adjustment 

(L potentiometer)

min minimum illumination level

L1        medium illumination level

COLOUR TEMPERATURE  adjustment 

(K potentiometer)

min         minimum colour temperature

K1-K2 medium colour temperature    

soft tissues contrast 

 ATTENTION

The above mentioned potentiometer position are

only suggested. The ability to perceive colour dif-

ferences is subjective and the required values for 

mentioned and from person to person.

clean. 

 Contact technical support if it is not possible 

to change the illumination levels of the lamp.

 Report any serious incident with the device to 

the manufacturer and the competent authority of 

the Member State in which the user and / or patient 

is established.

 It is recommended to keep all the original 

packaging and to repack the device every time 

avoid damage to the paint and external shells (for 

small movements, handle the instrument carefully, 

avoiding bumps and falls).

 ELECTROMAGNETIC COMPATIBILITY WARNINGS

Special precautions regarding electromagnetic com-

 The correct functioning of the Polaris dental 

-

dio communication devices.

In the presence of particular diagnostic or thera-

peutic devices the functionality of the lamp may 

not be guaranteed.

In order to assure the good working of the de-

vice, please use only the wires and cables shown 

in the following table. (TABLE 01)

The use of cables other than those for which 

the Polaris dental lamp was designed, with the ex-

ception of the cables sold by G.COMM as spare 

parts for internal components, can lead to a sig-

-

crease in emissions and / or decreased immunity.

 

An acoustic signal is emitted again.

same power supply voltage (Fig.6).

-

ometers (Fig.7).

 L

 tiometer).

K

 colour temperature.
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TABLE 01

TABLE 02

Electromagnetic Emission

Emission test Compliance Electromagnetic environment

 

Group 1 

uses energy only for its  internal

 
 

not to cause any interference in  electronic 
equipment. 

 

Class A 
is for use  in all 

 t and may e used  in domestic

 

and t  directly connected to 
low-voltage power supply  t supplies 

 

used  for domestic provided  t  f ollowing 

 

 ATTENTION 

equipment/system is intended for use y 
professionals only. device  may cause  radio 
interference  or may disrupt  t operation of  n
equipment. It may e necessary  to  mitigation 

 as re-orienting or relocating device or 

Harmonic 
emissions 

IEC 61000-3-2

 

Complies 

Voltage 
fluctuations/ 

 

emissions 
IEC 61000-3-3

 

Complies 

POLARIS  

POLARIS
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TABLE 03 Electromagnetic immunity
 is intended for use in electromagnetic environment specified 

IMMUNITY test

 

IEC 60601 TEST 
LEVEL 

Compliance 
level

 

Electromagnetic
environment

Electrostatic

 
 
 

 
 

 

 
 

 

 w
concrete or ceramic tile. 
If floors are covered w

 m  t
relative umidity 

 
 
 

 

 

 

 

power  quality 
 t  of a 

typical  commercial or

 
 

 
 

 

 
 

 
 

 

power  quality 
 t  o f a 

typical  commercial or

 

interruptions and 
voltage variations 
on power supply 

input lines

 

IEC 61000-4-11 

 
 

 

 
 

 
 
 

 
 
 

 
 

 
 

 
 

 
 
 

 
 
 

power  quality 
 t  of a 

typical  commercial or
environment. If 

user  requires 
continued operation 
during power  mains

it  i s 
recommended  t

is
powered  from an

 p ower

frequency 
magnetic  fields 

 a t levels 
of a typical

location in  a  typical
commercial or ospital 
environment. 

NOTE. UT 

POLARIS

POLARIS

supply lines

imput/output lines

for 0.5 cycles

for 1 cycle

for 25/30 cycles

for 250/300 cycles

for 0.5 cycles

for 1 cycle

for 25/30 cycles

for 250/300 cycles

30 A/m 30 A/m

supply lines

imput/output lines

IEC 61000-4-2

Transient or

electrostatic

trains

IEC 61000-4-4

pulses

IEC 61000-4-5

IEC 61000-4-8
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TABLE 04
Electromagnetic immunity

IMMUNITY test IEC 60601 TEST 
LEVEL

Compliance
level 

Electromagnetic environment 

IEC 61000-4-6

IEC 61000-4-3 

and communications 
equipment  s  used  no closer  to 
any part  of  including

 t recommended 
separation  distance calculated from 
equation  to frequency of

Recommended separation distance

 is output  power
rating  of transmitter in  watts
according to transmitter manufacturer 
and d  is recommended  separation 

from 
as  determined y an

electromagnetic  site 
a
 s

less  t  t compliance level  in 
frequency range.

Interference  may  occur  in vicinity  of 
equipment  m  w following 

NOTE 2 .  guidelines may not  apply in  all  situations. Electromagnetic  propagation is  affected y 

POLARIS 

POLARIS is intended for use in 

3 V rms

radio amateurs.

6 V rms

3 V/m

GHz

3 V

6 V 

3 V/m
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TABLE 05

POLARIS

Recommended separation distances between portable and mobile RF 

 
 i s intended for  use i n an e lectromagnetic  environment i n radiated 

 d  are controlled. customer  o r user can elp prevent
electromagnetic interference y maintaining a minimum distance and 

communications equipment transmitters) and  a s 
recommended according t o output power o f e communications 
equipment. 

Rated maximum 
output power of 

transmitter

 

Separation distance according to frequency of transmitter 
m 

 
0.01 .12 0.12

 00.1 0.37

 0

.37 0.74 

1 1.17  1.17 2.33 

10  3.69 3.69  7.38 

100 11.67 11.67 23.33 

transmitters rated at a output power not listed  t  recommended 
separation distance d in metres can e estimated using t equation to

frequency o f  w  i s output  power rating of t

NOTE 1.  At 80 Hz and 800 separation distance f or t  f requency
range applies.

 

NOTE 2.   guidelines may not apply in all situations. Electromagnetic propagation 

POLARIS

communications equipment and Polaris

a)

800 MHz to 2,7 GHz 

0.23

80 MHz to 800 MHz 150 KHz to 80 MHz 

  
 

 

 
 

 

from  f  as  stations for radio 

 

 and land m  r  amateur r and radio and TV roadcast

 

cannot e predicted t  w  accuracy. To assess electromagnetic environment due 
to f an  electromagnetic s ite survey  s  considered.  If measured

 

field  t  location in  is used  t
level e  to verify normal operation. If 
performance  is additional  measures  may e  s as  re-orienting or

 
 

 

which  POLARIS

POLARIS
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start 

position

open posi-

tion

1 2

3 4

 

Internal cast aluminum

 Do not use cables and transducers other than 

 The EMISSION features of device make it suit-

able for use in industrial areas and hospitals (CISPR 

11 class A). If it is used in residential environments 

(for which CISPR 11 class B is normally required), 

radiofrequency communication services. The user 

may need to take mitigation measures, such as re-

location or re-orientation of the device. “ 

 The Polaris dental lamp should not be used 

near or superimposed on others appliances; how-

ever if use near other equipment is necessary, 

which the device is used.

MAINTENANCE

-

-

Before performing any treatment, it is recom-

mended to clean and disinfect the device and dis-

infect / sterilize the handles according to the proce-

dure described below. 

 USE ONLY WATER. DO NOT USE ABRASIVE 

SUBSTANCES AND/OR MATERIALS -

-

(Fig.8)

(Fig.8)

 -

sary clean with soft air.

· handles: 

-

134°C. 

-

every time it gets dirty of organic material and/or at 

second pair supplied.

(Fig.9):
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 WARNING: if the mobile arm does not respond

appropriately to the stresses of the applied load 

open the door on the arm and gradually tighten 

the compression nut of the spring placed inside 

checking from time to time if the compression of 

the spring is adequate to balance lamp’s load.

annually by a specialized technician.

 

check the grounding of the lamp arm (Fig.4).

-

rect tightening torque (6 Nm) of M5 screw (see 

point 5 of INSTALLATION section).  

 Do not perform any maintenance operations 

when the lamp is powered. Carry out maintenance 

work with the lamp switch in the OFF position.

USE CONDITIONS  

TRANSPORT AND STORAGE CONDITIONS  

 REPAIRS

-

-

G.COMM s.r.l. is in no case responsible for repairs 

carried out by third parties or unauthorized person-

nel.

-

-

given. 

-

 WARRANTY

-

will result as defective.

designed;

-

etc.

-

-
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defects in manifacturing;

- improper installation;

- incorrect connection to mains or adeguate protection 

devices not installed;

-

Serial Number S/N position:

 WEEE WARNING

Disposal instructions

electrical and electronic equipment as well to waste 

disposal “

-

-

savings and to prevent potential 

-

-

-



G.Comm S.r.l.

info@gcomm-online.com

www.gcomm-online.com
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