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INTRODUCTION
Local regulatory requirements may apply to use or install the
products. You are responsible for understanding and complying
with all applicable legal and regulatory requirements and safety
recommendations prior to purchase, installation, and use of this
products.
CAUTION U S. Federal law restricts this device to sale by or
A on the order of a dentist, physician, or any other
practitioner licensed by the law of the state in which he or
she practices to use or order the use of this device.

NOTE consult the Instructions for Use (IFU) provided with
the product or contact the manufacturer

APPLICATION SPECIFICATION

Intended Use

A dental operating light is intended to illuminate the oral structures
and operating areas of dental patients during diagnostic and
therapeutic treatment by licensed health care professionals.

Intended Patient Population

There are no restrictions on patient population that may be treated by
dental light. The patient is not intended to be the user of dental light.

Intended Part of the Body or Type of Tissue Applied to or Interacted
With

Most often, the patient contact location is incidental contact with
exterior skin surfaces.

Intended User Profile

Dental Light is intended for use only by licensed dental or medical
practitioners for the purposes listed under the Indications for Use
and in accordance with the equipment’s Instructions for Use
document and applicable health and safety regulations and
recommendations

No dedicated training is necessary for the use of the equipment
apart from the reading of the Instructions for Use.
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Intended Operational Security Profile

Dental Light is intended for use within dental office operatories. No
special physical access restrictions beyond typical dental practice
restrictions to only clinicians or qualified service technicians.

Dental office networked product security is a joint responsibility
between stakeholders, such as device manufacturers, suppliers,
healthcare providers, integrators, operators, regulators and, in some
cases, patients.

Dental offices using connected equipment should also incorporate best
practice, state-of-the-art security practices. These office security
prevention and maintenance practices are necessary to protect your
patient records and your practice financial data from loss of data
confidentiality, data integrity, or device or data availability.

Security best practice may include network firewalls, on-board
malware detection and prevention on patient record systems, staff
security awareness training, software updates as requested by
software vendors, network access controls such as segmentation, user
authentication, least privilege, and privilege separation, among others.
Effective office security hygiene for a dental office is not typically any
different than for any other medical office or financial institution.
Nonetheless, cybersecurity awareness may not be within the expertise
of a private dental practice. If so, then consider employing the services
of a licensed or certified medical device product security specialist to
assist in specifying appropriate off-the-shelf standard security tools
and assisting with set-up, configuration, and ongoing maintenance.



Disclosure of residual risks
This product complies with relevant safety and performance
standards and has been designed with state-of-the-art design mitigations.
Nonetheless, mitigations cannot eliminate all risk of potential harm
to the patient and user when operating our products or any
products available.
Residual risks exist from the following:
— Device functional failures or misuse
& — Electromagnetic and electrical hazards
— Mechanical hazards (suspended masses, moving parts)
— Cleaning and cross-infection hazards
— Photobiological hazard

Incident Reporting
Report all serious incidents involving this equipment to Faro Spa. If the
incident occurs in the EU, also report to A-dec’s EU Authorized
Representative and the competent authority of the EU Member State in
which the user/ patient is established. Serious incidents may result
in:
— Life threatening illness or injury.
— Permanent impairment of a body function or body
structure.
— Medical or surgical intervention to prevent life
threatening illness or injury or permanent impairment
of a body function or body structure.

CAUTIONS

The following list is not a complete list of all “Cautions” that apply to
the product. Users are responsible for reviewing all Instructions for
Use, including product-specific Instructions for Use, and
installation guides provided with the products.

CAUTION Some technical documents, such as pre-installation guides,
kit installation guides, and service documents, may only be
available in English. Do not perform the activities outlined in these
documents unless the content is understood and followed.
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CAUTION Prevent electrical issues to avoid damaging equipment,
furniture, and floors, as well as potential for fire or smoke. Local
regulation may require licensed electricians to install utilities. All
utilities must conform to prevailing local codes.

CAUTION The manner and method for accessing utilities within the
wall is the responsibility of the dental dealer, architectural services,
and/or contractors. Utilities must be accessible without the use of
tools.

Warnings

Shock or burn Hazard
Do not perform service or maintenance on equipment
while in use.
Do not spray chemical agents directly onto the lamp.
Low voltage shocks are possible when removing service
covers over internal circuits. Only work on internal
circuits when powered if you are certain that they do not
carry facility power.
Take care not to damage any wiring or tubing when
removing or replacing covers. Verify that the covers are
secure after replacing them.
Take care not to damage any wiring or tubing when
removing or replacing covers. Verify that the covers are
secure after replacing them.

Falling of suspended masses hazard

When installing, always maintain the correct distance

A between the patient and the lamp in all positions.
To prevent injuries and/or product damages, use care
when moving the product into the range of motion and
cleaning.
Do not use wet wipes without squeezing them to remove
excess liquid.
Do not use detergents or disinfectants containing
ammonium hydroxide, hydrogen peroxide, ammonium,
chloride methylene, chloride, methyl alcohol.



warnings - continue

It is forbidden to use:
Abrasives, corrosives, acids, chloride or chloride

ions/phosphorous ions/cleaners based on trilene,
petroleum, white spirit or similar.

Do not overload the mechanical limit switches of the arms
and head. The arms are designed to assure the compliance
with Safety Factor of 8 defined in IEC 60601-1. Do not apply
any load to the dental light. Do not exceed the prescribed
maximum loads during operation.

Pantograph Arm length Breakage Load of joints
550 mm 20,5 Kg

Cross infection hazard
ij The user is required to use disposable covers on the

handles of the lamps or to disinfect them after each patient.

For surface disinfection, use appropriate disinfection
procedures as defined into Instructions for Use.

Photobiological hazard

Do not look at or direct the light beam directly into the
A patient's eyes, especially for patients with an increased risk

of eye damage (e.g., children, elderly patients with eye
diseases). In this case, always use appropriate protection
and precautions.
It cannot be excluded that patients who are particularly
photosensitive or who have taken photosensitizing
medication may experience erythema or allergic reactions
to light. In this case, discontinue the treatment and use
very low levels of illumination.

Premature activation of photopolymerizable dental materials,
This device emits white light that can induce premature
activation of photopolymerizable dental materials.

Use always cure-safe mode when using
photopolymerizable dental materials.
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Equipment Alterations Policy/Disclaimer

It is forbidden any modification or alteration of the device.

Any modification or alteration that expand the use beyond its design

and intended use, or override any safety feature may jeopardize

doctor, patient, or staff safety.

Modifications that alter the electrical or mechanical safety of dental

equipment conflict with construction file requirements and are not

sanctioned by the Manufacturer.

Examples of modifications that diminish safety design include, but

are not limited to:

— Alteration with equipment that is not from or sanctioned by the
Manufacturer.

— Rendering access to the line voltage without the use of tools.

— Modification of supporting elements that increase or shift loading
characteristics.

— The addition of any powered device that exceeds the design limits
of the dental system.

— The use of accessory equipment that does not comply with the
safety requirements of this device may lead to a reduced level of
safety of the resulting system.

It is the responsibility of the equipment distributor and the installer,

not of the Manufacturer, to comply with all building code

requirements in the installation of equipment.

It is the responsibility of the person(s) who requests, approves, or

performs any equipment modification or alteration to comply with all

safety requirements and recommendations.

The Manufacturer will not respond to inquiries on an individual

basis. Modifications or WARNING Shock hazard. Take care not to

damage any wiring or tubing when removing or replacing covers.

Verify that the covers are secure after replacing them alterations of

the device are at your own risk.

You will indemnify and defend the Manufacturer from any resulting

claims, including product liability claims, that may arise from any

alterations, modifications, or installation contrary to this policy.

Additionally, such modification or alteration voids applicable

product warranty and may invalidate UL, Nemko or other regulatory

agency approvals.



Safety Considerations for Accessory Equipment

WARNING The use of accessory equipment not complying with the
equivalent safety requirements of this equipment may lead to a
reduced level of safety of the resulting system, including potential
for serious injury or death from electrical shock, burns, or
interference with patient medical device function. Caution must be
used when connecting medical products to a multiple socket outlet
due to the combination of leakage currents between products when
the ground connection to the building is broken or disconnected.
Consideration relating to the use of accessory equipment shall include
evidence that safety certification of the accessory equipment has been
performed in accordance to the IEC 60601-1 standard along with any
national deviations.

Electrical connections to the device are not permitted unless the
combination of the accessory and the device has been evaluated to the
IEC 60601-1 standard along with any national deviations.

Anyone connecting equipment to the signal input or signal output
part is configuring a medical system and is, therefore, responsible for
ensuring that the system complies with the requirements of [EC
60601-1.

Do not connect non-medical equipment directly to mains power if
the non-medical equipment is intended to be isolated from medical
equipment using a medical grade isolation transformer or power
supply compatible with the input data of the device.

Preventive Inspection
Over time, normal wear and tear may affect the performance of the
equipment. You should periodically inspect the moving parts of the
device to ensure that plays and corrosion are not present.

Maintenance

Maintenance must be carried out only by specialized technicians
approved by the Manufacturer or by A-dec.
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Expected Service Life

Service Life* is the maximum length of time that the device may
remain functional under normal use (which is based on approximately
50 patients per week), with proper care, maintenance, and service.
Service Life does not include normal service “wear and tear”
components that are intended to be replaced from time to time, nor are
products guaranteed to last for the expected Service Life Service Life is
separate from the warranty period. There are no implied or explicit
extensions of the warranty period.

Product Category Service Life (years)

Dental Light 15

The actual Service Life of the device may be less, based on several
factors, including environment, manner and frequency of use, cleaning
and maintenance, frequency, and preventive maintenance frequency.
All products should be regularly inspected by a trained service
technician.

If you have general questions regarding the device, please contact
A-dec Customer Service or your local authorized A-dec dealer or
distributor.

*Service Life information is provided for general planning purposes
only and should not be relied

A-dec, Inc. Express Limited Warranty
The A-dec, Inc. Express Limited Warranty is available at
www.a-dec.com/legal /warranty.

For quick access, scan this QR code

If you would like to receive a physical copy of the
Instructions for Use please contact A-dec
Contacts available in Contact Information



http://www.a-dec.com/legal/warranty.

Product Identifiers

When you inquire about service, please provide the relevant product
identifier

This is the serial number (5/N), which is on the product serial tag.
The S/N code may appear in the following format: YY LD
NNNNNNN Where:

— YY:last two digit of the year, e.g. 25 means 2025

— LD: Family of Dental Lights

— NNNNNN: progressive number of the year.

Unique Device Identifier (UDI)

The Unique Device Identifier (UDI) contains both machine readable
and human readable formats. For descriptions of the GS1
Application Identifiers (Al), see the table below.

Al ‘ Data Content

01 Global Trade Item Number (GTIN)

21 Serial number

11 Production date (YYMMDD)

90 Company internal information: model
241 Customer Part Numbers Model

For other A-dec products, the relevant product identifier may be a lot
number. The number format may vary, but indicates what batch the
product was manufactured in.
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Product Cybersecurity Protections

Some A-dec devices connected to the dental light have remote

connectivity capability to enable remote software status and version

polling, software updates, or maintenance monitoring. Any device
connected to the network in your dental office should have state-of-the
art security controls to protect patient data and your practice financial
data. You should also control physical access to your touchpads and
other user interfaces, and USB drives to prevent unauthorized attempts
to access device configuration or sensitive data.

The following are security controls included in A-dec devices:

—  Patient and financial data: No patient data or practice financial data
are stored or passed through any A-dec device.

—  External USB Port: Some A-dec devices have external USB ports.
These ports are pass-through USB that enable connection to
powered accessories such as intraoral cameras. These ports do not
connect to A-dec equipment.

—  Internal USB ports: When available, internal USB ports will only
recognize and connect to A-dec authorized devices.

—  Wireless: Wireless capability is disabled until enabled at the device
user interface and then disables again automatically after a time out
for chairs and delivery systems. Standard network protocols and
data encryption help prevent cyber attacks and information
disclosure.

—  Ethernet: Similarly, any connection through Ethernet includes
state-of-the-art protections such as standard network protocols and
data encryption that help prevent cyber attacks and information
disclosure.



Identification of Symbols
These symbols appear on the actual product or are used in Symbol Description

documentation to alert the user about cautions, warnings, hazards, Caution. Failure to follow instructions may result in
or tips. product damage or minor injury. e.g.,, CAUTION: Do not
overtighten the adjustment screw. Overtightening could

Symbol Description break the screw (ISO 1000-0434B).

Certified by Nemko Inc. with respect to electric shock, fire and Attention. Failure to follow instruction§ méy result in
mechanical hazards only in accordance with ANSI/ AAMI product damage. e.g., ATTENTION: Circuit boards are
US| ES60601-1, CAN /CSA C22.2 No. 60601-1, and Amendment 1. sensitive to static electricity. Electrostatic Discharge
Conforms to applicable European Directives/Regulations (refer (ESD) precautions are req}l}red. Clrcu.lt.boards ?hOUld be
to Declaration of Conformity, Medical Device Regulation installed only by an electrician or qualified service person
[EU] 2017/745 Annex V). (ISO 60417-5134).

=

m
M

Refer to accompanying documents for additional information General mandatory action sign. Not a caution. Take note
(ISO 7000-1641) of additional important instructions. (ISO 7000-M001).

Date of manufacture (ISO 7000-2497). UDI —Identifies the carrier that contains unique device
identifier information (ISO 15223-1, Clause 5.7.10).

Manufacturer of equipment (ISO 7000-3082).

GS1 —Identifies the carrier that contains unique device

o =R IE3™

GSl1 identifier information.
Alternate Current symbol Vac (ISO 60417-5032).
- g'i‘- GS1 Data Matrix — Two-dimensional code that encodes
Double insulation. Class 2 device against electrical risk " 'l-: text or numeric data related to device identification (ISO
- 16022, Clause 6.3).
Model / Type Pressure limits. (I.SO 7000-2621)
@ Temperature limits (ISO 7000-0632)
aan/ | Relative Humidity limits (ISO 7000-
Model Number (Catalog Number) (ISO 7000-2493). 2620)
REF ey Protect the packaging from rain and high humidity
J
Serial number (ISO 7000-2498). i
SN I Fragile
MD Medical Device (ISO 15223-1, Clause 5.7.7). @ Regulatory compliance mark for Australia and New
Zealand (AS/NZS4417.1).
Electrical and electronic waste. Do not dispose of with domestic CH |REP Swiss Authorized Representative (MU600_00_016).
waste (ISO 60417-6414).
|
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Environmental Specifications

Temperature/Humidity

Temperature

Storage/ Transportation

Specification ‘

-20°F to 122°F (-29°Cto 50° C);
relative humidity: 10 - 95%.

Operating Temperature

50°F to 104°F (10°C to 40°C);
relative humidity: 10 - 95%.

Indoor Use

Altitude up to 2,000 m (6,563"), installation
category 11, pollution degree 2.

Classification of Equipment (IEC-60601-1)
Type/Mode @~ C(lassification

Construction In build equipment
To be electrically connected to a Dental Chair /
Dental Unit

Electrical Rating 24Vac £10% 50/ 60Hz;

Max Power: 0,5 A

Types of Shock Protection

CLASSIT EQUIPMENT

Recommended electrical
protection from the dental
unit

2 MOPP protection transformer IEC 60601-1
certified
Circuit Breaker 10 A

Protection against
electrical hazard

Class Il equipment

final classification of the Protection Class of
the Medical System is demanded to the
installation or to the manufacturer

Degree of Shock TYPE B APPLIED PART: None
Protection

Degree of Protection IPX0

Against Water Ingress

Mode of Operation CONTINUOUS OPERATION
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Type/Mode Classification

Connection to Mains

The dental light is connected to a dental
unit. Take care that the Dental Chair is
connected to a disconnection device i.e.
a multipolar device meeting the
requirements for clearance and
creepage distances according to IEC
61048-1 for a mains transient voltage of
4kV

Conformity to IEC 60601-1 of the
Medical System

In charge of the Installation

Flammable Gases

Not suitable for use in the presence of
a flammable anesthetic mixture with
air, oxygen, or nitrous oxide, where
such gasses may accumulate in
concentration (closed space).

A\

WARNING Connection of extension cords or multiple
socket outlets to the dental system may reduce the overall
safety of the dental system and is not allowed.

NOTE Mains connections shall be made by qualified
personnel in compliance with local building and electrical

codes.



Electromagnetic Compatibility

Electromagnetic Emissions

NOTE The emissions characteristics of this equipment make it
suitable for use in industrial areas and hospitals and also in a
residential environment (CISPR 11 class B).

Emissions Test Electromagnetic Environment -

Guidance
suitable for use in all locations.

RF Emissions CISPR 11
Harmonic emissions IEC 61000-3-2

Voltage Fluctuations/Flicker
Emissions IEC 61000-3-3

Electromagnetic Inmunity
Immumnity Test [EC 60601-1-2

Test Level

Electromagnetic Environment
Guidance

Electrostatic +8 kV contact Floors should be wood, concrete, or

Discharge ESD +2,4,8 15KV air ceramic tile. If floors are covered

IEC 610004-2 with synthetic material, the relative
humidity should be at least 30%.

Radiated RF 3V/m

Immunity 80% AM at1kHz

IEC 610004-3 80 MHz - 2700 MHz

Electrical Fast 12 kV for power supply | Mains power quality should be

Transient/Burst lines that of a typical commercial or

IEC 6100044 11 kV for input/output | hospital environment.

lines

Surge 11 kV line(s) to line(s) | Mains power quality should be

IEC 61000-4-5 12KV line(s) toearth | that of a typical commercial or
hospital environment.

Conducted RF 3VRMS

Immunity 80% AM at1kHz

IEC 610004-6 150 kHz - 80 MHz

Power Frequency |30 A/m Power frequency magnetic fields

(50-60 Hz) should be at levels characteristic of

Magnetic Field a typical commercial or hospital

IEC 61000-4-8 environment.
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Electromagnetic Compatibility Considerations for Accessory

Equipment

This equipment has been tested and found to comply with the limits

for medical devices in IEC 60601-1-2. These limits are designed to provide

reasonable protection against harmful interference in a typical medical

installation but cannot anticipate or guard against every potential

installation scenario.

In the event of interference with medical deliveries or medical devices,

to avoid risk of serious injury or death:

— Turn off the device and reconfigure to power the devices from
separate mains supplies.

— Remove interfering device from room.

— Plug interfering device into an isolated circuit.

— Increase separation between unit and interfering device.

— Contact your authorized A-dec dealer if interference persists.

CAUTION The use of accessory equipment (including cables and
transducers) not complying with the equivalent electromagnetic
compatibility (EMC) requirements may negatively affect
electromagnetic performance.

Considerations relating to the use of accessory equipment shall
include evidence that EMC certification has been performed in
accordance with the IEC 60601-1-2 standard along with any national
deviations.

CAUTION The use of accessories, transducers, and cables other than
those specified or provided by the manufacturer of this equipment,
could result in increased electromagnetic emissions, decreased

electromagnetic immunity of the equipment, and improper operation.

CAUTION The use of portable RF communications equipment near
the device may cause degradation of the product performance.

CAUTION Use of this equipment adjacent to or stacked with other
equipment should be avoided because it could lead to improper
operation. If such use is necessary, this equipment and the other
equipment should be observed to verify that they are operating
normally.



Technical Specifications

Requirement Value

Max illuminance 25.000 lux

Nature of the radiation Non ionizing radiation
Type of radiation Visible spectrum only
[Nlumination adjustment Discrete:

Min: 15.000 Lux
Med: 20.000 Lux
Max: 25.000 Lux

Typical colour Temperature 5.000 K

Color Fidelity Index 90

Size of light spot 190 mm x 100 mm
7,48 x 3,94 inches

Classification against IEC 62471

Class 1- labelling exempt

Actinic UV for skin and Eye @700 mm

<1,00 E -06 W/m2
Class exempt

Actinic UV for Eye @700 mm <1,00 E-02 W/m2
Class exempt

Retinal Blue @700 mm <1,00 E +04 W/m2
Class 1

Heat due to optical radiation <1,00 E +02 W/m?2

Class exempt

Camphorquinone weighted irradiance
in cure-safe mode

<1,00 E-01 W/m?2

Hard Shadow Max dimension

11 mm

0,43 inches

Typ. illumination pattern ISO 9680
Yellow: A area - 75% of I max

Red: B area - 50% of I max

Green: 10% of I max
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Decommissioning and Disposal California Proposition 65

Dental Light removed from service should be decommissioned in WARNING Cancer and reproductive harm. www.P65Warnings.ca.gov.

accordance with local regulatory requirements. Circuit boards and

electrical cabling should be recycled as electrical salvage. Aluminum, Contact Information

brass, iron, and steel components should be recycled as metal If you need a physical copy of this document or have a question that is not

salvage. Molded plastic components include mold marks indicating addressed in this document, please contact A-dec Customer Service at

the type of plastic and should be recycled accordingly. one of the following phone numbers:

Any material unsuitable for recycling should be disposed of - 1.800.547.1883 (within USA /Canada)

appropriately. For information regarding material type of A-dec - +1.503.538.7478 (outside USA /Canada)

equipment, please contact A-dec Customer Service. Customer service is available Monday through Friday, from5a.m. to5
p-m. Pacific Standard Time (PST).

RoHS/REACH

The Manufacturer device and processes comply with the following Product Documentation

regulations related to Materials Declarations and Substance This Instructions for Use document and other support documents are

Restrictions: available for download in the Resource Center at:

RoHS 2 (2015/863/EU) www.a-dec.com.

REACH (Regulation [EC] No. 1907/2006), Regulation (EC) No. For quick access to this document online, Okl O

765/2008 scan this QR code, which points to: :

The Manufacturer does not intentionally include in its products any a-dec.com/resource-center.

of the Substances of Very High Concern (SVHCs) identified in the

REACH Regulation. Under Article 33 of REACH, the Manufacturer

is required to notify its customers of the following SVHCs that exist

in A-dec products in concentrations greater than 0.1% of gross

weight:

—  Lead, CAS # 7439-92-1, used in various brass and electrical
components.

—  Octamethylcyclotetrasiloxane CAS 556-67-2 present in
Simulator valves.

—  Dodecamethylcyclohexasiloxane CAS 540-97-6 present in
Simulator valves.

—  Decamethylcyclopentasiloxane 541-02-6 present in Simulator
valves.

—  Bis(2-(2- methoxyethoxy)ethyl)ether CAS: 143-24-8 present in
soldered components.
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ardec

A-dec Headquarters

2601 Crestview Drive

Newberg, Oregon 97132 United States

Tel: 1.800.547.1883 within USA/CAN

Tel: +1.503.538.7478 outside USA/CAN www.a-dec.com

A-dec Australia

Unit 8, 5-9 Ricketty Street Mascot, NSW 2020 Australia
Tel: 1.800.225.010 within AUS

Tel: +61.(0).2.8332.4000 outside AUS

A-dec United Kingdom

Austin House, 11 Liberty Way

Nuneaton, Warwickshire CV11 6RZ England
Tel: 0800.ADEC.UK (2332.85) within UK
Tel: +44.(0).24.7635.0901 outside UK

A-dec, the A-dec design logo, and the trademarks listed at www.a-dec.com/legalltrademarks are trademarks of A-dec, Inc. and are registered in the
United States and  other countries. Other trademarks used herein may be daimed as the intellectual property of their respective owners. Further, certain
symbols and icons used herein are proprietary to A-dec, Inc. None of the trademarks, trade names, or proprietary symbols and icons used in this
document may be reproduced, copied, or manipulated in - any manner without the express, written approval of the trademark owner
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FaroSpa - Via Faro 15
20876 Ornago (MB) Italy
Tel +39 039 68781

www.faro.it
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