OparORTHODONTICS

General Information:
VALO® ORTHO is an LED curing light for the polymerization of light

® cured dental materials. With its broadband spectrum, VALO ORTHO is
VALO O RTHO designed to polymerize all light cured products in the wavelength range
. . of 395-480nm.
Curlng nght VALO ORTHO has a medical grade, international power supply and
is suitable for power outlets from 100 to 240 VAC. The handpiece is
designed to rest in a standard dental unit bracket or can be custom
mounted using the bracket included with the kit.

Product Components:

e 1-VALO ORTHO curing light with 7 foot / 2.1 meter cord

1 -9 volt, medical grade, international power supply with 6 foot / 1.8 meter cord and universal plugs
1 — Handpiece surface mounting bracket with double stick adhesive tape

50 - VALO Barrier Sleeves

1-VALO Light Shield

Overview of Controls:
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Instructions for Use:

1 - Connect the 9-volt power cord to the handpiece cord.

2 - Plug the power cord into any electrical outlet (100 -240 VAC).  The timing lights will illuminate
indicating the light is ready for use. The VALO ORTHO handpiece beeps when powering on.

3 - Place the VALO ORTHO handpiece into a standard dental unit mounting bracket or accessory
mounting bracket until ready to use.

4 - Select the desired mode: VALO ORTHO has 3 modes: Standard Power, Xtra Power, and Xtra
Power Quadrant. To change modes, hold the Time/Mode Change button for 2 seconds and
release. The Mode/Status light will change to the next mode.

NOTE: VALO ORTHO is programmed to cycle from the Standard Power to the Xtra Power to the Xtra
Power Quadrant mode in sequence. For example, to change from the Standard Power mode to the
Xtra Power Quadrant mode, it is necessary to cycle into the Xtra Power mode and then to the Xtra
Power Quadrant mode.

VALO ORTHO always stores its last completed timing interval in each mode and will default back to
that timing interval whenever the modes are changed, or if the unit is unplugged and loses power.

CURING MODE: Standard Power Mode - 1200mW/cm2
WARNINGS AND PRECAUTIONS

DO NOT look directly into the light output. Patient, clinician, and assistants should wear UV orange eye
protection when this device is in use.

DO NOT expose soft oral tissues and rubber dam at close proximity. Maintain a safe distance between
the lens and the soft tissue.

If a longer cure is needed, allow 10 seconds between consecutive cures or consider a dual-cure
product (composite or adhesive).

This unit is programmed for Orthodontic use. If using VALO ORTHO for any other dental procedures,
DO NOT exceed 10 seconds in the Standard Power mode.

For any other dental procedure: To avoid overheating the pulp, use two 10-second cures instead of a
full 20 second cure.



Mode Power Level Standard Power Mode - 1200mW/cm2
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To Change Time Press and release Time Button quickly to cycle through time options.
To Change Modes Press and hold the Time Button for 2 seconds and release. VALO ORTHO will cycle to the next Mode.

Legend Solid LEDs Blinking LEDs

TIMING INTERVALS: 5, 10, 15, 20 seconds

VALO ORTHO defaults to this mode when it is INITIALLY powered on. The green Mode/Status light is
on and the green Timing Lights are solidly illuminated.

To change timing intervals, quickly press the Time/Mode Change Button

Press the Power Button to cure. To stop curing prior to completion of a timing interval, press the Power
Button again.

CURING MODE: Xtra Power Mode - 3200mW/cm2

WARNINGS AND PRECAUTIONS

When using the Xtra Power mode, DO NOT expose soft tissue for more than 3, three second cycles.
DO NOT look directly into the light output. Patient, clinician, and assistants should wear UV orange eye
protection when this device is in use.

DO NOT expose soft oral tissues and rubber dam at close proximity. Maintain a safe distance between
the lens and the soft tissue.



Mode Power Level Xtra Power Mode - 3200mW/cm2
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To Change Time Press and release Time Button quickly to cycle through time options.
To Change Modes Press and hold the Time Button for 2 seconds and release. VALO ORTHO will cycle to the next Mode.

Legend Solid LEDs Blinking LEDs

TIMING INTERVALS: 1, 2, 3 seconds

To initiate Xtra Power mode:

From Standard Power mode, press and hold the Time/Mode Change Button for 2 seconds. The green
Timing Lights will illuminate and flash. The Status Light will illuminate as a flashing orange light,
indicating Xtra Power mode.

To change timing intervals quickly, press the Time/Mode Change Button.
Press the Power Button to cure. To stop curing prior to the completion of a timing interval, press the
Power Button again.

To return to Standard Power mode, press and hold the Time/Mode Change Button for 2 seconds,
release, hold for 2 seconds, and release.

CURING MODE: Xtra Power Quadrant Mode 3200mW/cm2

The Xtra Power Quadrant Mode is designed to allow the clinician to contiguously cure one quadrant or
five teeth without needing to remove the VALO ORTHO handpiece from the oral cavity. Each of the five

teeth will be exposed for 3 seconds followed by a 2 second rest.

WARNINGS AND PRECAUTIONS
In Xtra Power Quadrant mode, DO NOT expose soft tissue for more than 3, three second cycles. The
Xtra Power Quadrant mode has a 2-second safety delay to limit heating during consecutive curing. At



the end of the delay, beeping indicates the unit is ready for continued use. If a longer cure is needed,
allow 10 seconds between consecutive cures or consider a dual-cure product (composite or adhesive).

DO NOT look directly into the light output. Patient, clinician, and assistants should wear UV orange eye
protection when this device is in use.

DO NOT expose soft oral tissues and rubber dam at close proximity. Maintain a safe distance between
the lens and the soft tissue.

Mode Power Level Xtra Power Quadrant Mode 3200mW/cm2
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To Change Time Press and release Time Button quickly to cycle through time options.

To Change Modes Press and hold the Time Button for 2 seconds and release. VALO ORTHO will cycle to the next Mode.

Legend Solid LEDs Blinking LEDs

TIMING INTERVAL: 5 automatically timed continuous bursts of 3 seconds each (Note: there is a
2-second safety delay at the end of each curing cycle).

To initiate Xtra Power Quadrant mode:
From the Standard Power Mode, press the Time/Mode Change Button for 2 seconds, release, press
button again for 2 seconds, and release. All of the green Timing Lights will illuminate steady and the

orange Status Light will illuminate_and flash, indicating Xtra Power Quadrant mode.

Press the Power Button to cure. To stop curing prior to completion of a timing interval, press the Power
Button again.

To return to the Standard Power mode, press and hold the Time/Mode Change Button for 2 seconds.



SLEEP MODE: VALO ORTHO will go into POWER SAVE mode after 1 hour of inactivity, as indicated
by the green mode light blinking slowly. Press any button to wake VALO ORTHO and begin curing.
VALO ORTHO will automatically return to the last setting used.

Follow the guidance of the manufacturer of the light curing material you use in your office regarding
curing times and intensity of light needed (See Suggested Curing Card)

WARNINGS AND PRECAUTIONS

Read all instructions before operating this unit. The manufacturer accepts no liability for any damage
resulting from the improper use of this unit and/or for any purpose other than those covered by these
instructions.

USER/PATIENT SAFETY WARNINGS:

VALO ORTHO emits extremely high intensity light very similar to high intensity quartz halogen lights and
must only be used as indicated in this manual.

DO NOT look directly into the light output. Patient, clinician, and assistants should wear UV orange eye
protection when this device is in use.

DO NOT expose soft oral tissues at close proximity. Maintain a safe distance between the lens and the
soft tissue.

This uint is programmed for Orthodontic use.
For any other dental procedure: To avoid overheating the pulp, use two 10-second cures instead of a
full 20 second cure.

In Xtra Power Quadrant mode, DO NOT expose soft tissue for more than 9 seconds. The Xtra
Power Quadrant mode has a 2-second safety delay to limit heating during consecutive curing. At the
end of the delay, beeping indicates unit is ready for continued used. If a longer cure is needed, allow
10 seconds between consecutive cures or consider a dual-cure product (composite or adhesive).

PRODUCT SAFETY WARNINGS:

DO NOT autoclave.

DO NOT immerse in disinfectant, cleaning solutions, or any kind of liquid.
DO NOT immerse in any kind of ultrasonic bath.

PRECAUTION: This unit may be susceptible to strong magnetic or static electric fields, which could
disrupt the programming. If you suspect this has occurred, unplug the unit momentarily and then
replug it into the outlet.



Accessory Bracket Instructions

1- Bracket should be mounted to a flat, oil-free surface.

2- Clean surface with rubbing alcohol.

3- Peel backing off of the bracket’s adhesive tape.

4- Position bracket so the handpiece lifts upward when removed. Press firmly into place.

Maintenance and Cleaning

VALO ORTHO is a sealed unit with a sapphire-like hard surface and a scratch resistant glass lens. After
each use, moisten a gauze or soft cloth with an anti-microbial surface disinfectant and wipe the surface
and lens. Periodically check the lens for cured dental resins.

CAUTION: Ensure the VALO ORTHO lens asepsis by using VALO Barrier Sleeves. These sleeves have
been designed and optimized specifically for use with VALO ORTHO. In the event that dental resin
adheres to the VALO ORTHO lens, use a non-diamond dental instrument to carefully remove the resin.

If using a light meter, Opal Orthodontics by Ultradent recommends checking VALO ORTHO in Standard
Power mode. NOTE: The true numeric output will be skewed due to the inaccuracy of common light
meters and the custom LED pack VALO ORTHO uses. Light meters differ greatly and are designed

for specific light guide tips and lenses. Their main purpose is not to find an absolute value, but to test
consistency in repeated measurements.

ACCEPTABLE CLEANERS:

e Cavicide products

* |sopropyl alcohol-based cleaners

e Ethyl alcohol-based cleaners

® Lysol® disinfectant

e Other non-bleach and non-abrasive disinfectants or cleaners

DO NOT USE

e Strong alkali detergent of any type, including hand soaps and dish soaps.
® Bleach-based cleaners (e.g. - Clorox® , Sterilox® )

® Abrasive Cleaners (e.g. - Comet Cleanser® )

® Acetone-based cleaners (e.g. - nail polish remover, Goo-offTM )

* Methyl Ethyl Ketone

Troubleshooting Guide
If the solutions suggested below do not rectify the problem, please call Opal Ortho.



Problem

Light will not turn on

Light does not stay on for
desired time

Light is not curing resins properly

Technical Information
VALO ORTHO Lens
Effective Curing Wavelength

Light Intensity

Wand

Possible Solutions

1.

2.

3.

4.

Press the Time/Mode Change Button or Power Button
to wake from Power Save Mode.

Check that both cords are firmly connected together
and to the electrical outlet.

. Confirm power to the wall outlet.

. Check Mode and Timing lights for correct time input.
. Confirm all cord connections are fully seated.
. Unplug and re-plug power cord into the electrical

receptacle.

. Check lens for residual cured resins/composites. (see

“Maintenance and Cleaning”)

. Using proper orange UV eye protection, verify the LED

lights are working. Shine light onto white paper or
ceiling to verify that the 4 LEDs are working

(1 will be really faint)

Check power level with light meter. (See “Maintenance
and Cleaning)

Check expiration date on curing resin.

VALO ORTHO LED Curing Light

Diameter 9.6 mm

395nm - 480nm

Standard Power - 1200mW/cm2* (+/- 10%)
Xtra Power - 3200mW/cm27t (+/- 10%)
Xtra Power Quadrant- 3200mW/cm2t (+/- 10%)

Weight - 8 ounces/226 grams (with cord)
Length - 9.26 inches/23.5 cm

Breadth -.74 inches/1.9 cm

Width - .79 inches/ 2 cm

Cord length - 7 feet/2.1 meters

Ratings - CE, IEC 60601



Power Supply Output - 9VDC at 2A
Input - 100VAC to 240VAC
Rating - Medical Grade (UL, CE, RoHS, WEEE)
Cord length - 6 feet/1.8 meters

*As measured by a Demetron® L.E.D, Radiometer

1As measured by a spectrum analyzer

Den-Mat® Sapphire Plasma Arc Curing Light - Irradiance measured at 2,600mW/cm2 with a
spectrum analyzer

Warranty for VALO ORTHO units:

Opal Ortho hereby warrants that this instrument shall, for a period of 3 years**, conform in all material
respects to the specifications therefore as set forth in Ultradent’s documentation accompanying the
product and be free from any defects in materials/or workmanship. This warranty applies solely to the
original purchaser and is not transferable. All defective products are to be returned to Ultradent. There
are no user service components of the VALO ORTHO system. Tampering with VALO ORTHO will void
its warranty. Removal of the serial label from the cable cord will void VALO ORTHO’s warranty.

The VALO warranty does not cover customer caused damage. More specifically the warranty does not
cover the cord or the lens. For example; if a VALO is dropped and the lens breaks, the customer would
be responsible to pay for any necessary repairs. Also if the cord is vacuumed or rolled over and repairs
are necessary the customer would be responsible for the damage.

**With sales receipt indicating the date of sale to the dentist.



Legend Legenda Symbol

Legende Leyenda Merkkien selitykset
Légende Legenda Tegnforklaring
Legenda Forklaring — Aeldvra

Equipment provides against electrical shock

Das Gerét bietet Schutz gegen elektrischen Schlag.
Equipement protége contre les électrocutions.

Apparatuur biedt bescherming tegen elektrische schokken
Protezione da scosse elettriche

El equipo contiene proteccion contra choques eléctricos
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Ver Instrucciones
Consultar as instrucdes
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Patrz instrukcja obstugi

Federal law restricts this device to sale by or on the order of a dentist
\/erkauf oder Bestellung dieses Gerales sind aufgrund bundesrechtlicher
auf Zahnarzte
La loi fédérale limite la vente de cet appareil par ou sur ordre d’un dentiste.
de federale ing mag dit i alleen worden verkocht
door of in opdracht van een tandarts.
La legge federale americana limita la vendita di questo dispositivo ai dentisti o
per loro conto
La ley Federal restringe la venta de este aparato a/por orden de dentistas.

A venda deste dispositivo esté restringida a dentistas ou por ordem de dentistas.

Enligt federal (U.S.A.) lag fir detta verktyg endast séljas till eller bestallas av
en tandlakare.

Ifglge amerikansk lovgivning ma dette produkt kun szlges af en tandizge eller
efter dennes ordinering

Yhdysvaltain lain mukaan tata tuotetta saa myyda vain hammasldékari tai
hammaslaakarin méérayksesta.
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Prawo federalne zezwala na sprzedaz tego urzadzenia tylko dla dentystow
lub na ich zaméwienie.

Federal kanunlara gore bu cihaz sadece bir dis hekimi tarafindan veya

emnyle salllabxllr .
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Foderale lover begrenser salget av dette utstyret til eller pa bestilling av tannlege. SKELEFREIC LY, AESRIFERIEICREL CRSTNET



Western Europe Electronic and Electrical Disposlal Standard (WEEE) Vest Europeisk isk 0g elektrisk i (WEEE).
Européische Richtlinie iiber Elektro- und Elektronik-Altgerate(WEEE) TIpoturo Hhektpovuig kat HAextpuaig Amoppryng on Avtu
Western Europe Electronic and Electrical Dlspuslal Standard (WEEE) Evpawmn (WEEE)

West-Europese richtlijn inzake en CraHAapTHOIT 31eKTPOHIKY U 9IEKTPUYECKIX IIPUOGOPOB 1
_—— apparatuur (WEEE) 3anaJ.1HoM Esponst (WEEE)

Normativa relativa allo i di i pejska norma dotyczaca utylizacji zuzytych

ed elettriche in vigore per I'Europa occidentale (Western Europe urzadzen elektronicznych i elektrycznych (WEEE)

Electronic and Electrical Disposal Standard (WEEE)) Bat1 Avrupa Elektronik ve Elektrikli Atma Standard: (WEEE)

Descarte segun la Directiva Europea (CE) para Dispositivos (WEEE) il jeSll 5 i 5 SV e alaill st oAl el

Electronicos y Eléctricos (WEEE) EU | & X} & 7| M Z X 2| 7| & (Western Europe Electronic

Residuos de Equi Eléctricos e bnicos (REEE) and Electrical Disposal Standard: WEEE)

Vasteuropeisk standard géllande hantering av avfall som utgdrs av (BB FESERERESY (WEEE)

eller innehaller elektriska eller elektroniska produkter (WEEE)
Ifolge amerikansk lovgivning ma dette produkt kun szlges af en
tandlaege eller efter dennes ordinering

Séhko- ja elektronisen romun kerdysta koskeva standardi (WEEE)

W1M337% Western Europe Electronic and Electrical Disposlal
Standard (WEEE)
FENEBT - BRUHERFRINERAE  (WEEE)
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Manufactured by Tillverkad av Uretici
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estricts this device to sale by or on the order of a dentist.
For immediate reorder and/or fomp\ > descript ms of Opal Orthodontics product ling,
refer to Opal Orthodontics catalog or call Toll Free 1-888-863-5883.
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