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SurgiTel®, A Division of General Scientific Corp.
VAL™ (Voice-Activated Light) Digital LED Headlight System

Limited Lifetime Warranty and 45 Day Trial Period - United States and Canada
“For more details and restrictions, please visit www.surgitel.com/support.

Warranty applies exclusively to purchases made within the United States and Canada.

General Scientific Corp. (“GSC") warrants VAL™ (Product) against defects in material or workmanship as
follows:

ORIGINAL PRODUCT: GSC will repair the product with new or refurbished parts, free of charge, in the
event of a defect or defects in materials or workmanship from the date of original purchase for the
following periods:

OPTIC:
5years

BATTERY HOUSING & ELECTRONICS / CABLE:
2 years

RECHARGEABLE BATTERIES*:
Expected Runtimes:
+ Atleast 4 hours upon delivery.
+ Atleast 2.5 hours one year after delivery.
*Warranty void if batteries are stored outside the safe temperature of under 35° C or 95° F. (Expected
wear and tear is not covered as this is a consumable product)

CASES:
+ While in transit to customer

REPAIRS: GSC will repair or replace defective parts with new or refurbished parts, free of charge. The
warranty of repairs is limited for a period equal to the remainder of the original limited warranty period
on the original product, or for ninety (90) days after the date of the repair or replacement, whichever is
longer.

WARRANTY DOES NOT INCLUDE:

+ Use of non-recommended cleaning products. Check the website for current recommended
cleaning procedure.

+ Any attempt to repair any SurgiTel product other than with SurgiTel.

+ Accidents / conditions of use considered abusive by GSC, including nicks and scratches on optical
surfaces.

+ Normal wear and tear of the product.

+ Deterioration or failure due to misuse or improperly following instructions and/or warnings found
in the user manual.

This warranty does not cover products sold AS IS or WITH ALL FAULTS. THERE ARE NO EXPRESS
WARRANTIES EXCEPT AS LISTED ABOVE. REPAIR OR REPLACEMENT AS PROVIDED UNDER THIS
WARRANTY IS THE EXCLUSIVE REMEDY OF THE PURCHASER. GSC SHALL NOT BE LIABLE FOR LOST
PROFITS, LOST SALES, LOSS OF USE OF THE PRODUCT, OR OTHER INCIDENTAL OR CONSEQUENTIAL
DAMAGES RESULTING FROM THE USE OF THIS PRODUCT, OR ARISING OUT OF ANY BREACH

OF THIS WARRANTY. ALL EXPRESS AND IMPLIED WARRANTIES, INCLUDING THE WARRANTIES

OF MERCHANTABILITY, FITNESS FOR A PARTICULAR PURPOSE AND TITLE, ARE LIMITED TO THE
APPLICABLE WARRANTY PERIOD SET FORTH ABOVE.

Some states do not allow the exclusion or limitation of incidental or consequential damages, or allow
limitations on how long an implied warranty lasts, so the above exclusions or limitations may not apply
to you. This warranty gives you specific legal rights and you may also have other rights which vary
from state to state. If a problem with this product develops during or after the warranty period, please
contact:

Customer Service Department Tel: 734-996-9200
77 Enterprise Drive, Ann Arbor, Ml 48103, USA Fax: 734-662-0520
www.surgitel.com
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1. Introduction

Thank you for choosing SurgiTel®! Your SurgiTel® LED headlight

is designed to meet the demanding needs of today’s clinical
professional. We recommend taking a few minutes to consult this
manual before using your VAL™ (Voice-Activated Light) Digital LED
Headlight System.

Indications for Use

The VAL headlight is an illumination device designed to be worn as a
visual aid, specifically for illuminating operating areas and enhancing
the visibility of anatomical features. It is intended solely for use by
qualified professionals.

Precautions

1.The headlight must be used only for the intended purpose
described.

2.Do not use the headlight if any component is damaged, loose,
detached, or missing. This includes light optic, cable, and battery
casing. Parts that are broken, missing, or worn should be replaced
promptly. If such a repair or replacement becomes necessary,
SURGITEL OR AN AUTHORIZED SERVICE DEALER SHOULD
PERFORM ALL REPAIRS TO THIS PRODUCT.

3.Do not aim the headlight directly at your eyes or at others
around you.

1.1. Getting Started

The VAL headlight can be attached to SurgiTel loupes or headband
with a dove tail adapter or clip adapter. (See 2.1 for loupe mounting
instructions.) To attach the VAL headlight to non-SurgiTel loupes,
optional mounting adapters are available. (See separate mounting
adapter instructions included with adapter for attaching.) Batteries are
shipped at a partial charge. Before first use, charge the battery

to 100%.

2. Maintenance and Adjustments

Storing the LED system in a safe place will prolong the life of the unit.
The following guidelines will help in sustaining the LED systems
useful life:

* Keep the optical face on the light unit from touching hard surfaces
which may cause scratches on the surface. Scratches on the
surface will diminish the light quality.



* If cuts or punctures are visible on the system'’s light cord, the LED
system is no longer safe to use; it should be taken out of service
immediately.

Figure 1 Figure 2

2.1 Mounting to Loupe

Through-the-Lens Dove Tail Adapter
Slide the dove tail into the adapter from the top as shown in Figure 1.

Front-Lens-Mounted Clip Adapter

Slide the clip adapter onto the FLM rack housing until it clicks around
the FLM pupillary distance (PD) knob (see Figure 2).

2.2 Hinge Tension

Your VAL LED Headlight comes with the hinge
set to optimal tension. However, the hinge may
loosen over time. To adjust the hinge tension
back to your preferred setting, follow the

steps below.

J

Step 1: Use provided hex key to remove hinge set Figure 3
screw (see Figure 3).

Step 2: Use two flat-head
screwdrivers (placed on each
side) to loosen/tighten the special screw
and nut. For a detailed instructional video,
please scan the QR code.

Step 3: Once desired tension is met, reassemble
and tighten the set screw.

watch video



2.3 Battery Cell Maintenance

To maintain optimal battery health, it

is advised to keep the battery charged
above 50%, or two battery indicator
lights. Avoid letting the battery fully drain,
as this can cause it to go dormant. A
dormant battery may become difficult

to recharge.

If the battery will not be used for longer
than 3 months, it is recommended to
remove the battery cell from the housing
unit (Figure 4). To properly remove the
battery cell please follow the steps below.

Step 1: Remove the screw caps and set
them aside. Use a small Phillips

screwdriver to remove the screws. Figure 4

Step 2: Remove the backing of the battery housing.

Step 3: Carefully remove the battery cell from the battery housing
unit. Store the battery cell in a cool dry place.

Step 4: Once the battery cell is removed reassemble the battery
housing unit.
2.4 Battery Cell Replacement

The cells in SurgiTel's battery packs are easily replaceable, providing
our customers with various advantages including convenience,
versatility, sustainability, and cost-effectiveness. Users can purchase
replacement cells as needed rather than investing in an entirely new
LED battery unit when the original cell degrades.

Step 1: Remove screw caps and remove screws off back panel with a
Phillips screwdriver.

Step 2: Remove used battery cell and replace with new cell.

Step 3: Reattach the back cover, screw it back together, and then
replace the screw caps.

Step 4: Charge new battery to full power before first use.



3. Operating Your VAL Headlight

Light Cord with Radio Frequency
and EM Protection
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Hold to Disable Voice Control
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3.1 Charging and Battery Level Indicator Lights

* Use the included USB-C charger
for fast charging. (Figure 5)

+ Charge time is approximately
3 hours.

* While charging, the light will
automatically turn off and
light indicators will light up
sequentially.

* When battery power drops
below 20% the first indicator Figure 5
light will blink and battery pack
will buzz every 5 minutes.




3.2 Battery Pack Controls and Voice Operation

To operate your device efficiently,
follow these instructions for
controlling the light and microphone
settings. See Figure 6 for a close-up
view of the battery unit, highlighting
the button controls and battery
indicator lights for easy reference.

* Press and hold the top button to
activate the light. Note that the
charger must be unplugged.

+ To deactivate the microphone,
press and hold the bottom button
until there is a buzz chime. To

reactivate the microphone, repeat
the same process.

+ To increase the brightness, press
the top button. When you press the
button to adjust the brightness, a
short beep sound is emitted.

+ To decrease the brightness, press
the bottom button. When you press
the button to adjust the brightness, a
short beep sound is emitted.

* The light has 4 brightness levels:
100%, 60%, 40%, 0%.

+ Once the light is turned on and
the microphone is enabled, saying
“SurgiTel Light” will turn the LED light

on and off. (See Figure 7 for microphone

location)

Figure 6

' Microphone

Figure 7

« If the light is left off for 1 minute, the battery unit will

automatically power down completely.

3.3 Cable and Routing

Two cables are available, a short 55cm and
a long 125cm cable. Note that the long
cable has a built in Radio Frequency and
Electromagnetic Interference filter.

Attach the light cord to the frame by sliding

O-rings

Figure 8



both O-rings onto the temple arm, as shown in Figure 8. For the
recommended method of routing the cable, refer to Figure 9.

Figure 9

3.4 Curing Filter

When working with light-
cured composites, it's
important to use the curing
filter. Unfiltered light from
the headlight can cause

the composite to cure
prematurely. The curing filter
consists of two parts: a black
bezel ring that attaches to the
end of the headlight optic,
and an orange filter that can
be flipped up or down as
needed during procedures (Figure 10). If the curing filter isn't needed
for your procedures, it can be removed from the headlight.

Figure 10

To remove the curing filter, use a screwdriver to loosen the screw on
the curing filter ring until it can easily slide off. Be sure that you do not
completely remove the screw.

4. Cleaning and Disinfecting

Your headlight is a precision optical instrument made from high-
quality materials. To maintain the longevity and optimal performance
of your VAL headlight, please follow these instructions for proper
cleaning and disinfecting. Noncompliant cleaning and disinfecting
methods may result in damage to the headlight and may void the
warranty.



4.1 Cleaning

* To clean your SurgiTel LED headlight, wipe down with a damp
cloth using room-temperature water, avoiding the open slots
located on the light unit.

* Dry thorougly.

* Do notimmerse LED headlight in water or any liquid, use hot or
cold water, avoid using running water on or near the open slots
located on the light unit. Doing so will void the warranty.

4.2 Disinfecting

* Clean the LED headlight before disinfecting. Ensure the
disinfecting cloth is thoroughly wrung out to remove excess
moisture. After disinfecting, make sure the LED headlight
is completely dried. For an up to date list of recommended

products, visit www.surgitel.com/help.

* Do not use sprays on or near open slots located on the light unit.
Do notimmerse the LED headlight in any liquid. Do not use any
disinfectants containing alcohol, hydrogen peroxide, ethanol,
ammonia, glutaraldehyde, iodophors, bleach, acid, phenol, or
acetone that have not been approved for use by SurgiTel. Do not
use an autoclave. Doing so will void the warranty.

4.3 Professional Loupe and LED Headlight Tune Up with
Detailed Cleaning

To keep your loupes and LED headlight working like new, we
recommend a tune up at least once a year. This will ensure that your
loupes are kept in great condition. To learn more about the U.S. and
Canada Tune Up Program, visit www.surgitel.com/loupe-tune-up. For
International customers, please contact your distributor for details.



5. Technical Data

Cable Length

Short 21.6" (55cm) | Long 49" (125cm)

Brightness (average)

70,000 Lux (Mini) | 45,000 Lux (Micro)

Spot Size (at 20")

4.5" (11.4cm) Diameter (Mini)
5.25" (13.3cm) Diameter (Micro)

LED Life (average)

10,000 Hours or 2-3 Years

Color Temperature

4,000K (Neutral) | 5,700K (Cool)

Weight of Headlight with Filter

16g (Mini) | 11g (Micro)

Weight of Battery Pack

89g

Dimensions of Battery Pack

30mm x 48mm x 85mm (WxDxH)

Electrical Class I

Battery Type Lithium-ion / 3.7v@3450mAh
Charge Time 3 Hours (5V@4A / 20W)
Capacity 3.7V@3450mAH

Charger Input Voltage Range

USB-C Type DC 4A @5V

Max Brightness: 4 Hours (3.7V@740mA)

Run Time Low Brightness: 8 Hours (3.7V@280mA)
EMC Standard EMS Standard-1EC 60601-1-2:2014
Safety Standards CE, FCC, ROHS

Operating Environment

Storage Temperature: -20~80°C
Operating Temperature: -10~50°C
Humidity: 10 to 75%

Atmospheric Pressure: 50 to 106 kPa

Protection

Over Voltage, Over Load, Short Circuit

Leakage Current

160uA Under




5.1 Troubleshooting

Control pack does not
turn on.

. Press and hold the up button for a minimum of 3 seconds.
. Battery voltage may be low or at zero volts.

Charge unit with the supplied 5V 4A USB-C charger for a
minimum of 3 hours.

. Remove and reinstall the existing internal battery cell.
4. If the usage time remains significantly reduced after charging or

the battery has been unused for over 6 months in a discharged
state, we recommend purchasing and replacing the battery cell.

Control pack does not
charge.

. Push the USB-C type charging connector in all of the way.
. Check to make sure the port and connector are clean and free

of debris.

. Test the charging unit on a secondary VAL control pack to

confirm it is functioning properly.

. If the battery cell does not charge or hold a charge, purchase a

new battery cell.

LED does not
illuminate, battery
pack indicator lights
areon.

. Unplug the light cord, inspect for damage, and reinsert the light

cord into the battery control unit and LED. Test with a second
cord to confirm that the cord is not faulty.

. Power down the unit, remove and reinstall the existing internal

battery cell.

LED light beam is
flickering.

. Unplug the light cord, inspect for damage, and reinsert the light

cord into the battery control unit and LED. Test with a second
cord to confirm that the cord is not faulty.

. Excessive plugging, pulling, or shaking of the connector while

the power is on can damage the LED control integrated circuit.
The control unit (Figure 7) should be sent in to be repaired or a
new control unit may be purchased.

Voice command no
longer functioning.

. Confirm that the microphone is not disabled by either powering

it off and back on or press the down button for more than 2
seconds.

. Open the unit and make sure no damage, including water

damage, has occurred inside the unit.

. Remove and reinstall the existing internal battery cell.

LED light beam is not
centered in magnified
area.

. Check that the dove tail adapter is seated correctly.
. See section 2.2 on how to tighten hinge tension.

LED light hinge is
loose.

. Check if any foreign substances have penetrated inside the

hinge. Remove the foreign substances and clean the hinge.

2. See section 2.2 on how to tighten hinge tension.
. Ifitis still loose, a new hinge may be purchased.

Light cord dislodges
easily.

. Make sure the cable ends are shaped correctly, and confirm

there is no debris in the connector port or cable. Check that the
cable fully sits inside the port.

. Test the unit with a second LED cable; the current cable may

need replacement.




6. Warnings

1. Improper use of the batteries can cause them to overheat, explode, or
catch fire, leading to serious injury. To prevent this, make sure to follow
these safety warnings carefully:

+ Do not modify control pack or power adapter.

* Protect from fluids or humid environments.

* Do not short circuit electrical contact.

+ Do not bring device near severe heat source.

+ Do not spray liquid or submerse in any liquid.

+ Stop using device, disconnect charger, and contact customer service
or your authorized SurgiTel distributor if device becomes excessively
hot or emits an odor.

2. Lithium-lon Battery

*+ Only use SurgiTel batteries.

+ Do not leave batteries unused for extended periods of time.

+ Do not leave battery completely drained to prevent battery from
going dormant. This may cause the battery to be unable to charge
and will reduce the charge capacity. It is ideal to keep battery above
50% charge.

*+ Rechargeable lithium-ion batteries have a limited lifespan and will
slowly lose their capacity to hold a charge, decreasing the runtime of
powered devices.

+ If you notice that you're charging the battery more frequently or
that your device isn't running as long as it should, please contact our
customer service or your authorized SurgiTel distributor to purchase
replacement batteries.

7. Disposal Instructions

of the batteries in accordance with national, state, and local

regulations or return it to SurgiTel for recycling. The European

Union Waste Electrical and Electronic Equipment (WEEE)
directive prohibits disposing of electrical and electronic equipment as
unsorted municipal waste. Instead, it must be collected and recycled
or disposed of separately. Electrical and electronic equipment contain
hazardous substances that pose potential risks to human health and the
environment if disposed of in municipal landfills not designed to prevent
the migration of these substances into the soil and groundwater. If you
need assistance with disposal, please contact customer support or your
authorized SurgiTel distributor.

E This device contains lithium-ion cells. Please recycle or dispose
L]
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Symbol Glossary

Symbol Symbol Title Explanatory Text
European conformity (CE)
European mark for Class | medical
Conformity

devices.

UK Conformity

UK Conformity (UKCA) mark
for Class | medical devices
(non-sterile, no measuring

cA function, and not reusable
surgical instrument).

égg;gglezr?gtive Indicates the authorized

EC| REP in the European representative in the
. European Community.

Community

égtcgglezr?gative Indicates the authorized
UK| REP Rep . representative based in

in the United . .

. United Kingdom.

Kingdom

Address of Indicates the medical device

Manufacturer manufacturer.

el 3

Waste Stream
Disposal Warning

Do not dispose of electronic
products with general waste.




The product complies with requirements of the EMC Directive 2014/30/
EU; Medical Directive 93/42/EEC. The product was tested accordance to

EMC standards EN 5501:2016/A11:2020 and IEC 60601-1-2:2020.
Tested To Comply with CE and UKCA Directives

UK| REP

Authorized UK Representative

AF Pharma Service UK LTD

Suite 140 Temple Chambers, 3-7, Temple Avenue, London EC4Y
ODA, England, UK« Tel: +44 (0)7862 223321

EC| REP

Authorized European Representative
AF Pharma Service Europe SL
Muntaner 281, Barcelona,

08021, Espafia * Tel: +34684988915

]

SurgiTel® a division of General Scientific Corporation
77 Enterprise Drive
Ann Arbor, M1 48103

PATENTS:
+ True color beam family optics and voice-controlled operation,
U.S. Patent Numbers: US 9,383,077 B2; US 9,494,299 B2,
US 12,000,549



SurgiTel

SurgiTel® is a division of General Scientific Corporation, USA
77 Enterprise Drive « Ann Arbor, MI 48103
www.surgitel.com
ISO 13485:2016 Certification
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