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1. Safety

1.1. Terminology

Various Warnings, Cautions, Recommendations and Notes are presented throughout this manual. Explanations and the corresponding
symbols are:

1 Warning: Specific or potential danger. If ignored or compromised, the situation could result in serious injury. Warning statements
- are preceded with a yellow symbol.

Caution: Possible problem with the device associated with its use or misuse. Problems include, but are not limited to, device
el malfunction, device failure, or damage to the device. Caution statements are preceded by a black-and-white symbol.

1.2. Laser Safety

Each facility and user of the laser device should follow all local laser safety requirements.

Recommendation: Offers guidance for the optimal application and usage of the device.

Note: Describes the conditions or exceptions that may apply to the subject matter presented. x

Federal, state, and local regulations as well as national and international standards should be considered when developing laser safety
programs.

Each person using the laser system must have completed basic laser safety orientation and proficiency training prior to operating the laser

Recommendation: Designate at least one person at each facility that uses this laser system as the Laser Safety Officer, responsible for
providing training on all operating and safety procedures and for monitoring and overseeing control of all laser hazards.

system.

1 Warning: This laser device is sold solely for VETERINARY, INDUSTRIAL, OR SCIENTIFIC purposes only! Under NO
=2 circumstances should this laser system be employed as a medical device for human use.

1.3. Laser Treatment Controlled Area (LTCA)

Select a secure and well-ventilated location in which to install and operate the laser system. The location should be “light-tight” (not have
windows or viewing ports) and should have a single lockable door access. The access door should be closed and locked from the inside
throughout the entire treatment with the laser system.

If the door is equipped with an interlock switch, the door can be connected to the remote interlock on the laser system — See Section 1.5.3.
When the treatment door is opened during a treatment, the laser will stop emission, produce an error message, and return to Standby mode.
If you choose to set up your laser system in a multi-use area, a blocking barrier, screen, or curtain, certified for blocking the laser beam,
must be used to create a smaller area inside a larger room. The barrier should be set up to simulate a “light-tight” room with single entry
access as described above.

Warning: Always post a laser safety sign on the outside of the treatment room door or single access point when the laser is in
= use.

1.4. Fire and Explosion Hazards

Warning: Do not operate this laser system in areas that have explosion hazards such as flammable materials, gases or
substances. A fire or explosion could occur. The laser beam can ignite most nonmetallic materials. A fire extinguisher should be
readily available.

1.5. safety Features

The laser system has multiple safety features. All individuals who use this laser system should be trained and made aware of the following
features:

1.5.1.Emergency Stop Button

This button (Figure 1) is located on the front of the laser system. Push the button to turn off all electrical power to the device's
microprocessor and laser-emitting components in case of an emergency.

1.5.2.password Entry Figure 1

The laser system is equipped with a password entry as the key control that is required after powering on the device, to prevent unauthorized
access to the system.

1.5.3.Remote Interlock Connector

[l

The laser system is equipped with a remote interlock connector (Figure 2) located on the back of the device. The
remote interlock connector stops laser emission when the terminals of the connector are open.

<

The mating connector (as shown in Figure 2) MUST be inserted (or remote interlock circuit closed / door closed) for "
the laser system to emit. Figure 2

1.5.4.Laser Emission Indicators
When the laser system is emitting, an EMISSION! indicator (Figure 3) will appear on the touch screen and flash.
Figure 3
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The LED (Figure 4) next to the power button on the front bezel illuminates to indicate the state of the laser.
When off, the laser is considered to be in a safe state - Standby. While transitioning from Standby to Ready [
mode, the LED blinks. When in Ready mode, it is constantly illuminated. While emitting, it blinks.

Figure 4
In addition, there is a red aiming beam that emits from the hand piece while in Ready and Emission modes which provides
a visible indication of the treatment location.

Lastly, there is an audible warning during Emission that is a stead tone, or continuous beep, depending on the system settings. The audible
warning sounds six times during the six second transition from Standby to Ready mode.

1.5.5.Unattended Protection

If the laser system is left in Ready mode for 100 seconds without any input, the system will automatically return to Standby mode.
1.5.6.Internal Laser Energy Monitor

To prevent over-exposure hazards due to excessive laser power, the laser system continuously monitors the output current of the diodes to
ensure they are within the factory calibration settings. If it is detected that the electrical current levels exceed the upper limit that would result
in 20% greater power output than selected, the laser will stop emission, display an error message, and return to Standby mode.

1.6. Laser Safety Eyewear

ANYONE in the Laser Treatment Controlled Area (LTCA) during laser treatment MUST wear the
laser safety eyeware that is provided with the laser system. The eyewear has an optical density
(OD) rating >5.0 for 808 nm AND 980 nm wavelengths, as identified on the lenses (Figure 5).
Animal patients may wear protective laser eyewear provided by the manufacturer, i.e. Doggles,
(Figure 6) or may have their eyes covered with other completely opaque shielding. Additional
protective eyewear can be purchased from the company webstore.

s« st 00 =+ - ]
S £

Figure 5 % elon )
Figure 6
2. System Set-Up
I Caution: ALWAYS turn the laser system OFF and unplug the power cord from the wall outlet before lifting, moving, or relocating.

eoa

2.1. Location

Select a secure and well-ventilated location in which to install and operate the laser system (see Section 1.3 for description of Laser Treatment
Controlled Area).
The device should be within 1.8 meters (6 feet) of an available 100-240 V electrical outlet.
Select a flat hard surface that can adequately support the laser system.
Ensure adequate airflow around the laser system. The laser system is air-cooled and designed for use in a well-ventilated location.
There must be a minimum 10 cm (4 in) clearance around the back of the device.
An appropriate fire extinguisher should be readily available.

Warning: Do not operate the laser system in areas with explosion hazards such as flammable materials or gases.

Ala
2.2. Unpacking and Initial Set-up

Step 1. Carefully unpack the laser system and its accessories from the shipping carton.

Step 2. Inspect the laser system carefully for any damage, such as cracks, dents or bent parts.

Step 3. If items are missing or damaged, call Customer Care. Also, please notify the carrier if the damage appears

to have occurred during shipping and retain packaging for evidence. WARRANTY
VOID
Caution: If the Warranty Seal Label (Figure 7) is not found on the bottom of the device or is broken, DO NOT IF SEAL

Al operate the device. Call Customer Care. S BROKEN

Step 4. Connect the external power supply to the laser system making sure that the cord is

Figure 7

correctly aligned. With the flat side of the cord facing up, plug the external power supply
into the DC input on the back of the laser system (Figure 8).

Figure 8
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Caution: Do not force the external power supply cord into the DC input in the incorrect orientation (i.e. upside down). This will

hca damage the pins and the unit will not charge properly.

Step 5. Plug the AC power cord into the power supply.

Step 6. Once the power connection is secure, plug the AC power cord into a 100-240V grounded outlet. A green light on the power
supply will illuminate (signaling active source power connection). If the laser system is off, the battery will charge provided
the laser system, power supply and wall outlet connections are secure.

Step 7. Charge the unit for approximately 2-2.5 hours.

Recommendation: Fully charge the battery before use. The laser system ships with the battery only partially charged.

2.3. Battery Use and Charging

1 Warning:

[ LF Y

Do not modify the battery or attempt to insert foreign objects into it.
Do not short circuit the battery, keep away from metallic items.
Do not immerse the battery in water or get the battery wet.

Note: When the external power supply is connected to the laser system, the battery icon will blink green to indicate it is charging the battery.
To determine the battery charge level, the power supply must be unplugged from the rear of the device.

I Caution:

Use of this battery in other devices could result in damage to the device or battery.

The temperature range for charging this battery is 10 °Cto 32 C (50 Fto 90 F). Do not charge the battery outside of this

range.

Do not store the battery at temperatures above 70 C (158 F), such as inside a car on a hot day or in direct sunlight; this

may damage the battery.

Avoid dropping the battery. If you suspect the battery or device is damaged, contact Customer Care.

Do not disassemble, open, crush, bend, deform, puncture, shred or burn the battery.

When the laser system is turned on, there is a battery icon in the upper right corner of the display screen. The battery icon will indicate the
amount of charge in the battery. When the unit is connected to AC power (mains/wall outlet), the battery icon will appear fully green and blink
to indicate it is charging. When unplugged, the icon will change color form green to amber to red as the charge is depleted. When the battery
icon is red and blinking, the battery needs to be recharged.

2.4. Replacing the Battery

If the battery is not charging as expected, contact Customer Care for further troubleshooting to determine if a

replacement is needed.

If it is determined the battery needs to be replaced, follow the below steps for removal and replacement of the

battery.
Step 1. Turn laser off. Turn the laser over and place it on a hard, flat surface. Remove
the battery cover by turning the finger locks. (Figure 9)
Step 2. To remove the old battery, grab the removal strap and pull straight up. (Figure 10)
Step 3. With the arrow on the battery pointing to the front of the unit, insert the new battery
into the battery compartment.
Step 4. With even pressure, fully seat the battery into the
battery compartment.
Step 5. Replace the battery cover and secure the finger locks. The battery cover will fit tightly
to hold the battery in place.
RSR-000929-000 (0) User Manual — CTX

Caution: Replace the battery only with an authorized replacement battery. These batteries have been tested in accordance with
applicable safety standards.

Warning: Discarded batteries may create a safety hazard. Before disposal, cover the battery contacts with electrical insulating tape
and contact Customer Care.

Figure 9

”mmmmmi‘l
THE S0E U

Figure 10

Page 6 of 25



COMPANION

ANIMAL HEALTH

2.5. Delivery System Connection

Caution:

1IN Do not remove the hand piece fiber cable from the emission port once it has been secured (unless the optical fiber cable
needs to be replaced).
Repeated insertion and removal of the hand piece fiber cable will increase the chance of emission port or fiber tip
contamination. If the emission port or the fiber tip is contaminated, the optical fiber can be damaged during beam emission
causing a loss in output and potential damage to the emission port.
If the fiber must be removed, use the dust cap to help prevent dust and debris from contaminating the emission port. Do not
leave the port unprotected.
Do not bend the optical fiber too sharply: the minimum permissible bending radius is 40 mm.

Note: The laser system will be delivered with the beam delivery assembly already connected. If a replacement is needed, follow the steps
below to disconnect the old and attach the new beam delivery assembly.

Step 1. Unscrew metal fiber connector counter-clockwise until loose and gently pull fiber away from unit (Figure 11).

Step 2. After removing fiber, unplug finger switch cord by pulling plug away from unit (Figure 12).

Step 3. Remove the new assembly from the protective foam packaging.

Step 4. Secure the finger switch connector by carefully pushing it into the finger switch port (Figure 13).

Step 5. Remove the protective dust cap from the end of the new optical fiber cable.

Step 6. Open the hinged door covering the emission port and insert the fiber tip straight into the emission port. Twist the metal

connector clockwise onto the threaded emission port until tight (Figure 13).

Emission port
(behind hinged cover)

Finger Switch port
(USB-C port)

Figure 11 Figure 12 Figure 13

2.6. Fiber Management

The side of the laser console has an easy-to-use Fiber Manager Spool and Hand Piece Clip that allows the user to store the beam delivery
assembly while not in use.

When therapy is discontinued or between treatment cycles, the user may rest the hand piece in the Hand Piece Clip. For long term storage
and during transport, the user may also wrap the fiber around the Fiber Manager Spool to avoid damage to the fiber.

When wrapping the hand piece fiber around the fiber manager spool, the first fiber wrap should be fed into the Fiber Slot so the plastic
Bifurcator, which couples the finger switch and fiber optic cables, snaps into the slot. Five more wraps (for a total of six) should be made
tightly around the spool to provide enough length for the hand piece to feed into the Hand Piece Clip (Figure 14).

Hand Piece
Clip
61 &
final
wrap
leads
into
Snap in Hand
Fiber Slot Bifurcator Piece
during 1% Clip
fiber wrap

Figure 14

3. Device Description

The laser system includes a therapeutic laser and optical delivery system that is used for the treatment of minor muscle and joint pain, muscle
spasm, pain and stiffness associated with arthritis and for promoting relaxation of the muscle tissue and for temporary increase in local blood
circulation. The optical delivery system consists of a hand piece with interchangeable treatment heads attached to a flexible optical fiber. A
custom software application allows the operator to select from built-in treatment protocols, or to adjust and set the system’s optical output
power and treatment times with minimal effort. Once the operator has selected the desired treatment parameters, activation of laser emission
requires that the operator follow a sequence of predetermined steps to activate laser emission. These steps are detailed in Section 5.

RSR-000524-000 (1) User Manual — CTX Page 7 of 25
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3.1. Indications for Use

810 nm and/or 980 nm wavelength:

This laser system is indicated for emitting energy in the visible and near-infrared spectrum to provide topical heating for the purpose of
elevating tissue temperature for temporary relief of minor muscle and joint pain, muscle spasm, pain and stiffness associated with arthritis. It
is also indicated for promoting relaxation of the muscle tissue and to temporarily increase local blood circulation.

The laser system is intended to be used by licensed veterinarians, or other practitioners, to provide animal patients photobiomodulation
therapy to promote healing and reduce inflammation.

1 Caution: Federal law (USA) restricts this device to sale by or on the order of a veterinarian, or other practitioner licensed by the
bia law of the State to use and/or prescribe use of the device.

Warning: This laser device is sold solely for VETERINARY, INDUSTRIAL, OR SCIENTIFIC purposes only! Under NO
circumstances should this laser system be employed as a medical device for human use.

3.2. Contraindications

Contraindications for laser therapy are based upon prudence as opposed to experimental or clinical data. The following contraindications
are presented as a precaution for safe and effective treatment. Laser therapy should not be administered in the following situations:

Hemorrhaging: Do not apply laser light to any actively hemorrhaging lesion.

Eyes: Direct irradiation of the eyes. Lasers are potentially harmful to the retina of the eye. Never shine laser light into the
eye at any time, even while wearing safety goggles.

Testicles: Do not apply laser light to the testicles of the animal.

Injectable Medications: Do not apply laser light directly over any area recently injected with any medication, vaccines, etc.
Photosensitive Medications: Use caution in any animal currently receiving photosensitive medications.

Epiphysitis: When applying laser light to epiphysitis, use a low dose initially and use only those treatments necessary to
reduce swelling.

Cancer or Malignancy: Do not use laser over any known primary or secondary lesions. Laser application to horses with
Melanomas and Sarcoids should only occur under the supervision of a veterinarian.

Pregnancy: Do not apply laser light directly over the pregnant uterus.

Treatment Over Sympathetic Ganglia, the Vagus Nerves & Cardiac Region In Animals With Heart Disease: Laser
therapy may significantly alter neural function, and is therefore contraindicated over these regions in patients with heart
disease.

3.3. Maximum Permissible Exposure (MPE)

Maximum Permissible Exposure (MPE) is the highest power density (in W/cm?) from a light source that is considered safe. For the infrared
radiation from this laser system, the MPE at the cornea for direct ocular exposure is determined by the wavelength, beam divergence, and
exposure time. For exposure times between 10 and 3000 seconds, the MPE at the cornea for this laser system is 418.9 W/m?. For exposure
times between 10 and 30,000 seconds, the skin MPE is 3027.1 W/m?.

3.4. Laser Console Diagrams
. Power Button
. Emission Indicator LED
. Emergency Stop Button
Touchscreen Display
. Non-Interlocked Protective Housing Label
USB Port
. Additional Warnings Label
. Remote Interlock
. Foot Switch Port
. DC Input (Power Supply Port)
. Fiber Optic Cable
12. Strain Relief
13. Hand Piece Handle
14. Hand Piece Clip
15. Speaker
16. Fiber Manager Spool
17. Product Label
18. Applied Part Marking
19. Optical Applicator Marking
20. Finger Switch Marking
21. Battery Cover
22. Warranty Seal

©CONOUAWNPR

e
- O

3.5. Empower Delivery System

Warning:
ali If any part of the Empower Delivery System overheats or produces smoke, immediately power off the laser system, discontinue
operation, and contact Customer Care for assistance.
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The use of accessories and/or optical fiber cables not specified for use with this laser system may result in unsafe emissions
or damage to the laser system.

&L Caution: Do not bend the optical fiber too sharply: the minimum permissible bending radius is 40 mm.

The Empower Delivery System is composed of a double-sheathed optic fiber and a hand piece with interchangeable treatment heads. The
laser emission is controlled with a finger switch on the hand piece (Figure 19).

LED Emission
Indicator Ring

Distal End Finger Switch

Figure 19

A Warning: DO NOT operate the laser system without a treatment head. This can cause serious injury.

The finger switch is an ON/OFF button for laser emission. When the operator is administering a treatment, the finger switch must be held
down. Releasing the finger switch stops the laser emission and returns the laser to Ready mode. The laser system will remain in Ready
mode until the operator holds the button down again to resume the treatment. If there is no input to the laser system by the finger switch for
100 seconds, then the laser system will automatically return to Standby mode.

There is a finger switch OVERRIDE setting that can be used by advanced users who do not want to hold the finger switch down throughout
the entire treatment. More information on finger switch settings can be found in Setup.

A Warning: The Override setting for the finger switch should be used by experienced operators only

During emission, the LED ring around the finger switch will light up green (Figure 19).

3.6. Quick Disconnect Treatment Heads

Prior to initiating any treatment, the shipping dust cap must be removed. To remove the dust cap or any treatment head attachment, hold
the base of the hand piece with one hand and grasp the attachment with the other. Rotate the attachment counterclockwise approximately
1cm to unlock the attachment. Then, pull straight down to disengage and keep pulling to fully disconnect the attachment (Figure 20).

Fully engaged, Unlocked Disengaged _ Fully
locked disconnected

Figure 20

To attach a treatment head attachment, locate the metal insert on the inside of the attachment. Line up the slot within the metal insert with
the bearing on the mating end of the hand piece (Figure 21). The hand piece and attachments are keyed so they will only fit and attach in
this orientation.

#% '€ uls

Figure 21

Once they are lined up, push the attachment onto the end of the hand piece so it is fully seated. Then while holding the hand piece, rotate
the attachment clockwise until it clicks. This indicates the attachment is fully engaged, locked in, and ready for use. (Figure 22)

Line Up &
Insert

Rotate to Ready to
“Click” Treat

Figure 22
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Warning: DO NOT operate the laser system with an improperly attached treatment head. This can cause serious injury.
[
To confirm successful connection, the corresponding treatment head icon on the Operation screen will be highlighted. The icon
background color will be based on whether it is recommended or not based on the current Protocol or treatment settings.

3.7. Treatment Head Attachments

The following table lists the treatment heads included with the laser system and provides a description of when to use each.

Treatment Head Name and Description

Small Non-Contact Treatment Head (Small Cone)

This treatment head is for general use and applications where fine control with no contact or soft
tissue manipulation during treatment is desired. Indications for use of the small cone are very
small wounds in tight spaces or near sensitive areas (such as the mouth). The area to be treated
and a significant surrounding margin should be covered evenly in a “painting” or “serpentine”
motion. The Small Cone is recommended for use only at power settings of 3W or below for
optimal patient comfort and should NOT be held in place without movement during
treatment, however it can be used at power settings up to 6W safely if proper technique is
used. The small cone lens should NOT be allowed to come in direct contact with the hair
coat and should be held 1-2 inches from the skin of the patient.

Small Contact Deep Tissue Applicator (Small Ball)

This treatment head is for use in applications where contact and soft tissue manipulation during
treatment are desired. Indications for use of the small ball are muscular or tissue injuries in tight
spaces or near sensitive areas. The small ball is not recommended for use over open wounds,
non-intact skin or areas that would be sensitive to contact. This head should be held
perpendicular to the skin and not approaching at an angle. The area to be treated and a
significant surrounding margin should be covered evenly in a “painting” or “serpentine” motion.
The Small Ball is recommended for use only at power settings of 3W or below for optimal
patient comfort, however it can be used at power settings up to 6W safely if proper technique is
used.

Large Contact Deep Tissue Applicator (Large Ball)
This treatment head is for use in applications where contact and soft tissue manipulation during

treatment are desired. Indications for use of the large ball are muscular or deep soft tissue
injuries, arthritis, edema/swelling and other deep tissue conditions. The large ball is not
recommended for use over open wounds, non-intact skin, or areas that would be sensitive to
contact. This head should be held perpendicular to the skin and not approaching at an angle.
The area to be treated and a significant surrounding margin should be covered evenly in a
“painting” or “serpentine” motion. The Large Ball can be used at power settings up to 15W.

Large Non-Contact Treatment Head (Large Cone)

This treatment head is for general use and applications where no contact or soft tissue
manipulation during treatment is desired. Indications for use of the large cone are wounds, otitis
externa, pyotraumatic dermatitis, postsurgical incisions and other superficial tissue conditions. It
may also be used in place of either of the contact treatment heads for therapy over areas that
are hypersensitive to direct contact, such as over bony prominences or in patients with thin skin
or hyperesthesia. The Large Cone Head can be used at power settings up to 15W, 1-2
inches from the skin of the patient.

Note: DO NOT comb the scalloped edges through hair/fur of patient.

3.7.1.Treatment Head Parameters

Beam divergence and the Nominal Ocular Hazard Distance (NOHD) for each of the treatment heads are listed in the following table. NOHD
is defined in ANSI Z136.3 as “the distance along the axis of the unobstructed beam from the laser to the human eye beyond which the
irradiance or radiant exposure during normal operation is not expected to exceed the appropriate Maximum Permissible Exposure (MPE).”
At distances greater than the NOHD, the beam intensity becomes lower than the MPE.

Beam Divergence
Treatment Head Full Angle NOHD (m) NOHD (ft” inches”)
Radians Degrees
Small Cone 0.8148 47 0.4 14
Small Ball 0.2258 13 11 38"
Large Cone 0.8148 47 0.4 14
Large Ball 0.0566 3 4.9 16’ 1”

RSR-000929-000 (0) User Manual — CTX Page 10 of 25



COMPANION

ANIMAL HEALTH

4. Device Operation

4.1. Safety Precautions

Note: The NOHD for the entire Laser System is determined by the treatment head with the longest NOHD, which is the Deep Tissue
Applicator at 4.9 m, or 16 feet and 1 inch.

Recommendation: DO NOT allow any nonessential personnel into the LTCA during any laser procedure.

Anyone in the Laser Treatment Controlled Area (LTCA) during laser operation (including the operator, all assistants, and the patient) must
wear the protective eyewear supplied with this laser system.

-

.

Warning:
The protective laser eyewear has an optical density rating > 5.0 for 810 nm and 980 nm laser emission (see specification
sheet with eyewear). ONLY wear the protective eyewear supplied with this laser system.
All personnel in the LTCA must wear laser safety eyewear.
Replace any protective laser eyewear with eyewear from the manufacturer if there is any damage or photo-bleaching
resulting from laser exposure.
NEVER look directly into the distal end of the optical fiber connected to an active laser device WITH or WITHOUT the
appropriate laser-emission protective eyewear.

\_

7

J

Warning: \

NEVER aim the laser light directly into the eyes.

NEVER direct the laser beam at anything other than the area to be treated. Direct or indirect eye contact with the output

beam can cause serious damage, irreparable corneal and/or retinal damage, and possible blindness to one or both eyes.

If you suspect injury, such as direct exposure to the eyes, seek medical attention immediately.

FAILURE TO COMPLY with all safety instructions and warnings may expose everyone in the controlled laser treatment

area to harmful levels of laser radiation and/or dangerous levels of electrical current.

FAILURE TO COMPLY with the application techniques listed in the manual may lead to exposure to harmful levels of laser

radiation.

AVOID THE USE of flammable solvents, anesthetics, oxidizing gases such as nitrous oxide (N,O) and oxygen. The high

temperatures produced during normal use of the laser system may ignite some materials, such as cotton or wool, when

saturated with oxygen.

DO NOT use treatment head until the alcohol solution used for cleaning completely evaporates. Doing so may cause the /

laser to ignite alcohol solutions or vapors.

Take the following steps to secure the treatment room, or the controlled area:

Alert patients and personnel of laser safety precautions before they enter the Laser Treatment Controlled Area (LTCA). Post the
included laser safety sign on the outside of the treatment room door when the laser is in use.

Close the treatment room door during operation of the laser. The remote interlock connector can be connected to the treatment
room door through an interlock circuit so that laser emission stops when the treatment room door is opened.

4.2. Treatment Information

The proper use of the laser system requires appropriate laser safety practices and knowledge of laser/tissue interaction. In addition, an
understanding of laser wavelength, frequency, target tissue, and anatomy are essential.

Recommendation: Proper diagnosis and treatment plans are to be completed by or under the direct supervision of a licensed
professional.

4.3. Stored Protocols

Preset protocol will begin with CW (Continuous Wave) and may cycle through multiple frequencies.

Depth of penetration is determined by spot size, tissue type being treated, wattage, and wavelength.

An understanding of veterinary anatomy and laser tissue interaction is imperative for safe, optimal treatments.
Once complete, the operator may reactivate the laser and repeat a protocol by pressing the finger switch.

4.4, Patient Preparation

Warning:
Use carefully. May cause serious burns. Do not use over sensitive skin area or in the presence of poor circulation.
DO NOT allow any reflective objects to fall into or obstruct the path of the laser while it is emitting. Direct or indirect eye
contact with scattered laser light from any reflective surface can cause serious, irreparable corneal and/or retinal damage,
and possible blindness to one or both eyes.
DO NOT pretreat tissue (e.g., with a heating pad or wet compress) before laser treatment. Tissue to be treated must be dry
and at normal temperature before laser treatment begins.

The following guidelines should be used when preparing patients for laser therapy treatments:

The area to be treated must be exposed (do not treat through bandage material).

The treatment area should be clean and free of surface dirt or oils. Any topical sprays, ointments, or lotions should be shampooed
and rinsed off completely prior to treatment.

If cleaning treatment head prior to administering laser therapy to patient, make sure to use only isopropyl alcohol of 70% alcohol
or less. Ensure all alcohol is completely evaporated and treatment head completely dry prior to use on patient (see Section 7.1).
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Warning: Ensure alcohol on the instrument has fully evaporated/dried before activating the laser.

Examine treatment head surface (ball surface, cone lens) to ensure it is free of cracks, burn marks, blemishes, or residue prior to
use.

Thermal effects vary with hair coat and pigmentation — darker pigments absorb more. If patient appears uncomfortable and/or
haircoat feels excessively warm, increase distance and/ or move the handpiece more rapidly, and/or reduce power.

4.5, Treatment Considerations

Recommendation: For patients with excessively long or thick haircoats, user may part the hair while treating with your hands or clip/shave
the fur.

Treatments can be done in conjunction with stretching or gentle range-of-motion exercises.
Monitor for superficial thermal discomfort.

Keep beam perpendicular to skin surface at all times.

Treat muscles connecting to a painful joint in addition to tendon attachments.

For edema/swelling, treat area from proximal to distal to facilitate lymphatic drainage.
Treat biomechanically connected muscles and joints in the kinematics chain.
Post-operative or acute injuries use shorter times and/or lower power.

4.6. Contact Technique

Treatments can be done on contact or at a slight distance from the skin.
Mom_tor for superficial thermal Fhscomfort. _ Figure 23
Continuously move probe in grid pattern (Figure 23).

Treat 1-2 inches, or 3-5 cm, of surrounding healthy tissue.

4.7. Laser Treatment Procedure
This section contains information about the protocols and settings on this device. The following treatment recommendations are provided
for guidance only. The practitioner is the person who determines the settings and protocol to use when treating each individual patient.
4.8. skin Color and Other Pigment Considerations

This laser system will deliver a dual wavelength of 810 nm and 980 nm light which has been found to provide therapeutic relief of pain. This
laser system allows the operator to choose skin color for the patient. Since darker skin will absorb 810 nm light more than lighter skin, the
software in the device will adjust the output so that it contains 100% 980 nm when the dark skin, or dark hair coat, setting is selected. Another
circumstance when it may be appropriate to use this setting, include areas of mixed pigmentation, such as areas with a both dark and light-

Recommendation: For patients with mixed pigmentation, select the characteristic setting for darker pigmentation.

colored skin patches.

4.9. Dose

The laser energy dose delivered during a treatment is measured in joules. This number is recorded on the screen during a treatment and is
calculated by multiplying the power (in watts) by treatment time (in seconds). Laser treatment should be applied to an area using a scanning
application.

General guidelines are for the total dose to an area to be 4-15 J/cm? (actual dose will depend on area, condition, body type). The software in
this laser system is programmed to deliver a dose appropriate for the treatment area and conditions input by the operator. It is recommended
that treatment information (protocol and input setting or power, energy delivered, treatment time, treatment area) be recorded for each
treatment.

In general, doses are delivered to the area of pain, the surrounding tissues, and along the nerve pathway for the specific area
experiencing the pain.
Treat muscles connecting to a painful joint in addition to tendon attachments.

4.10. Treatment Technique

Warning:
DO NOT allow any reflective objects to fall into or obstruct the path of the laser energy produced by this device. The
operator, all assistants, and the patient must remove all reflective objects (such as rings, metal watchbands, metal collars,
and jewelry) prior to treatment with this device. Indirect or direct eye contact with scattered laser light from any reflective
surface from the laser can cause serious, irreparable corneal and/or retinal damage, and possible blindness to one or both
eyes.
Use carefully. May cause serious burns. Do not use over sensitive skin area or in the presence of poor circulation.

During treatment, it is important to observe feedback from the patient concerning their comfort level. The laser provides a soothing
warmth. Be cautious in cases where the patient has limited sensation or is not able to respond to increases in temperature and
consider treating at a lower power setting. If the patient expresses any discomfort; the power output should be reduced.
Treatment should be delivered to exposed skin. Do not treat through fabric or bandages.

The treatment area should be clean and free of surface dirt or oils.

Treatments can be performed on or off contact.

For optimal delivery of the dose, keep the treatment head perpendicular to the skin.
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Continuously move the treatment head at a rate of approximately 3-10 cm/sec (1-3 in/sec).

To ensure an even distribution of the dose to the treatment area, continuously move the treatment head over the area first moving
continuously back-and-forth horizontally, and then moving back-and-forth vertically in a grid pattern. Make sure to cover the entire
area to be treated in a painting motion.

For application to joints, it is recommended that 25 to 50% of the dose be applied while gently moving the joint through its range of
motion.

4.11. Error Messages

4.11.1. Operation Errors

The laser system will display error messages to caution the operator to fault conditions. If any of the following errors occur, the laser system
will remain in Standby mode, or return to Standby mode, produce an audible warning and display the related message describing the fault
condition. The following are examples of these fault conditions:

Optical fiber is not properly inserted,
Remote interlock is not properly installed,
Finger/foot switch is depressed.

To proceed, correct the error and press the exit button.

4.11.2. System Errors

The system continuously monitors the output current of the diodes to ensure they are within the factory calibration settings. If it is detected
that the electrical current levels exceed the upper limit that would result in 20% greater power output than selected, the laser will produce an
error message and audible alert, stop emission and return the laser to Standby mode.

Note: When the laser pulse rate is CW, the real laser output power is the same as the power setting on the display within operating tolerances.

Note: When the laser pulse rate is not CW (e.g. 10 Hz), the average output power is 50% of the power setting on the display, within operating
tolerances.

The laser system will not enter or remain in Emission if the laser system is not within the operating temperature range. If temperatures
exceed safety limits:

There will be an audible warning.
There will be an error message: Laser temperature is out of range.

Press the exit button to return to Standby mode.

Make sure that the ambient temperature of the laser system is within the operating temperature range of the device, which is 5°C to 40°C
(41°F to 104°F).

5. Power On

After pressing the power button on the front of the console, there will be an audible beep and after initializing, the software displays the
(Figure 24).

delete

enter

Figure 24
5.1. Main Menu

After entering the default password and pressing “enter,” the user is taken to the Main Menu, which can be accessed in other screens by
pressing the home icon in the upper left corner. User may also access the system using new Operator IDs created in Setup.

5.2. Setup

In Setup, the software allows the operator to change the aiming beam, unit volume, operation mode (finger/foot switch settings) and
override settings. The user can also customize the language, measurement units, date/time/time zone to localize the device. “

Setup

5.2.1.system Setup

Aiming Beam — small pilot beam that provides the operator with a visual indication (red light) of the

_— location of treatment beam. The aiming beam can be set to Steady or Pulsed.

Aiming Beam,
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. Unit Volume — sets the sound that will occur during laser emission. The unit volume can be set to Low, Medium,
Unit Volume, or High with the option of a steady Tone or a Beep.

@ Operation Mode — sets how the operator controls the ON/OFF of laser emission. The operation mode can be set
i to Foot Pedal or Finger Switch.
peration Mode

Operator ID — allows user to create, edit or delete custom Operator IDs.

Note: Operator ID Numbers 9000-9999 are reserved for existing or future administrative features and may not be selected by Users as
Operator ID Numbers.

Note: Once assigned, a PIN cannot be changed and may only be permanently deleted. Deleting an Operator ID will delete all treatments
associated with that PIN.

Note: Once an Operator ID Number has been assigned, this new PIN (or the default “Guest” PIN “1234”) may also be used to login to the
laser at startup.

5.2.2.Handpiece Setup

Override - The Override can be used by advanced users who do not want to hold down the finger switch throughout
the entire treatment. If the finger switch OVERRIDE setting is ON, pressing the finger switch for the first time will
turn the laser emission on and laser emission will continue to emit until the finger switch is depressed a second
time (or until the time remaining for laser emission counts down to zero).

5.2.3.Localization Setup

Language - Allows user to select from English, Chinese, French, German, Japanese, Portuguese or Spanish.

Language
* Measurement - Allows user to between Imperial or Metric
systems of measurement.
Measurement
ety
Set Date/Time — Allows user to customize the date and time settings.
Set Date/Time
5.3. Protocol Selection

After selecting Protocols on the Main Menu screen, the Select Species screen will prompt the user to select the species of
the patient.

Next, the Patient Characteristics screen will prompt the user to enter patient characteristics that can affect the absorption
or penetration of the light to the target tissue, including weight, body type, coat length, coat color, and skin color.

After the selection of patient characteristics, the user will be prompted to select the condition to treat.
Based on the condition selected, the user will be prompted to either:

1) Select the Area by Size,
2) Select Area(s) by Anatomy, or
3) The user will be taken directly to (Operation screen) Standby mode

Note: Only certain conditions will require selection of anatomic location — Arthritis, Pain/Trauma, and Edema/Swelling.

The software will determine the appropriate treatment power, treatment time and pulse frequency for the patient characteristics, selected
area, and condition. Press Next or  to proceed to Standby mode with the settings determined by the software. The selected parameters
will appear on the right side of the screen.

5.4. Operation Screen (Protocols)
When using the preset protocols, the only parameter the user can modify is the Power Setting.

Each species/condition (protocol) selection also has recommended treatment heads programmed in that will be displayed underneath the
power dial when the user reaches the operation screen. The colored rings around the treatment head icons indicate the appropriate treatment
head(s) for the selected protocol and power setting. The following table summarizes the recommendation icons and their meanings:
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Meaning Large Ball Large Cone Small Ball Small Cone
Recommended — -
(Green) ',/ A\\ ,/ .
3 /' | /
Exhibit caution Large attachments will only
(Yellow) appear Red or Green based

on the protocol and power
selection.

Not Recommended

- ¢ A

During a multiple area treatment, after the treatment for one area commences, a pop-up screen will appear to prompt the user to move to the
next area and resume treatment. If the area being treated, has the option of treating bilaterally, the user will be prompted once all of the one-
sided treatments are complete.

The protocols are based on a series of Continuous Wave (CW) or Pulsed Rate combinations. The “Time” section on the left side
of the screen will display the time for the specific Pulsed Rate combination. The total time remaining will be displayed at the bottom
of the screen.

By selecting Max TX, which turns the Max TX button red (Figure 25), all of the Pulsed Rate (if any) settings will be converted to
Continuous Wave (CW). This will result in reduced treatment time.

J
Figure 25
5.5. Operation Mode

Pressing Operation on the Main Menu will take the user to the Operation Screen and put the system in Standby Mode.

In Standby mode, the software allows the operator to change the treatment time, power, pulse frequency, and to reset
the energy counter (Figure 26).

OPERATION

n‘ S—
Time Remaining (Min:Sec)

Figure 26
5.6. Operation Screen — Ready

In Ready mode, the laser will emit when the finger/foot switch is activated. The purpose of Ready mode is to wait for the user to press the
finger/foot switch to start laser emission. The software has a 6 second delay (6 beeps) to warn the user of the transition from Standby to
Ready mode.

Also, the Empower Emission Indicator Ring will flash yellow during the transition from Standby to Ready. While in Ready, the light will
remain yellow to indicate the laser state at the hand piece.

N Warning: NEVER leave this device unattended in Ready mode.

To start laser emission, press the finger switch. To stop emission, remove finger from the finger switch or press finger switch again.

Note: If the unit is set up with finger switch override on, each time the finger switch is pressed, it will act as an on/off switch.
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5.7. Operation Screen — Emission

During Emission (Figure 27), the word “EMISSION!” blinks on the screen and the software does not allow the user to change any settings
or exit the Operation screen. In addition, the laser system produces beeps or a steady audible tone, according to the audio settings chosen

in Setup. ﬁﬁ ﬁ

Figure 27

5.8. Operation Screen — Perfect Protocol™

In Operation mode, the Perfect Protocol button allows the operator to generate custom protocols (Figure 28). The Perfect Protocol Calculator
allows the operator to enter target treatment information (treatment area, treatment power, and target energy density) and the patient’s coat
color and skin color, and then calculates the appropriate treatment time and wavelength blend.

PERFECTProtocol™

7 8 9 delete
4 5 6 enter

< Previous

Figure 28

The treatment area (in cm?) should be entered in whole numbers.
The treatment power can range from 1.0 W to 15 W in increments of 0.5 W.
The energy density (in J/cm?) should be entered in whole numbers.
After pressing calculate or =, the software proceeds to Standby mode with the selected settings.

6. Resources

The laser system contains a library of resources that are available for educational purposes. Press Resources on the Main
Screen to access the Resources menu. m

Resources

Press User Manual for instructions on how to view User Manual.

Press 3D Anatomy for high-resolution anatomical diagrams of the selected anatomy consisting of bone, muscle,
and nerves for canine, equine, or feline species.

Press Video for user training and patient education videos.

7. Patient Tracker

Note: Patient Tracker is only available on certain models and software versions of the CTX. This section may not be applicable to your
device. Please contact your Sales Representative for additional details.

Pressing Patient Tracker on the Main Menu will take the user to the Patient Tracker Menu. This menu gives the user access
to the following options:

Add a New Patient
Search for Existing Patient
o  Editor Print Patient Information
A folder named Patient Tracker Reports will be created on the USB drive and a PDF file containing the
patient information and characteristics will be added.
View/Edit Patient Characteristics
Delete Patient
Start a New Treatment
o  View, Print, or Repeat Treatment
Reports
Delete, Backup or Restore Database
Patient Tracker Settings
o  Save All Treatments, Track Operator IDs Settings

O oo

Note: The only way to save a treatment to Patient Tracker is by initializing the treatment by starting a new treatment through Add New
Patient OR by starting a new treatment or repeating a previous treatment from Search for Existing Patient.

RSR-000929-000 (0) User Manual — CTX Page 16 of 25



COMPANION

ANIMAL HEALTH

8. Maintenance

1 Warning: DO NOT attempt to gain access to any internal component. Doing so may cause serious and/or irreversible injury. THERE
ARE NO USER-SERVICEABLE COMPONENTS inside this laser device.

8.1. Cleaning

Warning:
1 Always turn off the laser system and unplug the power cord from the wall outlet before cleaning.
Always use protective eyewear and gloves when cleaning and disinfecting any equipment.
DO NOT use treatment head until alcohol solution used in cleaning procedure completely evaporates. Doing so may cause
the laser to ignite alcohol solutions or vapors.

1 Caution: DO NOT clean the lens inside the hand piece. Doing so may damage the lens during laser emission.

Recommendation: Clean the contact treatment heads (large and small deep tissue applicators) between each treatment.

Note: The laser system uses solid-state laser technology. It is important to keep the unit and accessories free from dust.

8.1.1.Cleaning the Console

Step 1. Before cleaning the console, turn off the laser system and unplug the power cord from the wall outlet.
Step 2. The exterior surfaces on the unit and treatment heads can be cleaned by wiping with a soft, non-fibrous wipe (e.g.,
Kimwipes®) moistened with isopropyl alcohol solution.
Ensure the solution is only 70% alcohol. Solutions of more than 70% alcohol can cause product damage.
Avoid using soiled or gritty cloths.

Step 3. After cleaning, ensure that all cleansers have been removed and the parts are dry before use.
8.1.2.Large Deep Tissue Applicator Cleaning &
Step 1. Remove the elastic band from the large deep tissue applicator treatment head (Figure 29).
Step 2. Unscrew the top portion of the large deep tissue applicator treatment head (Figure 30).
| ion: i . .
L Caution: Dropping the ball may damage the ball Figure 29

Recommendation: Be careful when unscrewing the top portion of the treatment head. It is
recommended that this be done over a table to reduce the chance of dropping the ball directly on

the floor.
Step 3. The ball can now be removed for cleaning. Use a soft, non-fibrous wipe (e.g., Kimwipes®) moistened with 70
% isopropy! alcohol solution. Do not wipe with a dry cloth. Always dampen the cloth before wiping. Fiqure 30
Step 4. Ensure that all cleansers have evaporated and the parts are dry before re-assembly and use. 9
Step 5. Reassemble treatment head by replacing the spacer ring, massage ball and screwing the top

portion securely on the treatment head.

Spacer ring

Note: Do not discard the spacer ring (Figure 31). If the ring is upside-down or removed, the ball
will rotate. It is recommended for the ball not to move for veterinary applications.

Figure 31

8.2. Before You Call—Troubleshooting
If you are having a problem with your laser system, please check the list below of common conditions that can occur that you may be able to
resolve without having to contact Customer Care.
8.2.1.1f the laser system will not turn on:

Make sure that the power cord is correctly attached and plugged into a functioning power outlet or that the battery is sufficiently charged.

Make sure that the remote interlock on the bottom of the laser system is properly inserted and wire loop is not damaged.

8.2.2.1f there are problems with the battery:

Problems with the battery (e.g., battery will not charge, will not hold a charge, or depletes charge quickly) may not require battery replacement.
The following troubleshooting steps should be used to determine if a replacement battery or device repair may be required:

1) Plug power cord directly into a properly rated outlet (100-240V).

2) Check and secure all connections between wall outlet, power cord, power supply and laser.

3) Ensure Power Indicator LED on power supply brick is illuminated green.

4)  Ensure proper orientation (arrow UP) of power supply plug into DC input on rear panel of laser.
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5)  When the unit is charging properly, the battery icon will blink green. Unplug the cord from the rear of the laser to determine charge
state. If the icon does not blink and the unit still does not power on when plugged in, then contact Customer Care for further
assistance.

8.2.3.If there are scratches on the massage ball:

There may be minor scratches on the massage ball resulting from normal use. These will not affect the efficacy of the laser treatment. Figure
32 shows a massage ball treatment head with a ball that has some minor scratches. If the scratches on the massage ball become significant,
then the massage ball treatment head should be replaced (see Figure 33).

Figure 32 Figure 33

To minimize scratches, make sure that you use a soft, non-fibrous wipe (e.g., Kimwipes®) moistened with 70% isopropyl alcohol solution
when cleaning the massage ball between patients. Do not wipe with a dry cloth: always dampen the cloth before wiping.

8.3. cCalibration Check Procedure

Regulatory agencies require that manufacturers of US FDA CDRH Class Illb and IV laser products supply their customers with instructions
for verifying the measurement system within the laser meets the requirements of 21 CFR1040.11. The instructions below provide steps for
performing a calibration “check” that may be performed with certified, NIST traceable equipment.

This procedure is recommended to be performed once a year but is not required unless there is evidence of significant damage or diminished
output.

If during the execution of this procedure, the stated requirements are not met, then factory maintenance and re-calibration may need to be
performed on the device. Factory calibration must be performed by certified Service Personnel.

1 Caution: Adjustment to any internal components by anyone other than certified Service Personnel voids any existing
- manufacturer's warranty on the Laser System.
Warning: ALWAYS wear laser safety goggles when performing the laser calibration check procedure and follow all laser safety
— guidelines.
Warning: Use of controls or adjustments or performance of procedures other than those specified herein may result in hazardous
AN radiation exposure. Avoid eye or skin exposure to direct or scattered radiaition when open.

8.4. Laser Power Calibration Check Instructions:

Equipment Needed: Certified traceable power meter and detector with appropriate wavelength and power measurement capabilities

Step 1. Turn off the laser.

Step 2. Inspect and attach optical fiber. Make sure the optical fiber is clean and free of any dust, fluid or other contaminants.

Step 3. Turn on the laser system and enter Standby mode.

Step 4. Increase the power setting until it reaches the maximum wattage setting.

Step 5. Place the laser in Ready mode.

Step 6. Using the aiming beam, direct the distal end of the fiber into the active area of the power detector. Keep the fiber tip 2-3
cm away from the surface of the active area of the power detector.

Step 7. Activate the laser and record the value in watts from the power meter display. The laser power reading should be within +

20% of the power setting.
a. If the results are outside the 20% range, ensure that: all of the light from the fiber is entering the detector, the
fiber is connected correctly, and the fiber is not damaged. Replace with a new fiber if necessary and repeat.
b. If the results are still outside the 20% range, discontinue this procedure and contact Customer Care for
assistance.

9. Quality and Regulatory

9.1. Laser Product Regulations

The Companion® laser system complies with 21 CFR Chapter 1, Subchapter J, as administered by the Center for Devices and Radiological
Health (CDRH) of the US Food and Drug Administration (FDA).

9.2. Device Classification
According to the applicable standards, the laser system is classified as follows:

Class | Type B device per EN/IEC 60601-1
Class 4 laser product according to IEC 60825-1

In order to safely perform its intended use, the system requires the following Class | accessories:
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9.3. Declaration of Conformity (EU)

PRODUCT IDENTIFICATION

Product name

Model/number

Description

Companion® CTX LTC-1511-C Therapeutic laser system for animal use only
MANUFACTURER
Name of company Address Representative

LiteCure®,LLC

101 Lukens Dr, Suite A
New Castle, DE 19720
USA

Quality & Regulatory Manager

Ce

LiteCure, LLC (the parent company of Companion®) declares under sole responsibility as the regulatory
representative and legal manufacturer that the above-mentioned product is delivered in conformity with the
following Council Directives as transposed in the national laws of the Member States through determination of
compliance with the following standards:

CONFORMITY ASSESSMENT

Legislation applied

Standards applied

Low Voltage Directive (2014/35/EU)
Electromagnetic Compatibility Directive (2014/30/EU)

Safety: IEC 60601-1:2005+A1:2012
EMC: IEC 60601-1-2:2015

Usability: IEC 60601-1-6:2010+A1:2013
Laser: IEC 60601-2-22:2007+A1:2013
Laser: IEC 60825-1:2014

10. Specifications and Environmental Conditions

10.1. Device Specifications

Model Name

Companion® CTX

Model Number

LTC-1511-C-B6

Device Classifications

Electrical EQuipment

Class | Type B device per EN/IEC 60601-1

Laser Product

Class 4 laser product per IEC 60825-1

User Interface

Touch Screen Display

7" HD Display with Touch Screen

Emission Indicator

Audible Signal (50 to 75 dB), LED (front display)

Mechanical Specifications

Dimensions

37 cm (L) x 21 cm (W) x 17 cm (H) | 14.5in x 8.25in X 6.75 in

Weight

4.1kg [91b

Environmental Specifications

Operation temperature

10°C to 35°C | 50°F to 95°F

Charging temperature

10°C to 32°C | 50°F to 89.6°F

Storage temperature

-20°C to 70°C | -4°F to 158°F

Humidity < 80% RH Non-Condensing
Pressure 70-106 kPa
Cooling Thermal Electrically Cooled with Forced Air

Optical Specifications

Treatment Beam Wavelength(s)

980 nm + 20 nm & 810 nm = 20 nm

Skin/Coat Color Adjustments

Maximum Output Power

Wavelength Ratio

Dark (V, VI)
15w
100% 980 nm

Light (1, IT) or Medium (I, 1V)
15w

80% of 980 nm + 20% of 810 nm

Aiming Beam Output <4.0 mW
Aiming Beam Wavelength 650 nm + 20 nm
Operating Modes CW or Pulsed

Pulse Duration

2,10, 20, 100, 200, 500, 1000, 2500, 5000, 10000 Hz

Pulse Frequency

50% duty cycle at any given pulse frequency setting

Laser Safety Goggles

OD5+ 808 nm & 980 nm

Electrical Specifications

Input Voltage

100-240 VAC; 50/60 Hz

Input Current

<400 VA

Battery Pack

Li-ion 9.9V, 5.0Ah

Electrical Specifications

BDA Model

Empower™ Delivery System

Hand piece Assembly (-S6)

Basic hand piece (BHP) with 600um fiber core

Empower Attachments

Small Cone-1Q, Small Massage Ball-1Q, Lage Massage Ball-IQ, Lage Cone-1Q
(NOTE: “-1Q" indicates the attachment is the quick disconnect version with RFID tag)

RSR-000524-000 (1)
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10.2. Accessories

I Warning: Do not use any accessories and/or cables not specified or sold by Companion as replacement parts. Use of unauthorized
A accessories and/or optical fibers not specified or sold for use with this system may result in unsafe treatment emissions or damage
to the laser system.

Item Description

Beam Delivery Double-sheathed 600 m core fiber Empower™ hand
Assembly piece & dust cap

Small Non-Contact

Small Deep Tissue Applicator
Beam Delivery

Attachments
Large Deep Tissue Applicator
Large Non-Contact
Foot Switch Medical grade foot switch with safety cover and 7 pin

circular connection plug

808 nm and 980 nm OD 5+

Safety Goggles Over glasses

Safety Goggles 808 nm and 980 nm OD 5+

Regular
Power Cord Medical Grade Power Cord, 2.9 m
External Power Supply Medical Grade Power Supply
Battery 49.5 WHr, 9.9 V, 5.0 Ah (352P)

ﬁémaagcooo;é

808 nm and 980 nm OD 5+ & s
Doggles Kit v &
Doggle Sizes: XS, S, M, L "J@bdﬁ,
10.3. Electromagnetic Compatibility (EMC) Tables

This laser system has been tested to comply with the requirements of EN 60601-1-2 for electromagnetic compatibility (EMC). The following
pages list the tests performed and corresponding test levels. Also provided are guidance statements that give recommendations on equipment
use. Guidance statements (those listed in the right-most column of the charts below) are not requirements for use of this product. The user,
operator, installer, or assembler of this product is advised of the following:

Medical electrical equipment needs special precautions regarding EMC and needs to be installed and put into service according to the
information provided in this document.

Portable and mobile RF communications equipment can affect medical electrical equipment.

Use only the power cord provided with this product, or an alternate approved by LiteCure®.

Warning:
A The use of accessories, transducers and cables other than those specified may result in increased emissions or decreased
immunity of this product.
Equipment should not be used adjacent to or stacked with other equipment. If adjacent or stacked use is necessary, this
device should be observed to verify normal operation in the configuration in which it will be used.

1 Caution: Adherence to the EMC guideline information provided in this manual and verification of all medical devices in
el simultaneous operation are required to ensure the electromagnetic compatibility and coexistence of all other medical devices prior
to a laser therapy treatment.

10.4. Table: Guidance and Manufacturer’s Declaration — Emissions

This laser system is intended for use in the electromagnetic environment specified below. The customer or user of the device should ensure
that it is used in such an environment.

Emissions Test Compliance Electromagnetic Environment — Guidance
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RF Emissions Group 1 The CTX uses RF energy only for its internal function. Therefore, its RF emissions are
CISPR 11 very low and are not likely to cause any interference in nearby electronic equipment.
RF Emissions Group 2 The CTX must emit electromagnetic energy in order to perform its intended function.
CISPR 11 Nearby electronic equipment may be affected.
RF Emissions Class A or B A
CISPR 11
Harmonics Class A, B, C, D or N/A A
IEC 61000-3-2
Flicker Complies or N/A Complies
IEC 61000-3-3
RF Emissions Complies The CTX is not suitable for interconnection with other equipment.
CISPR 14-1
RF Emissions Complies The CTX is not suitable for interconnection with other equipment.
CISPR 15
10.5. Immunity Test Summary — For All Equipment and Systems

The device is intended for use in the electromagnetic environment specified below. The customer or user of the device should ensure that it
is used in such an environment.

Immunity Test IEC 60601 Test Level Compliance Electromagnetic Environment — Guidance
Level

ESD +6 kV Contact As specified Floors should be wood, concrete or ceramic tile. If floors are synthetic,
EN/IEC 61000-4-2 +8 kV Air the r/h should be at least 30 %.
EFT +2 kV Mains As specified Mains power quality should be that of a typical commercial or hospital
EN/IEC 61000-4-4 +1 kV I/Os environment.
Surge +1 kV Differential As specified Mains power quality should be that of a typical commercial or hospital
EN/IEC 61000-4-5 +2 kV.Common environment.
Voltage Dips/ Dropout >95 % Dip for 0.5 Cycle | As specified Mains power quality should be that of a typical commercial or hospital
EN/IEC 61000-4-11 60 % Dip for 5 Cycles environment. If the user of the CTX requires continued operation

30 % Dip for 25 Cycles during power mains interruptions, it is recommended that the 35700

>95 % Dip for 5 be powered from an uninterruptible power supply or battery.

Seconds
Power Frequency 3 Alm As specified Power frequency magnetic fields should be that of a typical
50/60 Hz commercial or hospital environment.
Magnetic Field
EN/IEC 61000-4-8

10.6.

Guidance and Manufacture’s Declaration — Immunity— For Non-Life-Supporting Equipment

Immunity Test IEC 60601 Test Compliance Electromagnetic Environment — Guidance
Level Level

Portable and mobile communications equipment should be separated
from the CTX by no less than the distances calculated/listed below:
D=(3.5/V1)(Sqrt P)
D=(3.5/E1)(Sqrt P) 80 to 800 MHz

Conducted RF 3Vrms (V1)Vrms D=(7/E1)(Sqrt P) 800 MHz to 2.5 GHz

IEC 61000- 4-6 150 kHz to 80 MHz where P is the max power in watts and D is the recommended separation
distance in meters.

Radiated RF 3Vim (E1)V/Im Field strengths from fixed transmitters, as determined by an

IEC 61000- 4-3 80 MHz to 2.5 GHz electromagnetic site survey, should be less than the compliance levels (V1
and E1).
Interference may occur in the vicinity of equipment containing a
transmitter.

10.7. Table: Recommended Separation Distances

The device is intended for use in the electromagnetic environment in which radiated disturbances are controlled. The customer or user of the
device can help prevent electromagnetic interference by maintaining a minimum distance between portable and mobile RF Communications
Equipment and the device as recommended below, according to the maximum output power of the communications equipment.

Below is the table of recommended separation distances between portable and mobile RF communications equipment and the device and
systems that are not life-supporting.

Max Output Power Separation (m) Separation (m) Separation (m)
(watts) 150 kHz to 80 MHz 80 to 800 MHz 800 MHz to 2.5 GHz
D=(3.5/V1)(Sqrt P) D=(3.5/E1)(Sqrt P) D=(7/E1)(Sqrt P)
0.01 0.1166 0.1166 0.2333
0.1 0.3689 0.3689 0.7378
1 1.1666 1.1666 2.3333
10 3.6893 3.6893 7.3786
100 11.666 11.666 23.333
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10.8.

Disposal

If you plan to discontinue the use of this laser system and intend to dispose of it or any of its parts or accessories, you must observe
the applicable regional legal provisions for its disposal. You may also contact your local distributor, authorized service center, or
LiteCure® Customer Care for more information regarding the disposal of this laser system.

11. Labeling
]
11.1. Explanation of Symbols
Symbol Title Description
Manufacturer Indicates the medical device manufacturer, as defined in EU Directives 90/386/EEC,

93/42/EEC and 98/79/EC.

Date of manufacture

Indicates the date when the medical device was manufactured.

Catalog number

Indicates the manufacturer’s catalog, or model, number so that the medical device
can be identified.

Serial number

Indicates the manufacturer’s serial number so that a specific medical device can be
identified.

Caution

Indicates the need for the user to consult the instructions for use for important
cautionary information such as warnings and precautions that cannot, for a variety of
reasons, be presented on the medical device itself.

Type B Applied Part

Refers to the part of the medical device which comes into physical contact with the
patient in order for the device to carry out its intended function.

Do not dispose in unsorted
municipal waste (WEEE)

Equipment must not be disposed of as unsorted municipal waste.

Laser Warning

Warning label for class 2 and higher laser radiation

Remote interlock connector

Identifies remote interlock connection port

Foot Switch

Identifies connection port for foot switch

ol ISESEEAN A S

Optical fiber applicator

Identifies connection port for hand piece fiber

(7]
-
o
h ]

Emergency Stop

Button used to terminate laser emission and shutdown the device in the event of an
emergency.

Fuse

To identify fuse boxes or their location.
Note: Not user replaceable.

Protective earth (ground)

To identify any terminal which is not intended for connection to an external conductor
for protection against electrical shock in case of a fault, or the terminal of a protective
earth (ground).

Note: This is located inside the device.

Follow Instructions

Indicates the need for the user to consult the instructions for use prior to operating
the device.

Power On/Off

Push/push power button

,I\@ca@[ﬂf

USB Port

Connection for software updates and Instant Replay Backup / Restore

o
o
&
o
e

(2]
=c
«

Nemko-CCL Safety Mark with
NRTL indicators

Indicates compliance with the Certification Body (Nemko-CCL) requirements
regarding Electrical Safety (60601-1) in the US and Canada

S
(=]
=

Prescription devices

CAUTION - Federal law restricts this device to sale by or on the order of a licensed
practitioner licensed by the law of the State in which the practitioner practices to
use or order the use of the device.

m
m

CE Marking of
Conformity

Certification mark that indicates conformity with health, safety, and environmental
protection standards for products sold within the European Economic Area.

RSR-000929-000 (0)
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11.2. Laser Product Label

20

L2

p This laser produuct complies with FDA performance standards for laser
[ Re | ONLY | products excep for conformance with IEC 60825-1 .3 an e 60601222

C us
60601-1

2

ART-000903-000 (0)

LiteCure LLC )

101 Lukens Drive, Suite A
New Castle, DE 19720 USA
Tel: 302.709.0408

Pat. www.litecure.com/patents

m

Ed 3.1 as described in Laser Notice No. 56, dated May 8, 2019.

11.3. Therapy Laser 15W Label

980/810nm 15W
CW or 2Hz - 10kHz, 50% D

650nm 4.5mW CW
|IEC 60825-1: 2014

ART-000897-000 (0)

11.4. Warranty Seal

WARRANTY

VOID
IF SEAL
IS BROKEN

11.5. Additional Warnings Label

DANGER - AVOID EYE/SKIN EXPOSURE TO DIRECT/SCATTERED VISIBLE/INVISIBLE LASER RADIATION. CLASS 4 LASER.
DANGER - EVITER L'EXPOSITION DES YEUX/DE LA PEAU AUX RADIATIONS LASER DIRECTES/DIFFUSEES VISIBLES/INVISIBLES. LASER DE CLASSE 4.
PELIGRO - EVITE LA EXPOSICION DE LOS OJOS/PIEL A LA RADIACION LASER VISIBLE/INVISIBLE DIRECTA/DISPERSA. LASER DE CLASE 4.

PERIGO - EVITE EXPOSIGAO DOS OLHOS/PELE A RADIACAQ DIRETADIFUSA DE LASER VISIVEL/INVISIVEL. LASER DE CLASSE 4

1S - REE/RRAE T H RSN, TSI NAREES, PR,

£ - IR FTRSLUER BEAROL ——HENDE - RROBEIZ B TEN (FFR4L—-),

GEFAHR — KONTAKT MIT AUGEN/HAUT DURCH DIREKTE/GESTREUTE SICHTBARE/UNSICHTBARE LASERSTRAHLUNG VERMEIDEN. LASER DER KLASSE 4.

ART-000902-000 (0)

12. Warranty Details

12.1. Warranty Information

Please review the terms of purchase and date of installation to determine validity of warranty claim. Warranty claims should only be made
for products within the terms of the warranty policy.

1.

2.

Contact Customer Care to obtain an RMA, or service order, number and detailed return instructions. A form will be enclosed with
the loaner or replacement product and must be completed, signed and returned to Companion with the returned product.
Be prepared to furnish:

. Product Model and Serial Number

. Purchase and Shipment Date

. Reason for Return

. Name of person and phone number at your organization for further communication.
Adhere to complete return instructions for transportation and packaging and ship the product with proper documentation
containing the RMA number and the information specified above.
Customer Care will advise the purchaser of its determination of warranty at the earliest possible time. Providing complete
information as requested will expedite the process.
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12.2. Packaging Instructions

1. Pack the items you are returning in the original packaging material. If the original packaging material is not available, please

follow these guidelines: Insert or wrap and protect all ESD sensitive components separately in either static dissipative or static

shielded packaging.

Wrap each item separately. Fragile components need adequate cushioning from each other and the sides of the box.

3. Use enough cushioning material inside the box, and around each item, to ensure that the contents cannot move when you shake
the box.

4. Use adequate protection when covering sensitive fiber tips or optical components.

5. Use a double box method for shipping all fragile electronic/optical components and equipment.

N

Important: The warranty may be considered void if the items received by the company are not packaged in a manner that
complies with the Packaging Instructions.

12.3. Cancellation Fees

Should it become necessary to cancel or modify orders, a restocking fee of 25% of the total order amount will be charged for returns to
stock.

12.4. Coverage and Exclusions

12.4.1. standard Warranty

Companion® laser products and components are warranted to be free from defects in materials and workmanship for a period of time
specified within your sales order agreement. The warranty term will start from the date of the initial shipment. Companion’s liability under
the standard warranty is limited to the following components:

Laser internal and external components
Laser diodes, laser hand piece, fiber and treatment heads
Companion shall replace, or repair, any part during the original warranty period.

Products replaced under warranty will be warranted only for the balance of the warranty period for the plan under which such replacement
was provided to the customer.

This warranty extends only to the original purchaser of the equipment from Companion Animal Health. The purchaser must notify
Companion within 15 days of first noticing the defect and promptly return the defective product upon receipt of RMA number(s) before
expiration of the warranty period.

Products believed by purchaser to be defective shall be returned with the transportation and insurance prepaid by purchaser. Repaired or
replaced products will be returned to purchaser by Companion, FOB city destination within the continental United States. Transportation
beyond these limits will be charged to purchaser. The warranty set out in above paragraph is the exclusive warranty made by Companion
and is in lieu of all other warranties (except for specific product performance warranties), whether written, oral, or implied, including any
warranty of merchantability or fitness for a particular purpose, and shall be customer’s sole remedy and Companion’s sole liability on
contract or warranty of otherwise for the products. This warranty shall not be modified or amended without the written approval of an officer
of Companion.

12.4.2. Extended Coverage

Companion may offer extended warranty or service plans for additional years beyond the duration of the Standard Warranty to provide
coverage and support to certain products. Please contact Companion using the contact information provided on the back cover or your
local representative for details.

Plans will not apply to those products which have been:

(0] Repaired or altered other than in accordance with the terms of this Agreement, or

(i)  Abused, misused, improper handling in use, or storage, or used in an unauthorized or improper manner or without following
written procedures supplied by Companion, or

(i) Original identification markings, labels have been removed, defaced or altered, or
(iv)  Any other claims not arising directly from defects in material or workmanship.

Special contracts or contracts for non-standard products may have modified terms of and, in such cases; the terms as stated in the
individual contract must be signed by the duly authorized officer of Companion and will supersede the standard terms. Companion will
make final determination as to cause or existence of defect and, at its option, repair or replace the products which prove to be defective
during the coverage period.

IN NO EVENT SHALL LITECURE BE LIABLE FOR ANY INDIRECT, SPECIAL, INCIDENTAL OR CONSEQUENTIAL DAMAGES
RESULTING FROM THE FAILURE TO PERFORM UNDER THIS AGREEMENT OR THE FURNISHING, PERFORMANCE OR USE OF
ANY GOODS OR SERVICES SOLD PURSUANT HERETO, WHETHER DUE TO BREACH OF CONTRACT, BREACH OF WARRANTY,
NEGLIGENCE OR OTHERWISE.

13. Contact Information

For immediate assistance, contact Customer Care directly. For support outside of the US, contact information for Customer Care
can be found below.
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If this laser system does not function as expected and/or if the laser system malfunctions, contact Customer Care.

Before you call, please have the following information so that Customer Care can provide you with the highest level of service:

1. Customer Account Number:
2. Model (REF):
3. Serial Number (SN) :

=

[s]
]
el

The Model ( REF ) and Serial Number
( SN ) of the device are found on the
yellow label located underneath the
device.

LiteCure LLC
101 Lukens Drive, Suite A
New (astle DE 19720 USA

c € Tel: 302
Pat. www. Iutezuve tom/patems

Laser product complies with FDA performance standards for faser
[Rc ] ONLY pm:n(eptfwuﬂmmmﬁ(mlEdSMIKmHll

3.1 as described in Laser Notice No. 56, dated May 8, 2019.

DJO Asia Pacific DJO Australia DJO Benelux
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Finalmente, ha um aviso sonoro durante a Emisséo que é um tom constante, ou bip continuo, dependendo das configura¢@es do sistema.
O aviso sonoro soa seis vezes durante a transigdo de seis segundos do modo Espera para 0 modo Pronto.

1.5.5. Protecdo sem Supervisdo
Se o sistema laser for deixado em modo Pronto por 100 segundos sem nenhuma entrada, o sistema retornara automaticamente ao modo
de Espera

1.5.6. Monitor Interno de Energia & Laser
Para evitar riscos de exposicdo excessiva devido & energia excessiva do laser, o sistema a laser monitora continuamente a corrente de
saida dos diodos para garantir que eles estejam dentro das configuragdes de calibragédo de fabrica. Se for detectado que os niveis de corrente
elétrica excedem o limite superior que resultaria em uma saida de energia 20% maior do que a selecionada, o laser ird parar a emisséo,
exibir uma mensagem de erro e retornar ao modo de Espera.

1.6. Oculos de protegao a Laser
Qualquer pessoa na Area Controlada de Tratamento a Laser (LTCA) durante o tratamento a laser
DEVE usar o 6culos de protegdo que é fornecido com o sistema laser. O 6culos tem uma
densidade optica (OD) >5,0 para comprimentos de onda de 808 nm E 980 nm, conforme
identificado nas lentes (Figura 5). Os pacientes com animais podem usar éculos de protegdo a
laser fornecidos pelo fabricante, ou seja, Doggles, (Figura 6) ou podem ter seus olhos cobertos
com outra protegdo completamente opaca. Oculos de protegdo adicionais podem ser adquiridos
na loja virtual da empresa..
(S

2. Configuragéo do Sistema

Cuidado: SEMPRE DESLIGUE o sistema laser e desconecte o cabo de energia da tomada antes de levantar, mover ou mudar

de lugar..

Figura 5
Figura 6

2.1. Localizagdo

Selecione um local seguro e bem ventilado no qual instalar e operar o sistema laser (ver se¢éo 1.3 para descri¢do da Area Controlada de
Tratamento a Laser).

O dispositivo deve estar a 1,8 metros (6 pés) de uma tomada elétrica disponivel de 100-240 V.

Selecione uma superficie dura e plana que possa suportar adequadamente o sistema laser.

Assegure um fluxo de ar adequado ao redor do sistema de laser. O sistema de laser é resfriado a ar e projetado para uso em um

local bem ventilado.. Deve haver uma folga minima de 10 cm (4 pol.) ao redor da parte de tras do dispositivo.

Um extintor apropriado deve estar prontamente disponivel.

1 Aviso: N&o opere o sistema de laser em areas com riscos de exploséo, tais como materiais inflamaveis ou gases.

2.2. Desembalagem e Configuracgéo Inicial
Passo 1. Desembrulhe cuidadosamente o sistema de laser e seus acessérios da embalagem de envio.
Passo 2. Inspecione cuidadosamente o sistema de laser para detectar qualquer dano, como rachaduras, amolgadelas ou pecas

dobradas.
Passo 3. Se os itens estiverem faltando ou danificados, ligue para o Atendimento ao Cliente. Além disso, favor notificar a WARRANTY
transportadora se o dano parecer ter ocorrido durante o envio e guardar a embalagem para prova. VoD

IF SEAL
IS BROKEN

Cuidado: Se o selo de garantia (Figura 7) ndo for encontrado na parte inferior do dispositivo ou estiver quebrado,
! NAO opere o dispositivo. Ligue para a Central de Atendimento ao Cliente.

Lcd

Passo 4. Conecte a fonte de alimentacéo externa ao sistema de laser, certificando-se de que o cabo esteja
corretamente alinhado. Com o lado plano do cabo voltado para cima, conecte a fonte de alimentagdo externa
na entrada DC na parte traseira. (Figura 8).

Figura 7

Figura 8

Cuidado: N&o force o cabo de alimentac@o externa na entrada DC na posigdo incorreta (ou seja, de cabeca para baixo). Isto

| e . . . ~ 2
bea danificara os pinos e a unidade ndo ira carregar corretamente.
Passo 5. Conecte o cabo de energia CA na fonte de alimentagéo.
Passo 6. Uma vez que a conexdo de energia esteja segura, conecte o cabo de energia CA em uma tomada de 100-240V aterrada.

Uma luz verde na fonte de alimentagdo acendera (sinalizando a conexdo ativa da fonte de alimentacédo). Se o sistema
laser estiver desligado, a bateria sera carregada desde que, as conexdes da fonte de alimentacéo e da tomada de parede
estejam seguras.

Passo 7. Carregue a unidade por aproximadamente 2-2,5 horas.

Recomendacéo: Carregar totalmente a bateria antes do uso. O sistema a laser é enviado com a bateria apenas parcialmente carregada.
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2.3. Uso e Carregamento da Bateria

1 Aviso:

N&o modificar a bateria ou tentar inserir objetos estranhos nela.

N&o curto-circuite a bateria, mantenha-se afastado de itens metalicos.
N&o mergulhe a bateria na 4gua ou molhe a bateria.

Nota: Quando a fonte de alimentagéo externa é conectada ao sistema de laser, o icone da bateria piscara na cor verde para indicar que
esté carregando a bateria. Para determinar o nivel de carga da bateria, a fonte de alimentagéo deve ser desconectada da parte de trads do
dispositivo.

Cuidado:
: O uso desta bateria em outros dispositivos pode resultar em danos ao dispositivo ou bateria.
A faixa de temperatura para carregar esta bateria é de 10 °C a 32 C (50 F a 90 F). Nao carregue a bateria fora desta faixa.
N&o armazenar a bateria em temperaturas acima de 70C (158F), como dentro de um carro em um dia quente ou sob a luz
direta do sol; isto pode danificar a bateria.
Evite deixar a bateria cair. Se vocé suspeitar que a bateria ou dispositivo estd danificado, entre em contato com o
Atendimento ao Cliente.
N&o desmontar, abrir, esmagar, dobrar, deformar, perfurar, triturar ou queimar a bateria.

Quando o sistema laser é ligado, ha um icone de bateria no canto superior direito da tela do visor. O icone de bateria indicara a quantidade
de carga na bateria. Quando a unidade é conectada a corrente alternada (tomada principal/de parede), o icone da bateria aparecera
totalmente verde e piscara para indicar que ela esta carregando. Quando desconectado, o icone mudara de cor de verde para ambar e para
vermelho a medida que a carga se esgota. Quando o icone da bateria estiver vermelho e piscando, a bateria precisara ser recarregada.

2.4. Substituindo a Bateria
| Cuidado: Substituir a bateria somente por uma bateria de substituicdo autorizada. Estas baterias foram testadas de acordo com
[N as normas de seguranca aplicaveis.

Aviso: Baterias descartadas podem criar um risco a seguranga. Antes de descartar, cubra os contatos da bateria com fita isolante
e elétrica e entre em contato com o Servigo de Atendimento ao Cliente.

Se a bateria néo estiver carregando como o esperado, entre em contato com o Servico de Atendimento ao Cliente

para mais problemas para determinar se uma substituicdo € necesséria.
Se for determinado que a bateria precisa ser substituida, siga os passos abaixo para remogao e substituicdo da
bateria.

Passo 1. Desligar o laser. Vire o laser e coloque-o sobre uma superficie dura e plana.

Remova a tampa da bateria girando as travas com os dedos. (Figura 9)
Passo 2.  Pararemover a bateria antiga, pegue a alga de remocé&o e puxe diretamente para Figura 9
cima. (Figura 10)

Passo 3. Com a seta na bateria apontando para a parte frontal da unidade, insira a nova bateria
no compartimento da bateria.
Passo 4. Com presséo uniforme, encaixe totalmente a bateria no compartimento da bateria. i OAS FON F WT
Passo 5. Substitua a tampa da bateria e prenda as travas com os dedos. A tampa da bateria ﬁ
encaixara firmemente para segurar a bateria no lugar. THS SE WP

Figura 10

2.5. Conexdo do Sistema de Entrega

Optica precise ser substituido).

A insercédo e remocéo repetidas do cabo de fibra da peca de mdo aumentard a chance de contaminagdo da porta de
emissdo ou da ponta da fibra. Se a porta de emissdo ou a ponta da fibra estiver contaminada, a fibra éptica pode ser
danificada durante a emisséo do feixe causando uma perda na saida e danos potenciais a porta de emisséo.

Se a fibra tiver que ser removida, use a tampa de poeira para ajudar a evitar que a poeira e os detritos contaminem a porta
de emissao. Nao deixe a porta desprotegida.

Cuidado:
Al N&o retire o cabo de fibra manual da porta de emissdo uma vez que ele tenha sido fixado (a menos que o cabo de fibra
N&o dobre a fibra 6ptica muito acentuadamente: o raio minimo de curvatura permitido é de 40 mm.

Nota: O sistema de laser seré entregue com o conjunto de entrega do feixe ja conectado. Se for necesséaria uma substituicdo, siga os passos
abaixo para desconectar o0 antigo e anexar o hovo conjunto de entrega do feixe.

Passo 1. Desenroscar o conector de fibra metalica no sentido anti-horario até soltar e puxar suavemente a fibra para longe da
unidade (Figura 11)

Passo 2.  Depois de remover a fibra, desencaixe o cabo do interruptor com o dedo puxando o plugue para longe da unidade (Figura
12)

Passo 3. Remover o novo conjunto da embalagem de espuma protetora.

Passo 4.  Fixe o conector do interruptor digital empurrando-o cuidadosamente para a porta do interruptor digital (Figura 13).
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Passo 5. Remover a tampa protetora contra poeira da extremidade do novo cabo de fibra 6ptica.
Passo 6.  Abra a porta articulada que cobre a porta de emissao e insira a ponta de fibra diretamente na porta de emisséo. Gire o
conector metélico no sentido horario sobre a porta de emisséo rosqueada até apertar (Figura 13).

Porto de emisséo
(atrds de uma tampa
articulada)

Porta de interruptor de
dedo
(porta USB-C)

Figura 11 Figura 12 Figura 13

2.6. Gerenciamento de Fibra
O lado do console a laser tem um Spool Gerenciador de Fibra e um Clip de Peca de Mao facil de usar que permite ao usuério armazenar o
conjunto de entrega do feixe enquanto n&o estiver em uso.

Quando a terapia é interrompida ou entre ciclos de tratamento, o usuario pode descansar a pe¢a de mao no grampo do Hand Piece Clip.
Para armazenamento a longo prazo e durante o transporte, o usuario também pode enrolar a fibra ao redor do Spool Gerenciador de Fibra
para evitar danos a fibra.

Ao envolver a fibra do pedaco de méo ao redor do carretel do Gerenciador de Fibra, o primeiro envoltério de fibra deve ser introduzido no
Fiber Slot para que o Bifurcador de plastico, que une o interruptor de dedo e os cabos de fibra dptica, encaixe no slot. Mais cinco envoltérios
(para um total de seis) devem ser feitos firmemente ao redor da bobina para fornecer comprimento suficiente para a peca de méao alimentar
o grampo da peca de mao (Figura 14).

Clip de Pecga w
de M&o 6° e final
do
embrutho
no Clip de
Snap in Pegg de
Bifurcator Méo
Slot de durant,e_o 1°
- envoltério de
Fibra 5
fibra
Figura 14

3. Descricdo do Dispositivo

O sistema de laser inclui um laser terapéutico e um sistema de entrega Optica que é usado para o tratamento de dores musculares e
articulares menores, espasmo muscular, dor e rigidez associadas a artrite e para promover o relaxamento do tecido muscular e para o
aumento temporario da circulag@o sanguinea local. O sistema de entrega Optica consiste em uma peca de méao com cabecas de tratamento
intercambiaveis fixadas a uma fibra optica flexivel. Um aplicativo de software personalizado permite ao operador selecionar a partir de
protocolos de tratamento incorporados, ou ajustar e definir a poténcia de saida 6ptica do sistema e os tempos de tratamento com o minimo
esfor¢o. Uma vez que o operador tenha selecionado os parametros de tratamento desejados, a ativacdo da emissao laser requer que o
operador siga uma sequéncia de passos pré-determinados para ativar a emisséo laser. Estas etapas estéo detalhadas na Sec¢éo 5.

3.1. Indicagdes de Uso
Comprimento de onda de 810 nm e/ou 980 nm:
Este sistema laser é indicado para emitir energia no espectro visivel e quase infravermelho para fornecer aquecimento tépico com a finalidade
de elevar a temperatura do tecido para alivio temporario de pequenas dores musculares e articulares, espasmo muscular, dor e rigidez
associadas a artrite. Também é indicado para promover o relaxamento do tecido muscular e para aumentar temporariamente a circulacéo
sanguinea local.
O sistema laser destina-se a ser usado por veterinarios licenciados, ou outros profissionais, para fornecer aos pacientes animais uma terapia
de fotobiomodulag&o para promover a cura e reduzir a inflamagéo.

Cuidado: A lei federal (EUA) restringe este dispositivo & venda por ou sob ordem de um veterinario, ou outro profissional licenciado

& pela lei do Estado para usar e/ou prescrever o uso do dispositivo.

1 Aviso: Este aparelho laser é vendido somente para fins VETERINARIOS, INDUSTRIAIS, OU CIENTIFICOS! Sob NENHUMA
e circunstancia este sistema laser deve ser empregado como um dispositivo médico para uso humano.
3.2. Contra-indicagdes
As contra-indicacdes para a laserterapia séo baseadas na prudéncia, em oposicéo aos dados experimentais ou clinicos. As seguintes
contra-indica¢des sao apresentadas como uma precaugao para um tratamento seguro e eficaz. A terapia a laser nédo deve ser
administrada nas seguintes situacdes:

Hemorragia: N&o aplicar luz laser a nenhuma lesdo hemorragica ativa.
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Olhos: Irradiacao direta dos olhos. Os lasers sé@o potencialmente prejudiciais para a retina do olho. Nunca lance luz
laser no olho em momento algum, mesmo quando estiver usando 6culos de protegédo.
Testiculos: N&o aplique luz laser nos testiculos do animal.
Medicamentos injetaveis: N&o aplique luz laser diretamente sobre qualquer area injetada recentemente com
qualquer medicamento, vacinas, etc.
Medicamentos fotossensiveis: Tenha cuidado em qualquer animal que esteja recebendo atualmente medicamentos
fotossensiveis.
Epifisite: Ao aplicar luz laser na epifisite, use uma dose baixa inicialmente e use apenas os tratamentos necessarios
para reduzir o inchaco.
Cancer ou Malignidade: N&o usar laser sobre qualquer lesdo priméaria ou secundéaria conhecida. A aplicagdo do laser
em cavalos com Melanomas e Sarcoides s6 deve ocorrer sob a supervisdo de um veterinario.

. Gravidez: N&o aplicar luz laser diretamente sobre o utero gravido.

. Tratamento sobre Ganglios Simpaticos, os nervos Vagus e a Regido Cardiaca em Animais com Doenga
Cardiaca: A terapia a laser pode alterar significativamente a fungéo neural e, portanto, é contra-indicada sobre estas
regides em pacientes com doengas cardiacas.

3.3. Exposi¢do Maxima Permitida (MPE)

Exposi¢cdo maxima permitida (MPE) é a maior densidade de poténcia (em W/cm2) de uma fonte de luz que é considerada segura. Para a
radiagdo infravermelha deste sistema laser, o MPE na cérnea para exposi¢do ocular direta é determinado pelo comprimento de onda,
divergéncia de feixe e tempo de exposigdo. Para os tempos de exposi¢éo entre 10 e 3000 segundos, o MPE na cérnea para este sistema

laser

©CoO~NOOOUTDWDNEE

. Bot@o Power

. LED Indicador de Emisséo

. Botdo de Parada de Emergéncia

. Tela Touchscreen

. Etiqueta da Caixa de Protecédo ndo-Intertravada
. Entrada USB

. Etiqueta de Avisos Adicionais

. Blogueio Remoto

. Entrada do Interruptor de Pedal

10.
11.
12.
13.
14.
15.
16.
17.
18.
19.
20.
21.
22.

é de 418,9 W/m2. Para tempos de exposicéo entre 10 e 30.000 segundos, o MPE na pele é de 3027,1 W/m2.

3.4. Diagramas do Console a Laser

Entrada DC (entrada de alimentac&o)
Cabo de Fibra Otica

Alivio de TensGes

Manuseio da Peca de M&o
Grampo da Oega de Mé&o
Palestrante

Carretel do Gerenciador de Fibra
Etiqueta do Produto

Marcacao de Peca Aplicada
Marcagédo do Aplicador Optico
Marcacao de Interruptor de Dedo
Tampa da Bateria

Selo de Garantia

Figura 16

Figura 18

3.5. Empower™ Sistema de Entrega
Aviso:

AL Se qualquer parte do sistema Empower Delivery System superaquecer ou produzir fumacga, desligue imediatamente o

')

L.

sistema, interrompa a operagao e contate o Servi¢co de Atendimento ao Cliente para assisténcia.

O uso de acessorios e/ou cabos de fibra 6ptica ndo especificados para uso com este sistema a laser e pode resultar em
emissdes inseguras ou danos.

Cuidado: Nao dobre a fibra éptica muito acentuadamente: o raio minimo de curvatura permitido € de 40 mm.

O Empower Delivery System é composto por uma fibra 6ptica de duplo revestimento e uma pega manual com cabegas de tratamento

interc

RSR-

ambiaveis. A emissao do laser é controlada com um interruptor de dedo na pega de méo (Figura 19).
Anel Indicador de

/ Emiss&o de LED
\ Interruptor de Dedo

Extremidade
Distal

Figura 19

000929-000 (0) User Manual — CTX Péagina 7 de 24



COMPANION

ANIMAL HEALTH

‘J‘ Aviso: NAO opere o sistema laser sem um cabegote de tratamento. Isto pode causar ferimentos graves.

O interruptor digital € um botdo ON/OFF para a emisséo de laser. Quando o operador estiver administrando um tratamento, o interruptor de
dedo deve ser mantido pressionado. Ao soltar o interruptor do dedo, a emissédo laser € interrompida e o laser retorna ao modo Pronto. O
sistema laser permanecera no modo Pronto até que o operador mantenha o botéo pressionado novamente para retomar o tratamento. Se
n&o houver nenhuma entrada para o sistema laser pela chave digital por 100 segundos, entdo o sistema laser retornard automaticamente
para o modo Espera.

H&a uma configuragdo OVERRIDE do interruptor digital que pode ser usada por usuérios avancados que ndo querem segurar o interruptor
digital para baixo durante todo o tratamento. Mais informacdes sobre as configuragdes do interruptor digital podem ser encontradas em
Configuragao.

a Aviso: O OVERRIDE para a chave de dedo deve ser usada apenas por operadores experientes.

Durante a emisséo, o anel LED ao redor do interruptor do dedo acendera na cor verde (Figure 19).

3.6. Cabecotes de Tratamento de Desconex&o Rapida
Antes de iniciar qualquer tratamento, a tampa de poeira de embarque deve ser removida. Para remover a tampa do p6 ou qualquer
acessorio da cabeca de tratamento, segure a base da pegca manual com uma méao e segure o acesso6rio com a outra. Gire no sentido anti-
horario aproximadamente 1cm para destravar o acessoério. Em seguida, puxe diretamente para baixo para desengatar e continue puxando
para desconectar completamente o acessorio (Figura 20).

Totalmente Desbl d Desengatado dTotaIme?tZ
acoplado, travado esbloqueado esconectado

Figura 20

Para fixar um acessorio de cabecga de tratamento, localize o inserto metélico na parte interna do acessério. Alinhe a ranhura dentro do
inserto metalico com o rolamento na extremidade do encaixe da pe¢a manual (Figura 21). A peca de mao e os acessorios sdo encaixados
com chave, de modo que s6 caibam e se fixem nesta orientagao.

= e s

Figura 20

Uma vez alinhados, empurre o acessorio para a extremidade da peca de méo para que fique totalmente sentado. Depois, enquanto segura
a peca de mao, gire o acessorio no sentido horario até que faga um clique. Isto indica que o acessério esta totalmente encaixado, travado

e pronto para ser usado. (Figura 21)
e Rotacédo do Pronto para o
“Clique” Tratamento

Figura 21

Alinhamento
Insercé@o

I Aviso: NAO opere o sistema laser com um cabegote de tratamento acoplado inadequadamente. Isto pode causar ferimentos
Ay
S22 graves.

Para confirmar a conexdo bem sucedida, o icone do cabecote de tratamento correspondente na tela de Operagéo ficard em destaque. A
cor de fundo do icone serd baseada na recomendagédo ou ndo com base no Protocolo atual ou nas configuragdes de tratamento.
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3.7. Fixagdes do Cabecote de Tratamento
A tabela a seguir lista os cabecotes de tratamento incluidos com o sistema laser e fornece uma descrigdo de quando usar cada um.

Cabecote de Tratamento Nome e Descricdo

Cabecote de Tratamento Pequena sem Contato (cone pequeno)

Este cabecote de tratamento é para uso geral e aplicag8es onde se deseja um controle fino sem
contato ou manipulacgao de tecidos moles durante o tratamento. Indica¢des para o uso do cone
pequeno sdo feridas muito pequenas em espagos apertados ou perto de areas sensiveis (como
a boca). A area a ser tratada e uma margem circundante significativa devem ser cobertas
uniformemente em um movimento de "pintura” ou "serpentina”. O cone pequeno é
recomendado para uso somente em poténcias de 3W ou inferiores para o conforto ideal
do paciente e NAO deve ser mantido no lugar sem movimento durante o tratamento,
porém pode ser usado com seguranga em poténcias de até 6W se a técnica apropriada
for usada. As lentes cdnicas pequenas NAO devem entrar em contato direto com o pelo e
devem ser mantidas a 1-2 polegadas da pele do paciente.

Aplicador de Tecido Profundo de Contato Pequeno (Bola Pequena)

Este cabecote de tratamento é para uso em aplicagdes onde o contato e a manipulacéo de
tecidos moles durante o tratamento sdo desejados. Indicagbes para o uso da bola pequena sdo
lesdes musculares ou teciduais em espagos apertados ou perto de areas sensiveis. A bola
pequena néo é recomendada para uso em feridas abertas, pele néo intacta ou areas sensiveis
ao contato. Este cabegote deve ser mantido perpendicular a pele e ndo se aproximar em um
angulo. A area a ser tratada e uma margem circundante significativa deve ser coberta
uniformemente em um movimento de "pintura™ ou "serpentina”. A esfera pequena é
recomendada para uso somente em poténcias de 3W ou inferiores para conforto ideal do
paciente, porém pode ser usada em poténcias de até 6W com segurancga se for usada a
técnica apropriada.

Aplicador de Tecido Profundo de Contato Grande (Bola Grande)

Este cabecote de tratamento é para uso em aplicagdes onde o contato e a manipulacéo de
tecidos moles durante o tratamento s&o desejados. As indicagdes para o uso da bola grande

séo lesdes musculares ou de tecidos moles profundos, artrite, edema/envelhecimento e outras
condi¢des de tecidos profundos. A bola grande ndo é recomendada para uso em feridas
abertas, pele néo intacta ou areas sensiveis ao contato. Esta cabe¢a deve ser mantida
perpendicular & pele e ndo se aproximar em um angulo. A area a ser tratada e uma margem
circundante significativa devem ser cobertas uniformemente em um movimento de "pintura” ou
"serpentina”. A bola grande pode ser usada em configurac8es de poténcia de até 15W.
Cabeca de Tratamento Grande Sem Contato (Cone Grande)

Este cabegote de tratamento é para uso geral e aplicagdes onde nenhum contato ou
manipulagdo de tecidos moles durante o tratamento é desejado. Indicagdes para o uso do cone
grande séo feridas, otite externa, dermatite pirotérmica, incisdes pds-cirlrgicas e outras
condigdes teciduais superficiais. Também pode ser usado no lugar de qualquer uma das
cabecas de tratamento de contato para terapia em areas hipersensiveis ao contato direto, tais
como proeminéncias ésseas ou em pacientes com pele fina ou hiperestéia. O cabecote de
cone grande pode ser usado em poténcias de até 15W, a 1-2 polegadas da pele do
paciente.

Nota: NAO penteie as bordas com vieiras através do cabelo/peles do paciente..

3.7.1.Parametros do Cabegote de Tratamento
A divergéncia de feixes e a Distancia Nominal de Risco Ocular (NOHD) para cada um dos cabegotes de tratamento estdo listadas na tabela
a seguir. A NOHD é definida na ANSI Z136.3 como "a distancia ao longo do eixo do feixe desobstruido do laser até o olho humano além da
qual ndo se espera que a irradiacdo ou exposicdo radiante durante a operagdo normal exceda a Exposicdo Maxima Permitida (EMA)
apropriada”. Em distancias maiores que o NOHD, a intensidade do feixe se torna menor que o MPE.

Divergéncia do feixe
Cabecote de Tratamento Angulo total NOHD (m) NOHD (ft’ polegadas”)
Radiano Graus
Cone Pequeno 0.8148 47 0.4 14
Bola pequena 0.2258 13 11 38"
Cone Grande 0.8148 47 0.4 14
Large Ball 0.0566 3 4.9 16’ 1"

4. Operagéo do Dispositivo

Nota: O NOHD para todo o sistema de laser é determinado pelo cabegote de tratamento com o NOHD mais longo, que é o Aplicador de
Tecido Profundo a 4,9m ou 16 pés e 1 polegada.

Recomendac&o: NAO permitir a entrada de qualquer pessoal néo essencial na LTCA durante qualquer procedimento a laser.

4.1. PrecaugGes de Seguranca
Qualquer pessoa na Area Controlada de Tratamento a Laser (LTCA) durante a operagdo (incluindo o operador, todos os assistentes e o

paciente) deve usar o 6culos de protecéo fornecido com este sistema a laser.
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Aviso:
AL O ¢6culos de protegdo a laser tem uma densidade 6ptica > 5,0 para 810 nm e emisséo laser de 980 nm (veja a folha de
especificagdes do 6culos). SOMENTE use os 6culos de protegdo fornecidos com este sistema a laser.
Toda a equipe do LTCA deve usar 6culos de protecdo a laser de segurancga.
Substituir qualquer 6culos de protegédo a laser por 6culos do fabricante se houver qualquer dano ou fotobranqueamento
resultante da exposigao ao laser.
NUNCA olhe diretamente para a extremidade distal da fibra 6ptica conectada a um dispositivo a laser ativo COM ou SEM
0 6culos de protegdo de emisséo a laser apropriado.

/ Aviso:

o NUNCA aponte a luz do laser diretamente para os olhos.

’ NUNCA direcione o feixe do laser para outra coisa que ndo seja a area a ser tratada. O contato direto ou indireto dos
olhos com o feixe de saida pode causar sérios danos, danos irreparaveis a cornea e/ou retina e possivel cegueira em um
ou ambos os olhos.

Se vocé suspeitar de ferimentos, como exposic¢éo direta aos olhos, procure imediatamente assisténcia médica.
INOBSERVANCIA com todas as instrucdes e avisos de segurancga pode expor todos na area controlada de tratamento
com laser a niveis nocivos de radiacéo laser e/ou niveis perigosos de corrente elétrica.

INOBSERVANCIA com as técnicas de aplicagéo listadas no manual pode levar & exposigéo a niveis nocivos de radiagéo
a laser.

EVITE O USO de solventes inflamaveis, anestésicos, gases oxidantes como o 6xido nitroso (N20) e oxigénio. As altas
temperaturas produzidas durante o uso normal do sistema a laser podem inflamar alguns materiais, como algodéo ou 13,
quando saturados com oxigénio.

NAO utilize o cabegote de tratamento até que a solugéo alcodlica utilizada para limpeza se evapore completamente. Isso

K pode fazer com que o laser incendeie solucdes ou vapores de alcool. /

Tome as seguintes medidas para proteger a sala de tratamento, ou a area controlada:
Alertar os pacientes e a equipe sobre as precaucdes de seguranca do laser antes de entrarem na Area Controlada de Tratamento
a Laser (LTCA). Colocar a placa de seguranca do laser na parte externa da porta da sala de tratamento quando estiver em uso.
Fechar a porta da sala de tratamento durante a operagéo do laser. O conector de intertravamento remoto pode ser conectado a
porta da sala de tratamento através de um circuito de intertravamento para que a emisséo do laser pare quando a porta da sala
de tratamento for aberta.

4.2. Informag6es do Tratamento
O uso adequado do sistema de laser requer praticas apropriadas de seguranca e conhecimento da interacéo laser/tecido. Além disso, a
compreensdo do comprimento de onda, frequéncia, tecido alvo e anatomia do laser séo essenciais.

Recomendacéo: O diagnoéstico e os planos de tratamento adequados devem ser feitos por ou sob a superviséo direta de um profissional

licenciado.

4.3. Protocolos Armazenados
O protocolo pré-definido comegara com CW (Onda Continua) e podera circular através de multiplas freqiiéncias.
A profundidade é determinada pelo tamanho do ponto, tipo de tecido sendo tratado, poténcia e comprimento de onda.
Um entendimento da anatomia veterinaria e da interagéo do tecido a laser é essencial para tratamentos seguros e 6timos.
Uma vez concluido, o operador pode reativar o laser e repetir um protocolo pressionando o interruptor do dedo.

4.4, Preparacédo do Paciente

Aviso:
Use com cuidado. Pode causar queimaduras graves. N&o usar sobre area sensivel da pele ou na presenca de méa
circulacao.
NAO permita que nenhum objeto refletor caia ou obstrua o caminho do laser enquanto ele estiver emitindo. O contato direto
ou indireto dos olhos com a luz espalhada do laser de qualquer superficie refletiva pode causar danos graves e irreparaveis
a cérnea e/ou retina, e possivel cegueira em um ou ambos os olhos.
NAO faga pré-tratamento do tecido (por exemplo, com uma almofada de aquecimento ou compressa Umida) antes do
tratamento a laser. O tecido a ser tratado deve estar seco e a temperatura normal antes do inicio do tratamento a laser.

As seguintes diretrizes devem ser usadas na preparacao de pacientes para tratamentos de laserterapia:
A éarea a ser tratada deve ser exposta (ndo tratar através de material de bandagem).
A area a ser tratada deve estar limpa e livre de sujeira ou 6leos de superficie. Quaisquer pulverizagdes tépicas, pomadas ou logées
devem ser lavadas e enxaguadas completamente antes do tratamento.
Se limpar o cabegote de tratamento antes de administrar a laserterapia ao paciente, certifique-se de usar somente alcool
isopropilico com 70% de alcool ou menos. Certifique-se de que todo o alcool esteja completamente evaporado e o cabegote de
tratamento completamente seca antes do uso no paciente (ver segéo 7.1).

Aviso: Certifique-se de que o alcool no instrumento esteja totalmente evaporado/seco antes de ativar o laser.

Examinar a superficie do cabegote de tratamento (superficie esférica, lente conica) para garantir que ela esteja livre de rachaduras,
marcas de queimaduras, manchas ou residuos antes do uso.
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Os efeitos térmicos variam com o pélo e a pigmentacéo - 0os pigmentos mais escuros absorvem mais. Se o paciente parecer
desconfortavel e/ou o pélo parecer excessivamente quente, aumentar a distancia e/ou mover a peca de mao mais rapidamente,
e/ou reduzir a poténcia.

4.5. Consideragdes Sobre o Tratamento

Recomendacéo: Para pacientes com pelos excessivamente longos ou grossos, o usudrio pode separa-lo durante o tratamento com as
maos ou cortar/fiar o pélo.

Os tratamentos podem ser feitos em conjunto com exercicios de alongamento ou de suave alcance de movimento.
Monitor para desconforto térmico superficial.

Mantenha sempre o feixe perpendicular a superficie da pele.

Tratar os musculos conectados a uma articulagéo dolorosa, além de fixagGes dos tenddes.

Para edema/envelhecimento, tratar a area do proximal ao distal para facilitar a drenagem linfatica.
Tratar os musculos e articulagdes biomecanicamente conectados na cadeia cinematica.

LesGes pds-operatdrias ou agudas utilizam tempos mais curtos e/ou menor poténcia.

4.6. Técnica de Contato
Os tratamentos podem ser feitos por contacto ou a uma ligeira distancia da pele.
Monitor para desconforto térmico superficial.
Onda de movimento continuo em padrao de grelha (Figura 23).
Tratar 1-2 polegadas, ou 3-5 cm, de tecido saudavel circundante. Figura 23

4.7. Procedimento de Tratamento a Laser
Esta seccdo contém informagé&o sobre os protocolos e configurages deste dispositivo. As seguintes recomendacdes de tratamento séo
fornecidas apenas como orientagéo. O médico é a pessoa que determina os parametros e o protocolo a utilizar no tratamento de cada
paciente individual.

4.8. Consideragdes sobre a Cor da Pele e Outros Pigmentos
Este sistema de laser fornecera um comprimento de onda duplo de 810 nm e uma luz de 980 nm que verificou proporcionar alivio terapéutico
da dor. Este sistema de laser permite ao operador escolher a cor da pele para o paciente. Uma vez que a pele mais escura absorvera 810
nm de luz mais do que a pele mais clara, o software do dispositivo ajustara a saida de modo a que contenha 100% 980 nm quando a pele
escura, ou o pélo escuro, for selecionado. Outra circunstancia em que pode ser apropriado utilizar este ajuste, inclui areas de pigmentacéo
mista, tais como areas com manchas de pele de cor clara e escura.

Recomendacéo: Para pacientes com pigmentagdo mista, selecionar a configuragéo caracteristica para pigmentacdo mais escura.

4.9. Dosagem

A dose de energia laser fornecida durante um tratamento é medida em joules. Este nimero é registado no ecra durante um tratamento e é
calculado multiplicando a poténcia (em watts) pelo tempo de tratamento (em segundos). O tratamento com laser deve ser aplicado a uma
area utilizando uma aplicacéo de digitalizagéo.
As orientagfes gerais sdo para que a dose total para uma area seja de 4-15 J/cm2 (a dose real dependera da area, condicao, tipo de corpo).
O software neste sistema laser esta programado para fornecer uma dose apropriada para a area de tratamento e condi¢es de entrada pelo
operador. Recomenda-se que a informacéo sobre o tratamento (protocolo e ajuste de entrada ou poténcia, energia fornecida, tempo de
tratamento, area de tratamento) seja registada para cada tratamento.

Em geral, as doses séo entregues na area da dor, nos tecidos circundantes, e ao longo da via nervosa para a area especifica que

esta sentindo dor.

Tratar os musculos que se ligam a uma articulagdo dolorosa, além das ligagdes dos tenddes.

410 Técnica de Tratamento

Aviso:
NAO permita que quaisquer objetos refletivos caiam ou obstruam o caminho da energia laser produzida por este
dispositivo. O operador, todos os assistentes e o paciente devem remover todos o0s objetos refletivos (tais como anéis,
pulseiras de metal, colares de metal e joias) antes do tratamento com este dispositivo. O contato indireto ou direto dos
olhos com a luz laser dispersa de qualquer superficie refletiva do laser pode causar danos graves e irreparaveis a cérnea
e/ou retina, e possivel cegueira em um ou ambos os olhos.

Use com cuidado. Pode causar queimaduras graves. N&o usar sobre area sensivel da pele ou na presenca de ma circulacgéo.
Durante o tratamento, é importante observar o feedback do paciente com relagdo ao seu nivel de conforto. O laser proporciona
um calor reconfortante. Seja cauteloso nos casos em que o paciente tenha sensagéo limitada ou néo seja capaz de responder a
aumentos de temperatura e considere o tratamento em um ambiente de menor poténcia. Se o paciente expressar qualquer
desconforto; a poténcia deve ser reduzida.

O tratamento deve ser ministrado a pele exposta. N&o tratar através de tecido ou curativos.

A éarea de tratamento deve estar limpa e livre de sujeira ou dleos de superficie.

Os tratamentos podem ser realizados dentro ou fora do contato.

Para otimizar a entrega da dose, manter a cabega de tratamento perpendicular a pele.

Mova continuamente a cabeca de tratamento a uma taxa de aproximadamente 3-10 cm/s (1-3 pol/seg).

Para assegurar uma distribuicdo uniforme da dose & area de tratamento, mova continuamente a cabeca de tratamento sobre a
area, primeiro movendo-se continuamente para tras e para frente horizontalmente, e depois movendo-se para tras e para frente
verticalmente em um padrdo de grade. Certifique-se de cobrir toda a area a ser tratada em um movimento de pintura.
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Para aplicagdo nas juntas, recomenda-se que 25 a 50% da dose seja aplicada enquanto se movimenta suavemente a junta através
de seu intervalo de movimento.

4.11. Mensagens de Erro

4.11.1. Erros de Operagdo
O sistema laser exibirdA mensagens de erro para advertir o operador sobre as condi¢cdes de falha. Se algum dos seguintes erros ocorrer, o
sistema laser permanecerd no modo de Espera, ou voltard ao modo de Espera, produzir4d um aviso sonoro e exibird a mensagem relacionada
descrevendo a condigéo de falha. A seguir estdo alguns exemplos destas condi¢des de falha:

A fibra 6tica ndo é inserida adequadamente,

O intertravamento remoto néo é instalado corretamente,

O interruptor de dedo / pé esté pressionado.

Para prosseguir, corrija o erro e pressione o botdo de saida.

4.11.2. Erros do Sistema
O sistema monitora continuamente a corrente de saida dos diodos para garantir que eles estejam dentro das configuragdes de calibracédo
de fabrica. Se for detectado que os niveis de corrente elétrica excedem o limite superior que resultaria em uma saida de energia 20% maior
do que a selecionada, o laser produzird uma mensagem de erro e alerta sonoro, interrompera a emisséo e retornara o laser ao modo de
Espera.

Nota: Quando a taxa de pulso do laser € CW, a poténcia real de saida do laser é a mesma que a poténcia ajustada no visor dentro das
tolerancias de operacéo..

Nota: Quando a freqiiéncia de pulso do laser ndo é CW (por exemplo, 10 Hz), a poténcia média de saida é 50% da poténcia ajustada no
visor, dentro das tolerancias de operacao.

O sistema laser ndo entrard ou permanecerd em Emisséo se o sistema laser ndo estiver dentro da faixa de temperatura de operacéo. Se
as temperaturas excederem os limites de seguranca:

Havera um aviso sonoro.

Haverd uma mensagem de erro: A temperatura do laser esta fora de alcance.

Pressione o botéo de saida para retornar ao modo de Espera.

Certifique-se de que a temperatura ambiente do sistema laser esteja dentro da faixa de temperatura operacional do dispositivo, que é de
5°C a 40°C (41°F a 104°F).

5. Ligar
Apbs pressionar o botéo de energia na parte frontal do console, havera um bipe audivel e, apés inicializar, o software exibe (Figura 24).

delete

enter

Figura 24

5.1. Menu Principal
Apbs digitar a senha padréo e pressionar "enter"”, o usuario é levado ao Menu Principal, que pode ser acessado em outras telas,
pressionando o icone inicial no canto superior esquerdo. O usuario também pode acessar o sistema usando novos IDs de Operador
criados nas Configura¢es do Rastreador de Pacientes (ver Secéo 7).

5.2. Configuracdo
Em Setup, o software permite ao operador alterar o feixe de mira, o volume da unidade, o0 modo de operagéo (configuragdes do
interruptor de dedo/pé) e as configura¢des de substituicdo. O usuario também pode selecionar o idioma do sistema.

5.2.1. Configuragéo do Sistema
Aiming Beam - pequeno feixe piloto que fornece ao operador uma indicacéo visual (luz vermelha) da

pe - localizagao do feixe de tratamento. O feixe de mira pode ser ajustado para Fixo ou Pulsado.

ming Beam

' Unidade de Volume - define o som que ira ocorrer durante a emisséo do laser. O volume da unidade pode ser
TR ajustado para Baixo, Médio ou Alto, com a opg¢éo de um tom constante ou um Beep.

Modo de operacéo - define como o operador controla 0 ON/OFF da emisséo do laser. O modo de operagéo pode
ser ajustado para Pedal ou Finger Switch.
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Operator ID - Visualizar, Editar ou Adicionar Novas ldentificagées de Operador

Nota: Uma vez atribuido um nimero de identificacdo do operador, este novo PIN (ou o PIN “Convidado" padréo "1234") também pode ser
usado para fazer o login no laser na inicializagao.

Nota: Uma vez atribuido, um PIN n&o pode ser alterado e s6 pode ser permanentemente apagado. A exclusdo de uma identificacéo de
operador excluira todos os tratamentos associados a esse PIN.

Nota: Os Numeros de Identificacdo do Operador 9000-9999 séo reservados para caracteristicas administrativas existentes ou futuras e
ndo podem ser selecionados pelos Usuarios como Numeros de Identificacdo do Operador.

5.2.2. Configuracéo de Peca de Mao
Override - O Override pode ser usado por usuérios avangados que ndo querem segurar o interruptor do dedo
durante todo o tratamento. Se o ajuste do interruptor digital OVERRIDE estiver ligado, pressionar o interruptor

digital pela primeira vez ligara a emissao laser e a emissao laser continuara a emitir até que o interruptor digital
seja pressionado uma segunda vez (ou até que o tempo restante para a emissdo laser conte até zero).

5.2.3. Configuragéo da localizagcdo
Idioma - Permite ao usuério selecionar entre inglés, chinés, francés, alemao, japonés, portugués ou espanhol.

Medigéo - Permite que o usuério escolha entre Imperial ou Métrico - sistemas de medig&o.

Definir data/hora - Permite que o usuério personalize as configuragdes de data e hora.
Set Date/Time

Apos selecionar Protocolos na tela do Menu Principal, a tela Selecionar Espécie solicitara que o usuério selecione a
espécie do paciente.

5.3. Protocol Selection

Em seguida, a tela de Caracteristicas do Paciente ira solicitar que o usudrio entre com caracteristicas do paciente que
podem afetar a absorgdo ou penetragdo da luz no tecido alvo, incluindo peso, tipo de corpo, comprimento do revestimento,
cor do revestimento e cor da pele.

Apbs a selegdo das caracteristicas do paciente, o usuario sera solicitado a selecionar a condicéo a ser tratada.

Com base na condigdo selecionada, o usuério sera solicitado a qualquer uma das condigdes:

1) Selecione a &rea por tamanho,
2) Selecione Area(s) por Anatomia, ou
3) O usuério sera levado diretamente para (Tela de operagdo) Modo de espera

Nota: Somente certas condi¢des exigirdo a selecdo de localizacdo anatémica - Artrite, Dor/Trauma, e Edema/Inchaco.

O software determinara o poder de tratamento adequado, tempo de tratamento e freqiiéncia de pulso para as caracteristicas do paciente,
area selecionada e condicdo. Pressione Next ou para prosseguir para 0 modo Espera com as configuragdes determinadas pelo
software. Os parametros selecionados apareceréo no lado direito da tela.

5.4. Tela de Operacéo (Protocolos)

Ao utilizar os protocolos predefinidos, o Gnico parametro que o usuario pode modificar € o Power Setting.

Cada selecéo de espécie/condigéo (protocolo) também tem cabecotes de tratamento recomendados e programados em que serdo exibidos
sob o mostrador de energia quando o usuéario chegar a tela de operacéo. Os anéis coloridos ao redor dos icones do cabegote de tratamento
indicam o(s) cabecote(s) de tratamento apropriado(s) para o protocolo selecionado e o ajuste de poténcia. A tabela a seguir resume os
icones de recomendagcéo e seus significados:

Significado Bola Grande | Cone Grande | Bola Pequena | Cone Pequeno
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Recomendado —
(Verde) ll/‘\\
™/
Exibe Cautela Os anexos grandes s6
(Amarelo) aparecerao em vermelho ou

verde com base no protocolo e
na selecao de energia.

N&ao recomendado
(Vermelho)

Durante um tratamento de vérias &reas, ap6s o inicio do tratamento para uma area, uma tela pop-up aparecera para solicitar que o usuario
V& para a proxima area e retome o tratamento. Se a area a ser tratada tiver a opgéo de tratar bilateralmente, o usuério seré avisado assim
gue todos os tratamentos unilaterais forem concluidos.

Os protocolos séo baseados em uma série de combinagfes de Onda Continua (CW) ou Taxa Pulsada. A secdo "Tempo" no lado
esquerdo da tela exibir4 o tempo para a combinagao especifica da Taxa Pulsativa. O tempo total restante sera exibido na parte
inferior da tela.

Selecionando Max TX, que torna vermelho o botdo Max TX (Figura 25), todas as configura¢des da Taxa Pulsada (se houver)
serdo convertidas para Onda Continua (CW). Isto resultara na reducéo do tempo de tratamento.

Figura 25
5.5. Modo de Operacédo
Pressionar Operagao no Menu Principal levara o usuario para a tela de Operagao e colocara o sistema em Modo de Espera.
No modo Espera, o software permite ao operador alterar o tempo de tratamento, a energia, a freqiiéncia de pulso e reiniciar
o contador de energia (Figura 26).

)

Operation

OPERATION

Puised Rate (Hz)

Standby

2:00

)

Time Remaining (Min:Sec)

Figura 26
5.6. Tela de Operacéo - Pronto
No modo Pronto, o laser emitird quando o interruptor dedo/pés for ativado. O objetivo do modo Pronto é esperar que o usuério pressione o
interruptor dedo/pés para iniciar a emissao do laser. O software tem um atraso de 6 segundos (6 bipes) para avisar o usuério da transi¢ao
do modo de Espera para o modo Pronto.

Além disso, o Anel Indicador de Emissdo Empower™ piscara em amarelo durante a transi¢do de Espera para Pronto. Enquanto estiver em
Pronto, a luz permanecerd amarela para indicar o estado do laser na peca de méo.

AL Aviso: NUNCA deixe este dispositivo desacompanhado no modo Pronto.

Para iniciar a emissédo a laser, pressione o interruptor do dedo. Para parar a emisséo, retire o dedo do interruptor do dedo ou pressione
novamente o interruptor do dedo..

Nota: Se a unidade for configurada com o interruptor digital ligado, cada vez que o interruptor digital for pressionado, ele atuara como um
interruptor on/off.
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