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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.

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
system.

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.

Al 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.

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

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-000927-000 (0) User Manual — CTX-I1Q

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
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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 (Error! Reference source not found.3).
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.
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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 30?7 1 \W/im2

3.4. Laser Console Diagrams

Power Button

Emission Indicator LED
Emergency Stop Button
Touchscreen Display
Non-Interlocked Protective Housing Label
Fiber Optic Cable

Strain Relief

Hand Piece Handle

Hand Piece Clip

10. Speaker

11. Fiber Manager Spool

12. USB Port

13. Additional Warnings Label
14. Remote Interlock

15. Foot Switch Port

16. DC Input (Power Supply Port)
17. Warranty Seal

18. Finger Switch Marking

19. Applied Part Marking

20. Optical Applicator Marking
21. Battery Cover

22. Product Label

o<
|LN18009001 u !

A -—

CeNoOrONE

i Figure 16 .
3.5. Empower IQ™ Delivery System J Figure 18
Warning:
i If any part of the Empower 1Q Delivery System overheats or produces smoke, immediately power off the laser system,

discontinue operation, and contact Customer Care for assistance.
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.
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Item

Description

Beam Delivery
Assembly

Double-sheathed 600 m core fiber Empower-IQ™ hand
piece & dust cap

Beam Delivery

Small Non-Contact

Small Deep Tissue Applicator

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

circular connection plug

Safety Goggles

808 nm and 980 nm OD 5+
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

ﬁﬁmmagcoon;é

Battery 49.5 WHr, 9.9 V, 5.0 Ah (352P)
808 nm and 980 nm OD 5+ ol nl
Doggles Kit ‘ri :
Doggle Sizes: XS, S, M, L T ey
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
oy 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

RF Emissions Group 1 The CTX-IQ uses RF energy only for its internal function. Therefore, its RF emissions
CISPR 11 are very low and are not likely to cause any interference in nearby electronic equipment.
RF Emissions Group 2 The CTX-IQ 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
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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-IQ is not suitable for interconnection with other equipment.
CISPR 14-1
RF Emissions Complies The CTX-IQ 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-IQ 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
Magnetic Field
EN/IEC 61000-4-8

commercial or hospital environment.

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

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

QP B 1= | > ] | Bl e

Optical fiber applicator

Identifies connection port for hand piece fiber

7]
=
o
8l

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

@@@@[ﬂﬂt

USB Port

Connection for software updates and Instant Replay Backup / Restore

)
o
I
=)
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

CE Marking of
Conformity

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

A

mEL[Z

[ Re | ONLY | producs exceptorconfrmance with e 608251 4.3 nd e 0601222

-

o CUS

60601-1

)4

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

This laser product complies with FDA performance standards for laser

Ed 3.1 25 described in Laser Notice No. 56, dated May 8, 2019.

11.3. Therapy Laser 15W Label

650nm 4.5mW CW

ART-000897-000 (0)

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

EC 60825-1: 2014

11.4. Warranty Seal

WARRANTY
VOID
IF SEAL
IS BROKEN

11.5. Additional Warnings Label

DAN
DAN

PELIGRO - EVITE LA EXPOSICION DE LOS OJOS/PIEL A LA RADIACION LASER VISIBLE/INVISIBLE DIRECTA/DISPERSA. LASER DE CLASE 4.

PER
K
o3
GEFAHR — KONTAKT MIT AUGEN/HAUT DURCH DIREKTE/GESTREUTE SICHTBARE/UNSICHTBARE LASERSTRAHLUNG VERMEIDEN. LASER DER KLASSE 4.

IGER —AVOID EYE/SKIN EXPOSURE TO DIRECT/SCATTERED VISIBLE/INVISIBLE LASER RADIATION. CLASS 4 LASER.
IGER - EVITER L'EXPOSITION DES YEUX/DE LA PEAU AUX RADIATIONS LASER DIRECTES/DIFFUSEES VISIBLES/INVISIBLES. LASER DE CLASSE 4.

IGO - EVITE EXPOSICAO DOS OLHOS/PELE A RADIAGAQ DIRETADIFUSA DE LASER VISIVELINVISIVEL. LASER DE CLASSE 4.
- BRES/RRAEA HESEATN, TAA T AIADEES, BARSE
- AR FARSLUER BEAROL —F—HEDE - ER\OBBIZ B TEWN (F 74— ),

ART-000802-000 (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) :

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

LiteCure LLC device.

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

c € Tel: 302.709.0408
Pat. www.litecure.com/patents

This laser with FDA dards for laser

Ed 3.1 25 described in Laser Notice No. 56, dated May 8, 2019.

DJO Asia Pacific DJO Australia DJO Benelux
. T el Contral P ANZ Asia einhc raat &
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BUR X I ML WU B R0 007 o AN R TP 1 S 58 B F) B Ik B2 i AU DX 3 56 /N ok
o VLN ELT R, AR LA RESET . A A B DI — AN S 2 G S A 2 R DL “ 2
EJZ “UpiR” EEs E S AT MBRERARESER, BURANKUTHHREETEMAAD

B, EMREREAMER, PRI UERBOVNREE TREMH.

REEMREESABOGES (K3
BEVETT Sk T8 T R R b i A A B SRR B S 3 G o 5P KR B3 IO A A L PA) B 2

AL RATR AR/ KA AR R HGUR B . ANEAIETF AT T A58 % 1 B bk B % A
HURE DI ATRER . R DIZ AR BT B, AR LA M AREREIE . BEAC PR X3RN — > 2
MR AR DA “ozim 7 B “UETR” BB E . RIRTTAERIE 15V IR B B T4

REEEMAET L O

BEVETT Sl T SBUAE P AN T 301 ) A 5 L i B A R A R S T 68 P DR A 38 RS2 47 11
v ARHAE IRTERE R ARGV AT AR R A GUH L. et LU SRACE AR — P AR 7 3k,

ﬁ?@ﬁﬁﬁ%%ﬁﬁ@%Eﬁ BT 57 R B R R A B R . RS WT AR RIS 15WK)

DETETHA, FEEREEKI-25T.

HE: FERBERLSFSRANBR/ EE.

3.7.1. #wirksH
TERIN T EAMRIT RROCHUR B R FREAS LR E 2 (NOHD) . #E ANST Z136.3 tv, NOHD #5€ XA “Wh Bk fis e i MO s 2 AR
PR, MR, 1R IS AT 0] AR R B S R A R B AN 2 & M BOR RV RGT R (MPE) o 7 “BEESRT NOHD, SEIREEE(LT
MPE,
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HRRBE
BT 24 NOHD (m) NOHD (FER 3&~})
L i3
N3 0.8148 47 0.4 1’ 4”7
ek 0. 2258 13 1.1 37 8”
KAk 0. 8148 47 0.4 147
KK 0. 0566 3 4.9 16" 1”7

4. WEBRE

vE: BEANEOE RSN NOHD B NOHD K ia 7 ke, BIVREEHSIENGA, RN 4.9 K, 8016 HR 1 #~f.

4.

L. ZEFHPHEHE

FEBOCTFARMI, ARFTEBOGARITHEHIX (LTCA AR CEIGERMER . PraBiFAEE) #nZ ik d B0t R 55 Hr B e

.

B

XTI 810 nm A 980 nm WOLKST, BOGPIFRBKOLEBEEEL> 5.0 (SRR . MURBILHOE RSB
M.

7E LTCA fIFTA N S US04 IR .

Un RO I F G A TR BOGE 35K B 3O IR SE O 3 R A R H B

T A8 B IRIRIE 24 e & B IR, U120 BB B VRO B 4 I i o

et

\_

B
IR 806 B R HE L -
VI BOC A HER T IR LA SN KT HLT5 o BRI 422 B R 2 Al HH U R 3 ™ LA . JERAE LI AR AN / BB RLA
B, I AT ES B A B IR R
WERVREE 200, I ERRARES, RIS
AN A I % AR AV ) BE 2 (2 ORI XK T A AR B AE A /P B0 A1/ SUa R ) i .
AN Y T S ER)RE P R T RE S B0 B T P I O HE AT
S SRV RIBR . SRS, IR T (N0 AR SEAIERIRS, WO RGTEIER A R A
PR T B2 nUA—LPP R, WIARIESRE B
FER T RS T S8 R 2R AR, TE VB RNAIT ko IXRRI AT RE 2 2 BOBO ORI RS T R 28I

AN

SKHR A A8 SR PR IA TT 3 B X H 22 42 -

1E B F A LAEN BHEAFOCEITIEHIX (LTCAD R/, $REMOATNEERO 24, WO, ot 2 abr NG E G T = 114

WOLERAER, THRMIGIT R CRERRBUER S P BB 56T S TR, BT E T TN B0 R 1L

4.2. BT ER
WOt A GER LT 1 7 208 2 #0002 & EE B0/ HEUH AR BAR. hsh, TRBOLHBIC. S, HARHSIMEE At A w2

4. 3.

TRV IR BL CW GESERD TFUG, IFRTHEFE 2 MR 2 B IE3R .
FHRE DR/ BRI HLSEA . FLACRIB K

TR B RSO H SUR LA R T e Ay e T B R E 2
SERUR, A BURT DU I N 18 3 OT 5 S B WOl 4 0F B — BB

4.4 mARE

AL
.'u)

foa=E

AN . TTRES BT E R . DIZIAE RS BUR X S R AR PR A R AR AL B -
WOCRGT  IZIEARAA S S A 78 N BRBH A LB A o AL L2 B A P Aok B AR S S R I O 2 S BU™ 0. BikER
) A AN /AR WA 17, I AT RS 80— R RIRIS R

AELEHOCIEIT AR AR BAT BB (0, A REERER) .« EBORIRITITIG AT, FrAB AT I TR T .
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COMPANION

ANIMAL HEALTH

A NHES R Z BT, RAEH T AR5 .
FRHATT T R B AR S ONZLEL I AR AT IRT) o
ST EOLRAE T, RIS IR sys . AR ATJR AR 2458 SR MR SR VR /T B PV AR Rt T 14
U SRAE RS SR BEATBOGIR T BE VIR ST o TR OR U TO%ESE A K R . FEXR R AT, MRORFTA RS SE AR, YRIT Sk
AT (ZUHE 717 .

gﬁ B EROTBOCZ AT, BRI BRI DA e AR/ TR
AT AL AR PSR (BRI HfETD , BRERTCRLL PR, BRI

FASIRE I B RN 8 3R DU T S —— AU B R ) 2 R B 2 . G SRR AN AN/ R R R TR 380 ER A/ B P
BaEhk, /KT,

4.5, WITEREM
VBT AT UG £ R BRI A ) 128 Bl Vi L4 o) BEAT
IR B hANE
YRR A BT BRI
T TR B PR BL A AL o
IR/ BRI S AGE S B2 T, DA EER 513
I EN e 2B ) A R LA FISG
AR BB 5 B P (AT S AR PR T

4. 6. EpHAR
TR T LU i B DR 5 B e DR A TR 5 P 5 00 AT 24
IR B P ANE

TEMRE B E S SRk (E 24)
VRIT A 1-2 Ttk 3-5 KA B 2,

4. 7. BokwTigE
AW EE R DM ESRS . WRGTRESE . Nk = e IR TT 84 B3 6 S B AP A 5 .

4. 8. BB EAFANEE R
PR RGP 810 nm A1 980 nm IR, X COHRBUAT AGMAR . BLBOE R G RVFERAE DU R F R RSt T IR G Rk bk
RS SR 810 ERIDEEL, LAk FR G B R ER G S R, BER P I S B, AR B 100%F0 980 4K, 53—l i
A AR AR B B I DU B AR IR A G R DUE IR AL, WA IR € A0 € S R B B Ao

4.9. &
TR SR BB AR R B DR HON AL, XA IR T RS SRAE B A L, IR % CRURR) FRLLRITISIE (B 1FE k. B
A5 PH 3140 B2 P AN BB HEAT WO RT -
ARSI, R ARG 4-15 J/en’ CRERFIEMIEA. SAROL. AETE)  MBOCRERIRIF LD AL, TR R ERAE
SR IRIRTT AL AR A & 1T . B BOLR R OIRITINGIT S (DU BEE ST feEALIE . IRITI A, RIT A .
ROV, U SRR BRI A RN 2 4 DL 8 I PR TR S P PR o 22 3
BT WL BT A, 8T IR B R B LIAL

4. 10. BITHAR
n B
a VI ALATAT S S 4004 7 N B BELRG A 26 B 7 A O e R B AR o (R R & AT IR YT 200, BRAE L. BTE Bh AR
TR AR SOCE Clomde . &REW . SBTUBAERE) o AR Ak B Re ik B 06 ORI M EU o 2 $ 3
PR TSR AR/ B A, T BB R e IR R .

WO . RSB ERe . YIZITE BB U X ARE MR A P AS BRI

EIRIT IR, W EE X HATIE R R . WO M PR ORIRIE . 75 2 B BN IR T e e i R R R AR
SUR I, BRI TRIT . WRBFRIAEAIAE, MFEECTh3.
% 5 R 1 R BRBEATVR YT o 1 20 5 S BN AT IR YT
ALFRFR AL RE I, R TE TS YA B .
I AT AR A SRR AR S R kAT
NT A BAERIFIE, REFAT LI H T Bk
LAKZ) 3-10 JER /AP (1-3 58~/ K EDESR 36T k.
NT HRFIEI SIM AT BT B AL, NAEZ A B IESER EGIT Sk, E R AT 7 [ LSRR B, ARG AR PR AR T 3 B
R IRIFE Sl o B DR 7E 22 10158 Bl Hh 7 ol AL B AR BB
MFTRFTRA, AR 25 - 50%RIFIE, R s s e Ed sz,
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4.11. HIRME

conr 55’,‘!29,”5
4.11. 1. #fpesiR

WO RGUR RN BRI, PEERERE DR R Ol WML R SRR, PO RGUR R AR XSGR AL, R 5
I BRI IR DL SRAE B o DR R IR E MR ) n 1

JCEF RS

ILREIRA 2 A Y,

e/ BT 4% T

LARLR, WA LRI N IR R4
4.11. 2. RGH#E

ARG A E I e, DR DR SR T RHE B E A A I BRI B IR, B D B R R Y 20%,  BOLERR
PAEARAE BN AR, (R R IR [ B R

YE: HEOCKMIREFONESHIT, SERREotH DR S B LD R EAMR, EEREAETEEN .
R LEOCHK IR A RIELL . (Bl 10hz) I, P4 TR R R LT E 1 50%, TEEREAZETEREA.

ISR RS IR T, OB TR SEHE R 2N kPR E RAPIRA . 0 SRR 52 W
SRS,

B — ARG R BOLRE BB
1B R AR L
I RBOE RS RO AL W R EIRESE N (5CT 400
5. J@H

TERE T R & R K ISR, 0T RIS, PR, RAFER (B 26) .
RIS R, Fa T O Bl R SRR PR 3 I (3x) B, Fo”5 Empower IQ™MEH RGERINER: .

compafiny

delete

enter

K125
ER: WRIRAT AR, T i B R A EE R RO —— A RUEHE R, WS M 5.2.2 7,

5.1. ¥
WINBRAEE RS % “HN” S5, PN TSR R, A B R B AR BT R EE N SR R T S P TG B 2 B
TR RHTERAE B 1D ViR RS (W T .

5.2. #&
FERE T, B RVFERE RE SR, Wi, B R/ R E) MEsiE. M e s AR S

5.2.1. R4®E

e RGN (Aiming Beam) —— J9iRfF RIRMLATT LA BASIER (L0 BIMEREH . BHECH AT LLE B Ny
Aiming Beam, *%'iﬂjﬁl](‘/q] 3

. HEZR (Unit Volume) ——REROCKIM =AW FEF. R&FEREN “K”7 . “h” H ‘&7, ik
e voung PR R R

AEBK (Operation Mode) ——ut el B AT IR M RO AT IOTF /5. BAE LRI 18 B0 BRI sl 50T 5%
Operation Mode
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#AER ID (Operator ID) — TH. Hullskilsing /e & 1D

H: #AERIDS9000-9999 R AR B 45 DA BAKHIAE BT RE, HI Al REA I FEAF N R(E R IDS .

E: —HORL, PINKLIRES, HAgkAMEB. MERRIE R IDRMER S ZPINK SR RBT A IR IT 15 8.

E: B TEERIDS, FOPIN (SRERIAK “Guest” PIN “12347 ) ta] DLLE 5 B B S RHOE 5% .

5.2.2. HL®E

i (Override) ——EBMAIT RS, AEILAEFEAIF R TR 7w LME B . 38 SOT 2 i
BRITE, Bk M RSO SRIT B oK, ot aks kT, BRI Uk FEAUME (BEEROL K
SR AR TRME T D o

= M RRE R ——Empover 104 LED JEHI, FANSIRELAE S5E 24 104 25HAR . WSROI, T LED 6%
. SIS R . SRIRAN S SIS TE G 1O 4 2 R I RS 2 9R3h. 4P T, Empover 1Q
Feedback RS 3.5 WK AT R

vk WIRAE Empower 1Q B3R —ANMAIT Sk, HIGT IR E M T 6W, NIEWHMIE B 5 #, LED #areita . MyRah ek
M, Empower IQ fEXFBALM IO F#A 2 RE -

. BB EIQ—— W1k “Empower 1Q” A3, B ELEHH “Empower 1Q7 BEFZFIHOLE, MHATLL L.
Set EIQ.ID,

S 1 EANBRBERW, SREANK “Set EIQ ID” %4l.
BT 2. ETMMBERH, MIRKZEHMN Enpower 1Q 1D JFi%4 N (Enter) .

VER: WRIRITKIER S| Empower 1Q, MU HFFRLLER ID. ID KA RH T, &Z 405+

5.2.3. FHMHRE
EE-AVFR LSS, DOE. R . IR WA R

B FovF P R SR BA B R R G D).

B B #/F - o A A e S BRI R R .
5. 3. ilig#

TEFFH (Main Menuw) B3t (Protocols) J&, EFEYIF (Select Species) BE#eldd s Ikt B # WFp.
BeFok, BANHE (Patient Characteristics) BEHCEEHEIRH i\ 1T BERZ MG 2t H AR 2 W UAe sl 27 338 1) A AR AE,
R, A, BBKE . BBEE A R,
B BE LG, B3R P IR B R YT IR .
RPN, RIEKHRRH

D ERNERERAL,

2)  FEARE S PR R, B

3)  MPHEESEN GREER) FEHLBR

W AR IR B PR AL B —— N A AR AR

BRAFR RIS 2B PURFAIE S BT AL AR 5 1 2 18 4 RVR T Th 3. IRYT I Rk AR . 4% N —28 (Next) BR “07 BENEMUE IR
(Standby) #EK. % ISHCR BoR7EFHIA 0 o

5. 4. BfERE (BUO
AT, I RAEIEEI R B E (Power Setting) Z4{.
BN/ 26 (B0 IR RGIT MR, S AR ERAE BRI, R RORE DR RAL T T Sk IBTbR ] B R 0 [ SR R ik
PRI ZhER B B 18 MR YT k. FREEE TR B KA X
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=94
iiFea
()

R
(&)

AR
RN

T2 AALYETT Wi, A — DI RIVESTITIR /G, Bl Dl BERE, SORM AR EN N R NI IR AR EIG T . WER LA IEAEHEAT VR ST
AT FEXCGL AR, — ERTA I R B e, PRSI E R R .

P T — RPIELE (CW) Bk#E % (Pulsed Rate) A&, FHEAMAINIE (Time) #70H5 Sors g kot R4 & 1t 1al. 5l
A RIS 1)K S L B P S 3

LR Max TX, #F Max TX #HIASAZ (0 (B 26) , P Mkl () BB RSEONES (O o GRRIG T I E.

5. 5. #fEMR
TEESH EH T R(FHE (Operation) Kt “H#fF” Fill, REHANFFHUN.
FERFHUBEICR , BPF S VRS AF O3 S SO BN ) Thae s ki, JF b8 (B 2D .

OPERATION

2:00

r—
Time Remaining (Min:Sec)

& 27

5. 6. BfEETH-MRE
TERE (Ready) HEIUF, M5/ IESIT X BEIN, BOBK RS . 2 (Ready) Bzl H AR MM 42 e/ MIT R B3O R 5. %
A 6 FPIMREIR (6 FmEmER ) % B P MFEHL (Standby) UiV R#i%% (Ready) 3.

LEAh, MFEHL (Standby) P4 (Ready) MMM, Empower IOMAIIRRINKGINMRE (. BENFAIREN, RIS RFEORER
BELIHOEIRE .

L BE: OIERER T EATE IR,
TAZhEOLKSS, EE FRAITC. TR, ERMAIRRIT RRIT PR BT TR OTR.
e R ATT RBEEATIT E OL F W B %, AR UT R T, R BT RIE M -
5. 7. &fEmR-R4t

TERSTIERES (B 28) , i “EMISSION!”  CRIF) TEBFRELINMR, FAFA RV - ERUE B E aOR thiRfE B AE . BEAL, WOC R GUMRYE B
B PR R A L A T T A R T W R

- N

) ==
—
28

A
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5. 8. #fEREFE-Perfect Protocol™
1E#EAF (Operation) #3UF, Perfect Protocol #%4H SVF#EA 51 4E M H & X P (B 29) . Perfect Protocol Calculator FRVF#EAF RN
BAREITEE GRITHAL. J8ITIhR. BRERZE) LUEH WL BHERBLE, RETHEHEE R ITIN MR KRS .

PERFECTProtocol™

VRITTHAR CPALZ: JEK ) UL
VRITThRJERE A 1O WE 15 W, LL0.5 W yilE.
BB (J/em) *) MLAEEEURN

% FCalculate (115D 80 “=” ##)5, WAL EIAFFHL (Standby) .

6. IR

Wt RGU ST HE B RIEE. %3 5% i) Resources (FJH) 37 Resources (HEIF) KHL, -
% User Manual (I FMP) SREUMMTES “FHPFM” 3. m
1% 3D Anatomy (3D f#H1) SIS0 (1w 70 HE AR R I,
% Video (WA #E /85Il TG 208

7. WABE
% F 35 LI Patient Tracker CEFFIRERES) , AN B ZIRERSS N . SRR ARVEH U5 1) LA R 1B
Add a New Patient (¥RINETHEZE)
Search for Existing Patient (MEMHFEH)
o Edit or Print Patient Information (4HEBITENEREEE)
Y44 USB IRZEN 2% F 6 — 4 )y Patient Tracker Reports CREFFRESIRE) MISCHEde, FEdsin—AME &
5 RORVREAE ) PDF 344
View/Edit Patient Characteristics (EF /4B BEFRHE)
Delete Patient (MFRERE)
Start a New Treatment (FFIRETHIWEST )
0 View, Print or Repeat Treatment (&FH. ITENEREREIT)
Reports (FRE)
Delete, Backup or Restore Database (jHFR. &Rk EEIEE)
Patient Tracker Settings CGHRABEERE)
o RIFFTEBITICS, IREEIER 1D EE

Resources

O O o

VE: BiRTidk(R7 8 Patient Tracker CREHFRERHS) [MIME— )72 /2#idAdd New Patient (ANIIHTEZ) JENHNAETT, CE B TFLEH
VA)T Bl id Search for Existing Patient (M RIIA H) TE LLETHIEIT RWIGEILIEIT o

8. 4
A B UK AT AL IR Al R A AN BN TR I . LR B A P T F P T B R AL

8. 1.

) B
o TEVEAT, WSS RO RS, IR N R R R
TEVE VAN BT Be A&, JRZAIRIT i IR
FEIE Yerd i o (6 H AP T8 78 A il M RIIR YT Sk IXAREOT RE & S BUEOL U RS BT

[ ER UZITSRRCSK AN ORI R RO R ST R Bk

B RRRIT Z ARG T Sk ORBAN R Z A SO

: WOERGK A ESHOEEA . RS R IR AR
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8. 1. 1. wHEse

2 I TR AR, ORI RS, IR L ) B R
SR 2. S P S5 P BV O SR B TE T AT (I Kimwipes®) i 7 2 B A AR B SO AR T
TR T R TO%RIERS . RS & B L T0% VA I 2 S 8™ i Bk
88 G 5 1 U B BB AT
PR 3. Wi, WRRERITE TR, TR T .
8. 1.2. XEFRBHARFBREE
PB] 1 MORTEIR L SABO 2 6 97 Sk B HUF FA S (/B 30)
PB 2. P RB R A GUBON G697 SR IR (B 81
A ER BRI TTRESIE AR .
Ak
PE 3. BUAE AT DA BRSLHEAT I U - (8 BEA 70%57 A BV TR SRR I AR AT R4 (Kinmwipes®) o ) T
AR PEBUAT 55 6K R EUA T A
PB4 ARV 0T, BRITAE R QA M TH. /131
B 5. I IR R L SR EERROF R TR AR [ BR T Sk b, AR k.

ER: WHAEFFEEE (B 32) o WIRREE BRI, Rahef . X TERENA, @R, el

N
8. 2. a2 M-HEHER S

WRERBOC R G IR AR, E A NI AR, BT RN T IR 7 IRSS AL RE AR LRI L ] A

8.2. 1. MRBERATLIEITH:
T PR HLR G I R P N IR AR I o, Bl PRV e 2 T8 o
RO FR GURHE 1038 P2 BB N IET, BRI A .

8.2.2. IR MBI EE.
RIS ) (T, IR TEVE R L, AREARFF AL, B ERREAER) TR W e i . S DA bR A A0 R R A S e
BB LS

D K RRA E M A G A BUE G E (100-240V) .

2)  REIFREE LA, R, RO W A

3)  WRORHIERE LB R AT LED R ARt R

4) TR L ) IEFE A RO R IR LM BN (kL .

5  HBHIEHFEAHN, Wil ESRR RS . MBOLE R R T RIRE, DURE AR . SR BRI KR, ELAd N SN A H
s TR P IR S5 B ABRA I — 20 (K B

8.2.3. #REEER LA RIN:
IEWAEFR, 42 BERRT A AR MR . XA SEIEOLRITRBCR . E33RIR T — AR ERRIGST L, R A SR RIR. A RE
FREMRRIIR, RE Bt BERRAIT Sk CLEI34) «

/4133 A134

RREI R, TE B AN AR BEIRIN B O/ H BE AT 70% 5 A BRI R0 AR LT 4R AT (WK imwipes®) o ANEHFATEH: B
FURI T 55 A A1 BRI -

8. 3. By

WS EALHIZESR 3 6 FDA CDRI 2K TTTh AT IV K07 ORI R 305 PR BERT, LUREROE A MR R 21 CFRI040. 11 FUZEsk, 1L
FUBRGE T B <R (TR, ATEIE NIST ER TG B T

SEUHEIAT DA, AR DI AR B B b R EAR, 75 D TE s BT S A

WRERITATE IR, it DU TR, TR TR WA AT T e IR, T BeME DS B i U RE RS A B8 47 .

AN BE: BRNEMRSS A\ R AOAE T AR 3 S ALCT (F R A S T2 Ok R RO fRIE 0
A BE EHTROCEHER AR, S AR e H B, JREERTE WO TR .

N 4. Use of controls or adjustments or performance of procedures other than those specified herein may result in hazardous

radiation exposure. T i i G AR I Bl 57 k58 8 78 B3 s U I E S T o
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8. 4. BOLThERER A Ui
FRF A BAE BN D A Pl B 0 A28 DA TIE R AT B Th 2 o AR 25

PB L KHHOLE .

SR 2. REIHEEICLT . MOROCETEY, JERA . MR EAR S ).

PR 3. TIOFBOL RS, HEAFRPLBE.

PR 4 WndhAwE, HREPRKLEE.

PR 5. ROt B T atg i,

P 6. RGO, B i 5] 5 BT3B AR IR X e S EF2R 5 D) 2 BRI A& ) X I3 IR FF 2- 3em INFERY .
2 N BOE RO S IR IC RN BRI IURE . WO R SRS AE DR W B A 2 20% A .

a.  WFRASIZERGE L 20%EH] WEHILR: SR PTACLAREE ARG, S SR IE, HOCHBA A, WA
=, WL, FFEEU PR,
b, WUERGERAIE 20036 Hl 2 Sb, 115 1R RE P ORI AR 2 P iR 55 0 SR B

9. REMKE

9. 1. Wb RER
Companion®¥ M RGFT A K & MMAWEH) (FDA) AU FE .0 (CDRH) EEE(Y 21 CFR 28 1 P& J.

9.2. #&HK
MRAEE FAFRAE, WO RGBT
54 EN/IEC 60601-1 (1) T 28 B % %
54y TEC 60825-1 f 4 ZEOr = i
NT ZAEMPITEHIAE, RATE TS 1 M.
Empower IQMfii%k R4

WOtz A s
9. 3. HAMEEYH (KH)
FE AR
AR HE/HE Eii)
CompanionCTX-1Q LTC-1510-C BIT R RGNS
bt
AR B Hiht K&
LiteCure ", LLC 101 Lukens Dr, Suite A RS
New Castle, DE 19720
USA
LiteCure, LLC (Companion HBEAT]) VEANMEACEKANEEHIER SR M TE, W ifE /& Folbr
c y IR SR AT AT A A B ] [ S R e e ) DL R BSR4
R HVRE
YRR FrtE B R
{RHEHR 4 (2014/35/E0) 24x: TEC 60601 — 1: 2005 + Al: 2012
RGeS (2014/30/EU) EMC: IEC 60601 — 1 - 2: 2015

Al fATE: TEC 60601 — 1 — 6: 2010 + Al: 2013
#ol: TEC 60601 — 2 22: 2007 + Al: 2013
. IEC 60825 — 1: 2014

10. Hiks BIRERME
10. 1. P&

A 2R Companion” CTX-IQ

R LTC-1510-C-S6

BESE

A I KB RE%, F& EN/IEC 60601-1

WL i 4 KWL= W, 74 1IEC 60825-1

JiElalidi]

ST 10 T~ i st b 2R

RAHER A FEEAES (50 £ 75 dB) , LED CIEMiER)
MR

SRS 38 K (K) x 28 K (38) x 20 K (F) | 15 %~F x 11 $i~f x 8 Jisf
g 41T |9

HEMIE

BRI 10° C%35° C | 50° F%& 95° F
FeHLIRE 10° C #32°C | 50° F# 89.6° F
AR -20° C&E 70° C | -4° F&E 158° F

R <80% RH JE¥4¥%
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i) 70 - 106 kPa

B i S A )

S

BRI (B 980 nm+20 nm & 810 nm+20 nm

Bk B B R %1, 1D 3 (I, 1V %, VD
N IhEES 15 W 15 W
WAL 80%[t) 980nm+ 20%(%) 810nm 100% 980nm
A6 SR < 4.0k

F T G SR K 650 nm+20 nm

YRS S

Jhk b 4R 432 ) ) 2. 10, 20. 100. 200. 500. 1000. 2500. 5000. 10000 Hz

Jok AT R AEATT 45 5 I 28 ¥ L 1 50% o5 45 b

WL AR Bt 0D5+ 808 nm & 980 nm

AR

AR 100 — 240VAC; 50/60 Hz

RN R <400 VA

Y 2H Li-ion 9.9V, 5.0Ah

HA A

BDA #55K Empower 1Q i &%t

PSR (-S6)

600 um £F R HEFR Sk (SHP)

Empower 1Q Ffiff

( “1Q” Zas i f vitf REID Bnds HI R Hf)

Small Cone-IQ. Small Massage Ball-1IQ. Lage Massage Ball-IQ. Lage Cone-IQ

10. 2.

I ik WH2MEM Companion ARFEE B S MIALAT B AFAN/ SR BE1F 9 B4 o
o BTAF A/ B2 T RE 2 5 BN 2 H)VET iR BUBUAHOE R 58

R E SR S A R G — e I R B4R AL

TiH Eiipuy B

P £ 600m LT Enpower—IQMT A A ¢ =
IR .
ANTLIR S 2 AN 2% '

JERAEHI
KR JZ H LB 45 .
RAAEHE A '

B FF 5% G GHEETT O, 224 7e Al 7 JAIE T M et Sk E
808 nm Al 980 nm 0D 5+

sides R ==
808 nm 1980 nm OD 5+

ot WA ﬁ

a9, BRI, 2.9 % 5

SR T "Q

At 49.5 WHr, 9.9 V, 5.0 Ah (352P) E
808 nm A1 980 nm 0D 5+ i i S

RMTAR t &
FRRT: XS S My L DSt

RSR-000927-000 (0)
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10. 3. HthEA M (BMC) R
ARG CALITIR, FFEEN60601 —1-2M g AN (BMC) B R, PUR T A H 7 AT AR AR BRI 2 ) B ER 4L 1 bk 44
REBBIOTE PV S WM (UTEERADREFFIBD AR AR IR A W B A kg1 A 5
R R DL S

P Y HL A5 4 7 R VA A BMC e, 7 B IRACSOR R (I (5 AT 2 RN
45 MRS Bl S 008 {5 B 7 2SR 2T LR B %%
S P A = o M T R 2R, B4 L teCure HEHE BHAC R JRLL o

N B
o EFIRUE CLAMIBR R A% IR SN HL S ] il 5 BUA P S HE SO N B b o 7 B
B AN RE S H A B A A AR AR HE . AR TR AN AR B R, RISEZ 4, DAIRIE AR A I B & P IR I8 1T,

R ZERPROCRITAT, SR TR S ROBMCHE RIS B JF RO RIS BT AT, AR IR SR BT
N R RS

10. 4. FE RBIRHER A R
AEOCAGUE ] T LT HE B R EIAEE . 8o 9% 7 BOT] ™ RO PR B0 26 7 PR S 5

RETIR =y L REPA - TE e

SR H1 CTX-1Q BCK S ARAE B T H P shae. Bk, HAHAES A%, AR AT GEXT P 1 H
CISPR 11 F R AT AT

S AR S 4.2 CTX-1Q WK St A AE ABRAT S T I . FIHIED F ¥ 152 25 T 6 32 BRI
CISPR 11

Vigiitabny A2k B 2% A

CISPR 11

B AZE.BJ, CK. DB | A

IEC 61000-3-2 Jo AR

PRI TFasAEH HE

TEC 61000-3-3

Vigiitabny i CTX-1Q N& & 5 H A % % Bk

CISPR 5%

SR S G CTX-1Q Ni& & 5 HAh % % Hi%.

CISPR 15

10. 5. TN EARE-EATHEREN RS
AV IE T LR HUE B A . B IR BT ) LA R B AR ISR T

TR IEC 60601 Ji&AKF AP -1
ESD +6 kV fill fiE MO SCAASR . TR EUOERE . WA R A AR, r/h READR
EN / IEC 61000-4-2 +8 kVFR 30%.
EFT +2 kV HE feE T HL ) o A TR (1 e M B R B B R
EN / IEC 61000-4-4 +1 kv N /fih
e +1 kV Z5) e T L 7 o7 A LR (1) 7 b R B B 5
EN / IEC 61000-4-5 +2 kV AJLHE
R IRRE /R % 0.5 FIHATFE> 95% faE T H ) o B A A B [ R L R R B A BT . R CTX-1Q A 7 75 B AE
EN / IEC 61000-4-11 5 JE T % 60% 7 HL R TN 4k 8247, F O A AN AT B e sl P b Rt
25 JEHATT B 30%
5 FFFE> 95%
LR ATI R 3 A/m e e TR 7 190 1% 2 i ) i M B e A5
50/60 Hz
3%
EN / IEC 61000-4-8

10. 6. REMHE R - A IR A A SRR

PR IEC 606013/KF | EHKFE BT

A48 2RI RS 238 15 15 455 CTX- QI I8 26 28 AN > T LR 155/ 41 HE (g
B

D=(3.5/V1) (Sart P)

D=(3.5/E1) (Sqrt P) 80 % 800 MHz

1 I AR 3 Vrms (V1) Vrms D=(7/E1) (Sqrt P) 800 MHz % 2.5 GHz
IEC 61000 — 4 — 6 | 150 kHzZ80 MHz HAPRERIIE, LA, DREMENIMEES, $BA8K.
P FEL T B0 3 0 S A D 81 5 R S T3 3R SN T RS A HE KT (VIR
A I SR AR 3V/m (E1) V/m ED) &
IEC 61000 — 4 — 3 | 80 MHzZ2.5 GHz TEALE RS HL B & BT T R 2 R A T4
10. 7. R BUARRER

SR B 7R T T PR 2 B ) A AT . AR A5 Ve B B KA A DD 3, e R 7 O AT AR 30 1 e 4% O B o Kt D 2,
TR AL 485 2O Bl SR AT 15 B2 55 L Z B K e MR S, B BT
TERIN TS AR B PR S B S AR E B ARG W A R R . .
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ONLY \ VR —— B IR A 4 AL ¥ Ko BV BT 6, SR ol B DT
B Wb 75 2o I R Bl BE TS 5

c E CE &k bk RHLERRINZ B X (European Economic Area) WHHEERIF= AT S 1dFE. 24 FIR{E
B PRIV RR .-

11.2. BOL Rin s

e BOGRITIX
QYRS CTX-1Q

SN

rEH

(EHILER 8t

K b 3 IB%

s el 1] LiteCure, LLC

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

R FHEFEOe R (L) TIRAR]

HL 100™240V/47~63Hz IHF 1357 Max

A DA

11. 3. I BOE 15W 154

43 MK
ITEMX
#1 :980nm, 810nm
BAINE  15W
Bifi
H 1 650nm
WE::3.521TmW
GB7247.1-2012

et

WARRANTY
VOID

IF SEAL
IS BROKEN

11.5. Lapik g TS
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Al R A a] ROt RS
b £ R I R I 2 30 B 5
Sl AT Y R G

4O i

12. REBAET

12. 1. BREE 8
THEAE WIS ZRE O W], LU E (RIERIE A R, RIEZ I RIEM T RIBER RN K7
Lo BRARZ RS EEREL RVA BIUIRSSIT 8 g 5 MTELRAIR BT A . — G MR B A 7 B 0 i — 4R AL, MU . %8R
[FIR B 7 2 % [1] Companion.
2. HERARAL:
- RS EFHS
. JESERURITHM
- BRSURP
o IRETENUERIEA A S, DMEs— 2.
3. NP EERRICEMA AR, IR RS R RUA %S A LR E R B RE S gk,
4. BRSSO R BB M T TR R B E . RIREDRIE M BAE BRI R .

12. 2. ALY
L MR CRAR SR ZLR B i WA R ARPTRL, R LU TR 7 T e FE Mk e B i A P 2 S B R AR
A B (ESD) BURALIE.
SO BRI o BRI TR LA R PR O 5 2 2 (R 2
FEELT PN ERANEEAN I it A LS P AR S PR b Akl DA DR b A BT SR BN AN 7 30
B UBOCET K BOC A B, SR IUE 10 PRI 5 3 -
5. XTSI 2 W T/ e A B
EEIH: MREATRINYERERGREHTAE, WRMETREIATLH.

W N

12. 3. BH A
WA L RO BUEBAT B, IR B FEAER SR B G 26% RN B2 B

12. 4. A& BRI SUE

12.4. 1. PR B

Companion® 7= i A A 7E 4 B4 53T SR 0 PR (1 I BR P ARIETC M LR T2k bl . (RABHA B k22 2 Hg it 5 . Companion 7EARHESR
& I TTHATAX PR T BA R 44

WO BN A R E AH E

WOEZRE, Boehk. JeemiaT sk

TERIRIE N, Companion S B 4 BAEFRAT Al E4F o
TELRAB I P T35 1R SR AL LE [7) 25 7 B3 AL A o 480 P 1 ) P RS TP e A s ] N AT BB
AARMMEAER T Companion Animal Health 2|4 BRIGTIESEE . K7 W ALE 1 OR BLBRFAJE 15 K Y K1 Companion, FEAE (RS 2R
e E) RMA 45 J5 37 RIR [EERFE 7=
SEF A GREE I R IE,  FE S5 TS P ORI 7% . AEAZ B 07 ¥ B Companion 7E3% B K fti 4 1Y) FOB 387 H (1 IR 1445
Ji o B IX SE IR ) (A i B DR R K AR . IR R e I 8 2 Companion {EH IR ARME, FEEMRPTE HAL BT . DEkali R R &

CREE = i REHRARBR AN, EAE TG B M sRe e & A AR S, R X 77 i I M — RO it , LA O™ i (1 & [ sl A AR 12

HIME—FT4E. AKEZ Companion Fiift#E, AFHEREUETT AHLRFS.

12. 4. 2. Y REHEH

Companion AJYERRHEGRAE 1 Z SMKBAME G R AUE R ARIB B SS 1T R, AL SRR AN SCRE . AR5 2, W5 R RO R
& KR Companion BUME Mt ¥ % .
THRIASE TR 8107

(1) AR BCEERIAT I E SR L 5

(1) WA A TR EAEE AT Y, BLURESBEAE M7 sUEH, BSE 4 Companion 4L BIHAEF, B

(i) FIRPIARL. AR OB, BUERERS, B

(v) AR AR T E BEE B SR AT S 2R
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FERXFMGOL T, Rk G IR SR bR i 65 R AT BE B DR Bl R oML A 2 T Companion B IESARALN 6%, IR I ChzE
23K Compan ion F3f i b 14 I K BRAELEAR H e 28 PsE s IF AT R PR AEAS BB 5078 DR I T A 0 AE A BB 1R 7= i

FEAEMTIE UL R LITECURE AR BRR REJEAT A UM i R it . JB AT B PR S A P 30 HE B O AEART SR BSUR 95 0 S B ART 43 . Pk 4R ER
JERMESE T, TieR TSN ERER. SRS bR .

13. BRRER
WFHE, BEEFRREFREH. I FREDIMIEZR, TETHFRIAZFPRSBPEREE.

IR BOE R LB A B BTN REA/BINREOL RE LB, FRRE S REIE-

RSS2 AT, HRICCUNER,  DMEE AR5 BB RE 05 9 3R O im mn 200 B 55«
L B/KS .
2. B (REF) :
3. IS (SN .

[l E WOERTT X
N N — \ =)

7 CTY-1q W& N TR EARETHRENES
SN
A (REF) MFHIE (SN .
MR 84
REXRE  I3BH

LiteCure, LL( T
Fr=mthht 101 Lukens Dr, Suite A New

Castle, DE 19720 USA
I FREROEEAHE (L) HRAR
R 100"240V/47" 63Hz THZE 1357 MAX

A O A
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DJO Asia Pacific

1905, Tower 2, Grand Central Plaza
Shatin

HONG KONG

T: 85231051415

E: marketing.ap@djoglobal.com

DJO Canada

6485 Kennedy Rd

Mississauga

Ontario, LST2W4

CANADA

T: 1-866-866-5031

E: canada.orders@djoglobal.com

DJO Germany

Botzinger StraBe 90

791 Freiburg

GERMANY

T +49(0)1801676 333

E: kundenservice@djoglobal.de

DJO South Africa

Unit 6, 2 on London, 2 London Circle
BrackenGate Business Park
Brackenfell, 7560

SOUTHAFRICA

T +27(0) 21276 2968

E: info.southafrica@djoglobal.com

RSR-000927-000 (0>

DJO Australia

ANZ Asia

PO Bax 6057

Frenchs Forest DC

NSW 2086

AUSTRALIA

T: 13006677 30

E: customerservice.au@djoglobal.com

DJO China

A312 SOHO ZhongShan Plaza
1055W.ZhongShan Rd

Shanghai, 200051

CHINA

T: (8621)60319989

E: information_china@djoglobal.com

DJO Italy

Via Leonardo da Vinci 97
Trezzano sul Naviglio

Milan 20090

ITALY

T: +390283598001

E: vendite@djoglobal.com

DJO Spain

Av.Cornella 144.1-4

08950 Esplugues de llobregat
Barcelona

SPAIN

T: +34934803202

E: ventas@djoglobal.com
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ANIMAL HEALTH

DJO Benelux

Kleinhoefstraat 5, bus 39

Geel 2440

BELGIUM

T: +32(0N4 248090

E: benelux.orders@djoglobal.com

DJO France

3 rue de Bethar

Centre Européen de Frét
654990 Mouguerre
FRANCE

T: +33(0)559528690
E: scecial@djoglobal.com

DJO Nordic

Murmansgatan 126

21225 Malmo

SWEDEN

T: +4640394000

E: info.nordic@djoglobal.com

DJO UK & Ireland

1a Guildford Business Park
Guildford, Surrey

GU28XG

UK

T: +44(0)1483 453 653

E: ukorders@djoglobal.com

Page 23 of 23



































































































































































































































User
Text Box




