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Chapter 1 — Getting Started

Introduction

The ArcTic Sun® Temperature Management System is a device

that monitors and controls patient temperature within a range of
32°C to 38.5°C (89.6°F to 101.3°F). The system consists of the
Model 5000 and disposable ArRcTicGEL™ Pads. The ArcTic Sun®
Temperature Management System delivers temperature-controlled
water ranging between 4°C and 42°C (39.2°F and 107.6°F) through
the pads adhered to the patient’s skin. This results in highly efficient
conductive heat transfer between the water and the patient.

The ArcTic Sun® 5000 Temperature Management System was
designed with ease of service in mind and incorporates several
features that will assist clinical engineers in maintaining its
performance. These features include: negative pressure flow

that eliminates water leaks, real-time air leak detection, and
performance monitoring. It also includes access to alarm logs and
past system case data, real-time diagnostic information, simplified
calibration and maintenance, and modular construction allowing for
simple repair if required.

Indications for Use

The ArcTic Sun® Temperature Management System is a thermal
regulating system indicated for monitoring and controlling patient
temperature.

Warnings and Cautions

Warnings

* Do not use the ArcTic Sun® Temperature Management System in
the presence of flammable agents because an explosion and/or
fire
may result.

» Do not use high frequency surgical instruments or endocardial
catheters while the Arctic Sun® Temperature Management
System is in use.

» There is a risk of electrical shock and hazardous moving parts.
There are no user serviceable parts inside. Do not remove
covers. Refer servicing to qualified personnel.

» Power cord has a hospital grade plug. Grounding reliability can
only be achieved when connected to an equivalent receptacle
marked “hospital use” or “hospital grade”.

«  When using the ArcTic SUN® Temperature Management System,
note that all other thermal conductive systems, such as water
blankets and water gels, in use while warming or cooling with the
ARrcTic SUN® Temperature Management System may actually alter
or interfere with patient temperature control.

» Do not place ArcTicGEL™ Pads over transdermal medication
patches as warming can increase drug delivery, resulting in
possible harm to the patient.

Cautions

» This product is to be used by or under the supervision of trained,
qualified medical personnel.

» Federal law (USA) restricts this device to sale, by or on the order of
a physician.

» Use only distilled or sterile water. The use of other fluids will damage
the ArcTic SUN® Temperature Management System.

*  When moving the ArcTic SUN® Temperature Management System
always use the handle to lift the controller over an obstacle to avoid
over balancing.

» The patient’s bed surface should be located between 30 and 60
inches (75 cm and 150 cm) above the floor to ensure proper flow
and minimize risk of leaks.

» The clinician is responsible to determine the appropriateness of
custom parameters. When the system is powered off, all changes
to parameters will revert to the default unless the new settings have
been saved as new defaults in the Advanced Setup screen. For small
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patients (<30 kg) it is recommended to use the following settings:
Water Temperature High Limit <40 °C (104 °F); Water Temperature
Low Limit =10 °C (50 °F); Control Strategy = 2.

The operator must continuously monitor patient temperature when
using Manual Control and adjust the temperature of the water
flowing through the pads accordingly. Patient temperature will not
be controlled by the ArcTic SUN® Temperature Management System
in Manual Control.

Due to the system’s high efficiency, Manual Control is not
recommended for long duration use. The operator is advised to use
the automatic therapy modes (e.g. Control Patient, Cool Patient,
Rewarm Patient) for automatic patient temperature monitoring and
control.

The ArcTic Sun® Temperature Management System will monitor and
control patient core temperature based on the temperature probe
attached to the system. The clinician is responsible for correctly
placing the temperature probe and verifying the accuracy and
placement of the patient probe at the start of the procedure.
Medivance supplies temperature simulators (fixed value resistors)
for testing, training and demonstration purposes. Never use

this device, or other method, to circumvent the normal patient
temperature feedback control when the system is connected to the
patient. Doing so exposes the patient to the hazards associated with
severe hypo- or hyper-thermia.

Medivance recommends measuring patient temperature from a
second site to verify patient temperature. Medivance recommends
the use of a second patient temperature probe connected to the
ARrcTic SUN® Temperature Management System Temperature 2 input
as it provides continuous monitoring and safety alarm features.
Alternatively, patient temperature may be verified periodically with
independent instrumentation.

The displayed temperature graph is for general information
purposes only and is not intended to replace standard medical
record documentation for use in therapy decisions.

Patient temperature will not be controlled and alarms are not
enabled in Stop Mode. Patient temperature may increase or
decrease with the

ARrcTic SUN® Temperature Management System in Stop Mode.
Carefully observe the system for air leaks before and during

use. If the pads fail to prime or a significant continuous air leak

is observed in the pad return line, check connections. If needed,
replace the leaking pad. Leakage may result in lower flow rates
and potentially decrease the performance of the system.

The ArcTic Sun® Temperature Management System is for use
only with the ArcTicGEL™ Pads.

The ArcTicGEL™ Pads are only for use with the ArcTic Sun®
Temperature Management Systems.

The ArcTicGEL™ Pads are non-sterile for single patient use. Do
not reprocess or sterilize. If used in a sterile environment, pads
should be placed according to the physician’s request, either
prior to the sterile preparation or sterile draping. ARcTicGEL™ Pads
should not be placed on a sterile field.

Use pads immediately after opening. Do not store pads once the
kit has been opened.

Do not place ArcTicGEL™ Pads on skin that has signs of
ulceration, burns, hives, or rash.

While there are no known allergies to hydrogel materials, caution
should be exercised with any patient who has a history of skin
allergies or sensitivities.

Do not allow circulating water to contaminate the sterile field
when patient lines are disconnected.

The water content of the hydrogel affects the pad’s adhesion

to the skin and conductivity, and therefore, the efficiency of
controlling patient temperature. Periodically check that pads
remain moist and adherent. Replace pads when the hydrogel

no longer uniformly adheres to the skin. Replacing pads at least
every 5 days is recommended.
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» Do not puncture the ArcTicGEL™ Pads with sharp objects.
Punctures will result in air entering the fluid pathway and may
reduce performance.

» If accessible, examine the patient’s skin under the ArcTicGEL
Pads often, especially those at higher risk of skin injury. Skin
injury may occur as a cumulative result of pressure, time and
temperature. Do not place bean bag or other firm positioning
devices under the ArcTicGEL™ Pads. Do not place positioning
devices under the pad manifolds or patient lines.

* The rate of temperature change and potentially the final
achievable patient temperature is affected by many factors.
Treatment application, monitoring and results are the
responsibility of the attending physician. If the patient does not
reach target temperature in a reasonable time or the patient is
not able to be maintained at the target temperature, the skin may
be exposed to low or high water temperatures for an extended
period of time which may increase the risk for skin injury. Ensure
that pad sizing/coverage and custom parameter settings are
correct for the patient and treatment goals, water flow is greater
than or equal to 2.3 liters per minute and the patient temperature
probe is in the correct place. For patient cooling, ensure
environmental factors such as excessively hot rooms, heat lamps,
and heated nebulizers are eliminated and patient shivering
is controlled. Otherwise, consider increasing minimum water
temperature, modifying target temperature to an attainable
setting or discontinuing treatment. For patient warming, consider
decreasing maximum water temperature, modifying target
temperature to an attainable setting or discontinuing treatment.

» Due to underlying medical or physiological conditions, some
patients are more susceptible to skin damage from pressure
and heat or cold. Patients at risk include those with poor tissue
perfusion or poor skin integrity due to diabetes, peripheral
vascular disease, poor nutritional status, steroid use or high
dose vasopressor therapy. If warranted, use pressure relieving or
pressure reducing devices under the patient to protect from skin
injury.

* Do not allow urine, antibacterial solutions or other agents to pool
underneath the ArcTicGEL™ Pads. Urine and antibacterial agents
can absorb into the pad hydrogel and cause chemical injury and
loss of pad adhesion. Replace pads immediately if these fluids
come into contact with the hydrogel.

» Do not place ArcTicGEL™ Pads over an electrosurgical grounding
pad. The combination of heat sources may result in skin burns.

» If needed, place defibrillation pads between the ArRcTicGEL™ pads
and the patient’s skin.

« Carefully remove ArcTicGEL™ Pads from the patient’s skin at the
completion of use. Discard used ArcTicGEL™ Pads in accordance
with hospital procedures for medical waste.

» The USB data port is to be used only with a standalone USB flash
drive. Do not connect to another mains powered device during
patient treatment.

» Users should not use cleaning or decontamination methods

™

different from those recommended by the manufacturer without first

checking with the manufacturer that the proposed methods will not
damage the equipment. Do not use bleach (sodium hypochlorite)
as it may damage the system.

» Medivance will not be responsible for patient safety or equipment
performance if the procedures to operate, maintain, modify or
service the Medivance ArcTic SUN® Temperature Management
System are other than those specified by Medivance. Anyone
performing the procedures must be appropriately trained and
qualified.
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System Setup

Unpack

1) Unpack the ArcTic SuN® Temperature Management System
Control Module and accessories.

2) Allow the control module to remain upright for at least 2 hours
prior to completing the installation and setup procedure in order
to allow the chiller oil to settle. Damage to the chiller compressor
may result otherwise.

Connections

1) Use only Medivance approved cables and accessories with the
ArcTic SUN® Temperature Management System Control Module.
Connect the Fluid Delivery Line, Patient Temp 1 cable, Patient
Temp 2 cable (optional) and Fill Tube to the back of the control
module.

2) Plug the Power Cord into the wall outlet. Position ArcTic Sun®
Temperature Management System so that access to the power
cord is not restricted.

Patient Power Switch
Temp 1
Patient
Strain Relief e Temp
ARCTIC SUN i Out
Patient \ B 1 i
Temp 2 l
Patient
Temp Cable
Fluid
Fill Tube Delivery
Parking Line
Fill Tube/Port
Power Cord
Drain Ports Equipotential
Stud
Air Filter

Fig. 1-1 Arctic Sun® Temperature Management System
Control Module


http://www.manualslib.com/

ENGLISH

System NaVigation Patient Hypothefmia .

P 340°c F2u g

y
System self testA.m ¥ e ;
Press New User Training = 2
for comprehensivetraini ) -

Fig. 1-2 Start-up screen with training module The following information is displayed and functions are available
from the Normothermia and Hypothermia therapy screens.

Fig. 1-5 Hypothermia Therapy screen

A training module including a section for Clinical Engineering
(Setup and Maintenance) is available from the start-up screen.

>

Cool Patient window (Hypothermia screen)
Control Patient window (Normothermia screen)
Rewarm Patient window (Hypothermia screen)
Patient Monitoring area

Patient Temperature

Patient Temperature 2 (if enabled)

Patient Temperature Trend Indicator

System Monitoring area

Water Temperature

Water Flow Rate

Reservoir Water Level

Therapy Graph

Manual Control button (if enabled)

Empty Pads button

Fill Reservoir button

Therapy Selection / Screen Lock button
Temperature Units button (if enabled)

Stop button

Help button

Fig. 1-3 Therapy Selection screen

DOTVOZZIr X~ ITOMmMOO®

When the self-test is complete, the Patient Therapy Selection

screen will appear on the control panel. . .
Fill Reservoir

Therapy Screens 1) Fill the reservoir with sterile or distilled water only.

2) Four liters of water will be required to fill the reservoir at
initial installation.

3) Add one vial of ArcTic SuN® Temperature Management System
Cleaning Solution to the sterile or distilled water.

4) From the Patient Therapy Selection screen, press either the
Normothermia or Hypothermia button, under the New Patient
heading.

5) From the Hypothermia or Normothermia therapy screen,
press the Fill Reservoir button.

6) The Fill Reservoir screen will appear. Follow the directions on
the screen.

Fill Reservoir

Insert fill tube into bottle of
sterile or distilled water.
Do not use tap water.

Fig. 1-4 Normothermia Therapy screen Press Start to begin cycle.

- Start Stop
N’

Fig. 1-6 Fill Reservoir screen
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Manual Control

Manual Control allows the user to directly set the water temperature
in the Circulating Tank. It does not require a patient temperature
probe to be connected and therefore can be used for troubleshooting
and diagnostic purposes.

If Manual Control has been disabled it will need to be enabled. To
enable Manual Control, from the Normothermia Therapy screen
press the Adjust button located at the bottom center of the screen.
From the Control Patient-Adjust screen, press the More button.
This will display the Normothermia Settings screen (Fig. 1-9).

Press the adjust button for manual control. Select the desired water
temperature and time. Press Save. Enabling Manual Control will not
automatically change the default settings.

When enabled, the Manual Control button is visible in the upper right
hand corner of the Therapy screen. Pressing the Manual Control
button allows the user to change the water target and duration, and
to start Manual Control.

Patient System

o 2

0,01/m

0:00

Fig 1-7 Control Patient panel from Normothermia screen

Control Patient - Adjust

Control Patient has been
patient to controlled for

Fig 1-8 Control Patient - Adjust panel
(appears after user presses Adjust on Control Patient panel)

Fig 1-9 Normothermia Settings screen
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Manual Control

Water target @ Duration
Use the up and down

arrows to set the arrows to set the time
water target temperature. remaining.

Fig. 1-10 Manual Control panel (appears after user presses Manual
Control on main Normothermia or Hypothermia Screen)

Use the up and down

Functional Verification

Certificates of Conformance for calibration, performance, and
electrical safety tests are included with the shipment of each
ArcTic SUN® 5000 Temperature Management System. To verify the
system will heat and cool properly, perform the following:

1) Power On the control module

2) From the Patient Therapy Selection screen, press the
Hypothermia button to display the Hypothermia therapy
screen.

3) From the Hypothermia therapy screen, press the Manual
Control button to open the Manual Control window.

4) Use the Up and Down arrows to set the Manual Control water
target temperature to 40 °C and the duration to 30 minutes.

5) Press the Start button to initiate Manual Control. Allow at least
3 minutes for the system to stabilize.

6) Monitor the flow rate and water temperature in the System
status area on the Hypothermia therapy screen.

7) Verify that the flow rate reaches at least 1.5 liters/minute.

8) Verify that the water temperature increases to 30 °C.

9) Press the Stop button.

10)Set the Manual Control water target temperature to 4 °C and the
duration to 30 minutes.

11) Press the Start button to initiate Manual Control.

12)Monitor the flow rate and water temperature in the System
status area of the Hypothermia therapy screen. Verify that the
water temperature drops to 6 °C.

13)Press the Stop button to stop Manual Control

14)Press the Cancel button to close the Manual Control window

15)Power Off the control module.

Chapter 2 Components

Hydraulic Components
Fluid Delivery Line — reusable dual lumen tubing that connects the
Control Module to the ArcTicGEL™ Pads.
Pumps
Circulation Pump — pumps water from the Circulation Tank
through the ArcTicGEL™ Pads.
Mixing Pump — Transfers cold water from the Chiller Tank to
the Circulation Tank.
Chiller Pump — continuously circulates the water from the
Chiller Tank through the chiller’s evaporator.
Tanks
Circulation Tank — contains temperature-controlled water that
supplies the ArcTicGEL™ Pads.
Chiller Tank — contains water that is maintained at
approximately 4°C.
Supply Tank — contains water that is used to replenish the
Circulation Tank when the ArcTicGEL™ Pads are filled.
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Sensors

Outlet Monitor Temperature - T1 — located within the
Circulation Tank. Used to monitor the temperature of water that
supplies the ArcTicGEL™ Pads.

Outlet Control Temperature - T2 — located within the
Circulation Tank. Used to control the temperature of water that
supplies the ArcTicGEL™ Pads.

Inlet Temperature — T3 — located within the Inlet/Outlet
Manifold. Monitors the temperature of water returning from the
ArcTIcGEL™ Pads.

Chiller Temperature — T4 — located within the Chiller Tank.
Used to control temperature of water in the Chiller Tank.
Pressure Sensor — located within the Inlet/Outlet Manifold.
Used to maintain a constant negative pressure within the
ArcTicGEL™ Pads by controlling the speed of the Circulation
Pump.

Flow Sensor — located at the outlet of the Circulation Pump.
Monitors the flow rate in the Circulation Circuit.

Valves

Conditioning Valve — located within the Inlet/Outlet Manifold.
When open, allows water to circulate internally when priming or
preconditioning.

Fill Valve — located within the Inlet/Outlet Manifold. When open,
allows the Circulation Pump to draw water into the system.
Vent Valve — located within the Inlet/Outlet Manifold. When
open, allows air to supply ArcTicGEL™ Pads and the displaced
water to be returned to the Supply Tank.

Heater — located in the Circulation Tank. The heater consists of
4 heating rods. The heating element within each rod is in series
with a non-resettable thermal fuse, which protects each rod
against an over-temperature condition.

Inlet/Outlet Manifold — connects to Fluid Delivery Line and Fill
Tube. Contains the valves, the inlet temperature sensor, and the
pressure sensor.

Chiller — a refrigeration unit that continuously cools the
evaporator.

Electronic Components

Cables — power cord and temperature cables. Additional
adapter cables are available to purchase for use with different
manufacturers’ temperature probes. In addition, temperature out
cables can be purchased to allow output of patient temperature
to an external monitor. Please refer to the Temperature Cables
in Appendix C.

The Mains Voltage Circuit Card — located below the Supply
Tank. Includes electromechanical relays to control mains power
to the chiller and heater. Also includes solid state relays to
control power to each of the four heating elements.

Power Module — located next to the Mains Voltage Circuit Card.
Converts AC mains voltage to 24 VDC.

Power Circuit Card — located within the Card Cage. Converts
24 VDC to lower DC voltages used by the system.

The Processor Circuit Card — located within the Card Cage.
Includes both the control and monitor microprocessors and
associated circuitry, including nonvolatile memory.

The Isolation Circuit Card — located within the Card Cage.
Provides electrical isolation for the Patient Temperature

circuits to a level of 1500V. Also provides a simulated YSI 400
compatible patient temperature signal (Temperature Out) to an
external monitor.

The Input/Output Circuit Card — located within the Card Cage.
Contains circuits that monitor water temperature, pressure and
flow. Provides control for Circulation and Mixing Pumps, valves,
and Chiller.

The Backplane Circuit Card — located at the back of the Card
Cage. Interconnects the circuit cards within the card cage.
Control Panel — located at the top of the Control Module.
Consists of touch screen, microprocessor, hard drive, USB
interface, and USB-powered speaker.

INLET/OUTLET
ATMOSPHERE MANIFOLD

CHILLER

LANS CIRCULATION TANK

® (1) Heaen [12)

FLOW METER

A

A Y

CHILLER
CIRCUIT

DRAIN PORTS

AIR FLOW AIR FLOW

VENT

—
® ® FILLLD

BYPASS LINE

FLUID
DELIVERY
LINE

CIRCULATING CIRCUIT

KEY

VWV  VentValve
BV Bypass Valve

ARCTICGEL FV  Fill Valve

P1  Pressure Sensor

T1 Outlet Monitor Temperature
T2 Outlet Control Temperature
T3 Inlet Temperature

T4 Chiller Temperature

Fig. 2-1 The Hydraulic Schematic
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Chapter 3 Theory of Operation

Main Hydraulic Circuits
Circulation Circuit — circulates temperature-controlled water
from the Circulation Tank through the ArcTicGEL™ Pads and
returns to the inlet port of the Circulation Pump. The speed of
the Circulation Pump varies to maintain -7.0 PSI (0.5 bar) at
the Pressure Sensor. Since water in the ArRcTicGEL™ Pads flows
under negative pressure, a break in the circuit, such as a pad

being punctured or disconnected, will result in air leaking into the
system instead of water leaking out. Air in the system is removed

in the Circulation Tank and exits through the tank vent. When
warmer water is required, the heaters located in the Circulation
Tank are energized. The heater power is dependent upon the
flow rate through the circulation tank and the difference between
the water temperature and the commanded water temperature.
The heater has four elements that are cycled on sequentially to
minimize power fluctuations in the mains supply.

Chiller Circuit — maintains the water in the Chiller Tank at
approximately 4°C. Water is gravity-fed into the centrifugal

Chiller Pump and is then pumped through the chiller’s evaporator
and returned to the Chiller Tank. The refrigerant system’s cooling

capacity is controlled by a refrigerant valve. When the Chiller
Circuit approaches 4°C, the cycling of the valve can be heard.
Mixing Circuit — when cold water is required to cool the
Circulation Circuit, the Mixing Pump pulls water from the
Circulation Tank and meters it into the Chiller Tank. Cold water
overflows from the Chiller Tank into the Circulation Tank. The
speed of the mixing pump is dependent upon the flow rate

through the circulation tank and the difference between the water

temperature and the commanded water temperature.

Ancillary Hydraulic Circuits

Filling — When filling, the Fill Valve is opened and water is drawn

up through the valve by the Circulation Pump. Water returns
through the Circulation Tank to the Supply Tank. Negative
Pressure must be generated at the inlet of the Inlet/Outlet

Manifold for filling to occur, therefore the Fluid Delivery Line must

be attached. ArcTicGEL™ Pads should not be attached to the
Fluid Delivery Line during filling.

Preconditioning — The system can be programmed to
precondition water prior to initiating therapy. In this mode, the
Bypass Valve opens and allows temperature-controlled water to
circulate internally to bring the Circulation Tank and Supply Tank
water to a pre-programmed temperature.

Empty Pads — To empty water from the ArRcTicGEL™ Pads, the

Vent Valve is opened, which enables air to enter the pads. Water

is pulled from the pads by the Circulation Pump and returned
through the Circulation Tank to the Supply Tank.

Electronic Control System

The electronic system consists of two independent subsystems:
control and monitor. The control subsystem is responsible for
delivering therapy to the patient. The monitor subsystem confirms
the safe operation of the control subsystem. Each subsystem has
an independent microprocessor, audio alarm, and both water and
patient temperature sensing circuits.

The control subsystem performs the following functions:

* Command interpretation from the Control Panel

» System information update to the Control Panel

» Circulation Tank water temperature control (T1 & T2)

» Circulation Pump speed control from pressure sensor (P1)
» Patient temperature measurement (PT1)

» Temperature Out signal generation

* Chiller Tank water temperature control (T4)

6
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» Valve control (VV, BV and FV)
« Chiller control

The monitor subsystem performs the following functions:

* Redundant command interpretation from Control Panel
» Circulation Tank temperature monitoring (T1)

+ Patient temperature measurement (PT2)

» Circulation Pump power interrupt control

» Power Circuit Card voltage monitoring

Chapter 4 — Maintenance
Maintenance Schedule

Procedure Interval

Clean external surfaces As required
Inspect connectors and cables 6 months
Clean the condenser 6 months
Replenish Cleaning Solution 6 months
Inspect Screen Protector 6 months

Every 2000 hours or 250
uses, whichever occurs

Sl first, as indicated by system
display

Inspect Fluid Delivery Line 6 months

Inspect manifold O-rings for wear | 6 months

During all internal service

Inspect foam adherence to hoses
procedures

Required accessories and supplies can be ordered separately.
Refer to Appendix B for the Spare Parts and Service Items.

Clean the External Surfaces

Cleaning should include the exterior of the Control Module,
Fluid Delivery Lines, Temperature Cables and the power cord.
Clean visible contamination from the surfaces with a dampened
cloth using a mild detergent. Rinse and dry thoroughly. Use

a soft cloth dampened with disinfectant according to hospital
protocol. Medivance has qualified and approves the use of the
following types of disinfectants for exterior surfaces: sodium
hypochlorite, isopropyl alcohol, and quaternary ammonium.

Inspect Connectors and Cables

Inspect the patient temperature cable(s) and power cord for integrity.
Ensure temperature cables are properly strain relieved. Ensure
power cord bracket is secure.

Clean the Condenser

Adirty chiller condenser will significantly reduce the cooling capacity

of the control module. To clean the condenser, wipe the dust from

the exterior grill using a soft cloth. Depending on the quality of your
institution’s air, periodically remove the back cover and vacuum or brush
the condenser fins. At a minimum the condenser fins should be cleaned
annually. Maintenance activities should be performed by qualified
personnel.
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Replenish Cleaning Solution

Replenish Internal Cleaning Solution

Contact Medivance Customer Service to order internal
cleaning solution.

To replenish the internal cleaning solution:
1) Drain the reservoir.

* Turn control module power Off.

» Attach the drain line to the two drain ports on the back of
the control module. Place the end of the drain line into a
container. The water will passively drain into the container.

2) Reéfill the reservoir.

* From the Hypothermia therapy screen or the Normothermia
therapy screen, press the Fill Reservoir button.

* The Fill Reservoir screen will appear. Follow the directions
on the screen.

« Add one vial of ArcTic SUN® Temperature Management
System cleaning solution to the first bottle of distilled or
sterile water.

» The filling process will automatically stop when the reservoir
is full. Continue to replace the bottles of sterile or distilled
water until the filling process stops.

* When the Fill Reservoir process is complete, the screen
will close.

Inspect Screen Protector

The Control Panel’s touchscreen is supplied with a disposable
screen protector. If it becomes damaged, it can be removed by
lifting the edge and carefully peeling it from the screen. To ensure
dust and particulates are removed, clean the touchscreen using
isopropyl alcohol. Remove the blue liner from the screen protector.
Then carefully apply the protector to the screen with the liner side
down against the screen.

Inspect Fluid Delivery Line
1. Power On the system
2. From the Patient Therapy Selection screen press the

Hypothermia button to display the Hypothermia therapy screen.

3. From the Hypothermia therapy screen, press the Manual
Control button to open the Manual Control window.

4. Set the Manual Control water target temperature to 28 °C and
the duration to 30 minutes.

5. Connect a shunt to a set of fluid delivery line ports.

6. Press the Help button and then press the Help Index button.
Select the topic Maintenance and Service and sub topic
System Diagnostics then press the Display button. Verify that
inlet pressure is -7 + 0.2.

7. Repeat on all valves. If inlet pressure is out of range, replace the
two valves that the shunt is connected to.

8. Ensure that the shunt is removed before device is put back
in service.

Calibration

To perform a calibration on the ArcTic Sun® 5000 Temperature
Management System, press the Advanced Setup button on the
Therapy Selection Screen. Press the Start button and follow the
on-screen directions. Refer to Chapter 9 for additional instructions.
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Chapter 5 — Advanced Setup

Use the Advanced Setup screen to view the current settings
and modify the settings for the following parameters. To modify
any parameter setting, press the Adjust button to the right of the
parameter.

Location / Time Settings
e Language

¢ Number Format

¢ Current Time

¢ Date Format

¢ Current Date

The following functions can be initiated from the Advanced Setup

screen.

» Download Patient Data: The Patient Data for the last 10 (ten)
cases are stored on the ArcTic SUN® Temperature Management
System hard drive. This data is maintained when the Arctic Sun®
Temperature Management System is powered down, or in the
event of a total loss of power.

» Calibration

» Total Drain

« Save All Settings As Default

* Upload custom file

Additionally, the following information can be viewed in the
Advanced Setup screen.

» Software Versions

» Last Calibration Date

» Next Calibration Due

To access the Advanced Setup screen:

1) Press Advanced Setup button on the Patient Therapy Selection
screen.

2) The Advanced Setup screen will be displayed.

To access the Additional Protocol Selection screen:
Refer to the ArcTic SUN® Temperature Management System Help
screens for information regarding additional protocol setup.

Fig. 5 -1 Advanced Setup
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The ArcTic Sun® Temperature Management System safety system
continually monitors the state of the device and the patient, and
issues alarms or alerts to notify the user of conditions that may
interfere with patient safety or system performance.

There are two types of conditions: Alarms and Alerts.

An Alarm notifies the user that a condition that may potentially
pose an unsafe situation with respect to the patient or the device.
An Alarm is a High Priority condition that requires immediate
operator response.

An Alert informs the user about patient and device status without
interrupting the procedure. An Alert is a Medium Priority condition
that requires prompt operator response.

Alarms

An Alarm is denoted by an audio signal that repeats every

10 seconds until the Alarm is cleared. The Alarm screen will appear
that displays the alarm number, alarm title, a description of the
problem or conditions that triggered the alarm, and solutions and
instructions for troubleshooting and resolving the alarm condition.

If certain Alarm conditions are not acknowledged by the operator
within 2 minutes, a Reminder tone will sound. All Alarm settings are
maintained in the event of a power interruption.

Fig. 6-1 Alarm screen

Main Safety Alarms

While there are multiple alarms and safety features in the ArcTic
Sun® Temperature Management System, there are five main safety
alarms that will place the device into Stop mode until the condition
is addressed.

Alarm Specification

High Patient Temperature 39.5 °C (103.1 °F)

Low Patient Temperature 31.0 °C (87.8 °F)

High Water Temperature 42.5°C /44 °C (108.5 °F / 111.2 °F)
Low Water Temperature 3.0 °C /3.5 °C (37.4 °F / 38.3 °F)
System Self-Test Failure At device power ON

Each time the ArcTic SUN® Temperature Management System is
powered On, a system self test for the independent safety alarm is
automatically run. This test simulates a “water high temperature”
fault situation on both the primary and secondary water temperature
sensors. Both the primary and secondary safety systems must
respond to the fault and be verified by the opposing safety system.
If either safety systems do not respond appropriately either an
alarm 80 or 81 will be issued. Contact Customer Support.

8
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Non-Recoverable Alarms

If an Alarm condition occurs that prevents proper use of the device
or proper patient treatment (such as the five main safety alarms
discussed above), the system is placed into Stop mode and will not
allow therapy to continue. This type of Alarm is known as Non-
Recoverable. If this situation occurs, cycle the device power (turn
device Off then On). If the alarm recurs contact Customer Support.

Recoverable Alarms

Other Alarms that temporarily Stop the device until the user
is able to correct the cause and clear the Alarm are classified
as Recoverable. If the condition that initiated the alarm is not
addressed and problem persists, the Alarm will recur.

If a Recoverable Alarm occurs:

1) When an alarm is issued the device is placed into Stop mode.

2) Read the displayed instructions.

3) Note the Alarm number.

4) Press the Close button to clear the alarm.

5) Follow the instructions to correct the alarm condition. Perform
the actions in the order listed until the alarm condition is
resolved.

6) Once you have cleared the alarm, press the Start button in the
therapy window to restart therapy. You will hear a tone and a
voice stating “Therapy Started”. Additionally, the active therapy
window and the Arctic SuN® Temperature Management System
icon will blink.

7) If the condition does not resolve, contact Customer Support.

Alerts

Alerts are denoted by an audio signal that repeats every 25
seconds. The Alert screen will appear that displays the alert
number, alert title, a description of the problem that triggered
the alert, and solutions and instructions for troubleshooting and
resolving the alert condition.

Fig. 6-2 Alert screen

If an Alert occurs:

1) Read the displayed instructions.

2) Note the Alert number.

3) Press the Close button to clear the alert.

4) Follow the instructions to correct the alert condition. Perform the
actions in the order listed until the alarm condition is resolved. If
the condition does not resolve, contact Customer Support.

5) Refer to the Arctic SuN® Temperature Management System Help
screens for additional information regarding alarms and alerts.
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Alarms and Alert Listing
The following table consists of a listing of the alarms and alerts that a user might observe during .Alarm I:l ad

use of the ArcTic Sun® Temperature Management System 5000. Text highlighted in yellow denotes
an alert, while red denotes an alarm.

Alarm/ Message Displayed Problem
Alert
01 Patient Line Open The system is detecting that the fluid delivery line or patient line is

open to air or has significant air in the line.

The fluid pump is working at the expected speed but the flow rate is
less than 1 liter per minute and the fluid pressure is less than -6 psi.

02 Low Flow The flow rate is less than 50% of the maximum flow rate measured
since the last power On or Empty Pads, or the flow rate is less than
300 ml/minute.

03 Water Reservoir Low At power On or the end of the Empty Pads cycle or the Fill Reservoir
cycle, the system fluid level sensors are detecting that the water
reservoir is low. There is only enough water in the reservoir to run one
patient therapy.

Water Reservoir Below Minimum At the end of the Empty Pads cycle, the system fluid level sensors are
detecting that the water reservoir is empty or below the minimum level
required to operate the system.

Water Reservoir Empty At power On or the end of the Empty Pads cycle, the system fluid
level sensors are detecting that the water reservoir is empty or below
the minimum level required to operate the system.

Empty Pads Not Complete A significant amount of water was still being returned from pads at the
end of the Empty Pads cycle.

Patient Temperature 1 high The Patient Temperature 1 reading is above 39.5°C (103.1°F), and
the water temperature is above 39.5°C (103.1°F), and the system is
continuing to warm the patient when the system is in a patient control
mode (e.g. Control Patient, Cool Patient or Rewarm Patient).

Patient Temperature 1 Above High [ In Normothermia Therapy: The Patient Temperature 1 reading is
Patient Alert above the High Patient Alert setting in Normothermia Settings.

In Hypothermia Therapy: The Patient Temperature 1 reading is above
the High Patient Alert setting in Hypothermia Settings.

Patient Temperature 1 Low The Patient Temperature 1 reading is below 31°C (87.8°F), and

the water temperature is below 31°C (87.8°F), and the system is
continuing to cool the patient when the system is in a patient control
mode (e.g. Control Patient, Cool Patient or Rewarm Patient).

Patient Temperature 1 Below Low In Normothermia Therapy: The Patient Temperature 1 reading is
Patient Alert below the Low Patient Alert setting in Normothermia Settings.

In Hypothermia Therapy: The Patient Temperature 1 reading is below
the Low Patient Alert setting in Hypothermia Settings.

12 Patient Temperature 1 High The Patient Temperature 1 reading is above 39.5°C (103.1°F), and
the water temperature is above 39.5°C (103.1°F) while in Manual
Control mode.

Patient temperature is not automatically controlled while in Manual
Control Mode.

13 Patient Temperature 1 Low The Patient Temperature 1 reading is below 31°C (87.8°F), and the
water temperature is below 31°C (87.8°F) when the system is in
Manual Control mode.

Patient temperature is not automatically controlled while in Manual
Control mode.
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Patient Temperature 1 Probe Out
of Range

Patient Temperature 1 probe is not detected, or the temperature
reading is below of the lower limits of the display range (10°C /50°F)
while in a patient control mode (e.g. Control Patient, Cool Patient or
Rewarm Patient).

Unable to Obtain a Stable Patient
Temperature

Patient temperature discontinuity. A significant change in the patient
temperature reading for more than 10 minutes while in a patient
control mode (e.g. Control Patient, Cool Patient or Rewarm Patient).

Patient Temperature 1 Probe Out
of Range

Patient Temperature 1 probe is not detected, or the temperature
reading is above the upper limit of the display range (44°C/111.2°F)
while in a patient control mode (e.g. Control Patient, Cool Patient or
Rewarm Patient).

Patient Temperature 1 Calibration
Error

The system is unable to internally check the calibration of the Patient
Temperature 1 channel within £ 1.0°C while in a patient control mode
(e.g. Control Patient, Cool Patient or Rewarm Patient).

Patient Temperature 1 Calibration
Error

The system is unable to internally check the calibration of the Patient
Temperature 1 channel within £ 1.0°C when the system is in Manual
Control mode.

Patient Temperature 1 Calibration
Error

The system is unable to internally check the calibration of the Patient
Temperature 1 channel within £ 1.0°C while in a patient control mode
(e.g. Control Patient, Cool Patient or Rewarm Patient).

Patient Temperature 1 Calibration
Error

The system is unable to internally check the calibration of the Patient
Temperature 1 channel within £ 1.0°C when the system is in Manual
Control mode.

Patient Temperature 2 High

The Patient Temperature 2 reading is above 39.5°C (103.1°F), and
the water temperature is above 39.5°C (103.1°F), and the system
is continuing to warm the patient while in a patient control mode
(e.g. Control Patient, Cool Patient or Rewarm Patient).

Patient Temperature 2 Above High
Patient Alert

In Normothermia Therapy: The Patient Temperature 2 reading
is above the High Patient Alert setting in Normothermia Settings.

In Hypothermia Therapy: The Patient Temperature 2 reading is above
the High Patient Alert setting in Hypothermia Settings.

Patient Temperature 2 Low

The Patient Temperature 2 reading is below 31°C (87.8°F), and

the water temperature is below 31°C (87.8°F), and the system is
continuing to cool the patient when the system is in a patient control
mode (e.g. Control Patient, Cool Patient or Rewarm Patient).

Patient Temperature 2 Below Low
Patient Alert

In Normothermia Therapy: The Patient Temperature 2 reading is
below the Low Patient Alert setting in Normothermia Settings.

In Hypothermia Therapy: The Patient Temperature 2 reading is below
the Low Patient Alert setting in Hypothermia Settings.

25

Patient Temperature 2 High

The Patient Temperature 2 reading is above 39.5°C (103.1°F), and
the water temperature is above 39.5°C (103.1°F) while in Manual
Control mode.

Patient temperature is not automatically controlled while in Manual
Control mode.

26

Patient Temperature 2 Low

The Patient Temperature 2 reading is below 31°C (87.8°F), and the
water temperature is below 31°C (87.8°F) when the system is in
Manual Control Mode.

Patient temperature is not automatically controlled while in Manual
Control Mode.

Patient Temperature 2 Probe Out
of Range

Patient Temperature 2 probe is not detected, or the temperature
reading is below the lower display range (10°C /50°F).

10
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Patient Temperature 2 Probe Out
of Range

Patient Temperature 1 probe is not detected, or the temperature
reading is above the upper limit of the display range (44°C/111.2°F)
while in a patient control mode (e.g. Control Patient, Cool Patient or
Rewarm Patient).

Patient Temperature 2 Calibration
Error

The system is unable to internally check the calibration of the Patient
Temperature 2 channel within + 1.0°C when the system is in a patient
control mode (e.g. Control Patient, Cool Patient or Rewarm Patient).

Patient Temperature 2 channel is made inactive.

Error

30 Patient Temperature 2 Calibration The system is unable to calibrate the Patient Temperature 2 channel
Error within £ 1.0°C when the system is in Manual Control mode.
Patient Temperature 2 channel is made inactive.
31 Patient Temperature 2 Calibration The system is unable to calibrate the Patient Temperature 2
Error channel within + 1.0°C when the system is in a patient control mode
(e.g. Control Patient, Cool Patient or Rewarm Patient).
Patient Temperature 2 channel is made inactive.
32 Patient Temperature 2 Calibration The system is unable to calibrate the Patient Temperature 2 channel

within £ 1.0°C when in Manual Control mode.

Patient Temperature 2 channel is made inactive.

Water Temperature High

The primary outlet water temperature is above 44°C (111.2°F).

Water Temperature High

The primary outlet water temperature is above 42.5°C (108.5°F)

Water Temperature Low

The primary outlet water temperature is below 3.5°C (38.3°F).

Water Temperature High

The secondary outlet water temperature is above 44°C (111.2°F).

Water Temperature High

The secondary outlet water temperature is above 43°C (109.4°F).

Water Temperature Low

The secondary outlet water temperature is below 3.0°C (37.4°F)

Unable to Maintain Stable Water
Temperature

In Manual Control mode, the system is unable to control the water
temperature within 1.0°C/°F of the water target after 25 min. in the
current mode or since last change to water target temperature.

Low Internal Flow Insufficient internal flow during system priming or pre-conditioning.
User Settings Not Saved The user settings are invalid and are unable to be saved. The saved
system default settings are restored.
44 Invalid System Log Entry One or more of the entries into the system event log is invalid.
The system event log is used by clinical engineering personnel for
product service.
This issue does not affect the performance of the system to deliver
patient therapy.
45 AC Power Lost The AC power was lost while the power switch was in the On position.
46 Control Panel Communication The control panel is not communicating with the system.
47 Control Panel Communication The control panel is not communicating with the system.
48 Patient Temperature Out Invalid The Patient Temperature Out calibration data in non-volatile memory
is invalid.
50 Patient Temperature 1 Erratic Patient Temperature 1 discontinuity. There has been a significant
change in patient temperature over the past 8 minutes.
51 Patient Temperature 1 Below Patient Temperature 1 is less than 31°C (87.8°F) while in a patient
Control Range control mode (e.g. Control Patient, Cool Patient, or Rewarm Patient).
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52

Extended Period of Cold Water

The circulating water temperature has been below 10°C (50°F) for 8
of the previous 10 hours.

The alert will recur after 1 hour if the condition continues. After the
device has issued 11 extended cold water exposure alerts, it will issue
a prolonged cold water exposure alarm.

Extended periods of cold water delivery may increase the risk for skin
injury. Assess patient’s skin underneath the ArcTicGEL™ Pads.

Prolonged Cold Water Exposure

The circulating water temperature has been below 10°C (50°F) for a
prolonged period of time. The extend period of cold water alert has
been issued 11 times. The alert was first issued after the system
sensed that the water temperature was below 10°C (50°C) for 8 of
10 hours. The alert was then issued an additional 10 times every

1 hour because the situation was not resolved.

Prolonged cold water exposure may increase the risk for skin injury.
Assess patient’s skin underneath the ArcTicGEL™ Pads.

Non-Recoverable System Error

Control processor and Monitor processor start up synchronization
fault.

Non-Recoverable System Error

Control processor parameter memory fault.

Non-Recoverable System Error

Monitor processor parameter memory fault.

Non-Recoverable System Error

Unable to enable pump power (Control processor).

Non-Recoverable System Error

Unable to enable pump power (Monitor processor).

Non-Recoverable System Error

Unable to disable pump power (Control processor).

Non-Recoverable System Error

Unable to disable pump power (Monitor processor).

Non-Recoverable System Error

Primary outlet water temperature sensor out of range — high resistance.

Non-Recoverable System Error

Primary outlet water temperature sensor out of range — low resistance.

Non-Recoverable System Error

Secondary outlet water temperature sensor out of range — high resistance.

Non-Recoverable System Error

Secondary outlet water temperature sensor out of range — low resistance.

Non-Recoverable System Error

Inlet water temperature sensor out of range — high resistance.

Non-Recoverable System Error

Inlet water temperature sensor out of range — low resistance.

Non-Recoverable System Error

Chiller water temperature sensor out of range — high resistance.

Non-Recoverable System Error

Chiller water temperature sensor out of range — low resistance.

Non-Recoverable System Error

Primary and secondary outlet water temperature sensors differ by
greater than 1°C.

Non-Recoverable System Error

The control processor failed to detect a simulated water temperature
fault.

Non-Recoverable System Error

The monitor processor failed to detect a simulated water temperature
fault.

Non-Recoverable System Error

Monitor processor communications fault.

Non-Recoverable System Error

Control processor communications fault.

Non-Recoverable System Error

Power supply voltage fault.

Non-Recoverable System Error

Program unexpectedly aborted.

100

Unable to Save Default Settings

The system is unable to save the default settings in Advanced Setup.

101

No USB Drive Found During Save

When attempting to Download Patient Data, no flash drive was found
in the USB port.

12
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102

Control Panel Locked

Approximately 2 minutes after Control Patient, Cool Patient, Rewarm
Patient or Manual Control is activated, the control panel screen will
lock to prevent inadvertently changing parameters during patient
therapy.

An image of a padlock will appear over the Therapy Selection button
when the screen is locked.

103

Unable to Communicate Settings

There was an error communicating Hypothermia Settings,
Normothermia Settings or Advanced Setup settings to the system.

104

Manual Control End

The Manual Control has reached the end of its set duration.

105

109

Cool Patient End

Cool Patient timer has reached the end of its set duration and
Rewarming Begins in Hypothermia Settings is set t o Manually.

See Help Index topic Hypothermia Settings — Rewarming Begins for
more information.

Non-Recoverable System Error

Graphic user interface communications lost with control module
control processor.

Non-Recoverable System Error

Graphic user interface communications lost with control module
monitor processor

Operating Mode Incorrect

The system has not successfully entered the commanded therapy
mode.

Esophageal Probe Recommended

Control Strategy 3 has been chosen which allows the Patient Target

temperature to be set between 32.0°C and 32.9°C (89.6°F to 91.2°F).

For patient target temperatures between 32°C to 32.9°C (89.6°F to
91.2°F) an esophageal temperature probe should be used. During
the hypothermia induction phase, the esophageal temperature tracks
real-time core temperature changes more closely than bladder or
rectal temperature. Due to this lag time when using bladder or rectal
temperature sites, actual patient core temperatures may be lower
than measured. Therefore, the use of esophageal temperature is
recommended for patient temperature control below 33°C.

110

Data File Not Readable

The data file which contains the system default settings has been
corrupted. The system has automatically reset the system to the
factory defaults.

112

Confirm Return to Cooling Phase

Treatment is currently programmed to be in the Rewarming phase,
but the Start button in the Cool Patient window was pressed.

113

Reduced Water Temperature
Control

The system has detected that the water temperature has not been
controlled as accurately as expected in the last 30 minutes.

This situation may be temporary due to sudden patient temperature
changes, interruption in water flow, or blockage of air flow by an
obstruction or dirty filter.

114

115

118

Treatment Stopped

Treatment has been stopped for the last ten (10) minutes.

Prolonged Warm Water Exposure

The circulating water temperature has been between 38°C (100.4°F)
and 42°C (107.6°F) for a prolonged period of time.

Prolonged warm water exposure may increase the risk for skin injury.
Assess patient’s skin underneath the ArcTicGEL™ pads.

Patient Temperature 1 Change Not
Detected

Patient Temperature 1 has not changed for an extended period
of time.

Patient Temperature 1 Change Not
Detected

Patient Temperature 1 has not changed for an extended period
of time.

Hospital Form Not Found

When attempting to Upload Hospital Form, file was not found or it
was not readable.
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Chapter 7 — Troubleshooting

7.1 Diagnostic Screen

The Diagnostic screen allows the user to view the flow, pressure,
patient temperatures and individual water temperature sensor
readings. This information is valuable during the troubleshooting
process. The Diagnostic screen can be accessed from the
Maintenance and Service Topic in the Help Index.

System Diagnostics

Fig. 7-1 System Diagnostics

7.2 Event Log

The Event Log will record non-recoverable system alarms and
recoverable operational alarms and alerts from the last 10 cases.
The Event Log can be accessed from the Maintenance and Service
Topic in the Help Index.

Fig. 7-2 Help Index

14
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7.3 General Troubleshooting Guide

A calibration check is an effective method for verifying proper
operation of the device. Many technical issues with the
ArcTic SUN® 5000 Temperature Management System can be
diagnosed during a calibration check. See Chapter 9 for the
Calibration Check procedure.

Case data recorded at one minute intervals such as water flow
rate, pressure, water and patient temperatures, pump and heater
commands for the previous 10 cases are available for download
from the USB port. This can be valuable information when
attempting to troubleshoot reported problems from previous
cases. The download feature is available from the Advanced
Settings screen.

The following are the most common issues and methods
of resolution:

7.3.1 Device Not Controlling Patient Temperature

The ArcTic Sun® 5000 Temperature Management System has a
sophisticated control algorithm which calculates the appropriate
water temperature based on a comparison of the patient’s actual
temperature versus the programmed target temperature. The
system also monitors the actual water temperature versus the
commanded water temperature. If the system fails to deliver the
commanded temperature within a short period of time, alarm 113
will occur. This is the best indication as to whether the system was
controlling appropriately during patient therapy. If this alarm has
occurred, it can be viewed in the Event Log viewable on the device,
as described in Section 7.2.

7.3.2 Patient Does Not Cool

To verify the cooling function of the device, perform the following

steps:

» Check that the water temperature limits have not been adjusted
too high on the Normothermia or Hypothermia Therapy Setting
screen.

* With the device at room temperature power the device on,
wait 5 minutes, and check the Chiller temperature (T4 on the
Diagnostic screen). This temperature should be below 10°C
(50°F).

» Connect the Fluid Delivery Line and a Shunt Tube, initiate
Manual Control, and set water target to 4° C (39°F).

» Verify that the water temperature lowers to less than 10°C
(50°F) within 10 minutes.

* If no problems seem evident, perform a calibration check.
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7.3.3 Patient Does Not Warm 7.3.4 Device Will Not Fill

To verify the heating function of the device, perform the following If the device will not fill, perform the following steps:

steps: » Ensure the Fluid Delivery Line is connected with no Shunt Tube

» Verify with clinical staff that flow rate during therapy was at least or pads connected. The Fluid Delivery Line must be connected
1 Ipm as water flow rates below this will limit heater power. in order for the device to fill.

» Check that the water temperature limits have not been adjusted * Replace the fill tube. Attempt filling to check for resolution.
too low on the Normothermia or Hypothermia Therapy Setting » To confirm Fluid Delivery Line does not leak air, remove the
screen. Fluid Delivery Line, place thumb over the left port of the Inlet/

» Connect the Fluid Delivery Line and the Shunt Tube, initiate Outlet Manifold, and repeat fill process.

Manual Control, and set water target to 42° C (108°F).

+  Verify water temperature increases from room temperature to at 7.3.5 Control Panel Will Not Power On
least 35° C (95°F) within 10 minutes. To verify proper operation of the Control Panel, perform the

following steps:

» Check that mains power is available by ensuring the amber light
is lit on the power switch.

* Remove the back panel and shell. Check connection at top of
card cage to Control Panel and verify the connection is seated

properly.

7.3.6 Low Flow Alarm

If the device shows a Low Flow alarm, perform the following steps:

* Power device on; ensure Fluid Delivery Line is connected.

» With no pads or Shunt Tube attached, start the device in Manual
Control and allow 3 minutes for bypass flow to stabilize.

* Using the Diagnostic screen, verify a flow rate of > 1.5 Ipm and
a Circulation Pump Command of less than 70%. If this cannot
be achieved it indicates an air leak either internal to the device
or in the Fluid Delivery Line.

» To confirm there is no internal air leak, remove Fluid Delivery Line
and place thumb over the left port. Repeat the test in step 3.

* To confirm there are no leaks in the Fluid Delivery Line valves,
attach a shunt tube to any set of valves and, initiate Manual
Control. Watch for water to flow through tube, then without
stopping, move shunt tube quickly to the opposite branch of the
Fluid Delivery Line. Watch for water flow through the tube. Place
the Fluid Delivery line on the floor. Press Stop. Remove the
shunt tube. Monitor the Fluid Delivery Line valves for any water
leaks over the next 5 minutes.

» To confirm the pad connector seals are not damaged, inspect
the orange seal at the end of each valve and look for damage.
Actuate each valve and ensure it moves freely.

» If unsuccessful, remove back panel and shell and check Heater
power connection on Mains Voltage Circuit Card.

» Test heating elements as follows:
Remove heater power connection from mains voltage circuit
card then check resistance of heating elements.

T
= <

7.4 Troubleshooting Assistance
For further assistance with troubleshooting, contact your distributor
or Medivance Technical Support.

Fig. 7-5 Pins to test for each heating element

For 115V devices, resistance should be 70-81 ohm each element.
For 230V devices, resistance should be 280-327 ohm each
element.

* If no problems seem evident, consider performing a calibration
check.
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Chapter 8 —- Component Replacement

The ArcTic Sun® 5000 Temperature Management System is designed and built to have a high degree of reliability; however, failures can
occur. Use the troubleshooting methods in Chapter 6 or consult with Medivance Technical Support to determine the root cause component
for the failure. Once this root cause component for the failure has been determined, follow the appropriate procedure for removal and
replacement of the component. An abbreviated list of spare parts and accessories is located in Appendix B. For parts not listed, contact
Medivance Technical Support. In general, reverse the order of removal to install a replacement component. Please note any special
instructions to the contrary.

Caution: Observe precautionary electrostatic discharge control procedures (ESD) when working with circuit card assemblies.

Power Switch

Card Cage

Inlet/Outlet Manifold

Inlet/Outlet Ports

Serial Number Label

Power Inlet Module
Drain Ports

Chiller Condenser

Chiller Frame

Shell

Fig. 8-1 Control Module, rear view after removal of Back Panel

16
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Manifold Harness
Level Sensor Cable

Flowmeter Cable

Card Cage

Main Harness:
* Pump Connections
» Control Panel Connection

A/C Breaker Harness . .
* Chiller Power Connection

Chiller Evaporator

Tank

Heater Power Cables

Chiller Frame

Fig. 8-2 Control Module, front inside view
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Chiller Evaporator

Hot Gas Bypass Valve

18
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Fig.

8-3 Control Module, right inside view

Card Cage

Chiller Frame

Inlet/Outlet Manifold

Chiller Pump

Chiller Fan
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Card Cage

Chiller Frame

Evaporator

Tank

Heater Cables Connection

A/C Harness Connection

Chiller Compressor

Fig. 8.4 Control Module, left inside view

The electronics controlling all machine processes are found in two areas:
(1) the card cage, located at the top of the internal components, and (2)
mounted to the lower part of the frame.
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Input/Output (10)
Circuit Card

Isolation
Circuit Card

Processor
Circuit Card

Power
Circuit Card

Fig. 8-5 Card cage, circuit card identification

The following two circuit cards are mounted on the lower part of the frame:

Fig. 8-7 Mains Voltage Circuit Card

Fig. 8-6 Power Module

20
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8.1 Tools Required

Tools required for component replacement are as

follows:

e 3/8” nut driver .
e 5/16” nut driver .
e 7/16” nut driver .
* Phillips head screwdriver .
« small flat blade screwdriver | ¢

wire cutter, small
pliers

7/16” wrench
9/16” wrench
1/16” hex key

8.2 Drain the Control Module
Drain the device before disassembling it. A passive drain is
adequate for most maintenance procedures.

Passive Drain

Tools and supplies required:

* ARrcTic SuN® 5000 Temperature
Management System drain tube

1. Turn the Control Module off. Caution: draining the system with
power on may damage the chiller.

2. Connect the Drain Tube to the two drain ports on the back of the
device. Place the other end of the Drain Tube into a container
with a capacity of at least four liters. The device will passively
drain all tubing, reservoirs and pumps within the system. There
will still be some moisture present as you disassemble the unit.

Fig. 8-8 Passive drain

Total Drain

A total drain activates the pumps to remove residual water. It is
essential to perform this process if the device is to be shipped or if
the hydraulic components are to be removed.

1. After completing a Passive Drain (above), power on the Control
Module.

2. Go to the Advanced Setup screen from the Patient Therapy
Selection screen on the Control Panel, press the Total Drain
Start button and follow the instructions.
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Fig. 8-9 “Total Drain” option on Advanced Setup screen

8.3 Remove Back Panel

Tools and supplies required:

» 3/8" nut driver
» Phillips head screwdriver

-

Remove Fluid Delivery Line and Patient Temperature Cable.
Using the 3/8” nut driver, remove the four black bolts on the
back panel.

Using the Phillips head screwdriver, remove the two screws
holding the power cord bracket and unplug the power cord.
Take extra care not to drop these screws into the unit.

4. Lift off the back panel and set it aside.

N

w

Fig. 8-10 Back panel with indication of bolts to be removed
(Step 2, left)
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8.4 Remove Outer Shell

Tools and supplies required:

e 7/16” nut driver |

Remove the four bolts that hold the metal frame to the shell.

2. With one hand holding the back handle and the other hand in
the horizontal slot on the front (located a few inches below the
Control Panel), gently rock the shell forward. The Outer Shell
will slide off. Set it down a few inches away from the frame.

3. There are two cable harnesses connecting the control panel on

the shell to the top of the card cage. Disconnect these at the

card cage.

N

Fig. 8-12 Cable harnesses to be removed (Step 3)

Fig. 8-11 Remove 4 bolts (Step 1)

Fig. 8-13 Shell separated from internal components

22
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8.5 Removing / Replacing Circuit Cards from Card Cage
To access the cards in the card cage, remove the back panel and
the outer shell as shown in Steps 8.3 and 8.4.

Caution: Observe electrostatic discharge control procedures
when handling circuit cards.

A) Input / Output Circuit Card

Tools and supplies required:

e wire cutters
* 1/16” Allen wrench / hex key
» flat blade screwdriver

1. Carefully disconnect each of the eight cables connected to
the card, releasing each locking tab before pulling. These
connections are illustrated in Fig. 8-15.

2. Clip cable ties with wire cutters as needed.

3. When re-connecting the connections after repair, check labels
on J6 and J4 connectors to ensure correct connections.

4. Remove the Allen head screw on the right of the 1/O Circuit Card
face plate.

5. Slide a screwdriver beneath the I/O Circuit Card to gently pry it
away from its base.

6. Carefully pull the circuit card outward to release it from the slots
it sits in.

7. When replacing the circuit card, ensure that the card fits into the
retaining grooves on either side of the card cage.

8. After replacing the I/O Circuit Card, perform a calibration (see
Chapter 9).

Fig. 8-14 Unplug connections from I/O Card (Step 1)
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J5
Chiller J10
Power T1,T2, T3
Temperature
J8 Sensors
Level
Sensor J2
Flowmeter
J9
Manifold
Harness
J8
Card
Cage
Fan

J6 Circulation Pump  J4 Mixing Pump

Fig. 8-15 1/O Circuit Card connections

B) Isolation Circuit Card

Tools and supplies required:

» Phillips head screwdriver
*  1/16” hex key
» flat blade screwdriver

1. Remove the Allen head screw on the right of the Isolation Circuit
Card face plate.

2. Slide a screwdriver beneath the Isolation Circuit Card to gently
pry it away from its base.

3. Carefully slide the circuit card out of the card cage until the
card protrudes approximately one inch to expose the cable
connecting this card to the top of the card cage.

4. Remove the screws holding the cable that connects this card to
the top of the card cage.

5. Carefully pull the circuit card outward to release it from the
grooves it sits in.

6. When replacing the circuit card, ensure that the card fits into the
retaining slots on either side of the card cage.

7. After replacing the Isolation Circuit Card, perform a calibration
(see Chapter 9).

C) Processor Circuit Card

Tools and supplies required:

« 1/16” hex key ‘

« flat blade screwdriver

1. Remove the Allen head screw on the right of the Processor
Circuit Card face plate.

2. Slide a screwdriver beneath the Processor Circuit Card to gently
pry it away from its base.

3. Carefully pull the circuit card outward to release it from
the grooves.

4. When replacing the circuit card, ensure that the card fits into the
retaining slots on either side of the card cage.

5. After replacing the Processor Circuit Card, perform a calibration
(see Chapter 9).
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D) Power Circuit Card

Tools and supplies required:

* 1/16” hex key
» flat blade screwdriver

1. Remove the Allen head screw on the right of the Power Circuit
Card face plate.

2. Slide a screwdriver beneath the Power Circuit Card to gently pry
it away from its base.

3. Carefully slide the circuit card out of the card cage until the card
protrudes approximately one inch (3 cm) to expose the three
connections.

4. Carefully disconnect each of the three connections, releasing
each locking tab before pulling. (When replacing these
connections, tuck the wires into place against the foam.)

5. When replacing the circuit card, ensure that the card fits into the
retaining slots on either side of the card cage.

8.6 Replacing Upper Components

Tools and supplies required: Fig. 8-17 Remove two bolts (Step 2)

¢ Flat blade screwdriver
« small flat blade screwdriver
e wire cutters

Remove the four bolts on the back of the device.

Remove the two bolts on the front of the device.

3. Carefully pull up on the top half of the unit leaving the front in
contact with the lower half to prevent the wire harness from
getting damaged.

N —

o e e 08 0 o
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Fig. 8-18 Pull up top half (Step 3)

Fig. 8-16 Remove four bolts (Step 1)

24
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8.7 Removing Internal Components from Chiller Frame

Tools and supplies required:

e 7/16” nut driver
« small-blade flat head screwdriver

=N

Remove six bolts holding internal components onto frame.

2. From the right side of the Control Module, carefully disconnect
the Chiller power connection gray cable.

3. If device is equipped with an AC pump from the left side of the
Control Module, disconnect the black compressor-evaporator
tubing from the white plastic fitting it connects to. Use the small
flat blade screwdriver to pop the snap fitting open. (Use pliers to
reclose the snap fitting upon reassembly.) If device is equipped
with a DC pump, from the left side of the control module,
remove black molded tubing connecting chiller pump to chiller
evaporator. Use a small flat-head screwdriver to loosen and
disconnect two clamps. Discard them.

4. From the front of the Control Module, place one hand

underneath the internal components and tilt them forward,

and then lift out the internal components.

Fig. 8-20 Disconnect Chiller power connection gray cable;
location indicated (Step 2)
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Fig. 8-21 Open the snap fitting (Step 3 - AC pump)

Fig. 8-22 Disconnect two clamps (Step 3- DC pump)
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Fig. 8-23 Lift out the internal components (Step 4)

26
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8.8 Separating the Internal Components into

Two Sections
The internal components separate into two sections, one of which
contains the Circulation Pump and Mixing Pump, and the other the
Heater and tank.

Tools and supplies required:

e 7/16 nut driver
* wire cutter

1. Remove the four bolts as shown (see Fig. 8-25 and
Fig. 8-26).

2. Slide the two sections apart.

3. Disconnect the AC Breaker Harness, cutting cable ties
as necessary.

Fig. 8-24 Internal components prior to being separated into two
sections (front view)

Fig. 8-25 Internal components (rear view);
circles indicate bolts to remove (Step 1)
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Circulation Pump  Mixing Pump

Heater Level Sensor Card Cage

Circulation Pump  Card Cage

Power Supply Module  Mixing Pump

Fig. 8-26 Internal components separated into two sections
(2 views)

Fig. 8-27 Cut cable ties (Step 3)
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Fig. 8-28 Chiller frame

8.9 Replacing Mixing Pump

Tools and supplies required:

SN

flat blade screwdriver

. Remove internal components from the Chiller frame and

separate them into two sections (Steps 8.6, 8.7 or 8.8).

. Disconnect the cable that connects the Mixing Pump to the

1/0 Board. When re-connecting, ensure that the connector

is correctly seated; with no exposed pins on either side (see
Figure 8-32).

Using the screwdriver, remove the four mounting screws.
Leave cable ties intact.

Carefully remove the Mixing Pump.

When re-connecting, ensure that the connector is correctly
seated, with no exposed pins on either side (see Figure 8-32).

Fig. 8-29 Mixing Pump
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Fig. 8-31 Carefully remove the Mixing Pump (Step 5).
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Fig. 8-32 lllustration of pump connector prior to being connected
(above), connected but seated incorrectly with one pin exposed
(below left), and seated correctly (below right)

8.10 Replacing Circulation Pump

Tools and supplies required:

« flat blade screwdriver
« small flat blade screwdriver
e wire cutters

1. Remove internal components from the Chiller frame and
separate them into two sections (Steps 8.6, 8.7 or 8.8).

2. Disconnect the cable that connects the Circulation Pump to the
1/O Board.

3. Using the screwdriver, loosen the four blue-circled screws on
the brass plate that is part of the frame until the pump
is loose.

4. Use the small flat blade screwdriver to pop the snap
fitting open.

5. Carefully remove the Circulation Pump.

6. When re-connecting, ensure that the connector is correctly
seated, with no exposed pins on either side (see Figure 8-28).

7. Reconnect the cable connecting the Circulation Pump to the
1/O Board.
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Fig. 8-33 Circulation Pump

Fig. 8-35 Pop snap fitting open (Step 4)
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8.11 Replacing AC Chiller Pump

Tools and supplies required:

e 7/16” wrench
e 5/16” nut driver
» small flat blade screwdriver

1. Remove internal components from the Chiller frame and
separate them into 2 sections (Steps 8.6, 8.7 or 8.8).

2. Remove the pump power connector from the Mains Voltage
Circuit Card.

3. Using the 5/16” nut driver, remove the ground connection by

unscrewing and removing the nut shown in Figure 8-33.

Remove the two bolts on either side of the Chiller Pump.

Remove the Chiller Pump.

Use the small flat blade screwdriver to pop open the clamp

connecting the Chiller Pump tubing to the drain port. (Use pliers

when reconnecting.)

7. When reinstalling, insert the seal into the tank first and then

reinstall the pump.

Fig. 8-36 Chiller Pump

oar

Fig. 8-37 Ground connection to be removed;
location of nut is indicated (Step 3)
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8.12 Replacing DC Chiller Pump

Tools and supplies required:

e 7/16” nut driver
* small flat blade screwdriver
e wire cutters

Remove the internal components (Steps 8.6, 8.7, or 8.8).

. Using the wire cutters cut the cable tie to free up chiller pump
power supply connectors and disconnect cables from AC
circuit board.

Loosen chiller pump clamp and remove tube from drain valve.
Remove two 5/16” bolts securing chiller pump to frame.

Pull chiller pump assembly from device.

When reinstalling DC chiller pump, place two O-rings on inlet
side and insert chiller into tank. Ensure even insertion of
O-rings.

7. Reassemble device.

N =

R

Fig. 8-42 Loosen clamp (Step 3)

Fig. 8-40 Open clamp connecting Chiller Pump tubing to
the drain port
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Fig. 8-43 Remove bolts (Step 4)

Fig. 8-44 Reinstall pump (Step 6)
(two views)
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8.13 Replacing Heater

Tools and supplies required:

e wire cutters
e 7/16” nut driver

1. Remove internal components from the Chiller Frame and
separate them into two sections (Steps 8.6, 8.7 or 8.8).

2. Using the wire cutters, cut the cable ties holding the cable to
the frame.

3. Remove the two bolts on either side of the black foam covering
the Heater.

4. Carefully remove the Heater unit.

5. When replacing the Heater, ensure that the orange rubber
tab faces the back of the unit. It is important that the tab is
horizontal and not bent.

Fig. 8-45 Heater

Fig. 8-46 Tank and Heater with indication of cable ties to be
removed (Step 2)
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Fig. 8-47 Remove the Heater (Step 4) Fig. 8-49 Flowmeter and cable

Fig. 8-48 Proper direction for orange tab to face when replacing
Heater (Step 5)

Fig. 8-50 Flowmeter with arrow indicating direction of flow;
same direction as Circulation Pump output

8.14 Replacing Flowmeter 8.15 Replacing Control Panel

Tools and supplies required: Tools and supplies required:

» flat blade screwdriver « 7/16” nut driver |
« small flat blade screwdriver
* wire cutters

=N

. Remove Back Panel (Step 8.3).

2. Remove Outer Shell (Step 8.4).
1. Remove internal components from the Chiller frame and 3. From the inside of the Outer Shell, using the 7/16” nut driver,
separate them into two sections (Steps 8.6, 8.7, or 8.8). remove the four bolts holding the Control Panel to the shell.
2. Remove Circulation Pump as described in step 8.10. 4. Press the Control Panel outward. .
3. Remove insulation covering the Flowmeter. 5. When replacing, gently set the new Control Panel into place and
4. Unscrew the Flowmeter tube from the pump. tighten bolts.
5. When installing a new Flowmeter, note that there is a white

arrow on the Flowmeter that indicates direction of flow. It needs
to be pointed away from the pump.
6. Re-insulate the Flowmeter.

32
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ARCTIC SUN 5000

Medivance

Fig. 8-51 Control Panel (front view)

Main Harness
Control Panel
Connections

USB Port Speaker

Piezo Speaker

Fig. 8-52 Control Panel (rear view)

Downloaded from www.Manualslib.com manuals search engine

8.16 Replacing Chiller

Tools and supplies required:

* pliers |

1. Remove internal components from Chiller Frame that is being
replaced (Step 8.7).

2. Connect the black compressor-evaporator tubing to the white
plastic fitting it connects to. Use pliers to close the snap fitting
(reverse of Step 8.7, no. 3).

3. Connect the Chiller Pump.

4. Reconnect Chiller power connection (reverse of Step 8.7, no. 2).

Fig. 8-53 Chiller Frame

8.17 Replacing Tank Temperature Sensor Harness
The Tank Temperature Sensor Harness connects the Chiller Pump
with the tank.

Tools and supplies required:

e wire cutters |

1. Remove internal components from the Chiller frame and
separate them into two sections (Steps 8.6, 8.7, or 8.8).

2. Remove insulation from the point at which the thermometer
enters the tank.

3. Remove the associated cable ties.

4. Remove the piece of insulation tape that holds the temperature
sensor to the top of the tank.

5. Remove the Chiller Pump (Step 8.11 or 8.12).

6. Remove the old Tank Temperature Sensor Harness, making
note of where each of the two temperature sensors, labeled T1/
T2 and T4, plug in.
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7. Plug in the new Harness. The T1/T2 and T4 connections will
rotate into place. To avoid damaging the wire, twist each of
these wires in the opposite direction to provide some slack
before slipping the washer on and rotating the connection
into place.

8. Reinstall the Chiller Pump.

9. Use the provided insulation material to seal the connection
between the sensor and the tank.

10.Perform a calibration (see Chapter 9).

Fig. 8-55 Tank Temperature Sensor Harness in place.

8.18 Replacing Manifold Harness

Tools and supplies required:

* 9/16” wrench
» small flat blade screwdriver
* 7/16” wrench or nut driver

1. Remove internal components from the Chiller frame and
separate them into two sections (Steps 8.6, 8.7, or 8.8).

2. Using the 9/16” wrench or nut driver, loosen and remove the two
bolts that connect the Manifold to the brass frame

3. Using small flat blade screwdriver, pop open the two clamps
connecting the tubing to the Manifold, opening the clamp closest
to the metal frame first.
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The Manifold Harness connects to three Solenoids (FV - Fill
Valve, BV - Bypass Valve, and VV - Vent Valve); 1 Thermistor
and 1 Pressure Transducer. Medivance ships replacement
Manifold Harnesses complete with the three valve stems and
the T3 thermistor.

Using the 9/16” wrench, disconnect the Manifold Harness from
the solenoids by removing the nut on each solenoid.

Use a screwdriver to prevent the stem of the valve from rotating
during removal.

Using the 7/16” wrench, unscrew and remove the thermistor.
Disconnect the pressure transducer.

When reinstalling the Manifold Harness, note that there are
labels on the harness identifying the solenoids (FV, BV, VV).

If the solenoids are not in the proper position as shown, the
device will not work properly (Fig. 8-59).

Perform a calibration (see Chapter 9).

Thermistor

Valve Stems

Fig. 8-56 Manifold Harness (shown with protective caps)

Fig. 8-57 Remove bolts (Step 2)
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V.

Fig. 8-58 Pop open clamps (Step 3)

Fig. 8-60 Manifold Assembly

8.20 Replacing Level Sensor

Tools and supplies required:
e wire cutters

1. Disconnect gray cable from the 1/O board (See Fig. 8-15,
I/O Circuit Card connections).

2. Using wire cutters, remove the cable tie

3. Remove the bracket holding the level sensor into the tank.

Fig. 8-59 Manifold, showing position of the 3 solenoids (Step 8)

8.19 Replacing Inlet/Outlet Manifold

Tools and supplies required:
e 9/16” nut driver Fig. 8-61 Level Sensor

» Phillips head screwdriver
» flat blade screwdriver

1. Remove bolts as in Step 8.18.2.

2. Remove the clamps as in Step 8.18.3.

3. Using Phillips head screwdriver, disconnect pressure transducer
from the Manifold.

4. Disconnect the entire Manifold Harness.

5. Remove the solenoids and valve stems using flat blade
screwdriver.

6. Remove the thermistor.

7. When reinstalling, connect the valve stems first, then the
solenoids, then the pressure transducer, then the thermistor.

8. When reinstalling the Manifold Harness, note that there are
labels on the harness identifying the solenoids (FV, BV, VV).
If the solenoids are not in the proper position as shown, the
device will not work properly (Fig. 8-59).

Fig. 8-62 Position of Level Sensor is indicated
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8.21 Replacing Power Module 8.22 Replacing Mains Voltage Circuit Card

Tools and supplies required: Tools and supplies required:

* Phillips head screwdriver e pliers
» flat blade screwdriver * Phillips head screwdriver

Disconnect the AC Breaker Harness.

Disconnect jumper to Power Circuit Card.

Disconnect Chiller Pump power.

Disconnect two connectors that go to power inlet module (plug).
Disconnect the Heater power cable.

Using Phillips head screwdriver, unscrew the board from

the metal frame.

1. Using Phillips head screwdriver, remove the four screws that
connect the board to the frame.

2. Wedge the flat blade screwdriver underneath the board and
carefully pry the board loose.

3. Disconnect the smaller connector.

4. Disconnect the jumper from the Mains Voltage Card.

ooRrwN=

MEDIYANCE INC

AC CCA

403005-00

¢ @

Fig. 8-65 Mains Voltage Circuit Card

Mains Input Power Connection

Fig. 8-66 Mains Voltage Circuit Card in position,
with connections in place

Fig. 8-64 Power Module in position with connections in place
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8.23 Replacing the AC Breaker Harness

If the harness must be replaced, connections on the switch should
be made as indicated below. Ensure all connections are secured
tightly. If a connector must be removed, do not move connector side
to side, pull straight back. If any of these connections appear loose,
remove the harness and completely replace. A loose connection
between the harness and the breaker could cause excessive heat
to be generated at the connections.

Figure 8-68 AC Breaker Harness connections to AC breaker

8.24 Installing Transmission Interface Module

Tools and supplies required:
» 3/8” Socket wrench

Remove the bolt from the upper left of the back of the device.
Place the bracket on the back of the device and use bolt
provided to secure.

Insert transmission interface module (TIM) into bracket.
Connect USB cable to left side of module and front of device.
Connect RS232 cord to right side of module and hospital IT
system.

6. Power on system and start therapy to begin data output.

N —

aorw®

NOTE Software version 2.0 or higher required.
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Fig. 8-71 Insert TIM and connect cables (Steps 3-5)
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AS5000 SERVICE MANUAL

Chapter 9 — Calibration /
Calibration Check

9.1 Calibration Test Unit

A separate device, the Calibration Test Unit (CTU) is required to
perform periodic calibration on the ArcTic SuN® 5000 Temperature
Management System.

Calibration Test Unit
REF 741-00 11SVAC -60Hz 4.5A
e
1172 Contury Dive., Suite 240  Lovmile, Colonda VA 10627
tall Fee: 177 267014 + Phone: JIJS.A0T
WD L1, Arusdel Houst, 1 Liverpood Sardem.
mhnq. West Sussen BUTY 150, nisid ingrlo=

Eiaom

Fig. 9-1 Calibration Test Unit

For the theory of the operation of the calibration process, please
refer to the CTU Operator’'s Manual that is included with the CTU.

9.2 When to Perform a Calibration or Calibration Check

1. Calibration is recommended after 2000 hours of operation or
250 uses, whichever occurs first. The status of Calibration is
available in the Advanced Settings screen.

2. In addition, Calibration may be required after replacing certain
components (see Chapter 8).

3. A Calibration Check confirms the device flow, ability to heat
and cool, and the temperature sensing systems are all within
specification. During the calibration check errors may be
displayed with diagnostic information assisting with performance
or calibration issues. After successful completion of a calibration
check, a report is displayed showing a pass or fail status of all
parameters checked.

9.3 Calibration Setup

1. Remove fluid delivery line by flipping latch from right to left and
attach CTU to ArcTic Sun® device. Lock in place by flipping latch
from left to right.

2. Attach three cables coming from CTU to PT1, PT2, and TO.

Fig. 9-2 Attach CTU (Step 1)
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Fig. 9-3 Attach cables (Step 2)

9.4 Performing a Calibration

To perform a calibration on the ArcTic Sun® 5000 Temperature
Management System, press the Advanced Setup button on the
Therapy Selection screen. Press the Start button next to Calibration
and follow the on-screen instructions.

Calibration

Instructions
Select whether to calibrate this control module’s
internal sensors or touchscreen. 4
A new calibration of the internal sensors must | The control panel’s touch screen may need to
be performed periodically to maintain be calibrated when it becomes unresponsive.
accuracy. The current calibration can also be | Use a stylus to touch and hold exactly on each
checked without altering the sensors’ current | red square. When prompted, lift off to

calibration factors. proceed. This will be repeated 9 times. This.
process takes approximately 2 minutes to

complete

=

Touchscreen
Calibration

Fig. 9-4 Calibration screen
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Appendix A: Product Specifications

Technical Description

The ArcTic Sun® Temperature Management System is a thermoregulatory
device that monitors and controls patient temperature within a range

of 32 °C to 38.5 °C (89.6 °F to 101.3 °F). The ArcTic SuN® Temperature
Management System consists of the Control Module and disposable
ARcTIcGEL™ Pads.

A patient temperature probe connected to the Control Module provides
patient temperature feedback to an internal control algorithm which
automatically increases or decreases the circulating water temperature to
achieve a pre-set patient target temperature determined by the clinician.

The ArcTic Sun® Temperature Management System pulls temperature-
controlled water ranging between 4 °C and 42 °C (39.2 °F and 107.6 °F)

through the ArcTicGEL™ Pads at approximately 0.7 liter per minute per pad.

This results in heat exchange between the water and the patient.

The ArcTic Sun® Temperature Management System Control Module is
a CLASS | mobile device (Type BF, IPX0 and Mode of Operation —
Continuous) per classification scheme of IEC 60601-1.

The ArcTic Sun® Temperature Management System Control Module meets
both the electromagnetic interference and susceptibility requirements of
IEC 60601-1, and is compatible with other equipment that also conforms
to that standard. There is no known failure mode in the ArcTic SUN®
Temperature Management System Control Module associated with
electromagnetic interference from other devices. See the Arctic Sun®
Temperature Management System Service Manual for the full declaration
regarding electromagnetic compatibility.

Environmental Conditions

Temperature Range

Operating:...... 10 °C to 27 °C (50 °F to 80 °F)
Storage:.... -30 °C to 50 °C (-20 °F to 120 °F)

At operating temperatures higher than 27 °C (80 °F), the refrigeration
system’s cooling capacity and therefore its ability to cool a patient
is compromised.

Humidity Range (relative humidity, non-condensing)
Operating:.....cccoeveeeeerieeeiiee e 5% to 70%
Storage: ....ooeveieiiee e 5% to 95%
Atmospheric Pressure Range:60 kPa to 110 kPa

Disposal
Upon end of life, dispose of in accordance with local WEEE regulations or
contact your local Barp® Supplier or Distributor to arrange for disposal.
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ArcTic Sun® 5000/5000E Temperature Management System Specifications

Parameter Specification

Therapy Modes

Normothermia: Control Patient
Hypothermia: Cool Patient, Rewarm Patient

Heater Capacity

2500 BTU/hr / 750 Watts

Circulating Fluid

Distilled or Sterile Water

Reservoir Capacity

3.5 liters

Water Flow Rate

5 liters per minute

Patient Probe Type

YSI 400 Series compatible

Patient Temperature Inputs

Patient Temp 1: control, monitor, alarm
Patient Temp 2: monitor, alarm

Patient Temperature Display Range

10°Cto 44 °C
50 °F to 111.2 °F
0.1 °C/ °F increments

Patient Temperature Measurement Accuracy

+0.4 °C (10 °C to 32 °C)
+0.2 °C (32 °C to 38 °C)
0.4 °C (38 °C to 44 °C)
Includes + °0.1C external probe

Responses of the PCLCS (Physiologic Closed-Loop
Control System)

Settling Time: ~4.5 hrs
Relative Overshoot: <0.5 °C
Command Overshoot: <0.5 °C
Response Time: Warming (max) 33 °C to 37 °C: ~6 hrs
Cooling 37 °C to 33 °C: ~2 hrs
Steady State Deviation: 0
Tracking Error: 0
Note: All values derived from testing in simulated use.

Patient Temperature Control Range

32°Cto38.5°C
89.6 °F to 101.3 °F
0.1 °C/ °F increments

Water Temperature Display Range

3°Cto45°C/37.4 °Ft0 113.0 °F
0.1 °C/ °F increments

Water Temperature Control Range (Manual)

4°Cto42°C/39.2 °F to 107.6 °F
1 °C/ °F increments

High Water Temperature Limit

36 °Cto42°C/96.8 °F to 107.6 °F
1 °C/ °F increments

Low Water Temperature Limit

4°Cto25°C/39.2°Fto 77 °F
1 °C/ °F increments

Time to heat water from 20 °C to 37 °C

8 minutes (approximate)

Sound Pressure

Alarm Tone: 70dB to 80dB at 1 meter, repeats every 10 seconds
Alert Tone: 63dB to 71dB at 1 meter, repeats every 25 seconds
Reminder Tone: 65dB at 3 meters, 0.5 seconds on/20 seconds off

Mains Input

100-120VAC, 50-60Hz, 11A
220-240VAC, 50-60Hz, 5.5A

Leakage Current

<300 pA

Operating Relative Humidity Range

5% to 70% non-condensing

Storage Relative Humidity Range

5% to 95% non-condensing

Operating Temperature Range

10 °C to 27 °C /50 °F to 80 °F

Storage Temperature Range

-30 °C to 50 °C /-20 °F to 120 °F

Atmospheric Pressure Range

60 kPa to 110 kPa

Dimensions Height: 35 inches (89 cm)
Width: 14 inches (36 cm)
Depth: 18.5 inches (47 cm)
Weight Empty: 43 kg / 95 Ibs ; Filled: 47 kg / 103 Ibs
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Appendix B: Symbols

The ArcTic Sun® Temperature Management System Control module bears the following symbols:

For the safe and effective use of this device, the operator must consult the accompanying
documents prior to use.
EC |REP Identifies European Representative.
o This symbol adjacent to the patient connections means that the thermal probe connection is a
'I R I' “Defibrillator-Proof, Type BF Applied Part”, per standard IEC 60601-1 and affords the degree of
patient protection defined in that standard for this type of applied part.
6‘"’ Models of the ArcTic Sun® Temperature Management System Model 5000 that bear the ETL
A\ /8 Monogram have been Certified for Safety by ETL Intertek in accordance with standards CAN/

CSA-C22.2, No. 60601-1, AAMI ES 60601-1, and IEC 80601-2-35.

Intertek

Indicates high temperature part or component. The maximum temperature of this internal
component allowed by the protective system is also listed.

Indicates that only sterile or distilled water should be used when filling the ArcTic SUN®
Temperature Management System Control Module.

Identifies Patient Temperature 1, the patient temperature probe input for monitoring
and control.

Identifies Patient Temperature 2, the patient temperature probe input for monitoring

Identifies the drain port.

Indicates electrical hazard.

> £ -6|-6| .

Identifies the storage temperature range.

Identifies the storage relative humidity range.

Manufacturer

Do not re-use.

Risk of overbalance due to pushing, leaning, resting, etc.

ArcTic SUN® 5000 Temperature Management System must be disposed of properly.
DO NOT dispose of into the garbage.

=@ SR &,
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Appendix C: Electromagnetic Compatibility

Medical electrical equipment needs special precautions regarding

electromagnetic compatibility. Ensure that the Arctic Sun® 5000 Temperature
Management System is installed and used according to the electromagnetic

compatibility information provided. The following are guidance and
manufacturer’s declarations regarding electromagnetic compatibility for the
ArcTic SuN® Temperature Management System.

* The use of accessories or cables other than those specified or sold by
Medivance (shown below) is not recommended. Use of unapproved

accessories or cables may result in increased emissions or in decreased

immunity of the ArcTic Sun® 5000 Temperature Management System.
»  If the ArcTic Sun® Temperature Management System is used directly

adjacent to or stacked with other equipment, the user should periodically
observe the ArcTic Sun® 5000 Temperature Management System device

to verify it operates normally in that environment.
» Portable and mobile RF communications equipment can affect Medical
Electrical Equipment.

1.2 EN/IEC 60601-1-2 Table 2

Guidance and Manufacturer’s Declaration — Electromagnetic Immunity

The ArcTic SUN® 5000 Temperature Management System unit is intended for use
in the electromagnetic environment specified below. The customer or the end user
of the ArcTic Sun® 5000 Temperature Management System unit should assure it is

used only in such an environment.

Immunity Test

IEC60601 test
level

Compliance
Level

Intended
Electromagnetic
Environment

Electromagnetic
discharge (ESD)
IEC 61000-4-2

+- 6kV contact
+- 8kV air

+- 6kV contact
+- 8kV air

Floors should be wood,
concrete or ceramic tile.
If floors are covered
with synthetic material,
the relative humidity
should be at least 30%.

Electrical fast
transient/burst
IEC 61000-4-4

+-2kV for power
supply lines
+-1kV for input/
output lines

+-2kV for power
supply lines
+-1kV for input/
output lines

Mains power quality
should be that of a
typical commercial or
hospital environment.

Surge
IEC 61000-4-5

+-1kV differential
mode (line-line)
+-2kV common
mode (line-earth)

+-1kV differential
mode (line-line)
+-2kV common
mode (line-earth)

Mains power quality
should be that of a
typical commercial or
hospital environment.

Voltage

dips, short
interruptions and
voltage variations
on power supply
input lines

IEC 61000-4-11

<5% UT (>95%
dip in UT) for 0.5
cycle

40% UT (60%
dip in UT) for 5
cycles

70% UT (30%
dip in UT) for 25
cycles

<5% UT (>95%
dip in UT) for 5
seconds

<5% UT (>95%
dip in UT) for 0.5
cycle

40% UT (60%
dip in UT) for 5
cycles

70% UT (30%
dip in UT) for 25
cycles

<5% UT (>95%
dip in UT) for 5
seconds

Mains power quality
should be that of a
typical commercial or
hospital environment.
If the user of the
ARrcTic SUN® 5000
Temperature
Management System
unit requires continued
operation during power
mains interruptions,

it is recommended
that the ArcTic Sun®
5000 Temperature
Management System
unit be powered from
an uninterruptible
power supply with
sufficient capacity to
run the unit for the
maximum required time
of interruption.

Accessories and cables approved by Medivance for Part #
use with the ArcTic SuN® 5000/5000E Temperature
Management System

Temperature In-Cable -Nellcor 735-02
Temperature In-Cable -BArD 735-03
Temperature In-Cable -Rusch 735-04
Temperature In-Cable -GE 735-05
Temperature In-Cable -Philips 735-06
Temperature Out-Cable -Nellcor 735-52
Temperature Out-Cable -BArRD 735-53
Temperature Out-Cable -Rusch 735-54
Temperature Out-Cable -GE 735-55
Temperature Out-Cable -Philips 735-56
Power Cord, US, Canada, Mexico 733-00
Power Cord, Continental Europe 733-01
Power Cord, UK, Ireland 733-02
Power Cord, Australia, New Zealand 733-03
Power Cord, Mainland China 733-04
Transmission Interface Module (TIM) Kit 760-00
Transmission Interface Module (TIM) 761-00
RS232 Cord 762-00

1.1 EN/IEC 60601-1-2 Table 1

Guidance and Manufacturer’s Declaration — Electromagnetic Emissions

The ArcTic Sun® 5000 Temperature Management System is intende d for use in the
electromagnetic environment specified below. The customer or the end user of the
ArcTic SUN® 5000 Temperature Management System should assure that it is used in
such an environment.

Power frequency
(50/60Hz)
magnetic field
IEC 61000-4-8

3A/m

3 A/m

Power frequency
magnetic fields
should be at levels
characteristic of a
typical location in a
typical commercial or
hospital environment.

Note: UT is the a.c. mains voltage prior to application of the test level.

Emissions test Compliance | Electromagnetic environment - guidance
RF emissions Group 1 The ArcTic Sun® 5000 Temperature
CISPR 11 Management System uses RF energy
only for its internal function. Therefore, its
RF emissions are very low and are not
likely to cause any interference in nearby
electronic equipment.
RF emissions Class A The ArcTtic Sun® 5000 Temperature
CISPR 11 Management System unit is suitable
Harmonic emissions Class A for use ?n all establishments other than
IEC 61000-3-2 domestic, establishments and those
directly connected to the public low-
Voltage fluctuations/ Complies voltage power supply network that
Flicker emissions IEC supplies buildings for domestic purposes.
61000-3-3
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Appendix C: Electromagnetic Compatibility (continued)

1.3 EN/IEC 60601-1-2:2007 Sub-clause 5.2.2.2 Table 4:

1.4 EN/IEC 60601-1-2:2007 Sub-clause 5.2.2.2 Table 6:

Guidance and Manufacturer’s Declaration — Electromagnetic Immunity

The ArcTic SuN® 5000 Temperature Management System unit is intended for use in
the electromagnetic environment specified below. The customer or the end user of the
ARrcTic SUN® 5000 Temperature Management System unit should assure it is used in
such an environment.

Recommended separation distances between portable and mobile RF
communications equipment and the ArcTic Sun® 5000 Temperature Management
System unit

Immunity IEC60601 | Compliance | Intended Electromagnetic Environment
Test test level | Level

Portable and mobile RF communications
Conducted | 3Vrms 3Vrms equipment should be used no closer to any
RF 150kHz to | 150kHz to part of the ArcTic Sun® 5000 Temperature
IEC 61000- | 80MHz 80MHz Management System unit, including cables,
4-6 3V/m 3V/m than the recommended separation distance
Radiated 80MHz to | 80MHz to calculated from the equation applicable to
RF 2.5GHz 2.5GHz the frequency of the transmitter.
IEC 61000~ Recommended separation distance
4-3 d=1.2VP

d=12VP  80MHz to 800 MHz

d=23VP  800MHz to 2.5GHz

where P is the maximum output power
rating of the transmitter in watts (W)
according to the transmitter manufacturer
and d is the recommended minimum
separation distance in meters (m).

Field strengths from fixed RF transmitters,
as determined by an electromagnetic site
survey?, should be less than the compliance
level in each frequency range.®
Interference may occur in the vicinity

of equipment marked with the following
symbol:

()

RF communications equipment can effect medical electrical equipment. The

ArcTic SuN® 5000 Temperature Management System unit is intended for use in an
electromagnetic environment in which radiated RF disturbances are controlled. The
customer or the user of the ArcTic Sun® 5000 Temperature Management System unit
can help prevent electromagnetic interference by maintaining a minimum distance
between the portable and mobile RF communications equipment (transmitters) and
the ArcTic Sun® 5000 Temperature Management System unit as recommended
below, according to the maximum output power of the communications equipment.

Rated maximum Separation distance according to frequency of transmitter in

output power of meters (m)

g,";‘,')‘sm'“e' N Walts I 50kHz to 80MHz | 80MHz to 800MHz | 800MHz to
d=1.2VP d=1.2VP 2.5GHz

d=23VP

0.01 0.12 0.12 0.23

0.1 0.38 0.38 0.73

1.0 1.2 1.2 23

10 3.8 3.8 7.3

100 12 12 23

NOTE 1 At 80MHz and 800MHz, the higher frequency range applies
NOTE 2 These guidelines may not apply in all situations. Electromagnetic propagation
is affected by absorption and reflection from objects, structures and people.

For transmitters rated at a maximum output power not listed above, the
recommended separation distance d in meters (m) can be estimated using the
equation applicable to the frequency of the transmitter, where P is the maximum
output power rating of the transmitter in watts (W) according to the transmitter
manufacturer.

NOTE 1 At 80 MHz and 800 MHz, the separation distance for the higher frequency
range applies.

NOTE 2 These guidelines may not apply in all situations. Electromagnetic
propagation is affected by absorption and reflection from structures, objects

and people.

2 Field strengths from fixed transmitters, such as base stations for radio (cellular/
cordless) telephones and land mobile radios, amateur radio, AM and FM radio
broadcast and TV broadcast cannot be predicted theoretically with accuracy. To assess
the electromagnetic environment due to fixed RF transmitters, an electromagnetic site
survey should be considered. If the measured field strength in the location in which

the Arctic Sun® 5000 Temperature Management System unit is used exceeds the
applicable RF compliance level above, the Arctic Sun® 5000 Temperature Management
System unit should be observed to verify normal operation. If abnormal performance

is observed, additional measures may be necessary, such as re-orienting or relocating
the ArcTic Sun® 5000 Temperature Management System unit.

® Over the frequency range 150kHz to 80MHz, field strengths should be less than 3V/m.
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Appendix D - Spare Parts and Accessories

Cables and Accessories Spare Parts

Cleaning Solution (4 bottles) 739-05 Caster with Brake 402341-00
Calibration Test Unit (CTU) 100-120V 741-00 Caster without Brake 402341-01
Calibration Test Unit (CTU) 100V Japan 741-10 Air Filter 403003-00
Calibration Test Unit (CTU) 230V EU 741-01 DC Chiller Pump 403114-00
Calibration Test Unit (CTU) 230V UK 741-02 Heater,100-120V 403074-00
Calibration Test Unit (CTU) 230V Australia | 741-03 Heater, 200-230V 403074-01
Shunt Line 709-04 Flowmeter 403075-00
Fluid Delivery Line 734-07 Mixing Pump Assy. 403076-00
Drain Tube 719-00 Circulation Pump Assy. 403077-00
Fill Tube 718-00 Manifold Assy. 403078-00
Temperature In Cable -Nellcor 735-02 Manifold Harness 403079-00
Temperature In Cable -GE 735-05 Tank Harness 403080-00
Temperature In Cable -Bard 735-03 Chiller Pump, 100-120V 403081-00
Temperature In Cable -Rusch 735-04 Chiller Pump, 200-230V 403081-01
Temperature In Cable -Phillips 735-06 Control Panel Assembly 403082-00
Temperature Out Cable -Nellcor 735-52 Input/Output Circuit Card 403083-00
Temperature Out Cable -GE 735-55 Processor Circuit Card 403084-00
Temperature Out Cable -Bard 735-53 Power Circuit Card 403085-00
Temperature Out Cable -Rusch 735-54 Isolation Circuit Card 403086-00
Temperature Out Cable -Phillips 735-56 Mains Voltage Circuit Card 403087-00
Service Kit 771-00 Main Harness 403089-00
Temperature Simulator, 37°C 748-37 Power Module 403091-00
Screen Protector Kit 753-00 Level Sensor 403102-00
Cover 752-00 Drain Valve 403105-00
Power Cord, US, Canada, Mexico 733-00 O-Rings 402406-10
Power Cord, Continental Europe 733-01

Power Cord, UK, Ireland 733-02

Power Cord, Australia, New Zealand 733-03

Power Cord, Mainland China 733-04

Memory Stick 775-00

Transmission Interface Module (T.I.M.) Kit 760-00

Transmission Interface Module (T.I.M.) 761-00

RS232 Cord 762-00

Transmission Interface Module (T.I.M.) 763-00

Bracket Assembly
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Appendix E - Temperature Cables

Temperature In Cables

735-06
Philips
4’ -Tm

10’ - 3m Bard
10’ - 3m 735-02
Nelicor
10’ - 3m

Temperature Out Cables

735-56
Philips
10’ - 3m

20” - 0.5m 735-52
Nelicor

20” - 0.5m
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Appendix F - Shipping

Due to the size and weight of the ArcTic Sun® 5000 Temperature
Management System, it should be shipped on a pallet using
Medivance-provided packaging materials. If the original packaging is
not available, a shipping kit may be ordered from Medivance.

1) Perform a total drain of the system.

a) After the device has been drained, power On, from the
Therapy Selection screen, press the Advanced Setup button
to display the Advanced Setup screen.

b) Press the Start button next to Total Drain and follow the
instructions

2) Place the ArcTtic SUN® 5000 Temperature Management System
onto the white foam attached to the pallet and center the unit so
that it straddles the foam.

3) Place the square cardboard piece with the foam down on top of
the unit and place any accessories on top of the foam piece.

4) Slide the cardboard tube over the unit ensuring it meets flush with
the top surface of the pallet.

5) Using the strap provided, tightly secure the unit to the pallet.

Please firmly tighten the strap so the unit and its contents are
secured to the pallet for shipment.

46
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Appendix G - Warranty

BArD®
LIMITED WARRANTY
ON NEW ArcTic Sun®

Limited Warranty

Bard Medical Division, C. R. Bard, Inc. (“Bard”) warrants to the original purchaser that each Arctic Sun® Control Module (“Equipment”) and
ArcTiIcGEL™ Pad (“Disposables”) will be free of defects in workmanship and materials for the period set forth in the labeling and if no such
period is set forth, then one year from the date of purchase. If the Equipment or a Disposable proves to be so defective, such Equipment
or Disposables may be repaired, replaced, refunded or credited, at Bard’s option. An extended warranty for Equipment is available for
purchase. The warranty covers all parts and labor associated with defects in material and workmanship of the Equipment. Bard will, at its
discretion, determine if the Equipment is to be repaired on site, or at the Bard service center. If Equipment is to be returned for service,
Bard will supply packaging materials and pay for ground shipping. However, it is the hospital’s responsibility to prepare and package the
Equipment for shipment at its own cost. Any expedited shipment request will be at the customer’s expense. Any unauthorized equipment
repair performed during the warranty period will void the warranty. All returns must be authorized in advance by Bard. The liability of Bard
under this product warranty does not extend to any abuse, accidental damage, misuse, improper storage, alteration, further manufacture,
packaging or processing, accidental damage or damage from misuse of Equipment, damage caused by using tap water rather than distilled
water, routine maintenance, recalibration, or its repair by any person or entity not authorized by a Bard representative.

THIS LIMITED WARRANTY IS IN LIEU OF ALL OTHER WARRANTIES, EXPRESS OR IMPLIED, INCLUDING WITHOUT LIMITATION,
ANY WARRANTY OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE. THE LIABILITY AND REMEDY STATED

IN THIS LIMITED WARRANTY WILL BE THE SOLE LIABILITY OF BARD AND REMEDY AVAILABLE TO CUSTOMER WHETHER IN
CONTRACT, TORT (INCLUDING NEGLIGENCE) OR OTHERWISE, AND BARD WILL NOT BE LIABLE TO CUSTOMER FOR ANY
SPECIAL, INDIRECT, INCIDENTAL OR CONSEQUENTIAL DAMAGES ARISING OUT OF HANDLING OR USE OF BARD EQUIPMENT
OR DISPOSABLES EVEN IF BARD HAS BEEN ADVISED OF THE POSSIBILITY OR LIKELIHOOD OF SUCH DAMAGES. IN NO EVENT
WILL BARD’S LIABILITY UNDER THIS WARRANTY EXCEED THE PURCHASE PRICE PAID TO BARD BY CUSTOMER FOR SUCH
EQUIPMENT AND DISPOSABLES.

Terms of Service

If Equipment availability is critical for patient treatment, it is the customer’s responsibility to purchase back-up Equipment. Although Bard will
attempt to promptly repair Equipment under warranty, the timeliness of repair is not guaranteed.

The customer is responsible for maintaining the Equipment according to the schedules and instructions in the documentation supplied

with each system. Bard provides remote Technical Support from 8am to 5pm Mountain time and 24/7 emergency phone support. Contact
Customer Service for all service related requests. A detailed description of the problem or service required, the unit serial number, and
contact information will be required to assist in providing efficient service of the unit. The hospital must provide personnel to assist Technical
Support with troubleshooting.

Loaned Equipment

If Equipment under warranty is returned for service, loaned Equipment will be available to the customer at no charge upon request for the
duration of the service. The customer is responsible for setting up the loaned Equipment and to prepare and package the Equipment for
return shipment according to the documentation. The customer is also responsible for the care and maintenance of the loaned Equipment
and all accessories while the Equipment is in their possession. Any loss or damage will be the sole responsibility of the customer. Loaned
Equipment must be returned within 7 days upon return of the repaired Equipment or rental charges will be applied at a rate of $40 per day.

Shipping
Loaned equipment will be shipped ground at Bard’s expense. Any expedited shipment request will be at the customer’s expense.
Non-Warranty Service

Parts and service are available for a fee through Customer Service for Equipment no longer under warranty. If requested, Bard can provide
an estimate of the cost of factory repair. Bard will require a Purchase Order from the customer in order to initiate the repair service. If it is
later determined the Equipment requires repair which exceeds the original estimate, Bard will contact the customer for authorization prior to
proceeding with the repair.

Bard will attempt to maintain parts inventory for Equipment a minimum of six years beyond the end of production.
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Appendix H - Transmission Interface Module Data Output Format

The data output stream is a repeating sequence of ASCII characters every five seconds. A “$” is sent as the first
item of a new data sequence. Each data item within the sequence is separated by a comma (ASCII 44). The data
sequence is terminated with a carriage return character (ASCII 13) followed by a new line character (ASCII 10).
The time since the power up of each data sequence can be calculated from the serial sequence number and
communications output interval.

Example: $,13,36.5,36.4,34.5,2,0,14.3,14.4,16.5,4.6,14.2,0,60,0,2.3,5,-7.1,0,45,165,1,4.00

Output Data Parameters are listed in the table below.

Transmission Interface Module - Data Output Parameters

Sequence No.

Description

Values

Sequence Start Indicator

$ (ASCII 36)

Serial Sequence Number

1,2,3,4,5...., Initialized at power up

Patient Temperature 1

°C, 0 if probe not connected

Patient Temperature 2

°C, 0 if probe not connected

Patient Target Temperature in Auto Mode

°C, regardless of current mode

Operating Mode

O=Initialization, 1=Stop, 2=Automatic, 3=Manual, 4=Purge, 5=Fill

Diagnostic Mode

0=Normal Mode, 1=Diagnostic Mode

Outlet Water Temperature Monitor °C

Qutlet Water Temperature °C

Inlet Water Temperature °C

Chiller Water Temperature °C

Water Outlet Target Temperature °C
Temperature Display Mode 0=°C, 1=°F
Communications Output Interval Seconds

Current Alarm Number

See Alarm/Alert list for corresponding numbers

Flow Rate

Liters/minute

Reservoir Level Last Measured

5 or 4=Full, 3=3/4, 2=1/2, 1=Low, 0=Empty

Inlet Pressure

Pounds per square inch

3lz|3|z|a|z|a|s|2|a|e|=|~]o || |w|~]~

Heater Power

0-32 where 32 =100%

20 Mixing Pump Power 0-255 where 255 = 100%
21 Flow Pump Power 0-255 where 255 = 100%
22 Control Parameter Mode 0-5

23 Software Version Software Version
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v) ° anuractuurer:
¢ "Medivance: e

) Medivance, Inc.
www.medivance.com 321 South Taylor Avenue, Suite 200
Louisville, Colorado 80027 USA
Phone: 303 926 1917
Toll Free: 800 526 4455
Fax: 720 880 5400

arcticsun@crbard.com © 2016 C. R. Bard Inc. All rights reserved.

E Medivance, Arctic Sun, and ArcticGel
Pads and Simply Advanced are
Bard Limited trademarks and/or registered trademarks
Forest House of C. R. Bard Inc.
Brighton Road
Crawley, West Sussex UK Federal Law (USA) restricts this device
RH 11 9BP to sale by or on the order of a physician.
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SERVICE MANUAL ADDENDUM pi .
ArcTic Sun® 5000 Temperature Management System ¢ Medivance:
English Preventative Maintenance: Preventative maintenance is required to maintain continued and uninterrupted use of the

ARrcTic SUN® 5000 Temperature Management System. Should the Arctic Sun® 5000 Temperature Management System become
unavailable for use, alternative methods to control patient temperature should be utilized.

To purchase a Preventative Maintenance Program through Barp or to purchase components, please call 1-800-526-4455 or
contact your local BArRD representative.

Preventative maintenance includes the assessment of four key components of the Arctic Sun® 5000 Temperature Management
Systems that have over 2,000 hours of use. Parts serviced will be covered with a new one year limited warranty.

Components assessed during preventative maintenance include the Mixing Pump, Circulation Pump, Heater and Drain Valves.

Francais Maintenance préventive : La maintenance préventive est requise pour permettre une utilisation continue et sans interruption
du systéme de gestion de la température ArcTic SUN® 5000. Si le systéme de gestion de la température Arctic SunN® 5000
devient inutilisable, il faut utiliser d'autres méthodes pour contréler la température du patient.

Pour acquérir un programme de maintenance préventive via BARD ou pour acheter des composants, veuillez appeler le
1-800-526-4455 ou contacter votre représentant Baro local.

La maintenance préventive comprend I'évaluation de quatre composants clés des systemes de gestion de la température
ARrcTic SUN® 5000 ayant plus de 2 000 heures d'utilisation. Les piéces réparées seront couvertes par une nouvelle garantie
limitée d'un an.

Les composants évalués durant la maintenance préventive comprennent la pompe de mixage, la pompe de circulation, le
chauffage et les robinets de purge.

Deutsch Vorbeugende Wartung: Fir einen kontinuierlichen und ununterbrochenen Gebrauch des Temperaturmanagementsystems
ARrcTic SUN® 5000 ist eine vorbeugende Wartung erforderlich. Wenn der Einsatz des Temperaturmanagementsystems
ARrcTic SUN® 5000 nicht mehr moglich ist, miissen andere Verfahren zur Temperaturregulierung des Patienten angewandt werden.

Nehmen Sie Kontakt unter der Nummer +1 800 526 4455 auf oder wenden Sie sich an lhren Barp-Vertreter, um ein Programm
zur vorbeugenden Wartung tiber Barp zu beziehen oder Komponenten nachzubestellen.

Die vorbeugende Wartung umfasst die Beurteilung der vier wichtigsten Komponenten des Temperaturmanagementsystems
ARrcTic SUN® 5000, die seit Uber 2.000 Stunden in Betrieb sind. Gewartete Teile werden durch eine einjahrige Gewahrleistungsfrist
abgedeckt.

Von der vorbeugenden Wartung betroffene Teile sind die Mischpumpe, die Zirkulationspumpe sowie das Heiz- und Ablassventil.

Italiano Manutenzione preventiva: Il sistema di gestione della temperatura ArcTic SUN® 5000 deve essere sottoposto a manutenzione
al fine di assicurarne in permanenza il perfetto funzionamento. Nel caso in cui il sistema di gestione della temperatura
ArcTic Sun® 5000 risulti inutilizzabile, sara necessario adottare metodi alternativi per controllare la temperatura del paziente.

Per acquistare un Programma di manutenzione preventiva Barp oppure dei componenti, chiamare il numero 1-800-526-4455 o
contattare il rappresentante Barp locale.

La manutenzione preventiva comprende I'ispezione dello stato di quattro componenti principali del sistema di gestione della
temperatura ArcTic Sun® 5000 che hanno pit di 2.000 ore di utilizzo. Le parti manutenute sono coperte da una nuova garanzia
valida per un anno.

| componenti ispezionati durante la manutenzione preventiva sono: la pompa di miscelazione, la pompa di ricircolo, 'unita di
riscaldamento e le valvole di drenaggio.

Espaiiol Mantenimiento preventivo: El mantenimiento preventivo es necesario para mantener un uso continuado e ininterrumpido del
sistema de control de temperatura ArcTic SuN® 5000. En caso de que el sistema de control de temperatura ArcTic Sun® 5000
deje de estar disponible para su uso, se deberan utilizar métodos alternativos para controlar la temperatura del paciente.

Para adquirir un Programa de mantenimiento preventivo a través de Barp o para adquirir componentes, llame al
1-800-526-4455 o pdngase en contacto con su representante local de Baro.

El mantenimiento preventivo incluye la evaluacion de cuatro componentes clave de los sistemas de control de temperatura
ArcTic Sun® 5000 que tengan mas de 2.000 horas de uso. Las piezas revisadas quedaran cubiertas por una nueva garantia
limitada de un afio.

Los componentes evaluados durante el mantenimiento preventivo incluyen la bomba de mezclado, la bomba de circulacion, el
calefactor y las valvulas de drenaje.

Nederlands Preventief onderhoud: Voor blijvend en ononderbroken gebruik van het ArcTic Sun® 5000 thermoregulatiesysteem is
preventief onderhoud vereist. Als het Arctic Sun® 5000 thermoregulatiesysteem om de een of andere reden niet gebruikt kan
worden, moeten andere methoden voor het regelen van de lichaamstemperatuur van de patiént worden gebruikt.

Voor het aanschaffen van een Preventief onderhoudsprogramma via BARD en voor het aanschaffen van componenten kunt u
ons bellen op +1 800 526 44 55 of contact opnemen met uw plaatselijke BArb-vertegenwoordiger.

Preventief onderhoud omvat de beoordeling van vier belangrijke onderdelen van het Arctic Sun® 5000 thermoregulatiesysteem
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die er meer dan 2000 gebruiksuren op hebben zitten. Voor de componenten waaraan het onderhoud verricht is, geldt een
nieuwe beperkte garantie van een jaar.

De componenten die worden beoordeeld tijdens preventief onderhoud zijn onder andere de mengpomp, de circulatiepomp, de
verwarming en de afvoerkleppen.

Portugués Manutencdo Preventiva: é necessario realizar a manutengao preventiva para manter a utilizagdo continua e ininterrupta
do Sistema de Gestao de Temperatura ArcTic Sun® 5000. Se o Sistema de Gestao de Temperatura ArcTic Sun® 5000 ficar
indisponivel para utilizagéo, deverao utilizar-se métodos alternativos para controlar a temperatura do paciente.

Para adquirir um Programa de Manutencdo Preventiva através da BArRD ou para adquirir componentes, ligue para o numero
1-800-526-4455 (nos EUA) ou contacte o representante local da BARrD.

A manutengao preventiva inclui a avaliagdo de quatro componentes principais dos Sistemas de Gestdo de Temperatura
ArcTic Sun® 5000 que tém mais de 2000 horas de utilizagdo. As pegas sujeitas a manutengdo serdo cobertas por uma nova
garantia limitada de um ano.

Os componentes avaliados durante a manutencgao preventiva incluem a Bomba de Mistura, a Bomba de Circulagédo, o
Aquecedor e as Valvulas de Drenagem.

Portugués-Brazil Manutencgéo preventiva: A manutengéo preventiva é necessaria para manter o uso continuo e ininterrupto do Sistema de
Gerenciamento de Temperatura ArcTic Sun® 5000. Se o Sistema de Controle de Temperatura Arctic Sun® 5000 ndo estiver disponivel
para uso, métodos alternativos para controlar a temperatura do paciente deverao ser utilizados.

Para adquirir um Programa de Manuteng&o Preventiva através do BARD ou comprar componentes, ligue para 1-800-526-4455 ou entre
em contato com o representante local da Baro.

A manutencgao preventiva inclui a avaliagdo de quatro componentes-chave de Sistemas de Controle de Temperatura
ArcTic Sun® 5000 com mais de 2.000 horas de uso. As pegas recuperadas serdo cobertas com uma nova garantia limitada de um ano.

Os componentes avaliados durante a manutengao preventiva incluem: bomba de mistura, bomba de circulagao, aquecedor e valvulas
de drenagem.

EAANVIKA MpoAnmrikn ouvtnpnon: H mpoAnmtik cuvtnpnon elvatl anapaitntn yla tn Slatrnpnon tng cuveXoUg Kot adLAAELTTNG XProNG
Tou ouoTtnuatog Slaxeiplong Beppokpaciag ARCTIC SUN® 5000. Ze mepintwaon mou to cuotnpa Slaxeiplong Bepuokpaciag
ARCTIC SUN® 5000 kataotel un dtabéatpo yia xprion, o mpéneL va xpnoLomnolouvTal EVOAAAKTIKEG LEBoSoL EAEYXOU TNG
Bepuokpaociag tou acbevoulg.

o vo ayopdoete éva lNpdypauua IpoANITIKAC CUVTHPNONE LECW TNG BARD, A yla VO 0yOPACETE GUOTATLKA HEPN,
TapoakoAoU e KaAEoTe 1-800-526-4455 1) EMUKOLVWVIOTE LE TOV AVTLITPOCWTIO TNG BARD TG mepLoyng oag.

H mpoAnmtikr cuvtipnon mepAapBAavel TV afloAdynon TECOAPWY POCLKWY CUCTATIKWY LEPWY TOU CUCTAUATOC SLaXelplong
Beppokpaciag ARCTIC SUN® 5000 pe mavw amod 2.000 wpeg xpriong. Ta e€aptruata ota onola payuatonoionke c€pPig Oa
KaAUTTTOVTOL E VEQ TIEPLOPLOUEVN EYYUNON EVOC £TOUC.

Ta cuotatikd pépn mou agloAoyouvtatl Katd tn SLAPKELA TNG IIPOANTITIKAC cuvtpnong mep\apBavouy tny avtiia avauteng,
v avtAia kukAodoplag, Tov Bepuavtipa kat Ti¢ BaABiSeg anootpdyylong.

Dansk Forebyggende vedligeholdelse: Forebyggende vedligeholdelse er pakraevet for at opretholde fortsat og uafbrudt
anvendelse af Arctic Sun® 5000 temperaturstyringssystemet. Skulle det blive ngdvendigt at tage ArcTic Sun® 5000
temperaturstyringssystemet ud af drift, skal der anvendes alternative metoder til at styre patientens temperatur.

Ring til 1-800-526-4455 eller kontakt den lokale Barp-repraesentant med henblik pa kgb af et Forebyggende
vedligeholdelsesprogram gennem Barb eller vedrgrende kgb af komponenter.

Forebyggende vedligeholdelse omfatter kontrol af fire n@glekomponenter i Arctic SUN® 5000 temperaturstyringssystemer, der
har veeret i brug i mere end 2000 timer. De servicerede dele vil veere deekket af en ny 1-ars begraenset garanti.

De komponenter, der er omfattet af den forebyggende vedligeholdelse, omfatter blandepumpen, cirkulationspumpen samt
varme- og temmeventilerne.

Svenska Forebyggande underhall: Férebyggande underhall kravs for att bibehalla fortidpande och oavbruten anvandning av
ArcTic Sun® 5000 temperaturhanteringssystem. Om ArcTic Sun® 5000 temperaturhanteringssystem blir otillgangligt for
anvandning ska alternativa metoder anvandas for att kontrollera patientens temperatur.

Om du vill kdpa ett férebyggande underhallsprogram genom Barp eller képa komponenter ringer du +1-800-526-4455 eller
kontaktar en Barp-representant lokalt.

Forebyggande underhall inbegriper utvardering av fyra viktiga komponenter i Arctic SUN® 5000 temperaturhanteringssystem
som anvands i 6ver 2 000 timmar. Delar som far service omfattas av en ny ettarig begransad garanti.

Komponenter som utvarderas under férebyggande underhall inbegriper blandningspumpen, cirkulationspumpen, varmaren och
draneringsventilerna.

Suomi Maaraaikaishuolto: Arctic Sun® 5000 -lampédtilanhallintajarjestelman jatkuva ja keskeytymaton kayttd edellyttda sen
maaraaikaishuoltoa. Jos ArcTic SUN® 5000 -lampatilanhallintajarjestelmasta tulee kayttokelvoton, potilaan Iampétilan hallinnassa
on kaytettdva muita menetelmia.

Maééréaikaishuolto-ohjelma tai komponentit hankitaan Barbilta soittamalla puhelinnumeroon 1-800-526-4455 tai ottamalla
yhteytta paikalliseen Barbin edustajaan.
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Maaraaikaishuollossa arvioidaan nelja tarkeda Arctic Sun® 5000 -lampétilanhallintajarjestelman komponenttia, joiden kayttoika
on yli 2000 tuntia. Uusi yhden vuoden rajoitettu takuu kattaa osien huollon.

Maaraaikaishuollon aikana arvioidut komponentit ovat sekoituspumppu, kiertopumppu, lammitin ja tyhjennysventtiilit.

Norsk Forebyagende vedlikehold: Forebyggende vedlikehold er ngdvendig for & opprettholde kontinuerlig og avbruddsfri bruk av
ARrcTic SUN® 5000-systemet for temperaturstyring. Hvis ArcTic Sun® 5000-systemet for temperaturstyring blir utilgjengelig for
bruk, ma det brukes andre metoder for a styre pasientens temperatur.

Ring 1-800-526-4455 eller kontakt din lokale Barp-representant for & kjgpe Forebyggende vedlikeholdsprogram gjennom BaRD,
eller for a kjgpe komponenter.

Forebyggende vedlikehold inkluderer undersgkelse av fire nakkelkomponenter i ArcTic Sun® 5000-systemet for
temperaturstyring som har over 2000 timers brukstid. Deler som det utfgres service pa far ett ars ny, begrenset garanti.

Komponenter som undersgkes under forebyggende vedlikehold omfatter blandepumpen, sirkulasjonspumpen, varmeelementet
og temmeventiler.

Polski Konserwacja zapobiegawcza: Dla utrzymania ciggtosci bezawaryjnej pracy systemu sterowania temperaturg
ArcTic Sun® 5000 wymagana jest konserwacja zapobiegawcza. W przypadku niemoznosci uzytkowania systemu sterowania
temperaturg ArcTic SUN® 5000, dostepne powinny by¢ alternatywne metody kontroli temperatury ciata pacjenta.

Program konserwacji zapobiegawczej realizowany przez firme BARrD lub elementy systemu mozna zaméwic¢ pod numerem
telefonu 1-800-526-4455 lub kontaktujac sie miejscowym przedstawicielem firmy Barb.

Konserwacja zapobiegawcza obejmuje ocene stanu technicznego czterech kluczowych elementéw systemu sterowania
temperaturg ArcTic Sun® 5000, ktérych czas pracy przekroczyt 2 000 godzin. Czesci serwisowane (wymienione) otrzymujg
nowa, ograniczong gwarancje na okres jednego roku.

Elementy objete oceng stanu technicznego podczas konserwacji zapobiegawczej to: pompa mieszajgca, pompa obiegowa,
grzatka i zawory spustowe.

Magyar Megel6z6 karbantartas: A megel6z6 karbantartas az Arctic Sun® 5000 hémérséklet-szabalyozo rendszer folyamatos és
zavartalan alkalmazasanak fenntartasa érdekében sziikséges. Amennyiben az Arctic Sun® 5000 hémérséklet-szabalyozé
rendszer nem alkalmazhatd, a beteg h6mérsékletének szabalyozasara alternativ modszerek bevezetése sziikséges.

A BarD Megelbz6 Karbantarté Programjanak beszerzéséhez, illetve alkatrészek vasarlasahoz hivja az 1-800-526-4455
telefonszamot, vagy vegye fel a kapcsolatot a helyi BArD képviselettel.

A megel6z6 karbantartas az ArcTic SUN® 5000 hémérséklet-szabalyozé rendszer négy 6, tobb mint 2000 éran keresztl
hasznalt alkatrészének felmérését foglalja magaban. A szervizelt alkatrészek Uj egyéves korlatozott garanciat kapnak.

A megel6z6 karbantartas soran a kever6pumpa, a keringetépumpa, a melegitd és a leeresztészelepek felmérésére kertl sor.

Cesky Preventivni udrzba: Aby bylo mozno systém Fizeni teploty Arctic Sun® 5000 pouZivat souvisle a bez preruseni, je tfeba
provadét preventivni udrzbu. Jestlize neni mozno systém fizeni teploty Arctic Sun® 5000 pouzivat, je tfeba vyuZit jiné metody
fizeni teploty pacienta.

Chcete-li si zakoupit Program preventivni udrzby realizovany spole¢nosti BARD nebo komponenty, volejte 1-800-526-4455 nebo
kontaktujte svého mistniho zastupce spole€nosti BArD.

Preventivni Udrzba zahrnuje posouzeni ¢tyr kliCovych komponent systému fizeni teploty Arctic Sun® 5000, jejichZ provozni
doba pfekrocila 2 000 hodin. Na dily, které prosly servisni udrzbou, se vztahuje nova roéni omezena zaruka.

Bé&hem preventivni udrzby jsou posuzovany tyto komponenty: smé&Sovaci pumpa, cirkulaéni pumpa, ohfiva¢ a odtokové ventily.

Tirkge Onleyici Bakim: ArcTic SUN® 5000 Sicaklik Yénetim Sisteminin devamli ve kesintisiz kullanimi igin énleyici bakim gereklidir.
ARrcTic SUN® 5000 Sicaklik Yonetim Sistemi'nin kullanilamaz duruma gelmesi olasiligina karsi hasta sicakhiginin kontrol edilmesi
icin alternatif yontemler kullaniimahdir.

Barp’dan Onleyici Bakim Programi almak ya da bilesen satin almak isterseniz liitfen 1-800-526-4455 numarali telefonu arayin
ya da yerel BArD temsilcinizle gérusun.

Onleyici bakim, 2000 saati agkin kullanim siiresi bulunan ArcTic Sun® 5000 Sicaklik Yénetim Sistemlerinin dért ana bileseninin
degerlendiriimesini icermektedir. Pargalar, bir yillik yeni sinirli garantinin kapsamina alinacaktir.

Onleyici bakim sirasinda degerlendirilen pargalar arasinda Karistirma Pompasi, Devridaim Pompasi, Isitici ve Tahliye Vanalari
bulunmaktadir.

Roména intretinere preventivi: Intretinerea preventiva este necesara pentru mentinerea unei functionari continue si neintrerupte a
sistemului de termoreglare Arctic Sun® 5000. In cazul in care sistemul de termoreglare ArcTic SUN® 5000 nu mai poate fi utilizat,
trebuie utilizate metode alternative pentru a controla temperatura pacientilor.

Pentru a achizitiona un Program de intretinere preventiva prin BARD sau pentru a achizitiona componente, apelati numarul
1-800-526-4455 sau contactati reprezentantul dvs. local BArp.

Tntreginerea preventiva include evaluarea a patru componente esentiale a sistemelor de termoreglare ArcTic Sun® 5000 care au
o perioada de functionare de peste 2000 de ore. Componentele supuse lucrarilor de service vor fi acoperite de 0 noua garantie
limitatd de un an.
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Componentele evaluate in timpul intretinerii preventive includ pompa de amestecare, pompa de recirculare, supapa de incalzire
si de drenaj.

Slovencéina Preventivna udrzba: Preventivna udrzba je potrebna na zachovanie plynulého a nepretrzitého pouzivania systému na
regulaciu teploty Arctic Sun® 5000. V pripade, Ze systém na reguldciu teploty ArcTic Sun® 5000 nebude mozné pouZit, musia sa
vyuzit alternativne metddy kontroly teploty pacienta.

Ak si chcete zakupit Program preventivnej udrzby spolo¢nosti Barp alebo komponenty, zavolajte na Cislo 1-800-526-4455 alebo
kontaktujte miestneho zastupcu spolo€nosti BArp.

Preventivna udrzba zahffia kontrolu $tyroch klti¢ovych komponentov systémov na regulaciu teploty Arctic Sun® 5000 po viac
ako 2 000 hodinach pouzivania. Suciastky, ktoré prejdu servisom, budu kryté novou obmedzenou zarukou po dobu jedného
roka.

Medzi komponenty kontrolované pri preventivnej udrzbe patria mieSacie ¢erpadlo, obehové ¢erpadlo, ohrievac a vypustacie
ventily.

Poccus Mpodunaktnueckoe obcnykusaHue: [1na obecneyeHms HenpepbiBHON U becnepeboliHoW aKcnIyaTaLmMm CUCTEMBI
ynpasneHua TemnepaTtypoit ARCTIC SUN® 5000 TpebyeTca npodunaktmyeckoe obcyKmBaHme. ECam ncnonb3oBaHMe CUCTEMBI
ynpaBneHusa TemnepaTypoit ARCTIC SUN® 5000 no KakoW-1Mb0o npuymHe CTaHOBUTCA HEBO3MOMKHbIM, HEOBXOAMMO NPUMEHSATb
Lpyrue MeToAbl KOHTPONA TeMNepaTypbl NaLUeHTa.

Ecnu Bbl »kenaete npuobpectu lpoepammy npopunakmu4eckoz2o 0b6CayHusaHUs Yyepes KoMnaHmo BARD nam npuobpectum
OTAE/IbHbIE KOMMOHEHTbI CUCTEMbI, MO3BOHMTE Mo TesiedoHy 1-800-526-4455 (B CLLUA) nnm cBAKUTECH C MECTHBIM
npeacrasuTenem BARD.

B npodunaktnyeckoe obCayKMBaHWE BXOAUT MPOBEPKA YETbIPEX KHOUEBbIX KOMMOHEHTOB CUCTEM YNpPaBAeHUA
Temnepatypoii ARCTIC SUN® 5000, oTpaboTaslumx 6onee 2000 yacoB. Ha KOMMNOHEHTbI CUCTEMbI, NpoLLesLlMe 06CnyKnUBaHUE,
byaeT AaHa HOBas OrpaHUMYeHHan rapaHTua cpokom 1 rog.

K KOMMNOHEHTaM, KOTOpble NPOBEPAIOTCA B PaMKax NPOGUNAKTUYECKOTO 0B6CAYHKMBAHUA, OTHOCATCA CMECUTEbHBIN Hacoc,
LUMPKYAALMOHHbINA HAacoC, HarpesaTeNb M APEHaXKHbIe KnanaHsbl.

B4 FBEALTF VA Arctic Sun® 5000 BEEES X7 L FlE GERIL TEATSICE FHXA Y 7TV ADGETT,
ARcTic SUN® 5000 )BEEEB YR T LECHBATELGRL GGG, BEDEEBZHIET SO EEZNTHERLTIEELY,
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